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1. FOR REVIEW AND DISCUSSION:  Overview of the Advanced Practice Pharmacist 

Requirements Contained in SB 493 (Hernandez, Chapter 469, Statutes of 2013) 
 

Attachment 1 
 

Provided in Attachment 1 is a copy of SB 493 (Hernandez, Chapter 469, Statutes of 2013).   
 
Among a number of provisions contained in SB 493 that we will discuss at this meeting, SB 493 
establishes an “advanced practice pharmacist” category of pharmacist licensure, which allows 
such licensed pharmacists to perform physical assessments; order and interpret medication-
related tests; refer patients to other providers; initiate, adjust, and discontinue medications 
under physician protocol or as part of an integrated system such as an ACO; and participate in 
the evaluation and management of health conditions in collaboration with other providers.  

 
The specific provisions in SB 493 relating to this new licensure category are presented below.  
The focus of the discussion under this topic will be on section 4210. 

4016.5. 
 “Advanced practice pharmacist” means a licensed pharmacist who has been 
recognized as an advanced practice pharmacist by the board, pursuant to 
Section 4210. A board-recognized advanced practice pharmacist is entitled to 
practice advanced practice pharmacy, as described in Section 4052.6, within 
or outside of a licensed pharmacy as authorized by this chapter. 

4052.6. 
 (a)  A pharmacist recognized by the board as an advanced practice 

pharmacist may do all of the following: 
(1) Perform patient assessments. 
(2) Order and interpret drug therapy-related tests. 
(3) Refer patients to other health care providers. 
(4) Participate in the evaluation and management of diseases and 

health conditions in collaboration with other health care providers. 
(5) Initiate, adjust, or discontinue drug therapy in the manner specified 

in paragraph (4) of subdivision (a) of Section 4052.2. 



(b)  A pharmacist who adjusts or discontinues drug therapy shall promptly 
transmit written notification to the patient’s diagnosing prescriber or 
enter the appropriate information in a patient record system shared 
with the prescriber, as permitted by that prescriber. A pharmacist who 
initiates drug therapy shall promptly transmit written notification to, 
or enter the appropriate information into, a patient record system 
shared with the patient’s primary care provider or diagnosing provider, 
as permitted by that provider. 

(c)  This section shall not interfere with a physician’s order to dispense a 
prescription drug as written, or other order of similar meaning. 

(d)  Prior to initiating or adjusting a controlled substance therapy pursuant 
to this section, a pharmacist shall personally register with the federal 
Drug Enforcement Administration. 

(e)  A pharmacist who orders and interprets tests pursuant to paragraph 
(2) of subdivision (a) shall ensure that the ordering of those tests is 
done in coordination with the patient’s primary care provider or 
diagnosing prescriber, as appropriate, including promptly transmitting 
written notification to the patient’s diagnosing prescriber or entering 
the appropriate information in a patient record system shared with 
the prescriber, when available and as permitted by that prescriber. 

4210. 
 (a)  A person who seeks recognition as an advanced practice pharmacist 

shall meet all of the following requirements: 
(1) Hold an active license to practice pharmacy issued pursuant to this 

chapter that is in good standing. 
(2) Satisfy any two of the following criteria: 

(A) Earn certification in a relevant area of practice, including, but 
not limited to, ambulatory care, critical care, geriatric 
pharmacy, nuclear pharmacy, nutrition support pharmacy, 
oncology pharmacy, pediatric pharmacy, pharmacotherapy, or 
psychiatric pharmacy, from an organization recognized by the 
Accreditation Council for Pharmacy Education or another 
entity recognized by the board. 

(B) Complete a postgraduate residency through an accredited 
postgraduate institution where at least 50 percent of the 
experience includes the provision of direct patient care 
services with interdisciplinary teams. 

(C) Have provided clinical services to patients for at least one year 
under a collaborative practice agreement or protocol with a 
physician, advanced practice pharmacist, pharmacist 
practicing collaborative drug therapy management, or health 
system. 



(3) File an application with the board for recognition as an advanced 
practice pharmacist. 

(4) Pay the applicable fee to the board. 
(b)  An advanced practice pharmacist recognition issued pursuant to this 

section shall be valid for two years, coterminous with the certificate 
holder’s license to practice pharmacy. 

(c)  The board shall adopt regulations establishing the means of 
documenting completion of the requirements in this section. 

(d) The board shall, by regulation, set the fee for the issuance and renewal 
of advanced practice pharmacist recognition at the reasonable cost of 
regulating advanced practice pharmacists pursuant to this chapter. 
The fee shall not exceed three hundred dollars ($300). 

 
Also provided in Attachment 1 is background information on the Council on Credentialing in 
Pharmacy and its “Guiding Principles for Post-licensure Credentialing of Pharmacists.”   This 
document describes “credentials,” “credentialing” and “privileging.”  This is a key document to 
review as the committee begins to establish parameters for qualifications for advance practice 
pharmacists. 
 
Also provided in Attachment 1 are three additional background documents:  “Credentialing and 
Privileging of Pharmacists,” “Credentialing in Pharmacy: A Resource Paper” and “National 
Commission for Certifying Agencies, Standards for the Accreditation of Certification Programs.” 

 
2.   FOR INFORMATION:  Presentation by Brian Lawson, PharmD, Director of Professional 

Affairs, Board of Pharmacy Specialties,  Regarding Development of Certification Programs 
and Existing Certification Programs for Pharmacists 

Attachment 2 
 

The Board of Pharmacy Specialties, as its name implies, has developed eight pharmacy practice 
areas for which it has developed certification programs.  The Board of Pharmacy Specialties 
literature provides that certification of pharmacists promotes the recognition and value of 
specialized training, knowledge and skills in pharmacy.  The eight specialties are: 
 

• Ambulatory care pharmacy 
• Critical care pharmacy 
• Nuclear pharmacy 
• Nutrition support pharmacy 
• Pediatric pharmacy 
• Pharmacotherapy 
• Psychiatric pharmacy 
• Oncology pharmacy 

 

At this meeting, Brian Lawson will provide information about the certification programs they 
have developed for pharmacists.   Dr. Lawson will also provide information about development 



of certification programs.  Attachment 2 contains an overview of their processes, and then the 
content outlines for each of the specialties.  These specialties are specifically listed in the new 
law (as section 4210) as qualifying routes for the advanced practice pharmacist licensure.  
 
Dr. Lawson’s presentation will provide background to the committee as it moves forward with 
establishing qualifying components for advanced practice pharmacists.   
 
Whereas the specific specialties listed in SB 493 are the programs certified by the Board of 
Pharmacy Specialties, this agency itself is not mentioned in the bill --  see “from an organization 
recognized by the Accreditation Council for Pharmacy Education or another entity recognized 
by the board” in section 4210(a)(2)(A).   As such, the board will need to recognize this agency if 
this is the direction the board chooses to go.   

 
3.   FOR DISCUSSION:  Development of Other Certification Programs or Qualifying Methods 

for Licensure as Advanced Practice Pharmacists 
 

The committee needs to initiate discussion of what elements it seeks to establish as 
components for advanced practice pharmacists.  Specifically to qualify for licensure as 
contained in section 4210(a): 

 
(2) Satisfy any two of the following criteria: 
             (A) Earn certification in a relevant area of practice, including, but not 

limited to, ambulatory care, critical care, geriatric pharmacy, 
nuclear pharmacy, nutrition support pharmacy, oncology 
pharmacy, pediatric pharmacy, pharmacotherapy, or psychiatric 
pharmacy, from an organization recognized by the Accreditation 
Council for Pharmacy Education or another entity recognized by 
the board. 

       (B)  Complete a postgraduate residency through an accredited 
postgraduate institution where at least 50 percent of the 
experience includes the provision of direct patient care services 
with interdisciplinary teams. 

      (C)  Have provided clinical services to patients for at least one year 
under a collaborative practice agreement or protocol with a 
physician, advanced practice pharmacist, pharmacist practicing 
collaborative drug therapy management, or health system. 

 
4.   FOR DISCUSSION:  Application and Renewal Requirements of the Advanced Practice 

Pharmacist License 
Attachment 3 

 
The board’s staff has developed a draft application form for the advanced practice pharmacist 
license.  This document, which is clearly a draft, is provided in Attachment 3.   

 



Under section 4210, the board will need to establish regulations to describe the elements 
applicants must submit to demonstrate they qualify for APP licensure.  Specifically the mandate 
is: 

 
4210(c) The board shall adopt regulations establishing the means of 
documenting completion of the requirements in this section. 

 
Additionally, before the board can issue any license, the board will need to establish an 
application fee (and also a renewal fee) through regulations.  The fee of approximately $300 
which appears in the bill was an amount estimated by expected worked as SB 493 was moving 
through the Legislature.  However, the language in SB 493 requires the board to establish the 
fees in regulation.  
 
The committee needs to identify what it wishes to do.  Does the committee want to encourage 
the board to move forward with the regulations now/in the near future with what we can 
implement at this time, or wait until we have evaluated possible other options for eligibility as 
an APP? 

 
5.   FOR DISCUSSION:  Requirements for Pharmacists Who Furnish Self-Administered 

Hormonal Contraceptives and the Development of Draft Protocols 
 

Attachment 4 
 

The Board of Pharmacy and the Medical Board of California will again have an opportunity to 
work together on two protocols for pharmacist activities under provisions enacted in SB 493.  
One of these protocols is for self-administered hormonal contraception.  This provision will 
apply to all pharmacists who possess the training, not only advanced practice pharmacists.  The 
specific mandate for this provision is:  

4052.3. 
 (a) (1) Notwithstanding any other law, a pharmacist may furnish self-

administered hormonal contraceptives in accordance with 
standardized procedures or protocols developed and approved by 
both the board and the Medical Board of California in consultation 
with the American Congress of Obstetricians and Gynecologists, the 
California Pharmacists Association, and other appropriate entities. 
The standardized procedure or protocol shall require that the patient 
use a self-screening tool that will identify patient risk factors for use 
of self-administered hormonal contraceptives, based on the current 
United States Medical Eligibility Criteria (USMEC) for Contraceptive 
Use developed by the federal Centers for Disease Control and 
Prevention, and that the pharmacist refer the patient to the patient’s 
primary care provider or, if the patient does not have a primary care 
provider, to nearby clinics, upon furnishing a self-administered 



hormonal contraceptive pursuant to this subdivision, or if it is 
determined that use of a self-administered hormonal contraceptive is 
not recommended. 
(2) The board and the Medical Board of California are both authorized 
to ensure compliance with this subdivision, and each board is 
specifically charged with the enforcement of this subdivision with 
respect to its respective licensees. This subdivision does not expand 
the authority of a pharmacist to prescribe any prescription 
medication. 

 

  
 

(

And 

c) For each emergency contraception drug therapy or self-administered 
hormonal contraception initiated pursuant to this section, the 
pharmacist shall provide the recipient of the drug with a standardized 
factsheet that includes, but is not limited to, the indications and 
contraindications for use of the drug, the appropriate method for 
using the drug, the need for medical follow-up, and other appropriate 
information. The board shall develop this form in consultation with 
the State Department of Public Health, the American Congress of 
Obstetricians and Gynecologists, the California Pharmacists 
Association, and other health care organizations. This section does 
not preclude the use of existing publications developed by nationally 
recognized medical organizations. 

 

Attachment 4 contains materials on hormonal contraception.  The California Pharmacists 
Association has developed materials that they have submitted to the board; these are at the 
front this section.  Behind these are materials downloaded from the CDC’s Web site and several 
other locations.    
 
The committee needs to review these materials, and determine if it wishes to develop its own 
draft materials.  It then needs to convene a meeting with the designated parties listed in the 
statute (see above) to develop the protocol and patient-self-screening document.    Thereafter, 
both this board and the Medical Board will need to approve the protocol which will be adopted 
as a regulation by this board. 

 
6.   FOR DISCUSSION:  Requirements for Pharmacists Who Initiate and Administer 

Immunizations Pursuant to Recommended Immunization Schedules by the Federal 
Advisory Committee of Immunization Practices of the CDC                                                                                                                                                                                                                                                                                                                                                                                                                                                  

 
Attachment 5 

 
Senate Bill 493 allows all pharmacists who possess the designated training to provide 
immunizations pursuant to the CDC’s guidelines.   

 



The bill provides the following: 
 

 4052.8.   
(a) In addition to the authority provided in paragraph (11) of subdivision 

(a) of Section 4052, a pharmacist may independently initiate and 
administer vaccines listed on the routine immunization schedules 
recommended by the federal Advisory Committee on Immunization 
Practices (ACIP), in compliance with individual ACIP vaccine 
recommendations, and published by the federal Centers for Disease 
Control and Prevention (CDC) for persons three years of age and 
older. 

(b) In order to initiate and administer an immunization described in 
subdivision (a), a pharmacist shall do all of the following: 
(1) Complete an immunization training program endorsed by the 

CDC or the Accreditation Council for Pharmacy Education that, 
at a minimum, includes hands-on injection technique, clinical 
evaluation of indications and contraindications of vaccines, and 
the recognition and treatment of emergency reactions to 
vaccines, and shall maintain that training. 

(2) Be certified in basic life support. 
(3) Comply with all state and federal recordkeeping and reporting 

requirements, including providing documentation to the 
patient’s primary care provider and entering information in the 
appropriate immunization registry designated by the 
immunization branch of the State Department of Public Health. 

(c) A pharmacist administering immunizations pursuant to this section, 
or paragraph (11) of subdivision (a) of Section 4052, may also initiate 
and administer epinephrine or diphenhydramine by injection for the 
treatment of a severe allergic reaction. 

 
Attachment 5 contains the CDC’s materials on immunizations.  The committee needs to review 
these components.   
 
The board’s inspectors will check pharmacists administering immunizations for adherence to 
the CDC’s requirements.    

 
7.   FOR DISCUSSION:  Requirements for Pharmacists Who Furnish Nicotine Replacement 

Products and Development of Draft Protocols  
Attachment 6 

 
Senate Bill 493 directs the board to work on development of a joint protocol with the Medical 
Board to permit pharmacists to furnish nicotine replacement products. 

 
 



 
The statutory requirements for this are: 

 

4052.9.   
(a) A pharmacist may furnish nicotine replacement products approved 

by the federal Food and Drug Administration for use by 
prescription only in accordance with standardized procedures and 
protocols developed and approved by both the board and the 
Medical Board of California in consultation with other appropriate 
entities and provide smoking cessation services if all of the 
following conditions are met: 
(1)   The pharmacist maintains records of all prescription drugs 

and devices furnished for a period of at least three years for 
purposes of notifying other health care providers and 
monitoring the patient. 

(2)   The pharmacist notifies the patient’s primary care provider of 
any drugs or devices furnished to the patient, or enters the 
appropriate information in a patient record system shared 
with the primary care provider, as permitted by that primary 
care provider. If the patient does not have a primary care 
provider, the pharmacist provides the patient with a written 
record of the drugs or devices furnished and advises the 
patient to consult a physician of the patient’s choice. 

(3)   The pharmacist is certified in smoking cessation therapy by an 
organization recognized by the board. 

(4)   The pharmacist completes one hour of continuing education 
focused on smoking cessation therapy biennially. 

(b) The board and the Medical Board of California are both authorized 
to ensure compliance with this section, and each board is 
specifically charged with the enforcement of this section with 
respect to their respective licensees. Nothing in this section shall 
be construed to expand the authority of a pharmacist to prescribe 
any other prescription medication. 

 

Attachment 6 contains a sample protocol developed by CSHP.  The committee needs to 
determine how it wishes to proceed with the development of this protocol in conformance with 
the statute. 



 
 
 

Attachment 1 



Senate Bill No. 493

CHAPTER 469

An act to amend Sections 733, 4040, 4050, 4051, 4052, 4052.3, 4060,
4076, 4111, and 4174 of, and to add Sections 4016.5, 4052.6, 4052.8, 4052.9,
4210, and 4233 to, the Business and Professions Code, relating to pharmacy.

[Approved by Governor October 1, 2013. Filed with
Secretary of State October 1, 2013.]

legislative counsel’s digest

SB 493, Hernandez. Pharmacy practice.
The Pharmacy Law provides for the licensing and regulation of

pharmacists by the California State Board of Pharmacy in the Department
of Consumer Affairs. The law specifies the functions pharmacists are
authorized to perform, including to administer, orally or topically, drugs
and biologicals pursuant to a prescriber’s order, and to administer
immunizations pursuant to a protocol with a prescriber. Pharmacists may
also furnish emergency contraception drug therapy pursuant to standardized
procedures if they have completed a training program. A violation of the
Pharmacy Law is a crime.

This bill, instead, would authorize a pharmacist to administer drugs and
biological products that have been ordered by a prescriber. The bill would
authorize pharmacists to perform other functions, including, among other
things, to furnish self-administered hormonal contraceptives, nicotine
replacement products, and prescription medications not requiring a diagnosis
that are recommended for international travelers, as specified. Additionally,
the bill would authorize pharmacists to order and interpret tests for the
purpose of monitoring and managing the efficacy and toxicity of drug
therapies, and to independently initiate and administer routine vaccinations,
as specified. This bill also would establish board recognition for an advanced
practice pharmacist, as defined, would specify the criteria for that
recognition, and would specify additional functions that may be performed
by an advanced practice pharmacist, including, among other things,
performing patient assessments, and certain other functions, as specified.
The bill would authorize the board, by regulation, to set the fee for the
issuance and renewal of advanced practice pharmacist recognition at the
reasonable cost of regulating advanced practice pharmacists pursuant to
these provisions, not to exceed $300.

Because a violation of these provisions would be a crime, the bill would
impose a state-mandated local program.

The bill would make other conforming and technical changes.
This bill would incorporate additional changes in Section 4076 of the

Business and Professions Code proposed by SB 205, that would become
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operative only if SB 205 and this bill are both chaptered and become
effective on or before January 1, 2014, and this bill is chaptered last.

The California Constitution requires the state to reimburse local agencies
and school districts for certain costs mandated by the state. Statutory
provisions establish procedures for making that reimbursement.

This bill would provide that no reimbursement is required by this act for
a specified reason.

The people of the State of California do enact as follows:

SECTION 1. Section 733 of the Business and Professions Code is
amended to read:

733. (a)  A licentiate shall not obstruct a patient in obtaining a
prescription drug or device that has been legally prescribed or ordered for
that patient. A violation of this section constitutes unprofessional conduct
by the licentiate and shall subject the licentiate to disciplinary or
administrative action by his or her licensing agency.

(b)  Notwithstanding any other law, a licentiate shall dispense drugs and
devices, as described in subdivision (a) of Section 4024, pursuant to a lawful
order or prescription unless one of the following circumstances exists:

(1)  Based solely on the licentiate’s professional training and judgment,
dispensing pursuant to the order or the prescription is contrary to law, or
the licentiate determines that the prescribed drug or device would cause a
harmful drug interaction or would otherwise adversely affect the patient’s
medical condition.

(2)  The prescription drug or device is not in stock. If an order, other than
an order described in Section 4019, or prescription cannot be dispensed
because the drug or device is not in stock, the licentiate shall take one of
the following actions:

(A)  Immediately notify the patient and arrange for the drug or device to
be delivered to the site or directly to the patient in a timely manner.

(B)  Promptly transfer the prescription to another pharmacy known to
stock the prescription drug or device that is near enough to the site from
which the prescription or order is transferred, to ensure the patient has timely
access to the drug or device.

(C)  Return the prescription to the patient and refer the patient. The
licentiate shall make a reasonable effort to refer the patient to a pharmacy
that stocks the prescription drug or device that is near enough to the referring
site to ensure that the patient has timely access to the drug or device.

(3)  The licentiate refuses on ethical, moral, or religious grounds to
dispense a drug or device pursuant to an order or prescription. A licentiate
may decline to dispense a prescription drug or device on this basis only if
the licentiate has previously notified his or her employer, in writing, of the
drug or class of drugs to which he or she objects, and the licentiate’s
employer can, without creating undue hardship, provide a reasonable
accommodation of the licentiate’s objection. The licentiate’s employer shall
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establish protocols that ensure that the patient has timely access to the
prescribed drug or device despite the licentiate’s refusal to dispense the
prescription or order. For purposes of this section, “reasonable
accommodation” and “undue hardship” shall have the same meaning as
applied to those terms pursuant to subdivision (l) of Section 12940 of the
Government Code.

(c)  For the purposes of this section, “prescription drug or device” has
the same meaning as the definition in Section 4022.

(d)  This section applies to emergency contraception drug therapy and
self-administered hormonal contraceptives described in Section 4052.3.

(e)  This section imposes no duty on a licentiate to dispense a drug or
device pursuant to a prescription or order without payment for the drug or
device, including payment directly by the patient or through a third-party
payer accepted by the licentiate or payment of any required copayment by
the patient.

(f)  The notice to consumers required by Section 4122 shall include a
statement that describes patients’ rights relative to the requirements of this
section.

SEC. 2. Section 4016.5 is added to the Business and Professions Code,
to read:

4016.5. “Advanced practice pharmacist” means a licensed pharmacist
who has been recognized as an advanced practice pharmacist by the board,
pursuant to Section 4210. A board-recognized advanced practice pharmacist
is entitled to practice advanced practice pharmacy, as described in Section
4052.6, within or outside of a licensed pharmacy as authorized by this
chapter.

SEC. 3. Section 4040 of the Business and Professions Code is amended
to read:

4040. (a)  “Prescription” means an oral, written, or electronic
transmission order that is both of the following:

(1)  Given individually for the person or persons for whom ordered that
includes all of the following:

(A)  The name or names and address of the patient or patients.
(B)  The name and quantity of the drug or device prescribed and the

directions for use.
(C)  The date of issue.
(D)  Either rubber stamped, typed, or printed by hand or typeset, the name,

address, and telephone number of the prescriber, his or her license
classification, and his or her federal registry number, if a controlled substance
is prescribed.

(E)  A legible, clear notice of the condition or purpose for which the drug
is being prescribed, if requested by the patient or patients.

(F)  If in writing, signed by the prescriber issuing the order, or the certified
nurse-midwife, nurse practitioner, physician assistant, or naturopathic doctor
who issues a drug order pursuant to Section 2746.51, 2836.1, 3502.1, or
3640.5, respectively, or the pharmacist who issues a drug order pursuant to
Section 4052.1, 4052.2, or 4052.6.
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(2)  Issued by a physician, dentist, optometrist, podiatrist, veterinarian,
or naturopathic doctor pursuant to Section 3640.7 or, if a drug order is issued
pursuant to Section 2746.51, 2836.1, 3502.1, or 3460.5, by a certified
nurse-midwife, nurse practitioner, physician assistant, or naturopathic doctor
licensed in this state, or pursuant to Section 4052.1, 4052.2, or 4052.6 by a
pharmacist licensed in this state.

(b)  Notwithstanding subdivision (a), a written order of the prescriber for
a dangerous drug, except for any Schedule II controlled substance, that
contains at least the name and signature of the prescriber, the name and
address of the patient in a manner consistent with paragraph (2) of
subdivision (a) of Section 11164 of the Health and Safety Code, the name
and quantity of the drug prescribed, directions for use, and the date of issue
may be treated as a prescription by the dispensing pharmacist as long as
any additional information required by subdivision (a) is readily retrievable
in the pharmacy. In the event of a conflict between this subdivision and
Section 11164 of the Health and Safety Code, Section 11164 of the Health
and Safety Code shall prevail.

(c)  “Electronic transmission prescription” includes both image and data
prescriptions. “Electronic image transmission prescription” means any
prescription order for which a facsimile of the order is received by a
pharmacy from a licensed prescriber. “Electronic data transmission
prescription” means any prescription order, other than an electronic image
transmission prescription, that is electronically transmitted from a licensed
prescriber to a pharmacy.

(d)  The use of commonly used abbreviations shall not invalidate an
otherwise valid prescription.

(e)  Nothing in the amendments made to this section (formerly Section
4036) at the 1969 Regular Session of the Legislature shall be construed as
expanding or limiting the right that a chiropractor, while acting within the
scope of his or her license, may have to prescribe a device.

SEC. 4. Section 4050 of the Business and Professions Code is amended
to read:

4050. (a)  In recognition of and consistent with the decisions of the
appellate courts of this state, the Legislature hereby declares the practice of
pharmacy to be a profession.

(b)  Pharmacy practice is a dynamic, patient-oriented health service that
applies a scientific body of knowledge to improve and promote patient
health by means of appropriate drug use, drug-related therapy, and
communication for clinical and consultative purposes. Pharmacy practice
is continually evolving to include more sophisticated and comprehensive
patient care activities.

(c)  The Legislature further declares that pharmacists are health care
providers who have the authority to provide health care services.

SEC. 5. Section 4051 of the Business and Professions Code is amended
to read:

4051. (a)  Except as otherwise provided in this chapter, it is unlawful
for any person to manufacture, compound, furnish, sell, or dispense a
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dangerous drug or dangerous device, or to dispense or compound a
prescription pursuant to Section 4040 of a prescriber unless he or she is a
pharmacist under this chapter.

(b)  Notwithstanding any other law, a pharmacist may authorize the
initiation of a prescription, pursuant to Section 4052.1, 4052.2, 4052.3, or
4052.6, and otherwise provide clinical advice, services, information, or
patient consultation, as set forth in this chapter, if all of the following
conditions are met:

(1)  The clinical advice, services, information, or patient consultation is
provided to a health care professional or to a patient.

(2)  The pharmacist has access to prescription, patient profile, or other
relevant medical information for purposes of patient and clinical consultation
and advice.

(3)  Access to the information described in paragraph (2) is secure from
unauthorized access and use.

SEC. 6. Section 4052 of the Business and Professions Code is amended
to read:

4052. (a)  Notwithstanding any other law, a pharmacist may:
(1)  Furnish a reasonable quantity of compounded drug product to a

prescriber for office use by the prescriber.
(2)  Transmit a valid prescription to another pharmacist.
(3)  Administer drugs and biological products that have been ordered by

a prescriber.
(4)  Perform procedures or functions in a licensed health care facility as

authorized by Section 4052.1.
(5)  Perform procedures or functions as part of the care provided by a

health care facility, a licensed home health agency, a licensed clinic in which
there is a physician oversight, a provider who contracts with a licensed
health care service plan with regard to the care or services provided to the
enrollees of that health care service plan, or a physician, as authorized by
Section 4052.2.

(6)  Perform procedures or functions as authorized by Section 4052.6.
(7)  Manufacture, measure, fit to the patient, or sell and repair dangerous

devices, or furnish instructions to the patient or the patient’s representative
concerning the use of those devices.

(8)  Provide consultation, training, and education to patients about drug
therapy, disease management, and disease prevention.

(9)  Provide professional information, including clinical or
pharmacological information, advice, or consultation to other health care
professionals, and participate in multidisciplinary review of patient progress,
including appropriate access to medical records.

(10)  Furnish the medications described in subparagraph (A) in accordance
with subparagraph (B):

(A)  (1)  Emergency contraception drug therapy and self-administered
hormonal contraceptives, as authorized by Section 4052.3.

(2)  Nicotine replacement products, as authorized by Section 4052.9.
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(3)  Prescription medications not requiring a diagnosis that are
recommended by the federal Centers for Disease Control and Prevention
for individuals traveling outside of the United States.

(B)  The pharmacist shall notify the patient’s primary care provider of
any drugs or devices furnished to the patient, or enter the appropriate
information in a patient record system shared with the primary care provider,
as permitted by that primary care provider. If the patient does not have a
primary care provider, the pharmacist shall provide the patient with a written
record of the drugs or devices furnished and advise the patient to consult a
physician of the patient’s choice.

(11)  Administer immunizations pursuant to a protocol with a prescriber.
(12)  Order and interpret tests for the purpose of monitoring and managing

the efficacy and toxicity of drug therapies. A pharmacist who orders and
interprets tests pursuant to this paragraph shall ensure that the ordering of
those tests is done in coordination with the patient’s primary care provider
or diagnosing prescriber, as appropriate, including promptly transmitting
written notification to the patient’s diagnosing prescriber or entering the
appropriate information in a patient record system shared with the prescriber,
when available and as permitted by that prescriber.

(b)  A pharmacist who is authorized to issue an order to initiate or adjust
a controlled substance therapy pursuant to this section shall personally
register with the federal Drug Enforcement Administration.

(c)  This section does not affect the applicable requirements of law relating
to either of the following:

(1)  Maintaining the confidentiality of medical records.
(2)  The licensing of a health care facility.
SEC. 7. Section 4052.3 of the Business and Professions Code is amended

to read:
4052.3. (a)  (1)  Notwithstanding any other law, a pharmacist may furnish

self-administered hormonal contraceptives in accordance with standardized
procedures or protocols developed and approved by both the board and the
Medical Board of California in consultation with the American Congress
of Obstetricians and Gynecologists, the California Pharmacists Association,
and other appropriate entities. The standardized procedure or protocol shall
require that the patient use a self-screening tool that will identify patient
risk factors for use of self-administered hormonal contraceptives, based on
the current United States Medical Eligibility Criteria (USMEC) for
Contraceptive Use developed by the federal Centers for Disease Control
and Prevention, and that the pharmacist refer the patient to the patient’s
primary care provider or, if the patient does not have a primary care provider,
to nearby clinics, upon furnishing a self-administered hormonal contraceptive
pursuant to this subdivision, or if it is determined that use of a
self-administered hormonal contraceptive is not recommended.

(2)  The board and the Medical Board of California are both authorized
to ensure compliance with this subdivision, and each board is specifically
charged with the enforcement of this subdivision with respect to its respective
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licensees. This subdivision does not expand the authority of a pharmacist
to prescribe any prescription medication.

(b)  (1)  Notwithstanding any other law, a pharmacist may furnish
emergency contraception drug therapy in accordance with either of the
following:

(A)  Standardized procedures or protocols developed by the pharmacist
and an authorized prescriber who is acting within his or her scope of practice.

(B)  Standardized procedures or protocols developed and approved by
both the board and the Medical Board of California in consultation with the
American Congress of Obstetricians and Gynecologists, the California
Pharmacists Association, and other appropriate entities. The board and the
Medical Board of California are both authorized to ensure compliance with
this clause, and each board is specifically charged with the enforcement of
this provision with respect to its respective licensees. This subdivision does
not expand the authority of a pharmacist to prescribe any prescription
medication.

(2)  Prior to performing a procedure authorized under this subdivision, a
pharmacist shall complete a training program on emergency contraception
that consists of at least one hour of approved continuing education on
emergency contraception drug therapy.

(3)  A pharmacist, pharmacist’s employer, or pharmacist’s agent shall
not directly charge a patient a separate consultation fee for emergency
contraception drug therapy services initiated pursuant to this subdivision,
but may charge an administrative fee not to exceed ten dollars ($10) above
the retail cost of the drug. Upon an oral, telephonic, electronic, or written
request from a patient or customer, a pharmacist or pharmacist’s employee
shall disclose the total retail price that a consumer would pay for emergency
contraception drug therapy. As used in this paragraph, total retail price
includes providing the consumer with specific information regarding the
price of the emergency contraception drugs and the price of the
administrative fee charged. This limitation is not intended to interfere with
other contractually agreed-upon terms between a pharmacist, a pharmacist’s
employer, or a pharmacist’s agent, and a health care service plan or insurer.
Patients who are insured or covered and receive a pharmacy benefit that
covers the cost of emergency contraception shall not be required to pay an
administrative fee. These patients shall be required to pay copayments
pursuant to the terms and conditions of their coverage. This paragraph shall
become inoperative for dedicated emergency contraception drugs if these
drugs are reclassified as over-the-counter products by the federal Food and
Drug Administration.

(4)  A pharmacist shall not require a patient to provide individually
identifiable medical information that is not specified in Section 1707.1 of
Title 16 of the California Code of Regulations before initiating emergency
contraception drug therapy pursuant to this subdivision.

(c)  For each emergency contraception drug therapy or self-administered
hormonal contraception initiated pursuant to this section, the pharmacist
shall provide the recipient of the drug with a standardized factsheet that
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includes, but is not limited to, the indications and contraindications for use
of the drug, the appropriate method for using the drug, the need for medical
followup, and other appropriate information. The board shall develop this
form in consultation with the State Department of Public Health, the
American Congress of Obstetricians and Gynecologists, the California
Pharmacists Association, and other health care organizations. This section
does not preclude the use of existing publications developed by nationally
recognized medical organizations.

SEC. 8. Section 4052.6 is added to the Business and Professions Code,
to read:

4052.6. (a)  A pharmacist recognized by the board as an advanced
practice pharmacist may do all of the following:

(1)  Perform patient assessments.
(2)  Order and interpret drug therapy-related tests.
(3)  Refer patients to other health care providers.
(4)  Participate in the evaluation and management of diseases and health

conditions in collaboration with other health care providers.
(5)  Initiate, adjust, or discontinue drug therapy in the manner specified

in paragraph (4) of subdivision (a) of Section 4052.2.
(b)  A pharmacist who adjusts or discontinues drug therapy shall promptly

transmit written notification to the patient’s diagnosing prescriber or enter
the appropriate information in a patient record system shared with the
prescriber, as permitted by that prescriber. A pharmacist who initiates drug
therapy shall promptly transmit written notification to, or enter the
appropriate information into, a patient record system shared with the patient’s
primary care provider or diagnosing provider, as permitted by that provider.

(c)  This section shall not interfere with a physician’s order to dispense
a prescription drug as written, or other order of similar meaning.

(d)  Prior to initiating or adjusting a controlled substance therapy pursuant
to this section, a pharmacist shall personally register with the federal Drug
Enforcement Administration.

(e)  A pharmacist who orders and interprets tests pursuant to paragraph
(2) of subdivision (a) shall ensure that the ordering of those tests is done in
coordination with the patient’s primary care provider or diagnosing
prescriber, as appropriate, including promptly transmitting written
notification to the patient’s diagnosing prescriber or entering the appropriate
information in a patient record system shared with the prescriber, when
available and as permitted by that prescriber.

SEC. 9. Section 4052.8 is added to the Business and Professions Code,
to read:

4052.8. (a)  In addition to the authority provided in paragraph (11) of
subdivision (a) of Section 4052, a pharmacist may independently initiate
and administer vaccines listed on the routine immunization schedules
recommended by the federal Advisory Committee on Immunization Practices
(ACIP), in compliance with individual ACIP vaccine recommendations,
and published by the federal Centers for Disease Control and Prevention
(CDC) for persons three years of age and older.
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(b)  In order to initiate and administer an immunization described in
subdivision (a), a pharmacist shall do all of the following:

(1)  Complete an immunization training program endorsed by the CDC
or the Accreditation Council for Pharmacy Education that, at a minimum,
includes hands-on injection technique, clinical evaluation of indications and
contraindications of vaccines, and the recognition and treatment of
emergency reactions to vaccines, and shall maintain that training.

(2)  Be certified in basic life support.
(3)  Comply with all state and federal recordkeeping and reporting

requirements, including providing documentation to the patient’s primary
care provider and entering information in the appropriate immunization
registry designated by the immunization branch of the State Department of
Public Health.

(c)  A pharmacist administering immunizations pursuant to this section,
or paragraph (11) of subdivision (a) of Section 4052, may also initiate and
administer epinephrine or diphenhydramine by injection for the treatment
of a severe allergic reaction.

SEC. 10. Section 4052.9 is added to the Business and Professions Code,
to read:

4052.9. (a)  A pharmacist may furnish nicotine replacement products
approved by the federal Food and Drug Administration for use by
prescription only in accordance with standardized procedures and protocols
developed and approved by both the board and the Medical Board of
California in consultation with other appropriate entities and provide smoking
cessation services if all of the following conditions are met:

(1)  The pharmacist maintains records of all prescription drugs and devices
furnished for a period of at least three years for purposes of notifying other
health care providers and monitoring the patient.

(2)  The pharmacist notifies the patient’s primary care provider of any
drugs or devices furnished to the patient, or enters the appropriate
information in a patient record system shared with the primary care provider,
as permitted by that primary care provider. If the patient does not have a
primary care provider, the pharmacist provides the patient with a written
record of the drugs or devices furnished and advises the patient to consult
a physician of the patient’s choice.

(3)  The pharmacist is certified in smoking cessation therapy by an
organization recognized by the board.

(4)  The pharmacist completes one hour of continuing education focused
on smoking cessation therapy biennially.

(b)  The board and the Medical Board of California are both authorized
to ensure compliance with this section, and each board is specifically charged
with the enforcement of this section with respect to their respective licensees.
Nothing in this section shall be construed to expand the authority of a
pharmacist to prescribe any other prescription medication.

SEC. 11. Section 4060 of the Business and Professions Code is amended
to read:
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4060. A person shall not possess any controlled substance, except that
furnished to a person upon the prescription of a physician, dentist, podiatrist,
optometrist, veterinarian, or naturopathic doctor pursuant to Section 3640.7,
or furnished pursuant to a drug order issued by a certified nurse-midwife
pursuant to Section 2746.51, a nurse practitioner pursuant to Section 2836.1,
a physician assistant pursuant to Section 3502.1, a naturopathic doctor
pursuant to Section 3640.5, or a pharmacist pursuant to Section 4052.1,
4052.2, or 4052.6. This section does not apply to the possession of any
controlled substance by a manufacturer, wholesaler, pharmacy, pharmacist,
physician, podiatrist, dentist, optometrist, veterinarian, naturopathic doctor,
certified nurse-midwife, nurse practitioner, or physician assistant, if in stock
in containers correctly labeled with the name and address of the supplier or
producer.

This section does not authorize a certified nurse-midwife, a nurse
practitioner, a physician assistant, or a naturopathic doctor, to order his or
her own stock of dangerous drugs and devices.

SEC. 12. Section 4076 of the Business and Professions Code is amended
to read:

4076. (a)  A pharmacist shall not dispense any prescription except in a
container that meets the requirements of state and federal law and is correctly
labeled with all of the following:

(1)  Except when the prescriber or the certified nurse-midwife who
functions pursuant to a standardized procedure or protocol described in
Section 2746.51, the nurse practitioner who functions pursuant to a
standardized procedure described in Section 2836.1 or protocol, the physician
assistant who functions pursuant to Section 3502.1, the naturopathic doctor
who functions pursuant to a standardized procedure or protocol described
in Section 3640.5, or the pharmacist who functions pursuant to a policy,
procedure, or protocol pursuant to Section 4052.1, 4052.2, or 4052.6 orders
otherwise, either the manufacturer’s trade name of the drug or the generic
name and the name of the manufacturer. Commonly used abbreviations
may be used. Preparations containing two or more active ingredients may
be identified by the manufacturer’s trade name or the commonly used name
or the principal active ingredients.

(2)  The directions for the use of the drug.
(3)  The name of the patient or patients.
(4)  The name of the prescriber or, if applicable, the name of the certified

nurse-midwife who functions pursuant to a standardized procedure or
protocol described in Section 2746.51, the nurse practitioner who functions
pursuant to a standardized procedure described in Section 2836.1 or protocol,
the physician assistant who functions pursuant to Section 3502.1, the
naturopathic doctor who functions pursuant to a standardized procedure or
protocol described in Section 3640.5, or the pharmacist who functions
pursuant to a policy, procedure, or protocol pursuant to Section 4052.1,
4052.2, or 4052.6.

(5)  The date of issue.
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(6)  The name and address of the pharmacy, and prescription number or
other means of identifying the prescription.

(7)  The strength of the drug or drugs dispensed.
(8)  The quantity of the drug or drugs dispensed.
(9)  The expiration date of the effectiveness of the drug dispensed.
(10)  The condition or purpose for which the drug was prescribed if the

condition or purpose is indicated on the prescription.
(11)  (A)  Commencing January 1, 2006, the physical description of the

dispensed medication, including its color, shape, and any identification code
that appears on the tablets or capsules, except as follows:

(i)  Prescriptions dispensed by a veterinarian.
(ii)  An exemption from the requirements of this paragraph shall be granted

to a new drug for the first 120 days that the drug is on the market and for
the 90 days during which the national reference file has no description on
file.

(iii)  Dispensed medications for which no physical description exists in
any commercially available database.

(B)  This paragraph applies to outpatient pharmacies only.
(C)  The information required by this paragraph may be printed on an

auxiliary label that is affixed to the prescription container.
(D)  This paragraph shall not become operative if the board, prior to

January 1, 2006, adopts regulations that mandate the same labeling
requirements set forth in this paragraph.

(b)  If a pharmacist dispenses a prescribed drug by means of a unit dose
medication system, as defined by administrative regulation, for a patient in
a skilled nursing, intermediate care, or other health care facility, the
requirements of this section will be satisfied if the unit dose medication
system contains the aforementioned information or the information is
otherwise readily available at the time of drug administration.

(c)  If a pharmacist dispenses a dangerous drug or device in a facility
licensed pursuant to Section 1250 of the Health and Safety Code, it is not
necessary to include on individual unit dose containers for a specific patient,
the name of the certified nurse-midwife who functions pursuant to a
standardized procedure or protocol described in Section 2746.51, the nurse
practitioner who functions pursuant to a standardized procedure described
in Section 2836.1 or protocol, the physician assistant who functions pursuant
to Section 3502.1, the naturopathic doctor who functions pursuant to a
standardized procedure or protocol described in Section 3640.5, or the
pharmacist who functions pursuant to a policy, procedure, or protocol
pursuant to Section 4052.1, 4052.2, or 4052.6.

(d)  If a pharmacist dispenses a prescription drug for use in a facility
licensed pursuant to Section 1250 of the Health and Safety Code, it is not
necessary to include the information required in paragraph (11) of
subdivision (a) when the prescription drug is administered to a patient by
a person licensed under the Medical Practice Act (Chapter 5 (commencing
with Section 2000)), the Nursing Practice Act (Chapter 6 (commencing with
Section 2700)), or the Vocational Nursing Practice Act (Chapter 6.5
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(commencing with Section 2840)), who is acting within his or her scope of
practice.

SEC. 12.5. Section 4076 of the Business and Professions Code is
amended to read:

4076. (a)  A pharmacist shall not dispense any prescription except in a
container that meets the requirements of state and federal law and is correctly
labeled with all of the following:

(1)  Except when the prescriber or the certified nurse-midwife who
functions pursuant to a standardized procedure or protocol described in
Section 2746.51, the nurse practitioner who functions pursuant to a
standardized procedure described in Section 2836.1 or protocol, the physician
assistant who functions pursuant to Section 3502.1, the naturopathic doctor
who functions pursuant to a standardized procedure or protocol described
in Section 3640.5, or the pharmacist who functions pursuant to a policy,
procedure, or protocol pursuant to Section 4052.1, 4052.2, or 4052.6 orders
otherwise, either the manufacturer’s trade name of the drug or the generic
name and the name of the manufacturer. Commonly used abbreviations
may be used. Preparations containing two or more active ingredients may
be identified by the manufacturer’s trade name or the commonly used name
or the principal active ingredients.

(2)  The directions for the use of the drug.
(3)  The name of the patient or patients.
(4)  The name of the prescriber or, if applicable, the name of the certified

nurse-midwife who functions pursuant to a standardized procedure or
protocol described in Section 2746.51, the nurse practitioner who functions
pursuant to a standardized procedure described in Section 2836.1 or protocol,
the physician assistant who functions pursuant to Section 3502.1, the
naturopathic doctor who functions pursuant to a standardized procedure or
protocol described in Section 3640.5, or the pharmacist who functions
pursuant to a policy, procedure, or protocol pursuant to Section 4052.1,
4052.2, or 4052.6.

(5)  The date of issue.
(6)  The name and address of the pharmacy, and prescription number or

other means of identifying the prescription.
(7)  The strength of the drug or drugs dispensed.
(8)  The quantity of the drug or drugs dispensed.
(9)  The expiration date of the effectiveness of the drug dispensed.
(10)  The condition or purpose for which the drug was prescribed if the

condition or purpose is indicated on the prescription.
(11)  (A)  Commencing January 1, 2006, the physical description of the

dispensed medication, including its color, shape, and any identification code
that appears on the tablets or capsules, except as follows:

(i)  Prescriptions dispensed by a veterinarian.
(ii)  An exemption from the requirements of this paragraph shall be granted

to a new drug for the first 120 days that the drug is on the market and for
the 90 days during which the national reference file has no description on
file.

90

— 12 —Ch. 469

 



(iii)  Dispensed medications for which no physical description exists in
any commercially available database.

(B)  This paragraph applies to outpatient pharmacies only.
(C)  The information required by this paragraph may be printed on an

auxiliary label that is affixed to the prescription container.
(D)  This paragraph shall not become operative if the board, prior to

January 1, 2006, adopts regulations that mandate the same labeling
requirements set forth in this paragraph.

(b)  If a pharmacist dispenses a prescribed drug by means of a unit dose
medication system, as defined by administrative regulation, for a patient in
a skilled nursing, intermediate care, or other health care facility, the
requirements of this section will be satisfied if the unit dose medication
system contains the aforementioned information or the information is
otherwise readily available at the time of drug administration.

(c)  If a pharmacist dispenses a dangerous drug or device in a health
facility, as defined in Section 1250 of the Health and Safety Code, it is not
necessary to include on individual unit dose containers for a specific patient,
the name of the certified nurse-midwife who functions pursuant to a
standardized procedure or protocol described in Section 2746.51, the nurse
practitioner who functions pursuant to a standardized procedure described
in Section 2836.1 or protocol, the physician assistant who functions pursuant
to Section 3502.1, the naturopathic doctor who functions pursuant to a
standardized procedure or protocol described in Section 3640.5, or the
pharmacist who functions pursuant to a policy, procedure, or protocol
pursuant to Section 4052.1, 4052.2, or 4052.6.

(d)  If a pharmacist dispenses a prescription drug for use in a facility
licensed pursuant to Section 1250 of the Health and Safety Code, it is not
necessary to include the information required in paragraph (11) of
subdivision (a) when the prescription drug is administered to a patient by
a person licensed under the Medical Practice Act (Chapter 5 (commencing
with Section 2000)), the Nursing Practice Act (Chapter 6 (commencing with
Section 2700)), or the Vocational Nursing Practice Act (Chapter 6.5
(commencing with Section 2840)), who is acting within his or her scope of
practice.

(e)  This section shall remain in effect only until January 1, 2016, and as
of that date is repealed, unless a later enacted statute, that is enacted before
January 1, 2016, deletes or extends that date.

SEC. 12.7. Section 4076 is added to the Business and Professions Code,
to read:

4076. (a)  A pharmacist shall not dispense any prescription except in a
container that meets the requirements of state and federal law and is correctly
labeled with all of the following:

(1)  Except when the prescriber or the certified nurse-midwife who
functions pursuant to a standardized procedure or protocol described in
Section 2746.51, the nurse practitioner who functions pursuant to a
standardized procedure described in Section 2836.1 or protocol, the physician
assistant who functions pursuant to Section 3502.1, the naturopathic doctor
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who functions pursuant to a standardized procedure or protocol described
in Section 3640.5, or the pharmacist who functions pursuant to a policy,
procedure, or protocol pursuant to Section 4052.1, 4052.2, or 4052.6 orders
otherwise, either the manufacturer’s trade name of the drug or the generic
name and the name of the manufacturer. Commonly used abbreviations
may be used. Preparations containing two or more active ingredients may
be identified by the manufacturer’s trade name or the commonly used name
or the principal active ingredients.

(2)  The directions for the use of the drug.
(3)  The name of the patient or patients.
(4)  The name of the prescriber or, if applicable, the name of the certified

nurse-midwife who functions pursuant to a standardized procedure or
protocol described in Section 2746.51, the nurse practitioner who functions
pursuant to a standardized procedure described in Section 2836.1 or protocol,
the physician assistant who functions pursuant to Section 3502.1, the
naturopathic doctor who functions pursuant to a standardized procedure or
protocol described in Section 3640.5, or the pharmacist who functions
pursuant to a policy, procedure, or protocol pursuant to Section 4052.1,
4052.2, or 4052.6.

(5)  The date of issue.
(6)  The name and address of the pharmacy, and prescription number or

other means of identifying the prescription.
(7)  The strength of the drug or drugs dispensed.
(8)  The quantity of the drug or drugs dispensed.
(9)  The expiration date of the effectiveness of the drug dispensed.
(10)  The condition or purpose for which the drug was prescribed if the

condition or purpose is indicated on the prescription.
(11)  (A)  Commencing January 1, 2006, the physical description of the

dispensed medication, including its color, shape, and any identification code
that appears on the tablets or capsules, except as follows:

(i)  Prescriptions dispensed by a veterinarian.
(ii)  An exemption from the requirements of this paragraph shall be granted

to a new drug for the first 120 days that the drug is on the market and for
the 90 days during which the national reference file has no description on
file.

(iii)  Dispensed medications for which no physical description exists in
any commercially available database.

(B)  This paragraph applies to outpatient pharmacies only.
(C)  The information required by this paragraph may be printed on an

auxiliary label that is affixed to the prescription container.
(D)  This paragraph shall not become operative if the board, prior to

January 1, 2006, adopts regulations that mandate the same labeling
requirements set forth in this paragraph.

(b)  The information required by paragraphs (1), (2), (3), (7), and (10) of
subdivision (a) shall be printed in at least a 12-point typeface.

(c)  If a pharmacist dispenses a prescribed drug by means of a unit dose
medication system, as defined by administrative regulation, for a patient in
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a skilled nursing, intermediate care, or other health care facility, the
requirements of this section will be satisfied if the unit dose medication
system contains the aforementioned information or the information is
otherwise readily available at the time of drug administration.

(d)  If a pharmacist dispenses a dangerous drug or device in a health
facility, as defined in Section 1250 of the Health and Safety Code, it is not
necessary to include on individual unit dose containers for a specific patient,
the name of the certified nurse-midwife who functions pursuant to a
standardized procedure or protocol described in Section 2746.51, the nurse
practitioner who functions pursuant to a standardized procedure described
in Section 2836.1 or protocol, the physician assistant who functions pursuant
to Section 3502.1, the naturopathic doctor who functions pursuant to a
standardized procedure or protocol described in Section 3640.5, or the
pharmacist who functions pursuant to a policy, procedure, or protocol
pursuant to Section 4052.1, 4052.2, or 4052.6.

(e)  If a pharmacist dispenses a prescription drug for use in a facility
licensed pursuant to Section 1250 of the Health and Safety Code, it is not
necessary to include the information required in paragraph (11) of
subdivision (a) when the prescription drug is administered to a patient by
a person licensed under the Medical Practice Act (Chapter 5 (commencing
with Section 2000)), the Nursing Practice Act (Chapter 6 (commencing with
Section 2700)), or the Vocational Nursing Practice Act (Chapter 6.5
(commencing with Section 2840)), who is acting within his or her scope of
practice.

(f)  This section shall become operative on January 1, 2016.
SEC. 13. Section 4111 of the Business and Professions Code is amended

to read:
4111. (a)  Except as otherwise provided in subdivision (b), (d), or (e),

the board shall not issue or renew a license to conduct a pharmacy to any
of the following:

(1)  A person or persons authorized to prescribe or write a prescription,
as specified in Section 4040, in the State of California.

(2)  A person or persons with whom a person or persons specified in
paragraph (1) shares a community or other financial interest in the permit
sought.

(3)  Any corporation that is controlled by, or in which 10 percent or more
of the stock is owned by a person or persons prohibited from pharmacy
ownership by paragraph (1) or (2).

(b)  Subdivision (a) shall not preclude the issuance of a permit for an
inpatient hospital pharmacy to the owner of the hospital in which it is located.

(c)  The board may require any information the board deems is reasonably
necessary for the enforcement of this section.

(d)  Subdivision (a) shall not preclude the issuance of a new or renewal
license for a pharmacy to be owned or owned and operated by a person
licensed on or before August 1, 1981, under the Knox-Keene Health Care
Service Plan Act of 1975 (Chapter 2.2 (commencing with Section 1340) of
Division 2 of the Health and Safety Code) and qualified on or before August
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1, 1981, under subsection (d) of Section 1310 of Title XIII of the federal
Public Health Service Act, as amended, whose ownership includes persons
defined pursuant to paragraphs (1) and (2) of subdivision (a).

(e)  Subdivision (a) shall not preclude the issuance of a new or renewal
license for a pharmacy to be owned or owned and operated by a pharmacist
authorized to issue a drug order pursuant to Section 4052.1, 4052.2, or
4052.6.

SEC. 14. Section 4174 of the Business and Professions Code is amended
to read:

4174. Notwithstanding any other law, a pharmacist may dispense drugs
or devices upon the drug order of a nurse practitioner functioning pursuant
to Section 2836.1 or a certified nurse-midwife functioning pursuant to
Section 2746.51, a drug order of a physician assistant functioning pursuant
to Section 3502.1 or a naturopathic doctor functioning pursuant to Section
3640.5, or the order of a pharmacist acting under Section 4052.1, 4052.2,
4052.3, or 4052.6.

SEC. 15. Section 4210 is added to the Business and Professions Code,
to read:

4210. (a)  A person who seeks recognition as an advanced practice
pharmacist shall meet all of the following requirements:

(1)  Hold an active license to practice pharmacy issued pursuant to this
chapter that is in good standing.

(2)  Satisfy any two of the following criteria:
(A)  Earn certification in a relevant area of practice, including, but not

limited to, ambulatory care, critical care, geriatric pharmacy, nuclear
pharmacy, nutrition support pharmacy, oncology pharmacy, pediatric
pharmacy, pharmacotherapy, or psychiatric pharmacy, from an organization
recognized by the Accreditation Council for Pharmacy Education or another
entity recognized by the board.

(B)  Complete a postgraduate residency through an accredited postgraduate
institution where at least 50 percent of the experience includes the provision
of direct patient care services with interdisciplinary teams.

(C)  Have provided clinical services to patients for at least one year under
a collaborative practice agreement or protocol with a physician, advanced
practice pharmacist, pharmacist practicing collaborative drug therapy
management, or health system.

(3)  File an application with the board for recognition as an advanced
practice pharmacist.

(4)  Pay the applicable fee to the board.
(b)  An advanced practice pharmacist recognition issued pursuant to this

section shall be valid for two years, coterminous with the certificate holder’s
license to practice pharmacy.

(c)  The board shall adopt regulations establishing the means of
documenting completion of the requirements in this section.

(d)  The board shall, by regulation, set the fee for the issuance and renewal
of advanced practice pharmacist recognition at the reasonable cost of
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regulating advanced practice pharmacists pursuant to this chapter. The fee
shall not exceed three hundred dollars ($300).

SEC. 16. Section 4233 is added to the Business and Professions Code,
to read:

4233. A pharmacist who is recognized as an advanced practice
pharmacist shall complete 10 hours of continuing education each renewal
cycle in addition to the requirements of Section 4231. The subject matter
shall be in one or more areas of practice relevant to the pharmacist’s clinical
practice.

SEC. 17. Sections 12.5 and 12.7 of this bill incorporate amendments to
Section 4076 of the Business and Professions Code proposed by both this
bill and Senate Bill 205. They shall only become operative if (1) both bills
are enacted and become effective on or before January 1, 2014, (2) each
bill amends Section 4076 of the Business and Professions Code, and (3)
this bill is enacted after Senate Bill 205, in which case Section 12 of this
bill shall not become operative.

SEC. 18. No reimbursement is required by this act pursuant to Section
6 of Article XIIIB of the California Constitution because the only costs that
may be incurred by a local agency or school district will be incurred because
this act creates a new crime or infraction, eliminates a crime or infraction,
or changes the penalty for a crime or infraction, within the meaning of
Section 17556 of the Government Code, or changes the definition of a crime
within the meaning of Section 6 of Article XIII B of the California
Constitution.

O
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Council on Credentialing in Pharmacy 

Guiding Principles for Post-licensure Credentialing of Pharmacists 
 
The Council on Credentialing in Pharmacy (CCP) provides leadership, guidance, public information, 
and coordination for the pharmacy profession’s credentialing programs. CCP has previously 
published resource papers describing credentialing in pharmacy, the scope of practice of pharmacists 
and pharmacy technicians, and guiding principles for certification of individuals and accreditation 
organizations, sites or programs. 1-4 
 
Credentials serve to document the knowledge, skills, and experience of pharmacists and are part of a 
comprehensive framework that includes professional education, licensure, formal post-licensure 
training, experience, and certification. To ensure optimal patient outcomes, specific post-licensure 
credentials are required of some pharmacists based on the complexity of the care they provide and/or 
to obtain specific patient care privileges. 
 
CCP believes that structured processes for the credentialing and privileging of pharmacists can 
contribute to the safe and effective delivery of patient care and the CCP Guiding Principles for Post-
licensure Credentialing of Pharmacists are offered with this intended goal. 
 
For the purposes of this document, definitions for key terms are provided as follows: 
 
Credential: Documented evidence of professional qualifications. Academic degrees, state licensure, 
residency certificates, and certification are all examples of credentials. 
 
Credentialing: a) The process of granting a credential (a designation that indicates qualifications in a 
subject or area), (noted as a below); b) The process by which an organization or institution obtains, 
verifies, and assesses an individual’s qualifications to provide patient care services (noted as b 
below). 
 
Privileging: The process by which a health care organization, having reviewed an individual health 
care provider’s credentials and performance and found them satisfactory, authorizes that person to 
perform a specific scope of patient care services within that organization. 
 
 
1. Licensure of pharmacists should assure entry-level knowledge, skills, attitudes, and values 

for the provision of services and information regarding medications and their proper use. All 
licensed pharmacists should be capable of serving a wide variety of patients with different 
conditions and diseases when the complexities of the patient’s pharmacotherapeutic and 
medical care needs and/or the technologies utilized in the delivery of care are limited.  Post-
licensure credentials for pharmacists should build on this foundation. 
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2. To ensure sustained program quality and viability over time and to protect the public and 
holders of the credentials, credentialinga programs should be established through an efficient 
and effective profession-wide, consensus-building process. Credentials should be based on 
demonstrated patient/societal need, sustained demand within the pharmacy profession, and 
the availability of appropriate education and training programs to support the achievement 
and maintenance of the credential. 

 
3. Within the pharmacy profession, there should be active coordination of and alignment 

between professional education, postgraduate education and training, and credentialinga 
programs as outlined in the CCP Framework for Credentialing in Pharmacy Practice 
described in the Council’s Scope of Contemporary Pharmacy Practice resource paper. 2 

 
4. Postgraduate education and training programs involve structured activities that should meet 

established professional standards. All credentialinga programs should be accredited. 3,4 
Certification programs must be psychometrically sound, legally defensible, and should be 
accredited by the National Commission for Certifying Agencies (NCCA), American National 
Standards Institute (ANSI), or other recognized national or international accreditation body. 

 
5. All postgraduate education, training and credentialinga programs should include assessments 

that measure the knowledge and skills gained from these programs and/or provide evidence 
that holders of credentials have achieved the required level of competence. These 
assessments serve to document and assure ongoing program quality for all stakeholders 
within the health care system. 

 
6. There should be a planned, coordinated effort by the pharmacy profession to educate 

pharmacists, other health professionals, employers, payers, and the public about all 
credentials held by pharmacists and their value to patients and the health care system. This 
effort should also advocate for the effective integration of pharmacists with post-licensure 
credentials into current and evolving health care delivery systems. Credentials should enable 
pharmacists to obtain specific patient care privileges and should not create barriers to the 
provision of any services pharmacists provide to their patients.  

 
7. Due to the variability in complexity of care and increasing differentiation of pharmacy 

practice, CCP believes that pharmacists—like many other patient care providers—
should be expected to participate in credentialingb and privileging processes to ensure 
they have attained and maintain competency to provide the scope of services and 
quality of care that are required in their respective practices.  

 
8. For all practice settings, employers and payers should be encouraged to adopt and 

implement their own credentialingb and privileging processes for pharmacists to 
determine and authorize the patient care responsibilities appropriate for particular 
patient populations and care delivery. 

 
 
Adopted by the Council on Credentialing in Pharmacy 
Washington, DC 
February 2011 
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Executive Summary 

Processes for the credentialing and privileging of health professionals are of increasing 
importance and value to the U.S. health care system and to society. As efforts continue to provide, and 
reward, more efficient, affordable, and higher quality health care (the "triple aim" 
http://content.healthaffairs.org/content/27/3/759.full), the ability to assure the capabilities and 
competence of the health professionals, including pharmacists, who practice within an increasingly 
complex and sophisticated system has become both more relevant and essential. 

Currently, all U.S.-educated pharmacists attain a fundamental set of credentials to qualify to 
enter practice - an accredited professional pharmacy degree and a license awarded upon successful 
completion of a national, post-graduation examination administered by the National Association of 
State Boards of Pharmacy on behalf of state boards of pharmacy. This process provides an established 
framework to assure the ability of pharmacists to provide care and services that reflect sound, entry
level practice. However, evolving patient care and health system needs and demands have heightened 
the requisite skills needed by pharmacists to deliver more complex services. Ongoing professional 
development and competency assessment are integral parts of health professionals' expectations to 
maintain a contemporary practice. This resource guide on the credentialing and privileging of 
pharmacists has been developed to supplement the Council on Credentialing in Pharmacy's* Guiding 
ciples for-Post=licensure-credentialing-of-Pharmacists -(February -2011) -and to-assist-those-who-ar
introducing or enhancing a credentialing and privileging system for pharmacists within their health care 

*The Council on Credentialing in Pharmacy (CCP) provides leadership, guidance, public information, and 
coordination for the profession of pharmacy's credentialing programs. CCP's vision is that all 
credentialing programs in pharmacy will f'!'leet established standards of quality and contribute to 
improvement in patient care and the overall public health. As part of its core purpose, CCP provides 
resources to enhance both the profession's and public's understanding of these issues with respect to 
the pharmacy profession. CCP maintains a resource library of documents that provide information 
about the key elements of accreditation, certification, credentialing and privileging, including the 
language and taxonomy commonly used in these processes. In-depth discussion about these core 
concepts is found in previously published CCP papers at http://www.pharmacycredentialing.org/ as well 
as the reference listing in this guide. 
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settings. CCP does not provide the guide for use as a standard of practice, nor intends to represent the 
content as best or expected practices 

Purpose of Credentialing and Privileging 

The purpose of a "credentialing process" is to document and demonstrate that the health care 
professional being evakiated has attained the credentials and qualifications to provide the scope of care 
expected for patient care services in a particular setting. The purpose of a "privileging process" is to 
assure that the health care professional being considered for certain privileges has the specific 
competencies and experience for specific services that the organization provides and/or supports. 
Credentialing and privileging have distinct purposes but are closely related processes that may overlap 
or occur in a coordinated fashion (Galt, 2004a; Galt, 2004b). Credentialing and privileging are tailored to 
the complexity of services being provided at the setting. 

Credentialing and privileging processes are also designed to foster and facilitate on-going quality 
improvement in individual performance using periodic peer review as a method of evidence-based 
evaluation. It is typical for peer experts to establish competencies at the local level for specific patient 
care services for which privileges are granted. Peer experts are also used to establish the performance 
review standards for these services and to continually update and maintain the current standards of 
performance for the specific services the credentials represent. 

In addition to their professional degree program and licensure, many pharmacists attain further 
specific skills and expertise to provide patient care services through post-licensure education, residency 
training, and certification processes. It is in the context of this framework of such post-professional 
development that the processes of credentialing and privileging have increasing relevance and value. 

Credentialing 

What is a credential? A credential is documented evidence of professional qualifications. 
Academic degrees, state licensure, residency certificates, and board certifications are all examples of 
credentials. Credentials are most commonly earned within a professional domain, e.g., the license to 
practice a profession. Credentials are also earned by professionals with differing backgrounds who have 
attained focused expertise in a particular disease or knowledge domain. Examples include Certified 
Diabetes Educator, Certified Asthma Educator, or Certified Professional in Electronic Health Records. 
CCP has compiled a list of certification programs offered to pharmacists; see 
http://www.pharmacycredentialing.org/Files/ CertificationPrograms.pdf) 

cx~e_den~tla/ingLCred~eotialiog_refers_to_ooe_oLtwo_processes._The_firstJs_the_process-oL

granting a credential - a designation that indicates qualifications in a subject or area. Examples of this 
would be granting a practitioner the license to practice or granting board certification. The second is the 
process by which an organization or institution obtains, verifies, and assesses an individual's 
qualifications to provide patient care services. This may be as straight forward as verifying professional 
licensure; or it may be more complex, such as assessing the clinical experience and preparation for 
specialty practice beyond the assurances of professional licensure within a local organization, such as a 
hospital, community clinic, or home care service. The processes for credentialing vary by institution and 
organization. 
Guiding Principles for Post-Licensure Credentialing of Pharmacists 
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CCP has identified eight guiding principles for post-licensure credentialing of pharmacists. The 
full statement is entitled, CCP Guiding Principles for Post-licensure Credentialing of Pharmacists February 
2011, and is located at http://www.pharmacycredentialing.org. A summary of the principles is: 

1. Licensure of pharmacists should assure entry-level knowledge, skills, attitudes, and values for the 
provision of services and information regarding medications and their proper use to a wide variety 
of patients. Post-licensure credentials for pharmacists should build on this foundation. 

2. Credentialing programs should be established through a profession-wide, consensus-building 
process. Credentials should be based on demonstrated patient/societal need. 

3. Within the pharmacy profession, there should be active coordination of and alignment between 
professional education, postgraduate education and training, and credentialing programs. 

4. All credentialing (credential-granting) programs should be accredited. Certification programs must 
be psychometrically sound, legally defensible, and should be accredited. 

5. All postgraduate education, training and credentialing programs should include assessments that 
measure the attainment of the required level of competence. 

6. Through stakeholder education, credentials should enable pharmacists to obtain specific patient 
care privileges. Credentials should not create barriers to the provision of any services pharmacists 
provide to their patients. 

7. Pharmacists should be expected to participate in credentialing and privileging processes to ensure 
they have attained and maintain needed competency. 

8. Employers and payers should be encouraged to adopt and implement their own credentialing and 
privileging processes for pharmacists to determine and authorize the patient care responsibilities. 

How Individuals are Credentialed 

Health care organizations such as hospitals and health plans, as well as corporate and individual 
pharmacy operations, commonly have in place internal credentialing processes. Credentialing may 
occur through a department within an organization specifically tasked with this process, such as human 
resources; or it may occur at the time of hiring and documentation of performance review. No matter 
the model, the organization confirms the individual professional's information and makes an 
independent credentialing decision about each individual for the organization. Individuals who satisfy 
the credentialing requirements for employment are eligible then for hire or for specific job 
responsibilities. An overview of the basic credentialing process steps that could apply in any 
organization is shown in figure 1, adapted from The Credentialing Handbook (Deutsch & Mobley, 1999). 
Credentialing is not a one-off event at the time of hiring. As indicated, the steps apply to the initial as 
well as the recredentialing process. 
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Internal or 
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Figure 1. The Basic Credentialing Process Followed by Organizations 

Application The credentialing process is commonly initiated using an application checklist. The 
individual pharmacist applies for employment or subsequently for recredentialing. The typical contents 
of the initial application for pharmacist employment might include: 

• A completed application with all questions answered 
• Proof of professional liability coverage, if required for the position 

-Signed-release-allowing-organization-to-ve
• Signed and dated application attestation 
• Education and work history 

Professionals administering credentialing programs have recognized that allied health disciplines 
such as pharmacy generally practice in a dependent manner, within a scope of practice that can be 
described in a job description. A common tool used by multiprofessional organizations in allied health 
credentialing is to define the core competencies and skills and create a competency and skills 
assessment checklist. These checklists should be completed and retained by the organization (Gassiott, 
2011; Searcy, 2011; Giles, 2011). 
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Verification The pharmacist's application is reviewed by human resources and/or a credentialing 
department and the primary sources of documentation of credentials are verified. Primary source 
verification is documentation from the original source of a specific credential that verifies the accuracy 
of a qualification reported by an individual health care practitioner. This can be documented in the form 
of a letter, documented telephone contact, or secure electronic communication with the original source. 
Information that is verified may include: licensure from licensing boards; professional liability coverage 
(if required); all levels of education/training/certification as applicable to the provider or facility type; 
investigating any disciplinary actions by state licensing boards. Some organizations will conduct this 
review themselves and some will outsource the verification process to experts who complete this 
process on behalf of the organization. In any case, this information is compiled and a credentialing file is 
established for each individual pharmacist who applies. 

Analysis and Decision Once the credentialing file is complete, a process to review and evaluate 
the information occurs. Some organizations have created multidisciplinary committees to review and 
authorize the credentials of health professionals who are not physicians. A decision is made as to the 
candidate's success in meeting the minimum requirements for the credentials to become a member of
the credentialed staff. This may serve to meet requirements for eligibility for hire or recredentialing. 
The pharmacist is notified ofthe decision. 

Periodic Reappraisal Credentials are reappraised at specified intervals determined by the
organization, and guided by various standards, i.e., accreditation, regulations, or laws. Performance 
monitoring and evaluation occur as an on-going activity throughout the practitioner's employment;
however, a formal reappraisal is part of the quality improvement process and occurs commonly every
two years in many organizations. 

Individuals' rights during the credentialing process In general, applicants will have the right to
review information gathered during the application process, ask about the status while in process, and 
correct any information that is not accurate. If there are major discrepancies between an individual's
application and information obtained for verification from other sources, an opportunity should be
provided to the individual to explain the discrepancy. Some processes include an appeal process if an
unfavorable decision about credentialing is made from the organization. It is not lawful for information
from the National Practitioner Data Bank or information that is considered to be peer-review protected
to be released back to the individual during the credentialing process. 

Assuring continuing competence Individual pharmacists and employers have a stake in assuring
continuing competence. The individual pharmacist must be aware of the need for continuing
professional development and must assume personal responsibility for currency of knowledge and skills.

a-----Pfi rmacists musCI5e willingtonave tneirp-ractice anaperforrrra·n-c1neviewed-an·d-evalaate·d-by-th-eir
peers. The employer carries out the requirements of accrediting bodies to assure the ongoing
competencies of employees. The practice setting can influence the level of competencies that need to
be maintained. 

 

 

 
 

 

 
 
 
 
 

 
 
 

-----'--  ___ ---
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PRIVILEGING 

What is a privilege? A privilege in this context is permission or authorization granted by a 
hospital or other health care institution to a health professional (e.g., physician, pharmacist, nurse 
practitioner) to render specific diagnostic, procedural, or therapeutic services. Privileges are often of 
different types, such as admitting privileges, which give the professional rights to admit patients, or 
clinical privileges, which give the professional the right to treat. Privileging examples for pharmacists 
include pharmacokinetic dosing in hospitals and monitoring and adjusting anticoagulants. 

What is privileging? Privileging is the process by which a health care organization, having 
reviewed an individual health care provider's credentials and performance and found them satisfactory, 
authorizes that individual to perform a specific scope of patient care services within that organization.1 

Authority is granted based upon establishing that the person has demonstrated competence to provide 
these services, the services are within the scope of provision of the organization, and the organization 
can support their delivery.2 Clinical privileges are both facility-specific and individual-specific. 
Privileging is usually a local process involving review of an individual professional's credentials and 
performance. 

How Individuals are Granted and Retain Privileges 

Initial Privileges The individual initiates privilege requests. Organizations provide an application 
to be completed. The applicant includes a request for the specific clinical privileges desired and 
establishes possession of the competencies to justify the clinical privileges request. The applicant's 
request for clinical privileges is reviewed. An established committee of peers or collaborators (often 
referred to as the Credentials Review or Privileging Committee) or an expert in the privileging area 
requested will typically perform the review. Upon completion of this assessment, the recommendation 
is forwarded as approval, disapproval, or a modification of the requested clinical privileges and the 
rationale for the conclusions provided. It is common that recommendations identify a time period of 
direct supervision by an appropriately-privileged practitioner when a practitioner has had a lapse in 
clinical activity, or for those procedures that are high risk as defined by the local organization policy. 
Clinical privileges are based on evidence of an individual's current competence, as well as relevant 
experience and credentials. 

Reappraisal of Privileges Reappraisal is the process of evaluating the professional credentials, 
clinical competence, and health status (as it relates to the ability to perform the requested clinical 
privileges) of practitioners who hold clinical privileges within the facility or organization. Most processes 
include policies and procedures for reappraisal of privileges. These relate to the scheduled renewal, a 
_,c,_h.,..a,_.n_ggJru:>rivileges reguested by the ai:>Rlicant,_Q[.Qenial, failure to renew, reduction, and revocc:~tion_o!..
clinical privileges. The process is based upon professional competence, professional misconduct, or 
substandard care, and is generally applied to all health care professionals who hold privileges. The 
process used for reappraisal is similar to the initial process used to grant privileges. Organization 

1 Scope of practice: The boundaries in which a health care provider may practice. For pharmacists, the scope of practice has 
traditionally been established by the board or agency that regulates the profession within a given state or organization. 

2 Competence: The ability to perform one's duties accurately, make correct judgments, and interact appropriately with patients 
and colleagues. Professional competence is characterized by good problem-solving and decision making abilities, a strong 
knowledge base, and the ability to apply knowledge and experience to diverse patient care situations 
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mission and clinical techniques change over time; therefore it is expected that clinical privileges also will 
change in response. Similarly, practitioners may not maintain practice or gain the experiences needed to 
assure competency. In these contexts, practitioners may need to submit a request for modification of 
clinical privileges. 

Privileged Individuals' Obligations Individuals must take personal responsibility for determining 
if the activity or service to be rendered to patients is within their individual scope of practice. As 
pharmacists gain experience with participating in the privileging process, these decisions must be made 
explicitly and personally before rendering these services. Individuals must accept the organization's 
rules, regulations and bylaws and the noted professional obligations and responsibilities. Individuals are 
expected to be proactive about informing the organization whenever anything is going to affect or limit 
their ability to uphold the privileges. Individuals are expected to maintain records, e.g., in a personal 
professional development portfolio, to support documentation for a credentialing file (Goudreau, 2008). 

Issues of Liability There are some issues of liability associated with these processes. The 
organization that employs professionals exposes itself to confidentiality issues, vicarious liability, 
potential violations of due process and negligence. However, these issues also exist through the normal 
employment process. Overall, the dual processes of credentialing and privileging should reduce risk 
rather than contribute to it (Youngberg, 1996). 

Designing Pharmacy Credentialing and Privileging Processes 

Who develops credentialing and privileging criteria? Expert technical knowledge makes the 
profession itself best suited to both design and drive the credentialing and privileging processes, locally 
and regionally within employment settings, or nationally. This means that pharmacist leadership at the 
local, regional and national levels is required to advance the adoption and oversight of the credentialing 
and privileging processes for all stakeholders. The direct involvement and leadership of the professions 
responsible for their own delivery of services is an established approach to controlling and maintaining 
credentialing and privileging, when combined with a strong peer review and performance review 
system. Pharmacists should cooperate, collaborate and integrate with existing processes, defining the 
quality of standards and competencies that credentialing and privileging processes will require of 
pharmacists. Where no processes exist, pharmacists should lead their development. There are some 
services that are provided by several professions. In these cases, pharmacists will need to meet 
established credentialing and privileging standards and processes. 

Who manages the credentialing and privileging processes? Alignment of the credentialing and 
privileging processes should occur between those processes relevant to the professionals' scope and 
responsibilities of practice and the larger setting in which practice occurs. As such, pharmacist leaders _
should take the initiative to align their scope of responsibilities and services with the larger practice 
setting. Usually, a specific department is responsible for the credentialing and privileging process of an 
organization or institution. These departments are involved in basic human resources activities, as well 
as, organizing the assimilation and verification of credentials. It is typical for this department, or in 
some cases departments, to be overseen by a medical staff, quality assurance, or human resources_ 
office in larger health systems and organizations or corporations. 

What is accreditation and how does it relate to credentialing and privileging? Accreditation is 
a process whereby a professional association or nongovernmental agency grants recognition to a school, 
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organization or health care institution for demonstrated ability to meet predetermined standards, such 
as: the accreditation of professional degree programs and providers of continuing education by the 
Accreditation Council for Pharmacy Education (ACPE), residency programs by the American Society of 
Health-System Pharmacists (ASHP), and hospitals by The Joint Commission. Professionals' credentials to 
offer advanced or specific services are earned through a certification process, e.g., an educational 
program that has been accredited. There are several accrediting bodies depending on the focus of the 
program. A major accrediting body for many health care certification programs Ts the National 
Commission for Certifying Agencies.3 Certain accreditation processes of health care facilities provide 
standards for credentialing/privileging processes. 

What are considerations when pharmacists are added to existing credentialing and privileging 
processes? A process will often need to be designed or modified to accommodate inclusion of 
pharmacists for credentialing and privileging. The previous section provides an overview of the general 
processes to be considered when designing a new process for pharmacists or modifying an existing 
process that can be applied to pharmacists. Some of the factors to consider that are important for 
pharmacists are pointed out here. At the local level, both individual pharmacists and employers should 
address these factors. 

• Accredited education and training- Pharmacy degree programs and continuing education 
providers are accredited by the Accreditation Council for Pharmacy Education (www.acpe
accredit.org). Residency training programs are accredited by the American Society for Health
System Pharmacists (http://www.ashp.org/menu/Accreditation/ResidencyAccreditation.aspx). 

• Employment setting- The setting affects how the credentialing and privileging processes work. 
While a large organization may have a dedicated department, a small pharmacy may prefer a 
contract service if the processes cannot be managed "in house" by available staff. 

• Model of practice- Models of practice help define the structure and the scope of services 
individual pharmacists will provide. 

• Scope of services- Scope of services allowable through the pharmacist's employment site 
(following state laws and regulations) is a determinant of the actual patient services a 
pharmacist is allowed to provide under the employment arrangement. 

• Role of peer review and process alignment- Peer review is the accepted approach in the health 
care industry for the establishment of performance competencies. When feasible, peer review 
should be incorporated into the process of establishing credentialing standards and assessing 
performance in the competency areas required for specific privileges, as well as in the 
reappraisal process. Pharmacists should be considered members of peer review panels when 
pharmacists are eligible for performance competency evaluation for credentialing and 
privileging. 

• On-going assessment and renewal- An on-going mechanism for revising competencies 
expected, assessment of these competencies amongst those who have received Rrivileges and 
sequent renewal needs to be a core part ofthe credentialing and privileging program. 

• Relevant Rules and Regulations of the State- External factors such as rules, regulations and 

statutes within each state or credential-granting body may have relevance to the process 

developed or adopted (McKnight, 2009). 

3 The National Commission for Certifying Agencies (NCCA) was created in 1987 by the Institute for Credentialing Excellence 
(ICE) to help ensure the health, welfare, and safety of the public through the accreditation of a variety of certification 
programs/organizations that assess professional competence. Certification programs that receive NCCA Accreditation 
demonstrate compliance with the NCCA's Standards for the Accreditation of Certification Programs, which were the first 
standards for professional certification programs developed by the industry. 
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Examples of Pharmacist Credentialing and/or Privileging Programs 

Selected examples of pharmacist credentialing and privileging processes that have been described in the 
literature are summarized below. They describe various settings, roles, scopes of practice, and methods 
of implementation. As these examples suggest, there are a range of acceptable processes that may be 
used to assure quality and competence in patient care delivery by pharmacists. While this listing is not 
exhaustive, it provides an overview of the various ways credentialing and privileging of pharmacists can 
be addressed CCP does not provide the examples as a standard of practice, nor intends to represent 
them as best or expected practices. 

Example of reorganization of clinical hospital pharmacists positions to be governed by the 
medical staff and associated program for credentialing 

It is proposed that hospitals use the well-defined process for credentialing and evaluating health care 
providers that currently exists internally under the by-laws for medical staff members. A change in 
organizational structure to support clinical pharmacy services as a division of the medical staff would 
offer hospital several benefits. 
Merrigan, D. (2002). Internal approach to competency-based credentialing for hospital clinical 
pharmacists. American Journal of Health-System Pharmacy, 59(6), 552-558. 

Example of community pharmacists trained and privileged as immunizers and skin testers in a 
grocery store setting through continuing education 

A grocery store pharmacy implemented a 9 hour continuing education course and training to prepare 
their pharmacists to immunize patients with the complete hepatitis B vaccination series, demonstrate 
proper purified protein derivative (PPD) administration and interpretation, and be current in 
cardiopulmonary resuscitation. 
Hecox, N. (2008). Tuberculin skin testing by pharmacists in a grocery store setting. Journal of the 
American Pharmacists Association. 48:86-61. 

Example of internally developed process for credentialing advanced practice critical care 
pharmacists 

A multi-source evaluation was proposed, using portfolio, specialty-base assessment and multiple source 
peer review. Each candidate was considered individually by the credentialing panel using this evidence 
and mapped against the Advanced and Consultant Level Framework (ACLF; 
http://www.codeg.org/fileadmin/codeg/pdf/ACLF.pdf ) and the Critical Care Curriculum Framework 
:ttwww~a-a-cn~n-ch-e~e-dD1cni1CUITiCfrmwriW>Cif) . 
McKenzie, C., & Borthwick, M. (2011). Developing a process for credentialing advanced level practice in 
the pharmacy profession using a multi-source evaluation tool. The Pharmaceutical Journal, 286, 1-5. 

Example of credentialing pharmacists as certified diabetes educators or advanced diabetes 
managers- an area where other professions are credentialed 

Pharmacists who wish to become a certified diabetes educator (CDE) must have at least 1000 hours of 
experience in a diabetes educator role over a 2 year period of time and pass a comprehensive exam. 
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Pharmacists are also eligible for the Advanced Diabetes Management (BC-ADM) credential through the 
American Nurses Credentialing Center. 
Haines, S. (2003). Diabetes education and management: Credentialing and reimbursement issues. ASHP 
Midyear Clinical Meeting, 38 (abstract). 

Example for credentialing and privileging of ambulatory care pharmaCists 

The objective of this project was to design and implement a credentialing model for three ambulatory 
specialty pharmacy services within the Metro region of Aurora Health Care. The credentialing process 
for nursing and medical staff and for pharmacists and other institutions was reviewed and adapted to fit 
the department's needs. By creating a credentialing and privileging model similar to models used in the 
medical and nursing professions, the profession of pharmacy has the potential to gain credibility in the 
interdisciplinary setting. 
Claxton, K. L., & Wojtal, P. (2006). Design and implementation of a credentialing and privileging model 
for ambulatory care pharmacists. American Journal of Health-System Pharmacy. 63(17), 1627-1632. 

Examples for voluntary privileging of hospital pharmacists 

Privileging is the method by which a healthcare organization authorizes a practitioner to perform a 
scope of patient care services according to the facility's standard of care. ·To better recognize 
pharmacists as providers within the organization, document clinical competencies, and be consistent 
with other healthcare providers, a voluntary pharmacist privileging program was created and 
implemented at a university medical center. 
Fortier, C., Blair, M., & Mazur, J. {2006). Implementing a pharmacist privileging process at a university 
medical center. ASHP Midyear Clinical Meeting, 41(abstract). 

A community teaching hospital established a process to assure five clinical pharmacists maintained 
shared competencies in a 7 day a week, on call, weekend and holiday coverage therapeutics 
consultation service. Shared competencies governed through collaborative agreements were 
established and privileged in the areas of nutrition, pain management, palliative care, pharmacokinetics 
and inpatient anticoagulation. 
Grimone, A.J., Pascale, P. {2007). Implementation of a privileging program for clinical pharmacists in a 
community teaching hospital. ASHP Midyear Clinical Meeting, 42 (abstract). 

Examples of privileging and credentialing programs for pharmacists in various settings 

This article answers the basic questions that pharmacists may have about the privileging and 
credentialing processes and explains the puq:~oses, terminology, rationale, anc:l_grocesses of clinical 
privileging. The differences between privileging and credentialing are explained, and background 
information about the privileging of other health professions is also provided. Four different case 
descriptions of pharmacist privileging and credentialing programs are provided. 
Galt, K. A. (2004). Credentialing and privileging for pharmacists. American Journal of Health-System 
Pharmacy, 61(7), 661-670. 
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Additional Resources 

Resource documents already available from CCP's website www.pharmacvcredentialinq.orq include: 

• List of Certification Programs for Pharmacists (October 2012) 
• Guiding Principles for Post-Licensure Credentialing of Pharmacists (Feb 2011) 
• Credentialing in Pharmacy (Nov 2010) 
• Pharmacy Technician Credentialing Framework (Aug 2009) 
• Scope of Contemporary Pharmacy Practice (Feb 2009) 
• Guiding Principles for Accreditation of Organizations, Sites or Programs in Pharmacy (Jan 2006) 
• Guiding Principles for Certification of Individuals in Pharmacy (Jan 2006) 
• Continuing Professional Development in Pharmacy: Resource Document (2004) 
• Continuing Professional Development in Pharmacy (2004)4 

• Continuing Professional Development in Pharmacy Commentary (2004)5 

• White Paper on Pharmacy Technicians: Needed Changes Can No Longer Wait (2002) 

Other resource documents to assist in developing or participating in the credentialing and privileging 
process are shown below. Several of these provide examples of standards, applications, forms and 
guidelines for use in credentialing and privileging: 

• Joint Commission Resources (2010). Credentialing and Privileging Your Medical Staff- Examples 
for Improving Compliance, 2"d ed. Oakbrook Terrace, Illinois. May be purchased at: 
http://www.jcrinc.com/. 

• Department of Veterans Affairs VHA Handbook, Washington, DC 20420. Accessible through 
http://www.va.gov/vhapublications. 

• Roberts, A. (2013). The Essential Guide to Medical Staff Reappointment, 2"d Ed., HCPro, Inc.; 
Marblehead, Massachusetts. 

• Deutsch, S. & Mobley, C.S. (1999). The Credentialing Handbook. Jones and Bartlett Learning; 
Burlington, Massachusetts. 

• Gassiot, C.A., Searcy, V.L., & Giles, C.W. {2011). The Medical Staff Services Handbook 
Fundamentals and Beyond. Jones and Bartlett Publishers, Sudbury Massachusetts. 

• Watkins, A. E. (2005). Negligent Credentialing Lawsuits: Strategies to Protect your Organization. 
HCPro, Inc.; Marblehead, Massachusetts. 

• Youngberg, B.J. (1996). Managing the Risks of Managed Care. Aspen Publishers, Inc.; 
Gaithersburg, Maryland. 

• Blair, M.M., Carmichael, J., Young, E., & Thrasher, K. (2007). Pharmacist privileging in a health 
system: Report of the qualified provider model ad hoc committee. American Journal of Hea/th-

macy164(.Z.Z),-2-3'7-3-.Z-381. 
This publication is owned by the Commission on Credentialing in Pharmacy. The recommended citation 
for this document is: Council on Credentialing in Pharmacy (2014). Credentialing and Privileging of 
Pharmacists: Council on Credentialing in Pharmacy National Resource Guide. The document may be 
retrieved from http://www.pharmacycredentialing.org. 

4 
Originally published in Am J Health-Syst Pharm. 2004; 61 :2069-76. ©2004, American Society of Health-System Pharmacists, 

Inc. All rights reserved. Reprinted with permission. 
5 

Originally published in JAm Pharm Assoc. 2004; 44:517-520. ©2004, American Pharmacists Association (APhA). Reprinted by 
permission of APhA. 
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Appendix A 

CREDENTIALING AND PRIVILEGING ARE WAYS TO ASSURE PHARMACISTS' COMPETENCY TO 
PROVIDE SERVICES 

Post-licensure education, training and certification are ways that pharmacists establish their 
competence to provide patient care services within a defined scope. Pharmacists enter pharmacy 
practice with a professional degree in pharmacy and a license. Beyond this entry point, pharmacists 
may gain education and training to retain and enhance generalist competencies, but add a focus area, or 
attain advanced practice competencies as a generalist or focused expert. 

The document entitled, Scope of Contemporary Pharmacy Practice: Roles, Responsibilities, and 
Functions of Pharmacists and Pharmacy Technicians- A Resource Paper of the Council on Credentialing in 
Pharmacy, has provided a model framework to guide pharmacists and other stakeholders about the 
forms of education, training and certification that pharmacists are presently engaged in to establish 
competence in direct patient care services provision.6 Figure 2 displays how the education, training and 
certification components of this framework relate to how pharmacists' scopes of practice exist. This 
model organizes pharmacists' scopes of practice into four possible quadrants (A through D). 

Post-licensure scope of practice Post-licensure credentials 

LEGEND: PGYl =Post Graduate Year One (Residency), PGY2 =Post Graduate Year Two (Residency), BCACP =Board Certified Ambulatory Care 
Pharmacist, BCADM =Board Certified-Advanced Diabetes Management, BCNP =Board Certified Nuclear Pharmacist, BCNSP =Board Certified 

ultion.S pport~harmacist,.BCO~Board.Cer:tified.Oncology_~harmaclst,.BC~~Boacd.Cer:tified.~sychiatric.~barmacist,.BC~S-"-Board

Certified Pharmacotherapy Specialist, CDE =Certified Diabetes Educator, COM= Certified Disease Manager, CGP =Certified Geriatric Pharmacist 

Figure 2. How post-licensure scope of practice for pharmacists relates to education, training and post
licensure credentials 

6 Scope of Contemporary Pharmacy Practice: Roles, Responsibilities, and Functions of Pharmacists and Pharmacy Technicians- A 
Resource Paper of the Council on Credentialing in Pharmacy. Approved for distribution by CCP Board of Directors on February 
25, 2009, ©2009, Council on Credentialing in Pharmacy. 
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Post licensure education and training provide the necessary skills and knowledge to perform 
specific services within defined scopes of practice. The range of post-licensure education and training 
activities pharmacists engage in to maintain their professional competencies and to support their 
continuing professional development include: (1) continuing education (CE) activities which, in the 
majority of cases, are offered by ACPE-accredited providers of continuing pharmacy education, (2) 
certificate programs, which focus on the development of professional skills and their application in 
practice, and (3) traineeships. Post-Graduate Year One (PGY1) pharmacy residencies provide training for 
generalists in hospitals, health systems, managed care, or community settings, and Post-Graduate Year 
Two (PGY2) residencies, provide advanced training in a focused area of patient care. Residencies are 
typically one to two years in length and a PGY1 residency must be completed before going on to a PGY2 
residency. Guidance on how to assess skill equivalency of pharmacists to a PGY1 pharmacy residency 
program has been published (American College of Clinical Pharmacy, 2009). 

Post-licensure certification is another form of credential for several areas for pharmacists who 
have advanced generalist and/or advanced focused areas of practice. Pharmacists may obtain one or 
more of the certifications shown in Figure 2. These certifications are intended to assure that the 
pharmacist desiring to have a scope of practice at the advanced level has the competencies mastered to 
provide care services safely and effectively. In many settings, criteria are set to define the equivalency 
in work experience and performance skills to recognize a pharmacist as competent to perform advanced 
focused areas of practice who has not completed a formal certification in an area. 

Post-licensure credentials provide evidence for the credentialing process. These forms of post
licensure credentials provide some of the evidence needed for credentialing of pharmacists for purposes 
of practicing as a paid employee of an organization, or in some situations to receive payment or 
compensation for service provision. Pharmacists either may obtain or must obtain specific credentials, 
dependent upon the circumstances the pharmacist is in. For example, pharmacists may desire to have 
effective and comprehensive skills in providing asthma education services to patients. While a 
pharmacist could provide these patient care services as part of the scope of practice recognized through 
being licensed and therefore not required to obtain the credential, the pharmacist could also choose to 
obtain a credential through completion of the requirements to become a Certified Asthma Educator (AE
C). Doing so provides the pharmacist with a nationally recognized credential that may give patients and 
other stakeholders increased confidence in the quality of the pharmacist's services. In another 
example, a pharmacist may seek employment to provide direct patient care as a specialist in oncology 
services in a specialty oncology hospital. The employer may require that the pharmacist hold the 
credential of Board Certified Oncology Specialist in order to be employable in this role (American College 
of Clinical Pharmacy, 2011). The employer may have a credentialing process that requires the 
pharmacist to produce evidence of this credential to be eligible for employment. Further, the employer 
may also have a privileging process once the pharmacist is hired, that requires the pharmacist to 
od uce-evidence-of·competency-for-specifictasks-the-pharmacist·is·to-p·erform-i n-di rect·patient·ca re;---------------------

Tasks such as prescribing specific therapies per protocol in supportive care for oncology patients, or 
demonstrating_specific physical assessment skills required to assess the patient's health status, may be 
examples of this. A detailed resource document describing different certification programs that 
pharmacists are eligible to participate in is available through CCP to assist pharmacists and other 
stakeholders to consider some of the options for attaining education and training that result in a 
credential.7 

7 http:l/www.pharmacycredentialing.org/ccp/Files/CertificationPrograms-comprehensivelist08-10Final.pdf 
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Mission: The Council on Credentialing in Pharmacy provides leadership, guidance, public information, and coor-
dination for the profession of pharmacy’s credentialing programs.

Vision Statement: The vision of the Council on Credentialing in Pharmacy is that all credentialing programs in 
pharmacy will meet established standards of quality and contribute to improvement in patient care and the over-
all public health.

introduCtion

The credentialing of pharmacists and 
pharmacy technicians is an important 
topic in the pharmacy profession. Dis-
cussions about credentialing, inher-
ently complex, have been further com-
plicated by the lack of a common lexi-
con. Many different words are used to 
describe the process by which health 
care practitioners are educated, trained, 
licensed, and otherwise recognized for 
their competence and achievements.
In addition, many different organiza-
tions, public and private, are involved 
in assessing pharmacists’ and pharmacy 
technicians’ knowledge and skill, grant-
ing credentials, and accrediting educa-
tional programs and institutions.

As pharmacy becomes more integral 
to the therapy decision-making and pa-
tient monitoring activities within the 
health care system (institutional and 
community based), employers, other
care providers, patients, and health care 
payers need to better understand and 
appreciate the breadth and depth of
pharmacist and pharmacy technician 
education and training and the myriad 
postgraduate education and training

 

 

 

 

opportunities available to pharma-
cists. More importantly, those within 
and outside the profession must share 
a common language and understand-
ing of credentials so they can make 
educated, rational decisions regard-
ing scope of practice, privileging, refer-
ral, and eligibility for compensation. A 
clear understanding of the knowledge, 
skill, attitudes, and values of contempo-
rary pharmacists and pharmacy tech-
nicians and the meaning of the vari-
ous credentials held by them will lead 
to a more effective health care work-
force deployment, appropriate privileg-
ing and responsibility assignments, eq-
uitable compensation mechanisms, and 
improved quality of patient care.

Council on Credentialing 
in Pharmacy

Founded in 1999, the Council on Cre-
dentialing in Pharmacy (CCP) is a co-
alition of 12 national pharmacy orga-
nizations committed to providing lead-
ership, guidance, public information, 
and coordination for credentialing pro-
grams in or relevant to pharmacy. Cur-
rent CCP member organizations are as 
follows:

•	 Academy of Managed Care Phar-
macy (AMCP)

•	 Accreditation Council for Phar-
macy Education (ACPE)

•	 American Association of Colleges 
of Pharmacy (AACP)

•	 American College of Apothecar-
ies (ACA)

•	 American College of Clinical 
Pharmacy (ACCP)

•	 American Pharmacists Association 
(APhA)

•	 American Society of Consultant 
Pharmacists (ASCP)

•	 American Society of Health-Sys-
tem Pharmacists (ASHP)

•	 Board of Pharmacy Specialties 
(BPS)

•	 Commission for Certification in 
Geriatric Pharmacy (CCGP)

•	 Institute for the Certification of 
Pharmacy Technicians (ICPT)

•	 Pharmacy Technician Educators 
Council (PTEC)

Purposes of the resource Paper

This resource paper provides for those 
within and outside the profession an 
overview of the spectrum and current 
status of education and credentialing 
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activities and processes for pharmacy 
personnel (pharmacists and pharmacy 
technicians). It also provides a common 
frame of reference and understanding 
for discussions concerning pharmacist 
and pharmacy technician credentialing 
and seeks to identify issues to consider 
as the credentialing of pharmacy pro-
fessionals evolves and matures.

The resource paper begins with defi-
nitions of several terms that are essen-
tial to any discussion of credentialing, 
followed by a short section highlight-
ing the importance of credentialing 
in pharmacy. The next three sections, 
which form the body of the paper, dis-
cuss in detail the three categories of cre-
dentials that pharmacists may earn:
•	 credentials needed to prepare for 

practice (i.e., academic degrees);
•	 credentials needed to enter practice 

(i.e., licensure) and to update pro-
fessional knowledge and skill (i.e., 
re-licensure) under state law; and

•	 credentials voluntarily earned by 
pharmacists to document their spe-
cialized or advanced knowledge and 
skill (i.e., postgraduate degrees, cer-
tificates, and certification).
Each section contains, as applica-

ble, information about the credential 
awarded, the training site, whether the 
credential is voluntary or mandatory, 
the credentialing body, and the agency 
that accredits the organization, site, or 
program. Particular attention is given 
to pharmacist certification programs, 
an area that has engendered much
of the current interest in pharmacist 
credentialing.

The paper also includes a brief sec-
tion on the credentialing of pharmacy 
technicians. It concludes with six ap-
pendices. Appendix A contains a com-
prehensive glossary of key terms appli-
cable to credentialing. Appendix B is 
an alphabetic list of the organizations 
involved in credentialing and the or-
ganization, site, or program accredita-
tion. The list contains names, addresses, 
and URLs (uniform resource locators). 

 

Appendix C provides a tabular over-
view of various voluntary credentialing 
programs available to pharmacists as of 
the last revision of this paper. Appendix 
D contains the educational outcomes, 
goals, and objectives for 18 postgradu-
ate year two (PGY2) pharmacy residen-
cies. Appendix E contains a list of the 
specialties recognized by the Board of 
Pharmacy Specialties (BPS). Finally, 
Appendix F provides information on 
CCP’s framework for the education, 
training, and certification of pharmacy 
technicians.

A separate resource paper, titled
“Scope of Contemporary Pharmacy
Practice: Roles, Responsibilities, and 
Functions of Pharmacists and Phar-
macy Technicians,” was developed and 
published by CCP in 2009. This re-
source paper is available at http://www.
pharmacycredentialing.org/ccp/Contem-
porary_Pharmacy_Practice.pdf.

Taken together, these two resource 
papers seek to provide the most current 
and comprehensive description of the 
interconnected topics of the contempo-
rary scope of practice of the profession 
and the credentialing framework that 
supports the practice.

essential definitions

Discussions of credentialing are often 
complicated by a lack of common un-
derstanding of key terms and the con-
texts in which they are used. To clarify 
these misunderstandings, it is essential 
to distinguish between processes (e.g., 
credentialing) and titles (a credential). 
Distinctions must also be made between 
processes that focus on individuals (e.g., 
credentialing and certification) and
those that focus on organizations, sites, 
or programs (accreditation). Finally, it 
is essential to understand that for prac-
ticing pharmacists, some credentials are 
required (e.g., an academic degree or a 
state license), whereas others are earned 
voluntarily (e.g., certification).

Beyond these distinctions, it is also 
necessary to understand the definitions 

 
 

 

of the words that commonly occur in 
discussions of credentialing and to be 
able to distinguish the sometimes-sub-
tle differences among them. A compre-
hensive glossary of such words and their 
definitions appears in Appendix A. The 
following definitions are provided be-
cause an understanding of these terms 
is a prerequisite to any meaningful dis-
cussion of credentialing in pharmacy.
•	 A credential is documented evi-

dence of professional qualifications. 
Credentials include diplomas, li-
censes, certificates, and certifica-
tions. Credentials are reflected in a 
variety of abbreviations that indi-
viduals place after their names. For 
instance, Pharm.D. is used for doc-
tor of pharmacy, which is an earned 
academic degree, and R.Ph. is for 
registered pharmacist, which in-
dicates state licensure. Acronyms 
such as BCNSP are for Board-Certi-
fied Nutrition Support Pharmacist, 
which indicates that an individual 
has demonstrated advanced knowl-
edge or skill in a specialized area of 
pharmacy, and CPhT indicates that 
a pharmacy technician has passed a 
national certification examination).

•	 Credentialing is (1) the process of 
granting a credential (a designation 
that indicates qualifications in a sub-
ject or an area) and (2) the process 
by which an organization or insti-
tution obtains, verifies, and assesses 
an individual’s qualifications to pro-
vide patient care services. (See also 
Privileging.)

•	 Accreditation is the process by 
which an association, organization, 
or governmental agency grants pub-
lic recognition to an organization,2 
site, or program that meets certain 
established qualifications or stan-
dards, as determined through initial 
and periodic evaluations.

2 The term organization is used in a broad 
sense, and it includes, for example, institutions, 
corporations, universities, colleges, schools, and 
health systems.
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•	 A certificate is a document issued 
to an individual after the successful 
completion of a predetermined level 
of performance of a certificate pro-
gram or of a pharmacy residency or 
fellowship.

•	 A statement of continuing educa-
tion credit is a document issued to an 
individual after the completion of a 
continuing education (CE) program 
provided by an organization accred-
ited by the Accreditation Council for 
Pharmacy Education (ACPE).

•	 Certification is a voluntary process 
by which a nongovernmental agency 
or an association grants recognition 
to an individual who has met certain 
predetermined qualifications speci-
fied by that organization. This for-
mal recognition is granted to desig-
nate to the public that the individ-
ual has attained the requisite level of 
knowledge, skill, and/or experience 
in a well-defined, often specialized, 
area of the total discipline. Certifi-
cation usually requires initial assess-
ment and periodic reassessments of 
the individual’s knowledge, skill,
and/or experience.

•	 Privileging is the process by which 
a health care organization, having 
reviewed an individual health care 
provider’s credentials and perfor-
mance and found them satisfactory, 
authorizes that individual to per-
form a specific scope of patient care 
services within that organization.

imPortanCe oF 
Credentials in PharmaCy

“Credential” and “credentialing,” like 
“creed” and “credence,” derive from 
the Latin verb credere, which means “to 
trust,” “to entrust,” or “to believe.” Cre-
dentials indicate that a pharmacist or 
pharmacy technician holds the qualifi-
cations needed to practice in the phar-
macy profession and is therefore worthy 
of the trust of patients, other health care 
professionals, and society as a whole.

In the pharmacy profession, the in-
terest in credentials has been catalyzed 
in recent years by several factors. First 
among them are the pace of change 
and the increasing complexity of health 
care. A second factor is the pharmacist’s 
expanding patient-centered role. Inter-
est in credentialing has likewise been 
stimulated by the growing trend toward 
specialization in pharmacy practice
and the need to document the pharma-
cist’s ability to provide specialty care. 
Another contributing factor has been 
the need to assure the public, employ-
ers, payers, other health providers, and 
other pharmacists that practitioners are 
competent no matter where they are in 
their careers or where they practice.

Finally, economic realities enter the 
picture. Pharmacists who provide cog-
nitive services or specialized care should 
receive compensation for their services. 
Similarly, payers rightfully expect and 
deserve to receive validation that phar-
macists are qualified to provide such 
services. Credentials, and in many
cases, more specifically, certification, 
can help provide the documentation 
required by Medicare and Medicaid, 
managed care organizations, and other 
third-party payers of pharmacists today 
and in the future.

oVerVieW oF 
Credentialing in 
PharmaCy – PharmaCists

introduction

Pharmacist credentials may be divided 
into three fundamental categories.
•	 College and university degrees 

are awarded to mark the successful 
completion of a pharmacist’s aca-
demic training and education.

•	 Licensure indicates that the phar-
macist has met the minimum re-
quirements established by the state in 
which he or she intends to practice.

•	 Postgraduate degrees and certif-
icates are awarded to pharmacists 

 

 

who have completed programs of 
various types (e.g., residencies) that 
are intended to develop and enhance 
their knowledge and skill or to those 
who have successfully documented 
a specialized level of knowledge and 
skill through an assessment process.

Figure 1 illustrates these three cate-
gories of pharmacist credentialing. The 
sections that follow provide informa-
tion on each credential offered in phar-
macy; the credentialing, certification, 
or accreditation body involved; whether 
the credential is mandatory or volun-
tary; and other related information.

Preparing for the 
Pharmacy Profession

•	 Credential earned: Doctor of phar-
macy degree. Before June 2004, 
pharmacy graduates were eligible to 
sit for state licensing examinations 
with a bachelor’s of science degree in 
pharmacy or a doctor of pharmacy 
degree from an accredited profes-
sional degree program. Since June 
2004, only the doctor of pharmacy 
degree has been awarded by U.S. 
colleges and schools of pharmacy. 
A program leading to the doctor of 
pharmacy degree is the equivalent 
of 4 academic years and includes di-
dactic, small group, laboratory, sim-
ulation, and experiential instruction. 
Admission to the doctoral-level pro-
gram requires not less than 2 years 
of appropriate pre-professional, col-
legiate-level study, with some pro-
grams requiring a bachelor’s of sci-
ence degree.

•	 Credential awarded by: College or 
school of pharmacy

•	 Accreditation body for professional 
programs in pharmacy: ACPE (for-
merly the American Council on 
Pharmaceutical Education). The
U.S. Department of Education has 
recognized the ACPE accreditation 
of the professional degree program 
in pharmacy.
Until fall 2001, an individual who 
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wished to become a pharmacist could 
enroll in a program of study that would 
lead to one of two degrees: a bachelor’s 
of science degree in pharmacy (B.S. 
Pharm. or Pharm. B.S.) or a doctor of 
pharmacy (Pharm.D.) degree.

Standards for the accreditation of 
programs leading to the Pharm.D. de-
gree as the sole professional degree in 
pharmacy were adopted in July 1997 
and were first effective in July 2000. 
Accreditation of baccalaureate degree 
programs in pharmacy ceased in June 
2004. The most current accreditation 
standards for Pharm.D. programs be-
came effective July 1, 2007. Accredita-
tion standards for professional degree 
programs in pharmacy are revised on a 
regular basis, normally every 5–7 years.

Pharm.D. programs typically involve 
4 academic years of doctoral-level study 
that follows appropriate collegiate-level, 
pre-professional study. A few programs 
offer the professional education over 3 
calendar years of full-time education. 
Some colleges and schools of pharmacy 
admit students into a 6-year academic 
program that combines the pre-profes-
sional and professional elements of the 
Pharm.D. degree. The Accreditation
Standards and Guidelines for the Pro-
fessional Program in Pharmacy Lead-
ing to the Doctor of Pharmacy Degree 
may be found at http://www.acpe-ac-
credit.org/standards/standards1.asp.

State boards of pharmacy require a 
Pharm.D. or B.S. degree from a pro-
gram approved by the boards (usually 
an ACPE-accredited program) to sat-
isfy the educational requirements for a 
candidate to be eligible to take the state 
licensing examination. A listing of ac-
credited professional programs offered 
by colleges and schools of pharmacy is 
published by ACPE and is available on 
the ACPE Web site (www.acpe-accredit.
org). Graduates with foreign pharmacy 
degrees may also be eligible for licen-
sure as a pharmacist through the For-
eign Pharmacy Graduate Examina-
tion Committee (FPGEC) certification 

 

process of the National Association of 
Boards of Pharmacy (NABP). Full de-
tails of this process may be found on the 
NABP Web site, www.nabp.net.

entering Practice and updating 
Professional Knowledge and skill

•	 Credentials earned: Licensure as an 
R.Ph.; re-licensure to continue prac-
ticing over time

•	 Credential awarded by: State board 
of pharmacy

•	 Licensure process overseen by: State 
regulatory authorities
Pharmacy, like medicine and the

other health professions, is regulated at 
the state level by state boards of phar-
macy. Candidates are licensed to prac-
tice after (1) graduating from a col-
lege or school of pharmacy approved 
by the board; (2) completing a mini-
mum number of hours of experience 
in practice; and (3) passing licensing 
examinations.

Candidates for licensure in all states 
must pass the North American Phar-
macist Licensure Examination (NA-
PLEX), a computer-adaptive, compe-
tency-based examination that assesses 
the candidate’s ability to apply knowl-
edge gained in pharmacy school to real-
life practice situations. Most states also 
require candidates to take a state-spe-
cific pharmacy law examination. Cur-
rently, 46 jurisdictions employ the Mul-
tistate Pharmacy Jurisprudence Exami-
nation (MPJE), a computer-adaptive as-
sessment that tailors each examination 
to address federal pharmacy law as well 
as the pharmacy law and regulations of 
the state in which the candidate is seek-
ing licensure.

Both the NAPLEX and the MPJE 
are developed by NABP for use by the 
boards of pharmacy as part of their 
assessment of competence to prac-
tice pharmacy.3 Development of these 

3 FPGEC also operates under the auspices 
of NABP. FPGEC oversees the development 
of the Foreign Pharmacy Graduate Equiva-
lency Examination (FPGEE) and evaluates the 

 

examinations is directly related to 
NABP’s mission, which is to assist its 
member boards and jurisdictions in de-
veloping, implementing, and enforcing 
uniform standards for protecting the 
public health. The NAPLEX and MPJE 
examinations are administered by ap-
pointment, daily, throughout the year 
at a system of test centers located in all 
50 states.

In addition to the NAPLEX and 
MPJE, some states require a labora-
tory examination or an oral examina-
tion before licensure is conferred. All 
state boards also require that candidates 
complete an internship before being li-
censed. The internship may be com-
pleted during the candidate’s academic 
training, after graduation, or as a com-
bination process, depending on state 
requirements.

State licensure indicates that the in-
dividual has attained the basic (entry-
to-practice) level of competence nec-
essary to ensure that the public health 
and welfare will be reasonably well pro-
tected. Individuals who have received a 
license may use the abbreviation R.Ph. 
or other designation authorized by the 
board of pharmacy after their names.

All 50 state boards of pharmacy re-
quire that registered pharmacists com-
plete a minimum number of hours or 
continuing education units (CEUs) as 
a condition for renewing their licenses. 
The hours or CEUs must be earned ei-
ther through participating in a CE ac-
tivity whose provider has been accred-
ited by ACPE or through a program 
or activity that has been otherwise ap-
proved by the state board. The ACPE 
Accreditation Standards for Con-
tinuing Pharmacy Education may be 
found at http://www.acpe-accredit.org/
ceproviders/standards.asp.

ACPE accredits providers of CE, 

qualifications of foreign pharmacy graduates 
who apply for FPGEC certification. FPGEC 
certification is one of the prerequisites for for-
eign pharmacy graduates wishing to sit for NA-
PLEX and apply for licensure.
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not individual CE activities. Hours
or CEUs may be obtained by attend-
ing accredited or approved educational 
seminars, teleconferences, and meet-
ings; reading journal articles; or com-
pleting traditional home study courses 
or computer-based educational activi-
ties. Achievement of a satisfactory score 
on an assessment that is created by and 
submitted to the CE provider is gener-
ally required as documentation that a 
CE activity has been completed. ACPE 
publishes a directory of accredited pro-
viders of continuing pharmacy educa-
tion (CPE), available on the ACPE Web 
site (www.acpe-accredit.org).

Licensure and licensure renewal are 
mandatory for pharmacists who wish
to continue practicing their profession. 
In their regulatory role, state boards of 
pharmacy are ultimately responsible to 
the administrative and legislative bod-
ies of the state.

developing and enhancing 
Knowledge and skill

Pharmacists who wish to broaden and 
deepen their knowledge and skill may 
participate in a variety of postgraduate 
education and training opportunities.
They include the following.

•	 academic Postgraduate education 
and training Programs – Pharma-
cists who wish to pursue a certain 
field of study in depth may enroll in 
a postgraduate master’s or doctor of 
philosophy (Ph.D.) degree program. 
Common fields of study for master’s 
degree candidates include pharmacy 
or business administration and pub-
lic health. Common fields for Ph.D. 
degree studies include pharmacol-
ogy, pharmaceutics, pharmaceutical 
and medicinal chemistry, pharma-
cotherapeutics, pharmacy practice,
and social and administrative sci-
ences. For more information about 
graduate programs offered by U.S. 
colleges and schools of pharmacy,
see http://www.aacp.org/site/page.as

 

 

 

 

 

p?VID=1&CID=71&DID=3078&
TrackID.
Pharmacists holding bachelor’s of

science degrees in pharmacy who have 
been in the pharmacy workforce may 
also return to a college or school of 
pharmacy to earn the Pharm.D. degree. 
These programs, which are tailored to 
the individual’s background and expe-
rience, may follow nontraditional path-
ways; however, they must produce the 
same educational outcomes as tradi-
tional Pharm.D. degree programs.

residencies

•	 Credential earned: Residency 
certificate

•	 Credential awarded by: Residency 
training program

•	 Program accreditation: The Ameri-
can Society of Health-System Phar-
macists (ASHP) (independently or 
in collaboration with other phar-
macy organizations)
A postgraduate year one pharmacy 

residency (PGY1) training program is 
an organized, directed, accredited pro-
gram that builds on the knowledge, 
skill, attitudes, and abilities gained
from an accredited professional phar-
macy degree program. The first-year 
residency program (PGY1) enhances
general competencies in managing
medication-use systems and supports 
optimal medication therapy outcomes 
for patients with a broad range of dis-
ease states. The PGY2 program follows 
a PGY1 pharmacy residency and in-
creases the resident’s depth of knowl-
edge, skill, attitudes, and abilities to 
raise his or her level of expertise in med-
ication therapy management and clini-
cal leadership in a specialized area of fo-
cus. In practice areas where board cer-
tification exists, graduates are prepared 
to pursue such certification. Pharmacy 
residencies occur in a wide variety of 
settings and are usually 12 months in 
duration.

ASHP is the recognized accredit-
ing body for residency programs in 

 

 

 
 

pharmacy. The ASHP Commission on 
Credentialing (COC), which reports 
to the ASHP Board of Directors, is re-
sponsible for developing the standards 
for residency programs, administering 
the accreditation process, and making 
recommendations regarding the grant-
ing and continuation of accreditation. 
The COC consists of 18 appointed 
pharmacists who have served as resi-
dency program directors or preceptors 
and have represented a wide variety of 
practice settings, as well as two public 
members. ASHP has collaborated with 
several other pharmacy organizations to 
promote pharmacy residencies and to 
provide a wide variety of representation 
from the pharmacy community on the 
COC. Partner organizations include 
the Academy of Managed Care Phar-
macy (AMCP), the American Pharma-
cists Association (APhA), the American 
College of Clinical Pharmacy (ACCP), 
and the American Association of Col-
leges of Pharmacy (AACP). Each of 
these organizations has a dedicated po-
sition on the COC.

Further information on accredita-
tion standards for pharmacy residency 
training is available at http://www.ashp.
org/accreditation/.

Most pharmacists who pursue resi-
dency training complete a PGY1 phar-
macy residency. These residencies oc-
cur in a wide variety of settings such 
as hospitals, ambulatory care clinics, 
community/retail pharmacies, man-
aged care organizations, home care, or 
long-term care organizations. However, 
all residents must meet six required out-
comes of a PGY1 residency, and they 
are trained to be generalists in deliver-
ing patient-centered care and in provid-
ing pharmacy operations. Some of these 
residents will elect to continue their 
training and complete a PGY2 phar-
macy residency in a specific area of fo-
cus (e.g., critical care, oncology, cardiol-
ogy, pediatrics). Further information is 
provided in Appendix D.

The Centers for Medicare and 
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Medicaid Services (CMS), an agency 
of the federal government, recognizes 
ASHP in its role as the accrediting body 
for pharmacy residency training. Some 
ASHP-accredited residency programs
may be eligible for pass-through fund-
ing from CMS as part of their cost ac-
counting report for Medicare beneficia-
ries whose care is provided in hospitals 
(42 CFR 413.85 Hospital Inpatient Pro-
spective Payment System Rules). The 
rules and regulations guiding this reim-
bursement policy are reviewed yearly by 
CMS and are subject to change.

•	 Fellowships4

•	 Credential earned: Fellowship 
certificate

•	 Credential awarded by: Fellow-
ship training program

•	 Program accreditation: No ac-
creditation body

A fellowship is a directed, highly indi-
vidualized postgraduate program that 
prepares the participant to become an 
independent researcher in an area of 
pharmacy practice. Fellowship pro-
grams, like residencies, usually encom-
pass 1–2 years. The programs are devel-
oped by colleges and schools of phar-
macy, academic health centers, colleges 
and universities, and pharmaceutical 
manufacturers.

There is no accreditation body for 
fellowship programs; however, the
ACCP Guidelines for Clinical Research 
Fellowship Training Programs pro-
vide a framework for peer review that 

4 Several pharmacy organizations (e.g.,
AMCP, ACCP, APhA, ASHP) award the hon-
orary title of “Fellow” to selected members as 
a means of publicly recognizing their contri-
bution to the profession and/or their respective 
organizations. A “fellow of APhA,” for exam-
ple, may use the letters “FAPhA” as a designa-
tion after his/her name and other credentials. 
The two differing uses of the word “fellow” – 
the one denoting an individual participating in 
a postgraduate research training program and 
the other denoting the receipt of an honorary 
title from an organization – should be under-
stood and clearly distinguished.

 

fellowship programs may adopt volun-
tarily. The guidelines document is avail-
able at http://www.accp.com/docs/posi-
tions/guidelines/pos15.pdf.

•	 Certificate Programs (now offi-
cially referred to as practice-based 
CPE activities)

•	 Credential earned: Certificate 
of completion

•	 Credential awarded by: Educa-
tional institutions and compa-
nies, pharmacy organizations, 
and others

•	 Provider accreditation: ACPE
Under the supplementary accredita-

tion standards in place from 1999 to 
2008, ACPE defined a certificate pro-
gram for pharmacists as a structured 
and systematic postgraduate CE expe-
rience that was smaller in magnitude 
and shorter in duration than degree 
programs. When ACPE implemented 
new accreditation standards for CPE in 
January 2009, the term certificate pro-
gram was officially replaced with prac-
tice-based CPE activities, but providers 
were permitted to continue using the 
term for activities that met the crite-
ria. In addition to didactic instruction, 
the design of certificate programs or 
practice-based CPE activities includes 
practice experiences, simulations, and/
or other opportunities for demonstrat-
ing desired professional competencies. 
The length of any such activity is de-
termined by its stated goals, desired 
professional competencies, and out-
come measures, but it requires a mini-
mum of 15 contact hours (1.5 CEUs). 
These activities are designed to instill, 
expand, or enhance practice competen-
cies through the systematic acquisition 
of specified knowledge, skill, attitudes, 
and behaviors. Usually, they are rela-
tively focused; for example, APhA of-
fers programs in areas such as immu-
nization delivery, medication therapy 
management, and the management of 
dyslipidemias, diabetes, and over-the-
counter medications.

Practice-based CPE activities, often 
still referred to as certificate programs, 
are offered by national and state phar-
macy organizations and by schools and 
colleges of pharmacy and other educa-
tional groups. These programs are often 
held in conjunction with the main ed-
ucational meeting of an organization. 
ACPE accredits providers of such activ-
ities. The Accreditation Standards for 
Continuing Pharmacy Education are
found at http://www.acpe-accredit.org/
ceproviders/standards.asp.

•	 traineeships – Traineeships, in
contrast to certificate programs,
are defined as intensive, individ-
ualized, structured postgraduate
programs intended to equip the
participant with the knowledge
and skill needed to provide a high 
level of care to patients with vari-
ous chronic diseases and condi-
tions. Traineeships are generally of 
longer duration (about 5 days) and 
involve smaller groups of trainees 
than certificate programs. Some
are offered on a competitive basis, 
with a corporate sponsor or other 
organization underwriting partici-
pants’ costs. Pharmacy organiza-
tions that offer traineeships include 
the American College of Apoth-
ecaries, the American Society of
Consultant Pharmacists (ASCP),
and ASHP’s Research and Educa-
tion Foundation.

•	 Certifications

•	 Credential earned: Certification 
in area of practice

•	 Credential awarded by: BPS; 
Commission for Certification 
in Geriatric Pharmacy (CCGP)

•	 Provider accreditation: Na-
tional Commission for Certify-
ing Agencies (NCCA)

Certification is a credential granted 
to pharmacists and other health pro-
fessionals who have demonstrated a
level of competence in a specific and 
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relatively focused area of practice that 
exceeds the minimum requirements for 
licensure. Certification is granted on 
the basis of successful completion of 
rigorously developed eligibility criteria 
that include a written examination and, 
in some cases, an experiential compo-
nent. Certification processes targeted 
exclusively to pharmacists are under-
taken and overseen by BPS and CCGP.

The development of a certification 
program includes the following: (1) de-
fining the area in which certification is 
offered (role delineation); (2) creating 
and administering a psychometrically 
valid examination; (3) identifying other 
criteria for awarding the credential (e.g., 
experience); and (4) identifying recerti-
fication criteria.
•	 Role delineation. First, define the 

area in which certification is to be 
offered. This is done through a pro-
cess called role delineation or task 
analysis. An expert panel of indi-
viduals in the proposed subject area 
develops a survey instrument to as-
sess how practitioners working in 
the area rate the importance, fre-
quency, and criticality of specific 
activities in that practice. The in-
strument is then sent to a sample of 
pharmacists practicing in that field.

•	 Development of content outline. On 
the basis of responses to the survey, 
develop a content outline for the 
certification program.

•	 Preparation of examination. Develop 
the written examination component 
of the certification program on the 
basis of the content outline.

•	 Other activities. Take appropriate 
measures to ensure that the secu-
rity and confidentially of the testing 
process are maintained, that the ex-
amination and eligibility criteria are 
appropriate, and that the knowledge 
and skill of those who are certified 
do, in fact, reflect competence.
A professional testing company typi-

cally assists in developing both the role 
delineation and the examination to 

 

ensure that the examination meets the 
professional standards of psychometric 
soundness and legal defensibility.

Certifying agencies for Pharmacists 
only – Two groups, BPS and CCGP, offer 
certification exclusively to pharmacists.

Board of Pharmacy specialties (http://
www.bpsweb.org/) – Established in
1976 by the APhA (then the American 
Pharmaceutical Association), the Board 
of Pharmacy Specialties (BPS) certifies 
pharmacists in six specialties: ambula-
tory care pharmacy, nuclear pharmacy, 
nutrition support pharmacy, oncology 
pharmacy, pharmacotherapy, and psy-
chiatric pharmacy. Descriptions of each 
specialty area are provided in Appendix 
E. Pharmacists wishing to retain BPS 
certification must undergo recertifica-
tion every 7 years. Since 2008, NCCA 
has accredited BPS specialty certifica-
tion programs.

A new specialty is recognized by BPS 
after its review of a petition, usually 
submitted by one or more pharmacy 
organizations, which supports and jus-
tifies recognition of the specialty. This 
petition must meet criteria established 
by BPS. In making its decision, BPS ob-
tains input from the profession and the 
public through a series of open hearings 
and other opportunities for comment.

An 11-member board that includes 
eight pharmacists, two health profes-
sionals who are not pharmacists, and 
one public/consumer member directs 
the work of BPS. A specialty council of 
six specialist members and three phar-
macists not in the specialty directs the 
certification process for each specialty.

BPS examinations are administered 
with the assistance of an educational 
testing firm in a process that is psycho-
metrically sound and legally defensible. 
Each of the six specialties has its own 
eligibility criteria, examination specifi-
cations, and recertification process. All 
six examinations occur on a single day 
once a year in about 50 sites worldwide.

In 1997, BPS introduced a method 
designed to recognize focused areas 
within recognized pharmacy special-
ties. A designation of “added quali-
fications” denotes that an individual 
has demonstrated an enhanced level of 
training and experience in one segment 
of a BPS-recognized specialty. Added 
qualifications are conferred on the basis 
of a portfolio review to qualified indi-
viduals who already hold BPS certifica-
tion. Within the specialty of pharmaco-
therapy, infectious diseases and cardiol-
ogy are the two areas of added qualifi-
cations approved by BPS.

Commission for Certification in geri-
atric Pharmacy (http://www.ccgp.org/) 
– In 1997, the ASCP Board of Direc-
tors voted to create CCGP (the Com-
mission for Certification in Geriatric 
Pharmacy) to oversee a certification 
program in geriatric pharmacy practice. 
CCGP is a nonprofit corporation that is 
autonomous from ASCP. It has its own 
governing board of commissioners. The 
CCGP Board of Commissioners in-
cludes five pharmacist members, one 
physician member, one payer/employer 
member, one public/consumer member, 
and one liaison member from the ASCP 
Board of Directors.

To become certified, candidates are 
expected to be knowledgeable about the 
principles of geriatric pharmacother-
apy and the provision of pharmaceuti-
cal care to the elderly. Pharmacists who 
meet CCGP’s requirements are entitled 
to use the designation Certified Geri-
atric Pharmacist, or CGP. Pharmacists 
who wish to retain their CGP credential 
must recertify every 5 years by success-
fully completing a written examination.

CCGP contracts with a professional 
testing firm to assist in conducting the 
role delineation or task analysis and in 
developing and administering the ex-
amination. The resulting process is psy-
chometrically sound and legally defensi-
ble. CCGP is currently pursuing recog-
nition of its examination and processes 
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by NCCA. The CGP certification ex-
aminations are administered twice a 
year at multiple locations in the United 
States, Canada, and Australia. CCGP 
publishes a candidate handbook that 
includes the content outline for the ex-
amination, eligibility criteria for taking 
the examination, and the policies and 
procedures of the certification program.

multidisciplinary Certification Pro-
grams – An evolving array of certifi-
cation programs is available to profes-
sionals from many health disciplines, 
including pharmacists. Areas in which 
such certification is available include di-
abetes education, anticoagulation ther-
apy, pain management, lipid manage-
ment, HIV/AIDS care, and asthma ed-
ucation. Some of these programs are in 
early stages of development.

Appendix C provides a listing of 
available pharmacist-specific and multi-
disciplinary certification programs avail-
able at the time of publication of this re-
source paper.

oVerVieW oF 
Credentialing in 
PharmaCy – PharmaCy 
teChniCians

A pharmacy technician assists in phar-
macy activities that do not require the 
professional judgment of a pharmacist. 
For example, pharmacy technicians 
may accept prescription orders from 
patients, prepare labels, enter informa-
tion in the pharmacy’s computer sys-
tem, and retrieve medications from in-
ventory. The term pharmacy technician 
is used in a majority of states; however, 
other terms are also used to describe 
pharmacy support personnel carrying 
out functions similar to those previ-
ously described. As pharmacists assume 
a larger number of patient-centered 
roles, pharmacy technicians are increas-
ingly responsible, under pharmacist su-
pervision, for technical and distributive 
functions in pharmacies in all settings.

The exact functions and responsibili-
ties of pharmacy technicians are defined 
by state laws and regulations and are also 
determined by the willingness of phar-
macists to delegate the activities of their 
practice that do not require professional 
judgment. Pharmacy technicians always 
work under the supervision of a licensed 
pharmacist. The education and training, 
certification, and CE processes for phar-
macy technicians are broadly similar in 
approach to those of pharmacists. There 
is, however, much wider variation among 
states in the regulation of and require-
ments for pharmacy technicians. There 
is also, at least presently, substantially 
less standardization in the education and 
training processes for pharmacy techni-
cians than for pharmacists.
education and training

Most pharmacy technicians today have 
been trained on the job, either formally 
or informally. As the responsibilities of 
pharmacy technicians grow, however, 
more individuals are enrolling in for-
mal training programs. These programs 
are generally affiliated with a vocational 
school, a community college, or a uni-
versity, hospital, or another health care 
organization. Graduates of these pro-
grams may be awarded an associate’s 
degree or a certificate of completion.

Not all states have education and 
training requirements for pharmacy 
technicians, but some states require 
board of pharmacy approval of the 
training program. ASHP is recognized 
within the pharmacy profession as of-
fering programmatic accreditation of 
training programs for pharmacy tech-
nicians. Academic institutions that of-
fer technician training programs are 
usually accredited by one or more insti-
tutional accreditors.

ASHP’s Technician Training Pro-
grams Accreditation Regulations and 
Standards can be found at http://www.
ashp.org/technician/techregs.pdf. Ac-
creditation of technician training pro-
grams is voluntary in most states.

regulation

State boards of pharmacy regulate the 
practice/work activities of pharmacy 
technicians. Regulatory approaches 
differ substantially among the states. 
Around 60% of states currently require 
registration or licensure of pharmacy 
technicians by the board of pharmacy. 
Virtually all state boards of pharmacy 
have amended their pharmacy practice 
acts and regulations in recent years, al-
lowing an expanded role for pharmacy 
technicians in the delivery of pharmacy 
services. Further changes in the regula-
tion of pharmacy technicians will inevi-
tably occur as the practice of pharmacy 
continues to evolve.

Certification

•	 Pharmacy technician Certifica-
tion Board

The Pharmacy Technician Certifi-
cation Board (PTCB) was established 
in 1995 as a national voluntary certi-
fication program for pharmacy tech-
nicians. It is governed by five organi-
zations—APhA, ASHP, the Illinois 
Council of Health-System Pharma-
cists, the Michigan Pharmacists As-
sociation, and NABP.

In collaboration with testing ex-
perts, PTCB administers a national 
examination, the Pharmacy Tech-
nician Certification Examination 
(PTCE). The examination is designed 
to assess the candidate’s knowledge 
and skill base for activities that are 
most commonly performed by a 
pharmacy technician, as determined 
by a national task analysis. Since 
2006, the PTCB technician certifica-
tion program has been accredited by 
NCCA.

PTCB administers the PTCE year-
round Monday through Friday at 
Pearson Professional Centers nation-
wide. A technician who passes the 
PTCE is designated a Certified Phar-
macy Technician (CPhT). To maintain 
PTCB certification, pharmacy techni-
cians must recertify every 2 years. To 
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qualify for recertification, they must 
participate in at least 20 hours of ap-
proved pharmacy-related CE that in-
cludes 1 hour of pharmacy law. Infor-
mation about PTCB and the PTCE is 
available at www.ptcb.org.

•	 institute for the Certification of 
Pharmacy technicians

In 2005, the Exam for the Certifi-
cation of Pharmacy Technicians (Ex-
CPT) was launched. This examina-
tion is offered in a computer-based 
format using on-demand testing at 
proctored test centers and is given 
more than 300 times a year at more 
than 550 locations across the coun-
try. The examination is designed 
to recognize pharmacy technicians 
who demonstrate proficiency in the 
knowledge and skill needed to as-
sist pharmacists in safely, accurately, 
and efficiently preparing and dispens-
ing prescriptions. The examination, 
which achieved NCCA accreditation 
in 2008, is based on a national job 
task analysis conducted on a regular 
basis, most recently in 2010. More 
information on the ExCPT examina-
tion is available at www.nationalte-
chexam.org.

A growing number of states re-
quire pharmacy technicians to be cer-
tified, and/or these states recognize 
certification in other ways in their 
regulations.

CCP has provided substantial
leadership to the profession during 
the past 2 years with respect to tech-
nician education training, regulation, 
and certification. CCP’s framework 
for consideration and use by organi-
zations, regulatory bodies, and others 
appears in Appendix F of this docu-
ment. It is also published separately 
on the CCP Web site at the following 
Web site:

http://www.pharmacycredential-
ing.org/ccp/Files/CCP%20techni-
cian%20framework_08-09.pdf.

 

Credentialing –  
the Future

The pharmacy profession continues 
to evolve in response to changing pa-
tient needs and an increasingly com-
plex health care system in the United 
States. This evolution creates opportu-
nities for pharmacists to provide an ex-
panded range of services within their 
defined and authorized scopes of prac-
tice. It is incumbent on the profession 
to assure the public, as well as employ-
ers, payers, other health professionals, 
regulatory agencies, and governmental 
agencies, that pharmacists and phar-
macy technicians who provide specific 
services possess the knowledge, skill, at-
titudes, and values to safely and compe-
tently perform those services. Through 
an established and widely understood 
system of credentialing, including li-
censure to practice and recognition of 
skill evolved beyond general practice to 
specialty practice in defined areas, this 
assurance will be accomplished.
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Figure 1: U.S. Pharmacy Credentials and Oversight Bodiesa

Education  Entry into Practice  Practice

Pharmacists

 
Doctor of pharmacy Licensure (R.Ph.) License renewal (state boards of pharmacy)
(Pharm.D.) degree (state boards of State-specific criteria, including mandatory 
(ACPE) pharmacy) continuing education (ACPE)

Postgraduate education (optional)
Advanced degrees
M.S., Ph.D. (colleges/schools of 
pharmacy)

Postgraduate training (optional)
PGY1 & PGY2 residency (ASHP)
Traineeship (ASHP)
Fellowship (ACCP, ASHP)

Certificate programs (ACPE)b

Continuing education (ACPE)

Certification (optional)
Specialty (BPS)
Non-specialty (CCGP)
Multidisciplinary (various)

Pharmacy techniciansc

Education/Training: Registration/licensure Certification (PTCB, ICPT)
Certificate of comple- in some states 
tion or associate’s de- (boards of pharmacy)
gree in some states 
(ASHP/state boards of 
pharmacy)

aOversight bodies are described in text.
bEffective January 2008, certificate programs are referred to as practice-based CPE activities in ACPE standards.
cState differences exist; refer to the main text.
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appendix a: glossary5

accreditation: The process whereby an as-
sociation or agency grants public recogni-
tion to an organization, site, or program 
that meets certain established qualifica-
tions or standards, as determined through 
initial and periodic evaluations

Certificate: A certificate is a document is-
sued upon successful completion of the pre-
determined level of performance of a cer-
tificate program or of a pharmacy residency 
or fellowship. (See also Statement of Con-
tinuing Education Credit.)

Certificate program: A structured, sys-
tematic education and CE experience that 
is generally smaller in magnitude and 
shorter in duration than a degree program. 
Certificate programs are designed to instill, 
expand, or enhance practice competencies 
through the systematic acquisition of spe-
cific knowledge, skill, attitudes, and per-
formance behaviors. In ACPE accredita-
tion standards, this term has been officially 
replaced with the term practice-based CPE 
activities; the former term, however, is still 
often used.

Certification: The voluntary process by 
which a nongovernmental agency or an 
association grants recognition to an indi-
vidual who has met certain predetermined 
qualifications specified by that organiza-
tion. This formal recognition is granted to 
designate to the public that this person has 
attained the requisite level of knowledge, 
skill, and/or experience in a well-defined, 
often specialized, area of the total disci-
pline. Certification usually requires ini-
tial assessment and periodic reassessments 
of the individual’s knowledge, skill, and/or 
experience.

Certified: Adjective used to describe an in-
dividual who holds certification that is in-
corporated into the name of the credential 
awarded that person. For example, someone 
who has earned BPS certification in oncol-
ogy is a Board-Certified Oncology Pharma-
cist. A pharmacy technician who has passed a 
national certification examination is a CPhT.

5 These definitions have been collaboratively 
developed over several years by a variety of 
organizations involved in pharmacy creden-
tialing and are generally accepted by those in-
volved in both policy and operational manage-
ment of the enterprise.

Clinical privileges: Authorization for a 
pharmacist to provide a specific range of 
patient care services (See Privileging.)

Competence: The ability of the individual 
to perform his/her duties accurately, make 
correct judgments, and interact appropri-
ately with patients and colleagues. Profes-
sional competence is characterized by good 
problem-solving and decision-making abil-
ities, a strong knowledge base, and the abil-
ity to apply knowledge and experience to 
diverse patient care situations.

Competency: A distinct knowledge, skill, 
attitude, or value that is essential to the 
practice of a profession. Individual com-
petencies might include mastery of asep-
tic technique and achievement of a thought 
process that enable the person to identify 
therapeutic duplications. A pharmacist or 
pharmacy technician must master a variety 
of competencies to gain competence in his 
or her profession.

Continuing education: CE for the phar-
macy profession is a structured educational 
activity designed or intended to support 
the continuing development of pharma-
cists and/or pharmacy technicians to main-
tain and enhance their competence. CPE 
should promote problem solving and criti-
cal thinking and be applicable to the prac-
tice of pharmacy.

Continuing professional development: 
The lifelong process of active participation 
in learning activities that assists individuals 
in developing and maintaining continuing 
competence, enhancing their professional 
practice, and supporting achievement of 
their career goals

Credential: Documented evidence of pro-
fessional qualifications. Academic degrees, 
state licensure, residency certificates, and 
certification are all examples of credentials.

Credentialing: (1) The process of granting 
a credential (a designation that indicates 
qualifications in a subject or an area) and 
(2) the process by which an organization 
or institution obtains, verifies, and assesses 
an individual’s qualifications to provide pa-
tient care services (See also Privileging.)

Fellowship: A directed, highly individual-
ized postgraduate program designed to pre-
pare a pharmacist to become an indepen-
dent researcher

license: A credential issued by a state or 
federal body indicating that the holder is 
in compliance with the minimum man-
datory governmental requirements neces-
sary to practice in a particular profession or 
occupation

licensure: The process of granting a license

Pharmacy technician: An individual who, 
under the supervision of a licensed phar-
macist, assists in pharmacy activities not 
requiring the professional judgment of the 
pharmacist

Privileging: The process by which a health 
care organization, having reviewed an indi-
vidual health care provider’s credentials and 
performance and found them satisfactory, 
authorizes that person to perform a specific 
scope of patient care services within that 
organization

registered: Adjective used to describe a 
pharmacist or pharmacy technician who 
has met state requirements for licensure 
and whose name has been entered on a state 
registry of practitioners who are licensed to 
practice in that jurisdiction

residency: An organized and directed 
postgraduate training program in a defined 
area of pharmacy practice

Pgy1 residency: the first year of post-
graduate pharmacy residency training is 
an organized, directed, accredited pro-
gram that builds on the knowledge, skill, 
attitudes, and abilities gained from an ac-
credited professional pharmacy degree pro-
gram. The first-year residency program en-
hances general competencies in managing 
medication-use systems and supports opti-
mal medication therapy outcomes for pa-
tients with a broad range of disease states.

Pgy2 residency: The second year of phar-
macy residency training is an organized, 
directed, accredited program that builds on 
the competencies established in the PGY1 
program. The second-year residency pro-
gram is focused in a specific area of prac-
tice. The PGY2 program increases the resi-
dent’s depth of knowledge, skill, attitudes, 
and abilities to raise the resident’s level of 
expertise in medication therapy manage-
ment and clinical leadership in the area of 
focus. In practice areas where board certifi-
cation exists, graduates are prepared to pur-
sue such certification.
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scope of practice: The boundaries within 
which a health professional may prac-
tice. The scope of practice is generally es-
tablished by the board or agency that reg-
ulates the profession in a given state or 
organization.

statement of Ce credit: A document is-
sued to an individual upon completion 
of a CE activity provided by an organiza-
tion accredited by ACPE or a comparable 
organization

traineeship: A short, intensive, clinical, 
and didactic postgraduate educational pro-
gram intended to equip the pharmacist 
with the knowledge and skill needed to 
provide a high level of care to patients with 
specific diseases or conditions
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appendix B: referenced Pharmacy 
organizations and Certification Bodies

Pharmacy organizations
Academy of Managed Care Pharmacy 

(AMCP)
100 North Pitt Street, Suite 400
Alexandria, VA 22314
(800) 827-2627 
www.amcp.org 

Accreditation Council for Pharmacy 
Education (ACPE)

20 North Clark Street, Suite 2500
Chicago, IL 60602-5109
(312) 664-3575
www.acpe-accredit.org

American Association of Colleges of 
Pharmacy (AACP)

1727 King Street 
Alexandria, VA 22314
(703) 739-2330 
www.aacp.org

American College of Apothecaries (ACA)
P.O. Box 341266
Memphis, TN 38184
(901) 383-8119 
www.acainfo.org

American College of Clinical Pharmacy 
(ACCP)

13000 West 87th Street Parkway, Suite 100 
Lenexa, KS 66215-4530 
(913) 492-3311 
www.accp.com

American Pharmacists Association (APhA)
2215 Constitution Avenue NW
Washington, DC 20037-2985
(202) 628-4410 
www.aphanet.org

American Society of Consultant 
Pharmacists (ASCP)

1321 Duke Street
Alexandria, VA 22314-3563
(703) 739-1300 
www.ascp.com

American Society of Health-System 
Pharmacists (ASHP)

7272 Wisconsin Avenue
Bethesda, MD 20814
(301) 657-3000 
www.ashp.org
 
National Alliance of State Pharmacy 

Associations (NASPA)
2530 Professional Road, Suite 202
Richmond, VA 23235
(804) 285-4431

National Association of Boards of 
Pharmacy (NABP)

700 Busse Highway
Park Ridge, IL 60068 
(847) 698-6227 
www.napb.net

National Association of Chain Drug 
Stores (NACDS)

413 North Lee Street, P.O. Box 1417-D49
Alexandria, VA 22313-1480
(703) 549-3001 
www.nacds.org

National Community Pharmacists 
Association (NCPA) 

100 Daingerfield Road
Alexandria, VA 22314
(703) 683-8200 
www.ncpanet.org

Pharmacy Compounding Accreditation 
Board

c/o 2215 Constitution Avenue NW
Washington, DC 20037-2985, and 
P.O. Box 282
Algona, IA 50511
(515) 341-1250

Pharmacy Technician Educators Council 
(PTEC)

P.O. Box 10118
Santa Ana, CA 92711-0118
(202) 567-7832
www.rxptec.org

Certification bodies for pharmacists 
or pharmacy technicians (may be 
multidisciplinary)

Anticoagulation Forum 
88 East Newton Street, E-113
Boston, MA 02118-2395
(617) 638-7265 
www.acforum.org

Board of Pharmacy Specialties (BPS)
2215 Constitution Avenue NW 
Washington, DC 20037-2985 
(202) 429-7591 
www.bpsweb.org

Commission for Certification in Geriatric 
Pharmacy (CCGP) 

1321 Duke Street
Alexandria, VA 22314-3563
(703) 535-3038 
www.ccgp.org

Institute for the Certification of Pharmacy 
Technicians (ICPT)

2536 South Old Highway 94, Suite 224
St. Charles, MO 63303
(314) 442-6775
www.icpt.org

National Asthma Educator Certification 
Board 

American Lung Association 
1740 Broadway
New York, NY 10019-4374
(212) 315-8865 
www.lungusa.org

National Certification Board for Diabetes 
Educators (NCBDE)

330 East Algonquin Road, Suite 4
Arlington Heights, IL 60005
(847) 228-9795 
www.ncbde.org

Pharmacy Technician Certification Board 
(PTCB)

2215 Constitution Avenue NW
Washington, DC 20037 
(202) 429-7576 
www.ptcb.org



appendix C: Credentialing Programs for Pharmacists

CertiFiCation Programs aVailaBle to PharmaCists1,2

Program Certification Body Credential Earned Certification Body Accredited By
Ambulatory Care Pharmacy Board of Pharmacy Specialties (BPS) Board Certified Ambulatory Care 

Pharmacist (BCACS)3,4
National Commission for 
Certifying Agencies (NCCA)

Anticoagulation Care National Certification Board for 
Anticoagulation Providers (NCBAP)

Certified Anticoagulation Care 
Provider (CACP)

Asthma Education National Asthma Educator 
Certification Board (NAECB)

Certified Asthma Educator  (AE-C)

Cardiology (Pharmacotherapy 
Added Qualifications)

Board of Pharmacy Specialties (BPS) Board Certified Pharmacotherapy 
Specialist (BCPS) with Added 
Qualifications in Cardiology3

National Commission for 
Certifying Agencies (NCCA)

Cardiovascular/Life Support American Heart Association Advanced Cardiovascular Life Support 
(ACLS)

American Heart Association Pediatric Advanced Life Support 
(PALS)

Clinical Pharmacology American Board of Clinical 
Pharmacology (ABCP)

Accredited in Applied Pharmacology 
(AP)

Diabetes Education National Certification Board for 
Diabetes Educators (NCBDE)

Certified Diabetes Educator (CDE)

Diabetes Management 
- Advanced

American Nurses Credentialing 
Center (ANCC)

Board Certified-Advanced Diabetes 
Management (BC-ADM)

Geriatric Pharmacy Commission for Certification in 
Geriatric Pharmacy (CCGP) Certified Geriatric Pharmacist (CGP)3

Heath Information Technology Health IT Certification Certified Professional in Electronic 
Health Records (CPEHR)

Health IT Certification Certified Professional in Health 
Information Technology (CPHIT)

Health IT Certification Certified Professional in Health 
Information Exchange (CPHIE)

HIV/AIDS American Academy of HIV Medicine 
(AAHIVM)

HIV Expert (AAHIVE)5

American Academy of HIV Medicine 
(AAHIVM)

HIV Specialist (AAHIVS)5

Infectious Diseases 
(Pharmacotherapy Added 
Qualifications)

Board of Pharmacy Specialties (BPS) Board Certified Pharmacotherapy 
Specialist (BCPS) with Added 
Qualifications in Infectious Diseases3

National Commission for 
Certifying Agencies (NCCA)

Lipids Accreditation Council for Clinical 
Lipidology

Clinical Lipid Specialist (CLS)

Nuclear Pharmacy Board of Pharmacy Specialties (BPS) Board Certified Nuclear Pharmacist 
(BCNP)3

National Commission for 
Certifying Agencies (NCCA)

Nutrition Support Pharmacy Board of Pharmacy Specialties (BPS) Board Certified Nutrition Support 
Pharmacist (BCNSP)3

National Commission for 
Certifying Agencies (NCCA)

Nutrition Support National Board of Nutrition Support 
Certification (NBNSC)

Certified Nutrition Support Clinician 
(CNSC)

Oncology Pharmacy Board of Pharmacy Specialties BPS) Board Certified Oncology Pharmacist 
(BCOP)3

National Commission for 
Certifying Agencies (NCCA)

Pain Education American Society of Pain Educators 
(ASPE)

Certified Pain Educator (CPE)

Pain Management American Academy of Pain 
Management (AAPM) Credentialed Pain Practitioner (CPP)

Pharmacotherapy Board of Pharmacy Specialties (BPS) Board Certified Pharmacotherapy 
Specialist (BCPS)3

National Commission for 
Certifying Agencies (NCCA)

Poison Information American Association of Poison 
Control Centers

Certified Specialist in Poison 
Information (CSPI)

Psychiatric Pharmacy Board of Pharmacy Specialties (BPS) Board Certified Psychiatric Pharmacist 
(BCPP)3

National Commission for 
Certifying Agencies (NCCA)

Toxicology American Board of Applied 
Toxicology (ABAT)

Diplomat of the American Board of 
Applied Toxicology (DABAT)

Notes:
1. Inclusion of a certification program in the above table does not necessarily indicate endorsement of the credential by CCP
2. CCP believes that information is correct at time of publication; all information should, however, be confirmed with the applicable certification body
3. Pharmacist-only certification
4. Under development; anticipated first administration 2011; certification is ineligible for NCCA coverage until 2012
5. Pilot program 2008-2010
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appendix d: Pgy2 Pharmacy residencies

ASHP has developed educational outcomes, goals, and objectives for the following areas of PGY2 training:

•	 Ambulatory Care Pharmacy (PGY2) 
•	 Cardiology Pharmacy (PGY2) 
•	 Critical Care Pharmacy (PGY2) 
•	 Drug Information (PGY2) 
•	 Geriatric Pharmacy (PGY2) 
•	 Health-System Pharmacy Administration (PGY2) 
•	 Infectious Diseases Pharmacy (PGY2) 
•	 Internal Medicine Pharmacy (PGY2) 
•	 Medication-Use Safety (PGY2) 
•	 Nuclear Medicine Pharmacy (PGY2) 
•	 Nutrition Support Pharmacy (PGY2) 
•	 Oncology Pharmacy (PGY2) 
•	 Pain Management and Palliative Care (PGY2) 
•	 Pediatric Pharmacy (PGY2) 
•	 Pharmacotherapy Informatics (PGY2) 
•	 Psychiatric Pharmacy (PGY2) 
•	 Pharmacy Residency Training in an Advanced Area of Practice (PGY2)
•	 Solid-Organ Transplant Pharmacy (PGY2)
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appendix e: specialties recognized 
by BPs

i. ambulatory care pharmacy practice 
is the provision of integrated, accessible 
health care services by pharmacists who 
are accountable for addressing medication 
needs, developing sustained partnerships 
with patients, and practicing in the con-
text of family and community. The ambu-
latory care pharmacist accomplishes these 
services through direct patient care and 
medication management for ambulatory 
patients, long-term relationships, coordina-
tion of care, patient advocacy, wellness and 
health promotion, triage and referral, and 
patient education.

Domains of the BPS Ambulatory Care 
Pharmacy specialty examination include:
domain 1: direct Patient Care (50% of 
the examination)
domain 2: Practice management (20% 
of the examination)
domain 3: Public health (5% of the 
examination)
domain 4: retrieval, generation, inter-
pretation, and dissemination of Knowl-
edge (15% of the examination)
domain 5: Patient advocacy (10% of the 
examination)

ii. nuclear pharmacy seeks to improve 
and promote the public health through the 
safe and effective use of radioactive drugs 
for diagnosis and therapy. A nuclear phar-
macist, as a member of the nuclear med-
icine team, specializes in procurement, 
compounding, quality assurance, dispens-
ing, distribution, and monitoring of ra-
diopharmaceutical drugs. In addition, the 
nuclear pharmacist monitors patient out-
comes and provides information and con-
sultation regarding health and safety issues, 
as well as the use of non-radioactive drugs 
and patient care.

Domains of the BPS Nuclear Pharmacy 
specialty examination include:
domain 1: drug order Provision (66% 
of the examination)
domain 2: health and safety (24% of 
the examination)
domain 3: drug information Provision 
(10% of the examination)

iii. nutrition support pharmacy ad-
dresses the care of patients who receive spe-
cialized nutrition support, including par-
enteral and enteral nutrition. The nutrition 

support pharmacist is responsible for pro-
moting the maintenance and/or restora-
tion of optimal nutritional status, design-
ing and modifying treatment according to 
the needs of the patient. This specialist in 
nutrition support pharmacy is responsible 
for direct patient care and often functions 
as a member of a multidisciplinary nutri-
tion support team.

Domains of the BPS Nutrition Support 
Pharmacy specialty examination include:
domain 1: Clinical Practice/Provision 
of individualized nutrition support to 
Patients (68% of the examination)
domain 2: management of nutri-
tion support operations (20% of the 
examination)
domain 3: advancement of nutri-
tion support Practice (12% of the 
examination)

iV. oncology pharmacy specialists rec-
ommend, design, implement, monitor, and 
modify pharmacotherapeutic plans to opti-
mize outcomes in patients with malignant 
diseases. The oncology pharmacist spe-
cialist recommends, designs, implements, 
monitors, and modifies pharmacotherapeu-
tic plans to optimize outcomes in patients 
with malignant diseases.

Domains of the BPS Oncology Pharmacy 
specialty examination include:
domain 1: Clinical skill and Ther-
apeutic management (60% of the 
examination)
domain 2: generation, interpretation, 
and dissemination of information (20% 
of the examination)
domain 3: guidelines, Policies, and 
standards (15% of the examination)
domain 4: Public health and advocacy 
(5% of the examination)

V. Pharmacotherapy is the pharmacy spe-
cialty responsible for ensuring the safe, ap-
propriate, and economical use of drugs in 
patient care. The pharmacotherapy special-
ist is responsible for direct patient care, of-
ten functions as a member of a multidisci-
plinary treatment team, may conduct clini-
cal research, and is often a primary source 
of drug information for other health care 
professionals.

Domains of the BPS Pharmacotherapy spe-
cialty examination include:
domain 1: Patient-specific Pharmaco-
therapy (55% of the examination)

domain 2: retrieval, generation, inter-
pretation, and dissemination of Knowl-
edge in Pharmacotherapy (30% of the 
examination)
domain 3: health system–re-
lated Pharmacotherapy (15% of the 
examination)

The term added qualifications is used by 
BPS to denote the demonstration of an en-
hanced level of training and experience and 
to document further differentiation of prac-
titioners within specialties that BPS has al-
ready recognized. BPS’s creation of this 
process in 1997 was in response to requests 
from several segments of the profession in 
view of the growing complexity of the pro-
fession and the needs of health care systems. 
As of June 2010, two areas of Added Quali-
fications had received approval within the 
Pharmacotherapy specialty: Cardiology 
and infectious diseases.

Vi. Psychiatric pharmacy addresses the 
pharmaceutical care of patients with psy-
chiatric disorders. As a member of a mul-
tidisciplinary treatment team, the psychi-
atric pharmacist specialist is often respon-
sible for optimizing drug treatment and 
patient care by conducting patient assess-
ments, recommending appropriate treat-
ment plans, monitoring patient response, 
and recognizing drug-induced problems.

Domains of the BPS Psychiatric Pharmacy 
specialty examination include:
domain 1: Clinical skill and Ther-
apeutic management (65% of the 
examination)
domain 2: education and dissemi-
nation of information (25% of the 
examination)
domain 3: Clinical administration 
(10% of the examination)
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appendix F: CCP Pharmacy technician Credentialing Framework

The following elements comprise the CCP framework for the education, training, certification, and regulation of pharmacy technicians.

See http://www.pharmacycredentialing.org/ccp/Files/CCP%20technician%20framework_08-09.pdf for the complete resource paper.

1. One valid national task analysis of entry-level pharmacy technicians in all pharmacy work settings will be used as the foundation for 
technician education, training, examination, and certification. This task analysis should be performed with the input and participa-
tion of all interested stakeholders in accordance with nationally accepted standards, and it should be administered and revised on a 
regular basis to ensure that its content reflects contemporary practice.

2. Educational outcomes and competencies based on the task analysis will be established for use in the education, training, examina-
tion, and certification of pharmacy technicians.

3. A model curriculum for the education and training of entry-level pharmacy technicians will be developed and adopted based on the 
outcomes and competencies identified from the national task analysis. The educational preparation will include both didactic and ex-
periential components.

4. A national programmatic accreditation system will evaluate pharmacy technician education and training programs against the na-
tionally established standards.

5. State boards of pharmacy will regulate pharmacy technicians and require them to complete a nationally accredited education and 
training program and pass a competency-based examination that is psychometrically sound, nationally accredited, and based on the 
task analysis.

6. State boards of pharmacy will develop a “pharmacy technician in training” category.
7. State boards of pharmacy will require pharmacy technicians to maintain their competency through ongoing and approved education, 

training, and development.
8. State boards of pharmacy will develop a method of reciprocity between states for pharmacy technicians.
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Preamble 

INTRODUCTION 

The National Commission for Certifying Agencies (NCCA) accredits certification programs complying 
with its Standards. The mission ofNCCA is to help ensure the health, welfare, and safety of the public 
through the accreditation of certification programs that assess professional competence. The NCCA uses a 
peer review process to establish accreditation standards, to evaluate compliance with these standards, to 
recognize programs which demonstrate compliance, and to serve as a resource on quality certification. 
 The purpose ofNCCAfl.<:C_reditationis J:o pr_ovide the public and other stakeholders the means by which t
identify certification programs that serve their competency assurance needs. NCCA Standards address 
the structure and governance of the certifying agency, the characteristics of the certification program, the 
information required to be available to applicants, certificants, and the public, and the recertification 
initiatives of the certifying agency. NCCA is a separately governed accreditation arm of the Institute for 
Credentialing Excellence (ICE~ formerly the National Organization for Competency Assurance), a 
membership association of certification organizations providing technical and educational information 
concerning certification practices. 

Since the Standards were first issued in the late 1970s, NCCA has observed fundamental changes in the 
nature, scope, and importance of certification. First, the certification community has expanded 
dramatically to include a broader variety of occupational and professional credentials offered by non
profit organizations, for-profit entities, governmental agencies, and industries. Second, it is increasingly 
common for a certification organization to offer multiple certification programs. Third, the certification 
community has expanded internationally. Fourth, the certification and testing communities have 
introduced the computer as a means of both developing items and new assessment formats, as well as 
administering assessments. This change has also led to the implementation of modern testing 
methodologies to capitalize on the power of the computer to score and scale the assessment instruments. 
Fifth, an increasing number of certification programs are recognized by state and provincial regulatory 
authorities, a practice that expands the traditional definition of certification. 

In keeping with its service to the public and to various other stakeholders of professional certification, and
in order to address fundamental changes in certification, NCCA undertook the review and revision of its 
accreditation standards. In 1997, NCCA established two Task Forces to address the feasibility ofrevising
the accreditation Standards to address the changes described above and to ensure the currency of the 
Standards for the foreseeable future. The Task Forces were eventually combined at the end of 1997 to 
form a Steering Committee. 

In August 1998, NCCA obtained approval from the ICE Board of Directors to conduct fundraising 
activities in support of the continued work of the Steering Committee. As an outcome of this effort,,
NCCA hired an independent project manager. 

During 1999 and early 2000 the Steering Committee conducted activities through the formation offour 
Task Forces, each focusing on a different set of accreditation standards: (1) Purpose, Governance, and 
Resources (2) Responsibilities to Stakeholders (3) Assessment Mechanisms, and (4) Recertification. The 
Task Forces represented a cross section of currently accredited groups, testing services, and other 
professionals with expertise in certification. 

____ o------ ---

 

 

 ________ _ 
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Members of the Steering Committee and the Task Forces reported to NCCA in November, 1999, and to 
the ICE Board and Membership in December, 1999. A complete report of the Standards Revision Project 
was prepared and submitted to NCCA by the Steering Committee in March, 2000. After NCCA review 
and revision ofthe Steering Committee's report a draft of these documents was made available for public 
comment. Following numerous revisions and review periods throughout 2001 the draft Standards were 
presented to the organizations accredited by the NCCA for ratification in January, 2002. The Standards 
were approved in February, 2002. 

In November of 2006, the Commission approved a revised definition of "Public Member." This was 
considered an editorial revision. 

STRUCTURE AND DEVELOPMENT OF THE STANDARDS 

The Standards focus on certification programs and are organized into five sections: (1) Purpose, 
Governance, and Resources, containing five Standards (2) Responsibilities to Stakeholders, containing 
four Standards (3) Assessment Instruments, containing nine Standards (4) Recertification, containing two 
Standards, and (5) Maintaining Accreditation, containing one Standard. 

To earn or maintain accreditation by NCCA, the certification program must meet all Standards and 
provide evidence of compliance through the submission of required documentation. 

The statements describing the Standards are numbered consecutively. Accompanying each Standard are 
Essential Elements, which are directly related to the Standard and specify what a certification program 
must do to fulfill requirements of the Standard. 

A second subsection under each Standard is called Commentary. The Commentary section clarifies 
terms, provides examples of practice that help explain a Standard, or offers suggestions regarding 
evidence that must be documented to demonstrate compliance. NCCA reserves the right to revise the 
Essential Elements and the Commentary sections in response to changes in certification practice. 

The development of the Standards was guided by the following assumptions: 

1. A number of previous NCCA Standards, such as the requirement that the certifying agency be non
governmental, nonprofit, and national in scope, are restrictive. Further, by opening the accreditation 
process to include certification programs in for-profit organizations, NCCA more effectively achieves 
its public service mission. 

2. The appropriate unit of accreditation is the certification program rather than the certifying 
organization. In fact, NCCA accreditation previously required that all certification programs offered 
by an agency meet all standards in order for the agency to achieve accreditation. 

3. NCCA accreditation should be awarded for a period of five years for the initial program certification. 
f organizations or agencies applyTorNCCA accreditation ofa<:Iditional programs f611owi-n-c-g

accreditation of the original program(s), any new programs will be accredited until the date the 
organization's initial accreditation expires. All of an organization's accredited programs will be 
eligible for renewal on the same the five-year renewal cycle. 

4. Autonomy in the management and administration of certification protects certification programs from 
undue influence. Autonomy is required in order for certification programs to serve stakeholder 
interests, primarily those of consumers of professional services. However, since certification 
programs take different forms for different professions and occupations, a variety of structures may 
be effectively employed to prevent undue influence from competing interests. 

-'--~~~~~~~-·I  _________ _ 
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5. The term stakeholder has been used to refer to candidates and the public, as well as to members of a 
profession, occupation, or regulatory body. The term denotes the primary interest of the public and 
other consumers of the certification program. The term also encompasses certificants and the entities 
offering certification, as well as educators, and employers. It is appropriate to acknowledge the 
legitimate influence of all stakeholder bodies. 

6. The NCCA Standards pertaining to assessment instruments should be consistent with the Standards 
for Educational and Psychological Testing (American Educational Research Association, American 
Psychological Association, and National Council on Measurement in Education, 1999), as well as 
other standards and guidelines related to certification accreditation developed by specific professions, 
occupations, governmental agencies, and international organizations, or certification activity criteria 
more generafly,-such -as (but noflimited to) Prindples-6fF-a1rness:An-Examining Guide for 
Credentialing Boards (Council on Licensure Enforcement and Regulation and the National 
Organization for Competency Assurance, 1993) and the Uniform Guidelines on Employee Selection 
Procedures (Equal Employment Opportunity Commission, Civil Service Commission, U.S. 
Department of Labor, and U.S. Department of Justice, 1978). 

7. Recertification is valuable for all certification programs. Demonstrating continuing competence 
through a variety of recertification mechanisms is in the best interests of both the public and the 
discipline certified. 

-- ---~-- ~-----
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Standards 

PURPOSE, GOVERNANCE, and RESOURCES 

Standard 1 

The purpose of the certification program is to conduct certification activities in a manner that 
upholds standards for competent practice in a profession, occupation, role, or skill. 

Essential Element: 

A. It is the responsibility of the certification program applying for NCCA accreditation to identify 
the population being certified and to provide justification for the appropriateness of its 
certification activities. Typicaily, a certification program issues a credential or title to those 
certified. If the applying program does not, an explanation should be provided explaining why the 
issuance of a credential or title is not appropriate to the profession, occupation, role, or skill. 

Commentary: 

A. Suggested evidence to document that the Standard has been met may include a mission statement, 
bylaws, articles of incorporation, a policy and procedures document, a governing committee 
charter, or candidate brochures. 

Standard 2 

The certification program must be structured and governed in ways that are appropriate for the 
profession, occupation, role, or skill, and that ensure autonomy in decision making over essential 
certification activities. 

Essential Elements: 

A. The certifying program must show that the governance structure, policies, and procedures that 
have been established protect against undue influence that could compromise the integrity of the 
certification process. 

B. The governance structure, policies, and procedures must provide for autonomy in decision 
making regarding important aspects of the certification program such as eligibility standards; the 
development, administration, and scoring of the assessment instruments; selection of personnel; 
and operational processes. 

e'-'d""e'-'-v_,e=lopment, administration, and scoring of assessment instruments must promote the 
purpose of the certification program. 

D. To avoid conflicts of interest between certification and education functions, the certification 
agency must not also be responsible for accreditation of educational or training programs or 
courses of study leading to the certification. 

--- -- ---- ---- ---- ---- ------~ --------~ 

--,-------------"C"-'-.__,T~h,_,
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Commentary: 

A. The appropriate structure and governance of a certification program will reflect the interests of 
the general public in the credential. In traditional forms of professional or occupational 
certification, public interest requires direct protection of essential certification decisions from 
undue influence. Such protection is especially important when a certification program is 
sponsored by a professional membership association or proprietary entity. In these cases it is 
appropriate that the certification program's structure and governance protect the integrity of 
essential certification decisions. 

When the certification program involves a proprietary product or service, the issue of undue 
influenceis_different.Inthese cases-it-is assumed-that-the proprietor has a clear and reasonable 
self- interest in preventing external or competing influences from diminishing the quality of the 
certification. It is recognized that the public is often not a direct consumer of the activities of the 
certified population. The public interest will be adequately protected when the needs of the 
proprietor, employers, or purchasers who rely on the credential provide significant direction over 
certification policy and decision making. 

B. Pressure to adjust certification standards either to limit the number of certificants or to reduce or 
elevate the established standard by changing requirements could interfere with the maintenance of 
standards established for a given certification. 

C. Certification programs may satisfy the requirement for autonomy of the governing body or 
governing committee in a number of ways. Incorporation of the certifying agency as an 
independent unit usually ensures autonomy. The bylaws of a parent organization may be 
constructed so that certification program governance and decision-making are defined as the 
responsibility of a specific unit of the organization with complete authority over all essential 
certification decisions. A governing committee may be given such authority in the policies and 
procedures and organizational chart of a corporation. 

D. In addition to not accrediting programs leading to the initial certification, the certification 
organization must not require that candidates complete that organization's program for 
certification eligibility. If a certification organization provides an educational program (including 
but not limited to primary education, exam preparation courses, study guides), the organization 
must not state or imply that: 1) this program is the only available route to certification; or 2) that 
purchase or completion of this program is required for initial certification. 

E. Suggested evidence to document that the Standard has been met may include a mission statement, 
bylaws, articles of incorporation, business plans, a policy and procedures document, a governing 
committee charter, or organizational charts. 

Standard 3 

The certification board or governing committee of the certification program must include 
individuals from the certified population, as well as voting representation from at least one 
consumer or public member. For entities offering more than one certification program, a system 
must be in place through which all certified populations are represented, with voting rights, on the 
certification board or governing committee. 

Essential Elements: 

A. A system or structure must be established for ensuring appropriate stakeholder involvement by 
designating certain representative positions on the governing body. To ensure a balance of 

- -- -----~-
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program input, the governing body may implement a rotating system of representation over a set 
period of time. 

B. The certification program must establish bylaws and/or policies and procedures for the selection 
of individuals who serve on the board or governing committee. This information must show that 
the selection of these individuals prevents inappropriate influence from a parent or outside body. 

Commentary: 

A. It is important that stakeholders (e.g., the public and other consumers, employers, regulators, and 
certificants) are represented on the body(ies) that sets policies regarding the certification program, 
including activities related to eligibility and the development, administration, and scoring of the __
assesstrientinstriimen1.--

B. Suggested evidence to document that the Standard has been met may include a mission statement, 
bylaws, articles of incorporation, business plans, a policy and procedures document, a governing 
committee charter, or organizational charts. 

C. The public member is considered by NCCA to be a person who represents the direct and indirect 
users of certificants' skills/services. Because this may be defined very broadly, a rotating system 
for representation of various publics may be implemented over time. The public member may be 
a professional, but should not have similar credentials to the certificants. The public member 
should not be a member of a related profession or a profession that provides services that are 
complementary to certificants' services. The NCCA recommends, but does not require, that the 
public member has been or is a potential a consumer of the certificants' skills or services. It is 
also recommended that public members have experience with public advocacy. 

The public member should not be: 

• A current or previous member of the profession encompassed by the certification programs of 
the certification organization. 

• A member of a related profession or a profession that provides complementary services to the 
certificants' services. 

• An employer or an employee of individuals in the profession encompassed by the 
certification programs of the certification organization~ 

• An employee of an individual certified by the certification organization or of an employer of 
individuals in the profession encompassed by the certification programs of the certification 
organization. 

• An employee of any certification organization. 

• Currently deriving more than 5% of their totaUncome from the profession encompassed by 
the certification programs of the certification organization. 

The public member should not have: 

• Derived in any of the five years preceding my appointment as a public member on the 
governing body more than 5% of their total income from the profession encompassed by the 
certification programs of the certification organization. 

• Worked for or provided contract services to the certification organization at any time during 
the five years preceding my appointment as a public member on the governing body. 

_______ _ 
--------- - -- --- - - --- ---- ------ -- ------ -- ---- --- --- --- -- --- -

· 
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Standard 4 

The certification program must have sufficient financial resources to conduct effective and 
thorough certification and recertification activities. 

Essential Element: 

A. Financial reports of the certification program must demonstrate adequate resources available to 
support ongoing certification and recertification processes. 

Commentary: 

A. The certification program should be able to document that monies used for the certificatiof1
--program are readliy-avaflable

B. Suggested evidence to document that the Standard has been met includes financial statements for 
the certification program. 

Standard 5 

The certification program must have sufficient staff, consultants, and other human resources to 
conduct effective certification and recertification activities. 

Essential Elements: 

A. Key staff and non-staff consultants and professionals must possess adequate knowledge and skill 
to conduct certification program activities. 

B. The certification program must have adequate resources to conduct the activities (e.g., processing 
of applications, administering the assessment instrument, storage of records) of the certification 
program. 

Commentary: 

A. Documentation of resource availability and activity occurrence does not mean that every 
certification program must have its own office or building; in some cases, all activities could be 
adequately handled with services from a testing company, consultants, or management service. 

B. Suggested evidence to document that the Standard has been met may include resumes or 
curriculum vitae of key staff, non-staff consultants, and professionals, and associated 
organizational charts describing the inter-relationships among the individuals providing services 
to the certification program. 

Standard 6 

A certification program must establish, publish, apply, and periodically review key certification 
policies and procedures concerning existing and prospective certificants such as those for 
determining eligibility criteria; applying for certification; administering assessment instruments; 
establishing performance domains, appeals, confidentiality, certification statistics, and discipline; 
and complying with applicable laws. 

Essential Elements: 

A. Published documents that clearly define the certification responsibilities of the organization must 
include the following: 

 _______ _ 
~-- - ---- -- ... - -- - - - - - -- - - . 
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• The purpose of the certification program 

• Eligibility criteria and application policies and procedures 

• Materials outlining all examination processes and procedures 

• A detailed listing and/or outline of the performance domains, tasks, and associated 
knowledge and/or skills 

• A summary of certification activities (number of candidates examined, pass/fail statistics, and 
number of individuals currently certified) for each program 

-- Di_§_gpJirre_,_n_ondiscrimi1la1ioJ!,_ at1Q_C:QI1fiQ_e!l_1:iruity_]2QUyies _ a11d IJrocedures

• Appeals policies and procedures 

B. Confidentiality policies must (a) ensure that candidate application status and examination results 
are held confidential, and (b) delineate the circumstances under which this information may be 
disclosed or made public. 

C. Policies and procedures must be published and must include guidelines by which candidates may 
question eligibility determination, assessment instrument results, and certification status. 

D. Disciplinary policies must include procedures to address complaints that may concern conduct 
that is harmful to the public or inappropriate to the discipline (e.g., incompetence, unethical 
behavior, or physical/mental impairment affecting performance). These policies must ensure 
appropriate treatment of sensitive information and fair decision making. 

Commentary: 

A. Publications concerning eligibility criteria, applications, assessment instruments, appeals, 
discipline, confidentiality, etc., are required to inform candidates and other stakeholders about 
program policies. 

B. Applicable laws and regulations include nondiscrimination, disabilities, and other issues which 
may affect fairness to candidates or protection for consumers. 

C. Procedures for requesting accommodations for disabled candidates should be stated clearly and 
published in an appropriate agency document. The process should include mechanisms that will 
ensure that proper evidence is submitted to the agency to assist the agency in making a 
determination regarding the requested accommodation. 

D. Any accommodation provided should be reasonable and not compromise the validity and 
reliability of the assessment instruments. 

-e-vidence--to-document-that-the-Standard-has-been-met-may-include-a.po
procedures manual, a candidate handbook, and any written documents or forms regarding 
procedures for obtaining approval for an accommodation. 

Standard 7 

The certification program must publish a description of the assessment instruments used to make 
certification decisions as well as the research methods used to ensure that the assessment 
instruments are valid. 

Essential Element: 

A. Procedures related to assessment instruments must address development and validation, eligibility 
requirements, and administration (e.g., availability and location, fees, reporting of results). 

---,--------- ________ ~  __ _ 

----------E~Suggested licy-an.U--------
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Commentary: 

A. Suggested evidence to document that the Standard has been met may include a candidate 
handbook, brochures about the certification program, and other public documents. 

Standard 8 

The certification program must award certification only after the knowledge and/or skill of 
individual applicants has been evaluated and determined to be acceptable. 

Essential Elements: 

A. -If any current certifi-cants (at the time the-application f~r accreditation is made) were granted 
certification without having to meet the examination requirements established for certification, a 
rationale must be provided to explain how the competence of those individuals was evaluated and 
found to be sufficient. The period during which such test exemptions were granted must have 
been terminated before the certification program is eligible for accreditation. 

B. Once a program is accredited, "grandfathering," or any other procedure for granting a credential 
in the absence of evaluating the knowledge and/or skill of an individual, is not acceptable. 

Commentary: 

A. Grandfathering is generally seen as a conflict with stakeholder interests. It is used from time to 
time in licensure as a means of protecting the rights of individuals who entered a profession prior 
to its regulation and should not be excluded from the right to practice. Professional certification 
does not normally carry such potential to restrict the right to practice. 

B. Suggested evidence to document that the Standard has been met may include a policy and 
procedures document, a candidate handbook, brochures about the certification program, and other 
public documents. 

Standard 9 

The certification program must maintain a list of and provide verification of certified individuals. 

Essential Element: 

A. The certification program must maintain a list of current and previous certificants. 

Commentary: 

A. The certification program should provide and verify that a certificant possesses currently valid 
en-upen-request-fwm:-any-member-of-the-public-:-Policies-governing-verificatton-

allow disclosure of whether or not the certificant is currently in good standing, without 
communicating other information which may violate the confidentiality rights of certificants or 
applicants. 

B. The certification program may discard information about previous certificants after a reasonable 
time period when such information is no longer valuable to the certification program's 
stakeholders. 

C. Suggested evidence to document that the Standard has been met may include a policy and 
procedures document, a candidate handbook, brochures about the certification program, 
directories in which certificant names are published, and other public documents. 

-~---------'certi:ficati should------
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E. Because rapid changes may occur in knowledge and/or skills and in technology, it is important 
that certification programs periodically review performance domains, tasks, and associated 
knowledge and/or skills in the specifications to ensure that they are current. Since it is impossible 
to specify with precision how often the review should be conducted, each certification agency 
should develop its own timeframe and rationale. For existing certification programs, any changes 
between new specifications and previous specifications should be noted and explained. 

F. Suggested evidence to document that the Standard has been met requires a complete report 
summarizing the results of the job/practice analysis, which may include: 

• A description of the background and experience of subject-matter experts and professionals 
who participated in various phases ofthejob/praetiee analysis-

• Identification of the psychometric consultants or organization used to conduct the job/practice 
analysis or important phases of it 

• A description of methods used to delineate performance domains, tasks, and associated 
knowledge and/or skills 

• A copy of the job analysis survey, including all instructions, rating scales, open-ended 
questions, and background demographic information collected from participants 

• A description ofthe survey's sampling plan and its rationale 

• Documentation of survey results, including return rate, analysis of ratings data, algorithms or 
other psychometric methods used to analyze or combine ratings data, and a rationale 
supporting representativeness of survey findings 

• A table of specifications for each assessment instrument specifying weighting of the 
performance domains, tasks, and associated knowledge and/or skill, along with any decision 
rules used to eliminate any of these elements from the table of specifications 

• Date of the study and description of a plan to update periodically the job/practice analysis 

G. The formal report of the job/practice analysis study to be provided to demonstrate compliance 
with this standard may be considered by the organization to be a confidential document, and 
therefore, the organization may decide to not make it widely available. However, in these cases, 
the organization must publish and make available a summary of the study or statement(s) 
describing the exam specifications development process for dissemination to prospective 
candidates and other interested members of the public. 

Standard 11 

The certification program must employ assessment instruments that are derived from the 
job/practice analysis and that are consistent with generally accepted psychometric principles. 

Essential Elements: 

A. Assessment instruments, including assessment items, exhibits, instructions to examinees, scoring 
procedures, and training procedures for administration of assessments, must be products of an 
appropriately designed and documented development process. 

B. The content sampling plan for test items or other assessment components must correspond to 
content as delineated and specified in the job/practice analysis. 

C. An ongoing process must exist to ensure that linkage between the assessment instruments and the 
job/practice analysis is maintained, as assessment components are revised and replaced over time. 

-------------- -- ---- - -- ------
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This linkage between assessment content and job/practice analysis must be documented and 
available for review by stakeholders. 

D. Certification programs must follow a valid development process that is appropriate for 
assessment instruments. 

E. A systematic plan must be created and implemented to minimize the impact of content error and 
bias on the assessment development process. Assessment content must be reviewed by qualified 
subject matter experts. 

Commentary: 

A. -Documentation for-assessments should include a detailed description of the delivery format for
each portion of the assessment and the type of response required of candidates. Developers 
should take reasonable steps to ensure that modes of presentation and response are justified by 
job relatedness. If the form of the assessment instrument is to be delivered on computer, the 
documentation of item selection rules or display features should be described. Certification 
programs should document how background and experience factors of the candidate population 
were considered in selecting item types or other assessment formats. 

B. Qualifications of subject matter experts, assessment development professionals, content 
reviewers, and others involved in assessment development should be appropriate to the content 
area tested and assessment procedures used and documented. 

C. Training provided to item writers, item reviewers, and others who produce assessment content 
should be structured, delivered, and documented in a professional and consistent manner. 

D. The development and assembly process for assessment instruments should be documented. 

E. The development process should include pilot testing of new items with a representative sample 
of the target population, with revision based on statistical analysis of results, where appropriate. 

F. Certification programs should document procedures used to examine the performance of items or 
other assessment components and describe the criteria used to identify components for revision or 
removal from the assessment. 

G. The size of the item pool must be sufficient to sample specifications for the assessment and to 
provide adequate item exposure control to safeguard the security and integrity of the item bank 
and test forms, particularly in relation to computer-based administration. 

H. Provision should be made for monitoring continued validity of each assessment item and 
assessment form during the period in which they are active. 

I. Suggested evidence to document that the Standard has been met may include: specifications .for 
ent-instruments;-training-materials;-agendas;-and-reports-on-item-dev

procedures for the development of assessment instruments; and technical reports. 

Standard 12 

The certification program must set the cut score consistent with the purpose of the credential and 
the established standard of competence for the profession, occupation, role, or skill. 

Essential Elements: 

A. Cut scores must be set using information concerning the relationship between assessment 
performance and relevant criteria based on the standard of competence. 

~----------- __ - ---  . -- -- -

-+---------~the-assessm elopment;--------
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B. A report must be published documenting the methods and procedures used to establish the 
standard of competence and set the cut score, along with the results of these procedures. 

Commentary: 

A. No single method exists to set cut scores. Appropriate strategies include the use of judges or 
panelists who focus their attention on assessment content by rating each item or task, or who 
consider the candidates or their completed assessments. 

B. The raters in a cut score study must understand the purpose of the assessment, the standard of 
competence, and how to apply the cut score process that is to be used. Raters should have a sound 
basis for making required judgments. If data are available, estimates of the effects of setting the 

cut score at\rarious points should be provided

C. The cut score study should be documented in sufficient detail to allow for replication, including 
full descriptions of the procedures followed, results, and how they should be interpreted. 

D. Suggested evidence to document that the standard has been met includes a report of the cut score 
study that addresses the following: 

• Overview of the cut score process 

• Qualifications of those designing and implementing the process 

• Number of panelists, manner of selecting the panelists, and their qualifications 

• Material used 

• Data collection procedures 

• Descriptions or conceptualizations developed by the panelists 

• Data collection activities 

• Meeting agendas 

• Any adjustments made to the cut score by a governing body or policy group 

E. This formal cut score report may be considered confidential by the organization; however NCCA 
accreditation review requires that a formal report of the cut score be submitted with the 
application. In these cases, the organization must make available a summary of the study or 
statement regarding the study to prospective candidates and other interested stakeholders. The 
summary can be in journal articles, candidate bulletin, or other information accessible to 
candidates and stakeholders. 

Standard 13 

The certification program must document the psychometric procedures used to score, interpret, 
and report assessment results. 

Essential Elements: 

A. The certification program must describe procedures for scoring, interpreting, and reporting 
assessment results. 

B. For responses scored by judgment, developers must document training materials and standards 
for training judges to an acceptable level of valid and reliable performance. Any prerequisite 
background or experience for selection of judges must also be specified. 

-- - ---- .-- -- -- --- --··-- - - - - -- ·- -
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C. Candidates must be provided meaningful information on their performance on assessment 
instruments. Such information must enable failing candidates to benefit from the information and, 
if psychometrically defensible, understand their strengths and weaknesses as measured by the 
assessment instruments. 

D. Reports of aggregate assessment data in summarized form must be made available to stakeholders 
without violating confidentiality obligations. 

Commentary: 

A. Certification programs are responsible for establishing quality control procedures that regularly 
monitor the precision of calculations used to compute assessment scores and their conversion to 
-standardized~ equatecl,orscalecfscoies, ifperfoimed.

B. The certification program should publish an explanation of the appropriate uses and misuses of 
reported score information. 

C. Suggested evidence to document that the Standard has been met may include descriptions of 
scoring procedures, training documents, quality control procedures, and sample score reports for 
passing and failing candidates. 

D. Evidence in support of essential element D should include documentation of aggregate 
assessment data to the various stakeholder groups on interest. For example, details of the 
aggregate assessment data might be appropriate reported to representatives of the program 
sponsor (e.g. a board or committee) and documented in the NCCA Accreditation application. In 
addition, however, some aggregate data must be available to the public and the certificant 
population, at a minimum addressing the number of candidates and the number of individuals 
attaining the certification credential during a specified period of time. 

Standard 14 

The certification program must ensure that reported scores are sufficiently reliable for the intended 
purposes of the assessment instruments. 

Essential Element: 

A. Certification programs must provide information to indicate whether scores (including any 
subscores) are sufficiently reliable for their intended uses, including estimates of errors of 
measurement for the reported scores. Information must be provided about reliability or 
consistency of pass/fail decisions. When appropriate, information should be provided about the 
standard error of measurement or similar coefficients around the cut score. 

Commentar~

A. The level of reliability required for an assessment instrument depends on the type of assessment 
device and the purpose for which scores will be used. 

B. Different types of assessment instruments require different methods of estimating reliability. 
Reliability should be estimated using methods that are appropriate for characteristics of the 
assessment instruments and the intended uses of the scores. 

C. Suggested evidence to document that the Standard has been met may include: 

• Methods used to assess reliability of scores (including subscores), and the rationale for using 
them 

• Characteristics of the population involved (e.g., demographic information, employment 
status) 

- . -- ---- - --- - - - - - ------

-------------------' :~---------------------------------------------------------------------------
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• A reliability coefficient, an overall standard error of measurement, an index of 
classification consistency, an information function, or other methods for estimating the 
consistency of scores 

• Standard errors of measurement or other measures of score consistency around the cut 
score 

• . Information about the speededness of performance on the assessment instruments 

• Any procedures used for judgmental or automated scoring 

• The level of agreement among judges 

Standard 15 

The certification program must demonstrate that different forms of an assessment 
instrument assess equivalent content and that candidates are not disadvantaged for taking a 
form of an assessment instrument that varies in difficulty from another form. 

Essential Elements: 

A. Equating or other procedures used to ensure equivalence and fairness must be documented, 
including a rationale for the procedure used. 

B. When assessment instruments are translated or adapted across cultures, certification programs 
must describe the methods used in determining the adequacy of the translation or adaptation and 
demonstrate that information attained from adapted and source versions of the assessment 
instruments produce comparable test scores and inferences. 

Commentary: 

A. Different ways exist to link assessment scores, ranging in rigor from strict equating models to 
judgmental methods. 

B. When certification programs use more than one mode of administration (e.g., paper/pencil and 
computer-based testing), it is important to document equivalence of score information and any 
score adjustment method used to achieve equivalence. 

C. A rationale should be provided for the reporting scales selected and methods used to determine 
score scales. 

D. The scales on which scores are reported should not encourage finer distinctions among candidates 
than can be supported by the precision of the assessment instruments. The scale values should be 
-mannerthar-avotds-c-o-nfuston witlfotner scales tnat are wiaely usecn>y th"e"s"'am=e _
population of candidates. 

E. Raw scores should not be reported except under one or more of the following circumstances: 

• Only one form of the assessment instrument is to be offered 

• Scores on one form will not be compared with scores on another form 

• Raw or percentage scores on all forms are comparable, or 

• Raw or percentage scores are reported in a context that supports intended interpretations. 

F. When scaling scores, the stability of the score scale should be checked periodically. When 
indicated, steps should be taken to minimize score misinterpretations. If a change to the 
assessment instrument or to the composition of the candidate population alters the meaning of 

-~---~-------- ---------- - ----- - -- -- -- - -- --

--,----------,chosenin-a ______ _ 
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scores, it may be appropriate to rescale the scores to minimize confusion between the old and new 
scores, or in the absence of rescaling, to ensure that the differences between the old and new 
scores are clearly communicated to candidates and to other stakeholders. 

G. Certification programs should, whenever possible, conduct pilot studies prior to implementation 
of the adapted version of the assessment instruments. Field study research should be part of a 
program of ongoing maintenance and improvement. Tryout and field studies should be part of a 
larger research program to ensure comparability and quality of cross-cultural information on the 
assessment instruments. 

H. Suggested evidence to document that the Standard has been met may include: 

-~-A descn)Jiion of the methods-used fodefermine thafoifferent forms of an assessment 
instrument measure equivalent content and ensure that candidates are not disadvantaged for 
taking a form of the assessment instrument that varies in difficulty from another form 

• An equating and scaling report 

Standard 16 

The certification program must develop and adhere to appropriate, standardized, and secure 
procedures for the development and administration ofthe assessment instruments. The fact that 
such procedures are in force should be published. 

Essential Element: 

A. Assessment instruments must be administered securely, using standardized procedures that have 
been specified by the certification program sponsor. 

Commentary: 

A. Non-standardized administration procedures may adversely influence scores as well as the 
inferences drawn from these scores. When administration procedures deviate from the expected, 
such irregularities must be thoroughly documented. 

B. Chief examiners and proctors should be thoroughly trained in proper administration of the 
assessment instruments in an effort to minimize the influence of test administration on scores. 
Similarly, all candidates should have equal access to preparatory materials and instructions 
available from the sponsor. 

C. Certification programs are responsible for protecting the integrity of assessment information. This 
responsibility requires a security program that restricts access to assessment information to 
authorized personnel. 

D. Administration sites should offer similar conditions, such as adequate lighting, comfortable 
seating, and an environment free from noise and other distraction. 

E. Suggested evidence to document that the Standard has been met may include: 

• Candidate handbook or similar document 

• Chief examiner and/or proctor manual 

• Quality control policy and procedures documents 

• Security procedures manual 
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Standard 17 

The certification program must establish and document policies and procedures for retaining all 
information and data required to provide evidence of validity and reliability of the assessment 
instruments. 

Essential Element: 

A. Policies and procedures must ensure that items and forms of the assessment instruments are 
stored in a medium and method that emphasizes security, while being accessible to authorized 
personnel. Such policies must not only describe procedures for a secure system but also address 
actions req11ir~<:l_ ~f_p_~r_SQJ1~l. 

Commentary: 

A. Policies should establish a time period for retention of physical or electronic copies of forms of 
the assessment instruments and of reports and analyses related to the development process. The 
documents may be used in matters relating to challenges concerning scores, validity, or other 
essential issues. Documentation of the secure retention of assessment instruments and 
development information (e.g. cut score studies, technical reports) must be provided as part of the 
NCCA Application Accreditation. Note here how this information is securely maintained. 

B. Suggested evidence to document that the Standard has been met should include policy and 
procedures documents. 

Standard 18 

The certification program must establish and apply policies and procedures for secure retention of 
assessment results and scores of all candidates. 

Essential Element: 

A. Organizational policy must determine the length of time that assessment results will be retained. 

Commentary: 

A. Organizational policy concerning the length oftime that assessment results will be retained and 
score repprts provided should be stated clearly in information provided to candidates. 

B. Certification program policy should prevent assessment results and other personal information 
from the candidate's file being provided to a third party without the candidate's documented 
permission. The policy should be stated in information provided to candidates. 

-. -=-Su~,ggested evidence to document that the Standard has been met should include policy and 
procedures documents. 

---~----~~ __ -~ __ ___ _ _ ______ _ _ _ __ __ _ __ _ _ _____ _ _ _ 

-'----------"C--'

Copyright 2004 Institute for Credentialing Excellence. All Rights Reserved. 



NCCA Standards for the Accreditation of Certification Programs Page 18 

RECERTIFICATION 

Standard 19 

The certification program must require periodic recertification and establish, publish, apply, and 
periodically review policies and procedures for recertification. 

Essential Elements: 

A. The published policy must contain a statement of the basis and purpose for recertification and all 

B. The rationale for the recertification time interval must be included in the policy. 

C. Recertification policies and procedures in handbooks, guides, and/or electronic media must be 
published and made available to certificants and the public. 

Commentary: · 

A .. The goals of recertification can differ for different organizations. Examples might include: to 
assess core knowledge and skills; to assess knowledge and skills in specific areas of practice; to 
encourage continued professional development; to ensure maintenance of competence; to 
promote lifelong learning; etc. An organization's recertification policy should clearly state the 
purpose of recertification. 

B. An explanation of consequences for the certificant when recertification requirements are not met 
should be provided. 

C. In the case of a certification program involving a proprietary product or service, the proprietor 
may describe recertification on the basis of a systemic process of upgrading the product of service 
in connection with steps taken to withdraw technical support provided by the proprietor for the 
previous version of the product. 

D. Suggested evidence to document the Standard has been met should include renewal policy and 
procedure documents and a candidate handbook. 

Standard 20 

The certification program must demonstrate that its recertification requirements measure or 
enhance the continued competence of certificants. 

Essential Element: 

A. If the purpose of recertification is to measure continued competence of certificants, then the 
certification program must substantiate the validity and reliability of the assessment instruments 
used to measure continued competence. 

B. If the purpose is to enhance continued competence of certificants, then the certification program 
must demonstrate how the policy contributes to professional development of the individual 
certificant. 

Commentary: 

A. If an assessment method is used (e.g. self-assessment, third-party assessment, peer review, up to 
date version of the initial certification exam, portfolio), then the application and documentation 
must include an explanation of the validity and reliability of the assessment or process. 

B. Ifthe enhancement method is used (e.g. continuing education, mentoring, clinical skills or 
practice improvement modules, institutional or web-based learning), then the application and 

recertification requirements. 
---------- -- ------- -- ---------------------- ------------------------------------- - ----
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documentation must include the applicant's rationale for how the method(s) supports the 
professional development and enhances the competence of the certificant (e.g. how an 
enhancement method is related to an individual certificant' s needs assessment; how the applicant 
evaluates the quality and relevance of the competency enhancement methods; whether the 
enhancement method includes a mechanism, such as a post-test, to assess whether certificant 
knowledge and/or practical skills have been enhanced.) 

C. Suggested evidence to document that the Standard has been met should include certification 
renewal policy and procedure documents and a candidate handbook. 

MAINTAINING ACCREDITATION 

Standard 21 

The certification program must demonstrate continued compliance to maintain accreditation. 

Essential Elements: 

A. The certification program must annually complete and submit information requested on the 
current status of the certification agency and its programs. 

B. The certification program must report any change in purpose, structure, or activities of the 
.certification program. 

C. The certification program must report any substantive change in examination administration 
procedures. 

D. The certification program must report any major change in examination techniques or in the 
scope or objectives of the examination. 

E. The certification program must submit any information NCCA may require to investigate 
allegations of lack of compliance with NCCA Standards. 

Copyright 2004 Institute for Credentialing Excellence. All Rights Reserved. 
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Glossary 

Accommodation-
A reasonable modification in an assessment instrument or its administration made to compensate for the 
effects of a qualified disability without altering the purpose of the assessment instrument. 

Accountability-
Responsibility of a certification board, governing committee, or other sponsor of a certification program 
to its stakeholders to demonstrate the efficacy and fairness of certification policies, procedures, and 
assessment instruments. 

----

Accreditation-
}. General use: Approval of an educational program according to defined standards. 
2. As related to NCCA: Status awarded to a certification program that has demonstrated 

compliance with the Standards for the Accreditation of Certification Programs set forth by the 
National Commission for Certifying Agencies. 

Administrative Independence-
An organizational structure for the governance of a certification program that ensures control over all 
essential certification and recertification decisions without being subject to approval by or undue 
influence from any other body. See Autonomy. 

Applicant-
An individual who declares interest in earning a credential offered by a certification program, usually 
through a request for information and the submission of materials. See Candidate. 

Assessment Instruments-
Any one of several standardized methods for determining if candidates possess the necessary knowledge 
and/or skill related to the purpose of the certification. 

Autonomy-
Control over all essential certification and recertification decisions without being subject to approval by 
or undue influence from any other body. Autonomy in the management and administration of 
certification enhances the ability of certification programs to serve stakeholder interests, primarily those 
of consumers of professional services. See Administrative Independence. 

ias 
IN THE CONTEXT OF SCORING: a systematic error in a score on an assessment instrument. 
IN THE CONTEXT OF EXAMINATION FAIRNESS: may refer to the inappropriateness of content in the 
assessment instrument, either in terms of its irrelevance, overemphasis, or exclusion. 
IN THE CONTEXT OF ELIGIBILITY AND RECERTIFICATION REQUIREMENTS: may refer to the 
inappropriateness or irrelevance of requirements for certification or recertification if they are not 
reasonable prerequisites for competence in a profession, occupation, role, or skill. See Fairness. 

Candidate-
An individual who has met the eligibility qualifications for, but has not yet earned, a credential awarded 
through a certification program. See Applicant. 

--~~~--~--------

--1-------B
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Certificant-
An individual who has earned a credential awarded through a certification program. 

Certification-
A process, often voluntary, by which individuals who have demonstrated the level of knowledge and skill 
required in the profession, occupation, role, or skill are identified to the public and other stakeholders. 

Certification Agency-
The organizational or administrative unit that offers and/or operates a certification program. 

Certification Board----
A group of individuals appointed or elected to govern one or more certification programs as well as the 
certification agency, and responsible for all certification decision making, including governance. 

Certification Committee-
A group of individuals appointed or elected to recommend and implement policy related to certification 
program operation. (See governing committee) 

Certification Program-
The standards, policies, procedures, assessment instruments, and related products and activities through 
which individuals are publicly identified as qualified in a profession, occupation, role, or skill. 

Commentary-
Comments, remarks, and observations that clarify terms, provide examples of practice that help explain a 
standard, or offer suggestions regarding evidence that must be documented to demonstrate compliance. 

Content Domains-
The set of organized categories characterizing subject matter under which knowledge and skills may be 
represented in specifications for assessment instruments. 

Consumer-
See also "Public Member" 

Continuing Competence-
The ability to provide service at specified levels of knowledge and skill, not only at the time of initial 
certification but throughout an individual's professional career. See Recertification and Continuing 
Education. 

Contmuing Education-
Activities, often short courses, that certified professionals engage in to receive credit for the purpose of 
maintaining continuing competence and renewing certification. See Recertification and Continuing 
Competence. 

Cut Score-
A specific score on an assessment instrument or instruments at or above which passing decisions are 
made and below which failing decisions are made. 

I -,--------- -
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Discipline-
A formal, published process for the enforcement of standards governing the professional behavior (i.e., 
ethics) of certificants. 

Eligibility Requirements-
Published criteria, often benchmarks for education, training, and experience, with which applicants must 
demonstrate compliance in order to qualify for certification. 

Equating-
A statistical-process-used-to-convert scores on-two ormore-alternateforms-ofan·assessmentinstrument to 
a common score for purposes of comparability and equivalence. 

Essential Element-
A statement that is directly related to a Standard and specifies what a certification program must do to 
fulfill the requirement of the Standard. 

Fairness-
The principle that all applicants and candidates will be treated in an equitable manner throughout the 
entire certification process. See Bias. 

Grandfathering-
The process by which individuals are granted certification without being required to meet a formal 
examination requirement. This process is frequently invoked when a certification program is initiated, as 
a way of recognizing the experience and expertise oflong-term experts, and/or to allow grandfathered 
individuals to develop the initial form(s) of the certification examination. Individuals initially certified 
through grandfathering may, in the future, be required to pass a form of the certification examination they 
did not participate in developing in order to maintain certification. 

Governing Committee--
A group of individuals appointed or elected to formulate and implement policy related to certification 
program operation. The NCCA uses this term to denote those committees that are given complete 
authority over all essential certification decisions. 

rn-clrrp-<Jr~tilfn-status=-----------------------------

Legal recognition granted by states to organizations; determines IRS classification as for-profit or 
nonprofit. 

Item-
A general term referring to problems and/or questions that appear in assessment instruments and to which 
candidates must respond. 

Item Bank-
The system by which test items are maintained, stored, and classified to facilitate item review, item 
development, and examination assembly. 

-~~~---- _ 
----

i 
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Item Type or Format-
The structure of a problem or question in an assessment instrument (i.e., multiple choice, open-ended). 

Job/Practice Analysis/Role Delineation Study-
Any of several methods used singly or in combination to identify the performance domains and associated 
tasks, knowledge, and/or skills relating to the purpose of the credential and providing the basis for 
validation. 

Parent Organizati

The legal entity under which a certification program is established when the certification program is 
governed as part of a larger organization. 

Performance Domains-
The set of organized categories characterizing a role or job under which tasks and associated knowledge 
and/or skills may be represented in the job/practice analysis. 

Public Member-
A representative of the consumers of services provided by a defined certificant population, serving as a 
voting member on the governing body of a certification program, with all rights and privileges, including 
holding office and serving on committees. The public member should bring a perspective to the decision 
and policy making of the organization that is different from that of the certificants, and helps to balance 
the organization's role in protecting the public while advancing the interests of the profession. 
(remove "consumer" from the glossary, as it has no definition) 

Publish-
Make available in hardcopy, electronic, or web-based formats and easily accessible and available on 
request. The degree of accessibility may be a function of the level of confidentiality of the information. 

Recertification-
Requirements and procedures established as part of a certification program that certificants must meet in 
order to ensure continuing competence and renew their certification. See Continuing Competence and 
Continuing Education. 

Reliability~------------------------------------

The degree to which the scores on an assessment instrument are free of measurement error. 

Role-
A more specific or narrower set of knowledge and skills than may be encompassed by the term profession 
or occupation, and may also be the focus of certification for a particular product or service to the public. 

Self-Assessment-
A process by which an assessment instrument is self-administered for the specific purpose of providing 
performance feedback rather than a pass/fail decision. 

Stakeholders-

on~--- - -- ------------------------------------------- ------
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The various groups with an interest in the quality, governance, and operation of a certification program, 
such as the public, certificants, candidates, employers, customers, clients, and third party payers. 

Standard-
An accreditation requirement that must be met by a certification program submitting an application to the 
National Commission for Certifying Agencies. 

Standardization-
IN THE CONTEXT OF ASSESSMENT INSTRUMENTS: ensuring that the process is conducted according to a 
specified plan in order to provide the same conditions for all candidates. 

N THE CONTEXT OF SCORING:--enst.iring that candidate responses are judged using predefined criteria in--
order to provide a consistent basis for evaluating all candidates. 

Technical Report-
A summary of psychometric procedures and their results as implemented in the assessment instruments 
used in a certification program, often addressing such issues as content validity, item writing, test 
assembly, reliability analysis, cut score development, scoring, and equating. 

Undue influence--
Control of decision making over essential certification policy and procedures by stakeholders or other 
groups outside the autonomous governance structure of a certification program. 

Validity-
The degree to which accumulated evidence supports specific interpretations of all components of a 
certification program (e.g., education, experience, and assessment instruments). 

-,-------------I
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Donors to the Standards Revision Project 
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Board for Certification in Pedorthics 
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Certification Board for Music Therapists, Inc. 

Certification Board Perioperative Nursing 
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Hand Therapy Certification Commission, Inc. 
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Inc. 
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The National Board for Respiratory Care, Inc. 

National Certification Board for Therapeutic 
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National Certification Commission for 
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National Council for Interior Design 
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National Organization for Competency 
Assurance 
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National Skill Standards Board 
National Strength and Conditioning Association 

s----eertification-

Oncology Nursing Certification Corporation 
Pharmacy Technician Certification Board 
Professional Examination Service 
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Scott Sturzl, CPM 

Shaw Pittman LLP 

Water Quality Association 

, 
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Attachment 2 



 

 

December 31, 2013 

 

Virginia Herold, MS, Chief Executive Officer 

California State Board of Pharmacy  

1625 N Market Blvd, N219 

Sacramento, CA 95834 

 

Dear Ms. Herold,  

 

The Board of Pharmacy Specialties (BPS) was organized in 1976 as an independent certification agency of the 

American Pharmacists Association (APhA) with a mission to improve patient care by promoting the recognition and 

value of specialized training, knowledge, and skills in pharmacy and specialty board certification of pharmacists.    

 

Toward this mission, BPS has recognized eight specialty practice areas including ambulatory care pharmacy, nuclear 

pharmacy, nutrition support pharmacy, pharmacotherapy, psychiatric pharmacy, oncology pharmacy, and the newest 

specialties – critical care pharmacy and pediatric pharmacy. 

   

These eight areas of practice are also identified as part of eligibility criteria for individuals who seek recognition as an 

“advanced practice pharmacist” in legislation recently signed by California Governor Jerry Brown.   

 

Enclosed is a document that provides background on and describes the rigorous process utilized by BPS to develop 

psychometrically sound and defensible certifications.   

 

Of the more than 18,000 pharmacist specialists that are currently certified by BPS, over 10% reside in the State of 

California.  BPS encourages the California State Board of Pharmacy to consider recognizing BPS, its specialty 

certification programs, and certificants as the Board develops and approves regulations to implement the provisions. 

 

If you have any questions or require any additional background, please let us know.  BPS would be happy to present 

information on its rigorous, nationally-accredited specialty certification programs to the California State Board of 

Pharmacy.   

 

Sincerely, 

    
 

Joseph J. Saseen, PharmD, BCPS 

2013 Chair, Board of Directors  

  

  

William M. Ellis, RPh, MS 

Executive Director 

 

Enclosure 

 

cc:  BPS Board of Directors 

Brian Lawson, PharmD, BPS Director, Professional Affairs 
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Board of Pharmacy Specialties 

2215 Constitution Avenue, NW 

Washington, DC  20037-2985 

www.bpsweb.org 

 
Ambulatory Care Pharmacy • Critical Care Pharmacy • Nuclear Pharmacy • Nutrition Support Pharmacy 

 Pediatric Pharmacy • Pharmacotherapy • Psychiatric Pharmacy • Oncology Pharmacy 

 

Mission and Purpose 

The Mission of the Board of Pharmacy Specialties (BPS) is to improve patient care by promoting the recognition 

and value of specialized training, knowledge, and skills in pharmacy and specialty board certification of 

pharmacists 

 

The Purpose of BPS certification programs is: 

1. To grant recognition of appropriate pharmacy practice specialties based on criteria established by the 

Board of Pharmacy Specialties; 

2. To establish standards for certification and recertification of pharmacists in recognized pharmacy practice 

specialties; 

3. To grant qualified pharmacists certification and recertification in recognized pharmacy practice 

specialties; 

4. To serve as a coordinating agency and informational clearing house for organizations and pharmacists in 

recognized pharmacy specialties; 

5. To enhance public/consumer protection by developing effective certification programs for specialty 

practices in pharmacy. 

 

Governance  

The BPS Board of Directors provides oversight for each of the eight Specialty Councils, staff, and test 

administrator / psychometric consultants in the administration of psychometrically sound and defensible 

certification processes. 

 

NCCA Accreditation  

The National Commission for Certifying Agencies (NCCA) was created in 1987 to help ensure the health, 

welfare, and safety of the public through the accreditation of a variety of certification programs/organizations that 

assess professional competence. Certification programs that receive NCCA Accreditation demonstrate compliance 

with the NCCA’s Standards for the Accreditation of Certification Programs, which were the first standards for 

professional certification programs developed by the industry. 

 

NCCA accredited programs certify individuals in a wide range of professions and occupations including nurses, 

automotive professionals, respiratory therapists, counselors, emergency technicians, crane operators and more. To 

date, NCCA has accredited approximately 300 programs from more than 120 organizations. 

The NCCA standards require demonstration of a valid and reliable process for development, implementation, 

maintenance, and governance of certification programs. NCCA uses a rigorous peer review process to establish 

accreditation standards; evaluate compliance with the standards; recognize organizations/programs which 

demonstrate compliance; and serve as a resource on quality certification.  The NCCA Standards are 

comprehensive and cover all aspects of the certification program(s), including administration, assessment 

development and recertification. NCCA standards are consistent with The Standards for Educational and 

Psychological Testing (AERA, APA, & NCME, 1999) and are applicable to all professions and industries. 

BPS Specialty Certification Programs in Nuclear Pharmacy, Nutrition Support Pharmacy, Oncology Pharmacy, 

Pharmacotherapy and Psychiatric Pharmacy are recognized as accredited certification programs by the National 

Commission for Certifying Agencies, (NCCA).  The Ambulatory Care Pharmacy specialty certification program 

http://www.bpsweb.org/
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applied for accreditation in 2013.  Per NCCA policies and procedures, the Critical Care Pharmacy and Pediatric 

Pharmacy specialty certification programs will be eligible for accreditation in 2018.   

 

About the BPS Exam 

A BPS specialty certification examination samples the knowledge required to perform the tasks in each of the 

major areas of responsibility of the specialty as defined through a validated role delineation study (RDS).  The 

RDS is developed through a nationwide study of the work pharmacy specialists perform in a variety of practice 

settings. 

 

Mastery of the knowledge and skills involved in the defined scope of specialized practice is necessary for board 

certification, regardless of the particular practice in which an applicant is currently involved. Technical support in 

conducting task analyses, establishing test specifications, and constructing examinations is provided by an 

independent testing company that specializes in the assessment of the knowledge, skills, and abilities of 

professionals. 

 

A content outline, listing the domains, tasks, and knowledge statements specific to each specialty practice, is 

provided for the information of prospective candidates on the BPS website or upon request. The content outline 

also notes the percentage of items per domain.  Examinations are not structured domain by domain. Instead, test 

questions for each domain are distributed randomly throughout the total examination.  

 

New regulations, drugs, and therapies are incorporated annually into the examinations. All BPS specialty 

certification examinations reflect current, best practices, at the time they are constructed – approximately six 

months prior to test administration. Official United States Adopted Name (USAN) generic names are used on all 

BPS examinations for all drug products, when possible. 

 

Eligibility Criteria 

BPS specialty certifications are post-licensure credentials that document the knowledge, skill, and experience of 

pharmacists.  Each BPS Specialty Certification Program has specific eligibility requirement related to practice 

experience.  In general, the requirements for specialty certification are: 

 Graduation from a pharmacy program accredited by the Accreditation Council for Pharmacy Education 

(ACPE) or a program outside the U.S. that qualifies the individual to practice in the jurisdiction. 

 Current, active license to practice pharmacy in the U.S. or another jurisdiction. 

 Practice Experience: 

o Completion of two (2) to four (4) years of practice experience with at least 50% of time spent in 

the pharmacy specialty practice activities (as defined by the applicable BPS Specialty Content 

Outline) 

OR 

o Completion of a PGY1 residency*, specialty PGY2 residency*, and/or one additional year of 

practice with at least 50% of time spent in the pharmacy specialty practice activities (as defined 

by the BPS Ambulatory Care Content Outline) 

*Effective January 1, 2013, only residency programs accredited by the American Society of 

Health-System Pharmacists (ASHP) or new residency programs granted Candidate Status for 

accreditation by ASHP are creditable for this purpose. 

 Achieving a passing score on the BPS Specialty Certification Examination 

 

Exam Test Dates and Sites 

BPS works with its testing provider to administer the specialty certification exams via internet-based testing.  

Candidates must schedule the date, time within two scheduled test administration windows (Spring and Fall).  

Candidates can schedule their examination at more than 450 test sites within the United States.  The test provider 

offers 26 locations in California.   
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Examination Schedule 

Initial certification candidates will be permitted a total timed testing period of five (5) hours, scheduled as 

follows: 

 Examination Part 1 (100 multiple-choice items): 2.5 hour testing period 

 Optional break: Up to 45 minutes 

 Examination Part 2 (100 multiple-choice items): 2.5 hour testing period 

 

Examination Scoring  

The passing standards used in BPS examinations were established using criterion-referenced procedures that are 

widely used in certification. Criterion referenced passing standards link the score required to pass a test to the 

minimum level of knowledge required for specialty certification. Each BPS specialty certification program has its 

own passing standard. 

 

BPS creates new versions, or forms, of all of its tests on a regular basis. In assembling the new forms, BPS and its 

testing consultants follow best practices in certification testing so that all forms are comparable in content and 

difficulty. Once the examination forms have been equated, a procedure called scaling is used to convert the actual 

number of correct answers, or raw scores, to a uniform scale. These converted scores are called scaled scores. 

Equated, scaled scores ensure that all candidates for a BPS specialty certification demonstrate at least the same 

level of knowledge in order to pass the examination. 

 

Recertification 

Recertification assures the public and the profession that certified practitioners undergo periodic evaluation. 

Participating in continuing education opportunities or preparing for the recertification exam also offers the 

opportunity for certificants to increase knowledge in a specialty area and to stay up-to-date with current 

developments in the field. The Board of Pharmacy Specialties requires all board-certified specialists to recertify 

every seven years.  

 

If a BPS-certified specialist does not apply for recertification, the individual will be removed from the official 

roster of board certified specialists. If a certified pharmacist fails to successfully complete the recertification 

process, extension of certification may be granted for a one-year period, at the sole discretion of BPS, while the 

individual seeks to successfully complete the process.  Once a BPS-certified specialist has been deleted 

permanently from the roster, that individual may no longer use the designation or initials associated with that 

specialty (e.g., Board Certified Nuclear Pharmacist, BCNP) nor display the BPS certificate. Reinstatement can be 

achieved only by the successful completion of the entire certification process. 

 

Each specialty area has its own approved continuing education programs and requirements designed to assess a 

practitioner’s knowledge in their particular subject area. Continuing education credit earned through an approved 

professional development program will only be counted towards that specific specialty area. There is no overlap 

in continuing education programs between specialty areas.   

 

A current, active license to practice pharmacist is required for recertification.  Most BPS Board Certified 

Pharmacists have two options to maintain their certification by completing one of the professional development 

activities: 

 

 Achieving a passing score on the 100-item, multiple choice objective recertification examination, based 

on the content outline for that particular specialty. 

 Earning prescribed number hours of continuing education credit provided by a professional development 

program approved by BPS.  
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BOARD OF PHARMACY SPECIALTIES 
2215 Constitution Avenue, NW 

Washington, DC 20037 
202-429-7591 ·  FAX 202-429-6304 

bps@aphanet.org   ·  www.bpsweb.org 

Content Outline for the  
AMBULATORY CARE PHARMACY 

SPECIALTY CERTIFICATION EXAMINATION 
January 2010 

(Systems & Patient Care Problems updated May 2010) 

 

 
The following domains, tasks and knowledge statements were delineated by the BPS Specialty Council 
on Ambulatory Care Pharmacy and validated through a role delineation study in 2007.  The proportion 
of examination items allotted to each domain was determined through analysis and discussion of the 
results of the role delineation study by the Specialty Council. 
 
Each of the major areas/domains of Ambulatory Care Pharmacy practice noted below will be tested.  
Questions will not be grouped by domain.  Rather, items testing each domain are distributed 
throughout the total examination.   Please note this examination will SAMPLE a candidate’s 
knowledge rather than try to test all of his/her knowledge. 
 
The test items in Domain 1 that deal with direct patient care focus on the therapeutic areas listed in the 
Systems and Patient-Care Problems section of this document, which begins on page 11 (e.g., 
Cardiovascular, Endocrine, Infectious Diseases).  Test items in Domain 1 that deal with age-specific 
problems are reflected across all organ systems and patient-care problems.  There is a mixture of 
chronic and acute care problems, with several questions that are not specific to a patient acuity level.  
 
DOMAIN 1:  Direct Patient Care (50% of the examination) 

Tasks: 

1. Establish a caregiver relationship with the patient that fosters trust and open communication, and 
encourages patient self-management. 

2. Interview patient/caregiver to obtain information relevant to the patient's care (for example, chief 
complaint, history of present illness). 

3. Obtain the patient's medication history, including over the counter (OTC) medications, prescription 
medications, herbal and non-herbal dietary supplements, adherence, allergies, and previous adverse 
drug reactions. 

4. Reconcile medications based on information obtained from patient/caregiver interview, patient's 
healthcare provider(s), patient's documented medication profiles, and medical records. 

5. Obtain pertinent patient history (for example, family, medical, psychosocial, lifestyle, substances of 
abuse, diagnostic test results). 

mailto:bps@aphanet.org�
http://www.bpsweb.org/�
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6. Perform pertinent physical assessments as they relate to patient's current condition and/or therapies 
(for example, vital signs, weight, palpation, auscultation, visual inspection). 

7. Perform point of care testing (for example, blood glucose, cholesterol, INR, bone mineral density, 
peak flow). 

8. Determine patient's willingness to work with an ambulatory care pharmacy specialist on health and 
medication-related issues. 

9. Assess patient's self-management knowledge, understanding, skills, and willingness and ability to 
actively participate in his/her own care. 

10. Assess benefits and risks of drug therapy for patients considering concomitant disease states, other 
medication, and other patient specific factors. 

11. Assess the available information to identify drug related problems (for example, no drug, wrong 
drug, wrong dose, side effects, drug interactions) and response to therapy. 

12. Assess the information gathered to identify non-drug factors that may affect patient outcomes (for 
example, tobacco, activity level, nutrition). 

13. Identify and refer (i.e. triage) patients with needs beyond the scope of the ambulatory care 
pharmacy specialist. 

14. Recognize patient-specific barriers to successful drug therapy (for example, social situations, 
patient denial, literacy, mental capacity, culture, language) and implement a plan to overcome these 
(for example, home visits, interpreter, picture-based education). 

15. Provide drug-related patient education/counseling (for example, purpose of medication, proper 
administration, directions for use, foods or drugs to avoid while taking the medication, potential 
side effects and when to report problems). 

16. Evaluate the patient's administration technique for medications that are not administered orally (for 
example, nasal inhalers, oral inhalers, eye drops, ear drops, subcutaneous injections). 

17. Provide disease-related patient education/counseling (for example, diabetes, asthma, hypertension, 
dyslipidemia). 

18. Provide wellness and prevention education/counseling (for example, lifestyle modifications, 
immunizations). 

19. Recommend appropriate immunizations to specific patients. 

20. Immunize patients by administering appropriate vaccines. 

21. Provide OTC education/counseling (for example, herbals, non-herbal dietary supplements, 
vitamins, non-prescription drugs). 

22. Perform collaborative drug therapy management via protocol or signed collaborative agreements 
with healthcare providers. 

23. Provide integrated disease-state management (for example, pharmacotherapy clinics, primary care 
clinics where more than one disease may be addressed in a visit). 
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24. Provide focused disease-state management (for example, diabetes, hypertension, asthma, heart 
failure, anticoagulation, dyslipidemia, mental health, chronic pain). 

25. Provide wellness and preventive programs for individual patients (for example, weight management 
program, tobacco cessation program, immunization program). 

26. Identify situations in which OTC treatment may be appropriate, and recommend treatment options. 

27. Make recommendations to manage drug therapy which may include initiation, modification, or 
discontinuation of medication therapy as appropriate. 

28. Recommend appropriate self-care devices for monitoring chronic diseases (for example, blood 
glucose meters, peak flow meters, blood pressure monitors). 

29. Teach patients how to use self-care devices for monitoring chronic diseases (for example, blood 
glucose meters, peak flow meters, blood pressure monitors). 

30. Recommend appropriate health-related screening tests (for example, home pregnancy tests, 
hemoccult tests) 

31. Define treatment goals in collaboration with the patient and other healthcare providers. 

32. Determine patient's ability and willingness to pay for services (for example, insurance coverage, out 
of pocket expenses). 

33. Emphasize affordability and cost-effectiveness when recommending drug therapy or designing a 
drug treatment plan. 

34. Develop a patient-specific plan to address prioritized patient needs and identified drug-related 
problems to improve patient outcomes. 

35. Implement a patient-specific plan to address prioritized patient needs and identified drug-related 
problems to improve patient outcomes. 

36. Develop a patient-specific monitoring and follow-up plan in order to assess response to both drug 
and non-drug therapy and assure safety. 

37. Communicate patient-specific findings and treatment recommendations to other healthcare 
professionals involved in the care of the patient. 

38. Communicate patient-specific findings and treatment recommendations to the patient/caregiver in 
language they can understand (includes both written and verbal communication). 

39. Conduct follow-up visits in order to assess response to both drug and non-drug therapy and assure 
safety. 

40. Interpret follow-up laboratory (for example, potassium, sodium, creatinine, INR, liver function 
tests, cholesterol results) and other diagnostic results (for example, ECHO results, pulmonary 
function tests) to determine if and when adjustments to drug therapy are warranted. 

41. Modify patient-specific treatment plan based on follow up assessment. 

42. Determine patient-specific reasons for lack of adherence to recommended treatment and in 
collaboration with the patient develop a plan for improving adherence to therapy. 
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43. Document all patient care activities (for example, patient-specific findings, detailed treatment 
recommendations and communications with patient and other healthcare providers). 

 

Knowledge of: 

01 anatomy and physiology 

02 pathophysiology 

03 laboratory and disease/drug monitoring parameters and their interpretation as they relate to 
drug therapy 

04 the clinical assessment process 

05 physical assessment techniques 

06 pharmacology 

07 pharmacotherapy 

08 the principles of both focused and integrated disease-state management 

09 the principles of and regulations governing collaborative drug therapy management 

10 OTC medications 

11 the principles of self-care 

12 herbal medications, non-herbal dietary supplements, and treatments used in complementary 
and alternative medicine 

13 common immunizations 

14 clinical practice guidelines (for example, JNC 7 guidelines, NCEP ATP III guidelines, NIH 
Asthma guidelines, GOLD guidelines, ACIP guidelines) 

15 the principles and practice of evidence-based medicine 

16 recent advances related to pharmacotherapy in ambulatory practice 

17 factors affecting medication and treatment adherence 

18 effective interventions to address medication and treatment nonadherence 

19 the techniques for use of point of care testing (for example, blood glucose, cholesterol, 
INR) 

20 patient interviewing skills 

21 motivational interviewing techniques 

22 how to assess the patient’s readiness and/or willingness to participate in their own care 

23 how to develop effective collaborative partnerships with individual patients in order to 
maximize trust, encourage patient self-management, and optimize treatment outcomes 

24 barriers to patient education and interventions to overcome them 
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25 cultural diversity and how it may impact the care of the patient 

26 humanistic factors (e.g., quality of life, end of life), and how they may impact the care of 
the patient 

27 how to obtain a medication history 

28 the principles and process of medication reconciliation 

29 how to develop effective collaborative relationships with other healthcare professionals in 
order to access health-related patient information essential to the care of the patient 

30 how to collaborate with other healthcare professionals to optimize patient care outcomes 

31 how to prioritize patient needs and/or drug-related problems 

32 the scope of practice of the ambulatory care pharmacy specialist 

33 how to apply pharmacoeconomic principles when designing a treatment plan 

34 how to develop an effective, individualized treatment plan 

35 how to implement an effective, individualized treatment plan 

36 patient education principles and techniques (for example, group classes, individual patient 
counseling). 

37 the format for documentation of patient care activities, plans and recommendations (for 
example, SOAP notes) 

38 the types, indications, and uses of health-related screening tests (for example, home 
pregnancy tests, hemoccult tests) 

39 the types, indications, and uses of self-care devices for monitoring chronic diseases (for 
example, blood glucose meters, peak flow meters, blood pressure monitors) 

40 the process of determining appropriateness of over-the-counter treatments for 
individualized patients 

41 how to effectively communicate treatment recommendations to the appropriate healthcare 
provider(s) 

42 how to effectively communicate with the patient 

43 the principles and practices of wellness and prevention 

44 lifestyle behaviors which impact chronic diseases (for example, dietary factors, exercise, 
tobacco use) and appropriate modifications 

45 the proper administration techniques for various drugs and immunizations (for example, eye 
drops, inhalers, injections) 

46 State and Federal regulations regarding protection of patient information 

47 the steps involved in continuity of care between healthcare settings (i.e., transitioning) 

48 appropriate writing techniques for composing patient education materials 
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49 appropriate presentation techniques (for example, audiovisual aids, handouts) for delivering 
educational programs 

 

DOMAIN 2:  Practice Management (20% of the examination) 

Tasks: 

1. Identify the need for ambulatory clinical pharmacy services in response to patient care needs and/or 
business potential (for example, Medication Therapy Management, focused or integrated disease-
state management programs/clinics). 

2. Establish new ambulatory clinical pharmacy services in response to patient care needs and/or 
business potential (for example, Medication Therapy Management, focused or integrated disease-
state management programs/clinics). 

3. Establish relationships and/or collaborative practice agreements with other health care providers. 

4. Promote and market patient care services to patients and health care providers. 

5. Establish and maintain a system for patient referral. 

6. Establish and maintain a system for patient follow up. 

7. Develop systems for ongoing quality improvement, patient safety, and provision of cost-effective 
care (for example, medication use evaluation, ADR reporting, incident report evaluation). 

8. Perform ongoing evaluations of quality, value, and need to justify, modify, disband, or expand 
ambulatory care pharmacy services. 

9. Participate as an integral member of an interdisciplinary health care team. 

10. Assure time, space and resources necessary to provide patient care services (for example, patient 
education materials, immunization supplies, office equipment and space, ancillary personnel, staff). 

11. Organize the practice in a manner that supports efficient work flow, integration of care, and assures 
timely patient visits and follow-up (for example, use of ancillary personnel, group visits, disciplined 
appointment system, use of technology, coordination of care between clinical and medication 
dispensing functions). 

12. Manage a financially viable practice (for example, cash flow management, cash payment systems, 
insurance contracting, accounting systems, pricing, expense analysis). 

13. Develop systems to obtain reimbursement for ambulatory clinical pharmacy services. 

14. Develop or obtain scope of practice guidelines and protocols accepted by the provider and/or 
institution, and in accordance with legal and regulatory requirements. 

15. Develop and implement policy and procedures that are in accordance with accepted guidelines and 
standards of practice. 

16. Manage point of care testing in accordance with regulatory requirements (for example, OSHA, 
CLIA). 



Ambulatory Care Content Outline 7 May 2010 

17. Provide a system for drug procurement (for example, contracts, buying groups, special order drugs, 
patient assistance programs). 

18. Ensure timely and accurate delivery of medication to patients. 

19. Participate in formulary management (for example, participate on P&T committee, develop criteria 
for use protocols, design cost-effective treatment protocols, develop system for obtaining prior 
authorization and nonformulary drugs based on medical necessity. 

20. Report medication errors and develop systems to track and analyze these for possible intervention 
measures. 

 

Knowledge of: 

01 the collaborative care relationships necessary in fulfillment of the pharmacist’s role in a 
successful ambulatory care practice 

02 effective interdisciplinary communication strategies 

03 the regulations surrounding collaborative drug therapy agreements 

04 the strategies and resources necessary for establishing a collaborative care agreement and 
referral process 

05 needs assessment techniques for prospective ambulatory care pharmacy services 

06 development and implementation strategies for ambulatory care pharmacy services 

07 the continuous quality improvement process 

08 business principles to effectively manage the practice (for example, accounting, purchasing, 
resource utilization, work flow, profit analysis) 

09 procedures for coding and billing as relevant to pharmacy practice 

10 tasks involved in managing the implementation of a new service or program 

11 effective marketing strategies for initiating or expanding ambulatory pharmacy services 

12 systems for patient referral and follow up 

13 special order drug systems (for example, patient assistant programs, Accutane®, Enbrel®, 
Clozaril®, thalidomide) 

14 regulations with regard to point of care testing (for example, OSHA, CLIA, state Board of 
Pharmacy, other state laws) 

15 how to integrate patient care services within an ambulatory dispensing pharmacy practice 
(for example, medication adherence programs, Medication Therapy Management services, 
and disease management clinics) 

16 formulary management systems (for example, P&T committee function, therapeutic 
interchange, prior authorization, nonformulary process) 

17 cost-effective alternative and therapeutic interchange options 
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18 State and Federal regulations regarding protection of patient information 

19 scope of practice for ambulatory care pharmacy practice 

20 process necessary for evaluation, analysis, and justification of services 

21 compensation strategies and funding sources 

22 the literature evaluating medication errors and patient safety (for example, IOM report, 
Beers criteria) 

23 legislative and regulatory issues that impact the practice of ambulatory care pharmacy 

 

DOMAIN 3:  Public Health (5% of the examination) 

Tasks: 

1. Provide general information to the public regarding preventive health issues (for example, 
cardiovascular disease, tobacco cessation, immunizations). 

2. Provide information to, and/or collaborate with other healthcare professionals to design intervention 
strategies that address preventive health issues. 

3. Advise and direct the public and consumers to appropriate resource groups, organizations, and 
agencies (for example, Alzheimer's Association, American Cancer Society). 

4. Participate in community health screening programs. 

5. Serve as a public advocate regarding preventive health issues. 

6. Advocate to ensure appropriate healthcare policy for ambulatory care pharmacy practice. 

7. Facilitate appropriate care for patients affected by public health threats and disasters. 

8. Participate in disaster response preparation and planning. 
 

Knowledge of: 

01 the role of ambulatory care pharmacists in public health 

02 resources available through relevant groups, organizations, and agencies (for example, 
ADA, AHA, NIH, CDC, AAAAI) 

03 disease prevention strategies 

04 disease screening guidelines 

05 legislative and regulatory issues that impact the prevention and treatment of diseases (e.g., 
immunization regulations, Medicare Part D) 

06 information that is accessible to the public regarding the prevention and treatment of 
diseases (for example, reliable internet websites, toll-free information hotlines) 

07 prevention and treatment of public health threats 
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DOMAIN 4:  Retrieval, Generation, Interpretation and Dissemination of Knowledge  (15% of the 
examination) 

Tasks: 

1. Stay current with the biomedical literature applicable to ambulatory care pharmacy practice. 

2. Practice ongoing self-managed continuing professional development (for example, continuing 
education programs, practice self-evaluation, attend study or journal clubs). 

3. Retrieve and interpret biomedical literature with regard to study design methodology, statistical 
analysis, and significance and applicability of reported data and conclusions. 

4. Respond to drug information requests from patients and healthcare professionals. 

5. Educate pharmacists, physicians, other allied health care professionals, students, and residents in 
the principles and practice of evidence-based medicine. 

6. Provide health and medication-related education to healthcare professionals. 

7. Provide experiential training to pharmacy students and residents in ambulatory care pharmacy 
practice. 

8. Conduct research as principal investigator or co-investigator to generate knowledge applicable to 
ambulatory care pharmacy practice 

9. Prepare and disseminate results of investigations (for example, case reports, abstracts, reviews, 
monographs) through publications and presentations to local, regional, and national audiences. 

10. Document and report adverse drug-related events as appropriate (for example, adverse reactions, 
drug interactions, drug/device/assay defects) to add to the body of knowledge. 

11. Participate in local, state, and/or national professional organizations. 

12. Provide ongoing staff training and development, and opportunities/support for credentialing and 
continuing education. 

 

Knowledge of: 

01 principles of evidence-based medicine 

02 common resources of biomedical literature applicable to ambulatory pharmacy practice 

03 primary (for example, original research reports), secondary (for example, indexing and 
abstracting services), and tertiary (for example, textbook review articles) references 

04 how to formulate a search strategy to retrieve information from the biomedical literature 

05 process for identifying educational needs of healthcare professionals in ambulatory care 
practice 

06 principles and methods of educating health care students, residents, and professionals 

07 research methodology to interpret study validity (for example, study design, population 
selection, blinding, statistical analysis) 
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08 strengths and limitations of various study methods 

09 clinical versus statistical significance in order to interpret medical literature 

10 appropriate research methodology to design studies to assess a research hypothesis 

11 regulatory requirements for the coordination of research (for example, HIPAA, IRB, 
OSHA) 

12 methods for dissemination of research findings 

13 the process/procedures for reporting appropriate adverse drug/vaccine events and problems 
observed with drug/vaccine products to appropriate governmental entities 

14 the role and benefits of professional organizations for ambulatory care pharmacy practice 

15 staff development principles and avenues for providing continuing education 

16 certifications available to the ambulatory care pharmacy specialist (for example, Certified 
Diabetes Educator, Board Certified Pharmacotherapy Specialist, Certified Geriatric 
Pharmacist, Certified Anticoagulation Pharmacy Specialist, Certified Asthma Educator). 

17 the existence and use of evidence-based treatment guidelines and protocols in the 
ambulatory care environment 

 

DOMAIN 5:  Patient Advocacy (10% of the examination) 

Tasks: 

1. Communicate patient-related information to healthcare professionals that advocates for optimal 
patient outcomes. 

2. Facilitate access to Patient and/or Medication Assistance Programs. 

3. Assist patients with understanding of prescription drug plans that provide optimal prescription drug 
coverage and facilitate best outcomes. 

4. Resolve formulary issues to ensure access to cost-effective drug therapy. 

5. Ensure appropriateness and accessibility of drug therapy during transitioning of care (for example, 
transition from acute to ambulatory care setting). 

6. Ensure the patient has access to and understands the importance of maintaining an up-to-date 
medication list and emphasize the importance of sharing the list with all healthcare providers. 

7. Establish a system for two-way communication between the pharmacist and the patient's healthcare 
providers in order to exchange vital patient information necessary to provide patient care. 

8. Collaborate with other healthcare professionals to provide case management (for example, assess, 
plan, implement, coordinate, monitor, and evaluate the options and services required to meet the 
patient's health and human service needs). 

9. Facilitate referrals for patients with needs beyond the scope of the ambulatory care pharmacist. 

10. Advocate to ensure appropriate healthcare policy for optimal patient outcomes. 
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11. Manage conflict and differences of opinions with other healthcare professionals to optimize care for 
the patient. 

12. Encourage patients to openly communicate health and medication related concerns with all 
healthcare providers (for example, patient disagreement with outlined treatment plan, use of herbal 
remedies or non-traditional treatments). 

 

Knowledge of: 

01 assertive and persuasive communication techniques for representing a patient’s healthcare 
needs and interests 

02 patient-specific factors which may impact access to medications (for example, 
socioeconomic) 

03 the structure, guidelines, and process of patient and/or medication assistance programs 

04 the structure, including benefits and limitations, of prescription drug plans/formularies for 
patients in ambulatory care 

05 resources for medication reconciliation necessary to transition patients to and from the 
ambulatory care setting 

06 medication reconciliation skills and techniques 

07 the healthcare resources and services available to ambulatory care patients (for example, 
disease specific websites, medication assistance programs social services) 

08 collaborative relationships necessary to enable case management of ambulatory care 
patients 

09 the scope and limitations of ambulatory care pharmacy practice 

10 legislative and regulatory issues that impact patient outcomes 

11 conflict management and negotiation skills 

 
SYSTEMS AND PATIENT-CARE PROBLEMS 

 
Bone/Joint and Rheumatology 

− Fibromyalgia 
− Osteoarthritis 
− Gout/Hyperuricemia 
− Osteoporosis 
− Psoriatic arthritis 
− Rheumatoid arthritis 
− Systemic Lupus Erythematosus 
− Bone/Joint and Rheumatology miscellaneous 

Cardiovascular 
− Arrhythmias 
− Cardiopulmonary resuscitation 
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− Coronary artery disease 
− Dyslipidemia 
− Heart failure 
− Hypertension 
− Peripheral arterial disease 
− Primary pulmonary hypertension 
− Thromboembolic disorders 
− Valvular heart disease 
− Cardiovascular miscellaneous 

Dermatologic 
− Acne 
− Burns 
− Dermatitis 
− Decubitus ulcers 
− Infestations (Lice, Scabies, Fleas) 
− Psoriasis 
− Urticaria 
− Dermatologic miscellaneous 

Endocrine 
− Adrenal disorders 
− Diabetes mellitus 
− Hormone disorders (Growth Hormone, Testosterone Deficiency, Acromegaly) 
− Metabolic syndrome 
− Obesity 
− Parathyroid disorders 
− Polycystic ovary syndrome 
− SIADH 
− Thyroid disorders 
− Endocrine miscellaneous 

Eyes, Ears, Nose, and Throat 
− Allergic rhinitis 
− Dry eye 
− Glaucoma 
− Macular degeneration 
− Vertigo 
− EENT miscellaneous 

Fluid and Electrolyte/Nutrition 
− Electrolyte abnormalities 
− Nutritional deficiencies 
− Nutritional supplementation 
− Fluid and Electrolyte/Nutrition miscellaneous 

Gastrointestinal 
− Constipation 
− Diarrhea 
− Chronic liver disease and cirrhosis 
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− Gastroesophageal reflux disease 
− Gastrointestinal bleeding 
− Hepatitis 
− Inflammatory bowel disease 
− Irritable bowel syndrome 
− Malabsorption syndrome 
− Nausea/vomiting 
− Pancreatitis 
− Peptic ulcer disease 
− Gastrointestinal miscellaneous 

Genitourinary 
− Prostatic hyperplasia 
− Sexual dysfunction 
− Urinary incontinence 
− Genitourinary miscellaneous 

Hematologic 
− Anemias 
− Sickle cell disease 
− Thrombocytopenia 
− Hematologic miscellaneous 

Immunologic 
− Allergy/anaphylaxis 
− Angioedema 
− Organ transplantation 
− Immunologic miscellaneous 

Infectious Diseases 
− Antimicrobial prophylaxis 
− Bone and joint infections 
− Central nervous system infections 
− Ear infections 
− Fungal infections 
− Gastrointestinal infections 
− Gynecologic infections 
− Human Immunodeficiency Virus infection 
− Infectious endocarditis 
− Intra-abdominal infections 
− Non-HIV viral infection 
− Ophthalmic infections 
− Prostatitis 
− Respiratory tract infections 
− Sexually transmitted diseases 
− Sinusitis 
− Skin and soft tissue infections 
− Tick borne infections 
− Tuberculosis 
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− Urinary tract infections 
− Infectious Diseases miscellaneous 

Neurological 
− Central nervous system hemorrhage 
− Cerebral ischemia (including ischemic stroke) 
− Dementia 
− Epilepsy 
− Headache/migraine 
− Neuromuscular diseases 
− Pain 
− Parkinson’s disease 
− Peripheral neuropathy 
− Spinal-cord injuries/abnormalities 
− Traumatic brain injury 
− Tremors 
− Neurological miscellaneous 

Obstetrics/Gynecology 
− Chronic disease in pregnancy 
− Contraception 
− Endometriosis 
− Infertility 
− Lactation 
− Menopausal symptoms 
− Menstrual disorders 
− Pregnancy-related disease 
− Obstetrics/Gynecology miscellaneous 

Oncology 
− Breast cancer 
− Colon cancer 
− Gynecological cancers 
− Leukemia 
− Lung cancer 
− Prostate cancer 
− Skin cancer 
− Supportive care (e.g., preventing / treating complications associated with malignancy or 

treatment) 
− Oncology miscellaneous 

Psychiatric 
− Anxiety disorders 
− Attention deficit disorders 
− Bipolar disorders 
− Depressive disorders 
− Drug/alcohol overdose/withdrawal 
− Schizophrenia 
− Sleep disorders 
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− Substance abuse 
− Psychiatric miscellaneous 

Renal 
− Acute renal failure 
− Chronic kidney disease 
− Dialysis (managing associated complications and drug dosing) 
− Nephrolithiasis 
− Renal miscellaneous 

Pulmonary 
− Asthma 
− Chronic obstructive lung disease 
− Sleep apnea 
− Pulmonary miscellaneous 

Health Maintenance/Public Health 
− Bioterrorism 
− Complementary/Alternative medicines 
− First Aid 
− Health advice, education, or instruction 
− Immunizations 
− Lifestyle modification 
− Palliative care 
− Patient safety 
− Routine health screening 
− Tobacco cessation 
− Toxicology/Poisoning 
− Health Maintenance/Public Health miscellaneous 
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Content Outline for the  

CRITICAL PHARMACY  
SPECIALTY CERTIFICATION EXAMINATION 

Developed April 2012 for Use on the Fall 2015 Exam 
 

The following domains, tasks and knowledge statements were delineated by the BPS Critical 
Care Practice Analysis Taskforce and validated through a role delineation study, conducted in 
2012.  The proportion of examination items allotted to each domain was determined through 
analysis and discussion of the results of the role delineation study by the BPS Critical Care 
Practice Analysis Taskforce and approved by the BPS Board of Directors. 
 
Each of the major areas/domains of Critical Care Pharmacy practice noted below will be tested 
beginning in Fall 2015.  Questions will not be grouped by domain on the exam.  Rather, items 
testing each domain are distributed throughout the total examination.   Please note this 
examination will SAMPLE a candidate’s knowledge rather than trying to test all of his/her 
knowledge.  Examination items will address problems and situations reflective of the full range 
of practice. 

 

 

Domain 1: Clinical Skills and Therapeutic Management (66% of exam) 

 

Tasks 

 Tasks related to the comprehensive management of a critically ill patient including collecting, 
interpreting, and integrating pertinent clinical data; and designing, implementing, monitoring, 
and modifying patient-specific plans of care for critically ill patients in collaboration with the 
healthcare team. 

1.1 Collect and organize the medical history of a critically ill patient including history of 
present illness, past medical history, past surgical history, social history, family history, 
and allergies. 

1.2 Perform comprehensive review and assessment of a critically ill patient’s current and 
past medications, including prescription, over the counter (OTC), and complementary 
and alternative medicines. 

1.3 Perform or obtain physical examination results and other pertinent assessments (e.g., 
pain, sedation, delirium) to comprehensively assess a critically ill patient’s 
physiological condition and severity of illness. 
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1.4 Collect and organize relevant patient vital signs and physical exam findings for a 
critically ill patient. 

1.5 Collect and organize relevant data from laboratory studies (e.g., chemistry, 
microbiology, pathology, hematology, serum drug concentration), imaging studies, 
procedures (e.g., biopsies, drain placements, therapeutic taps, bronchoscopy), and 
advanced critical care monitoring (e.g., ICP measurements, hemodynamic monitoring 
parameters, mechanical ventilator settings, ECGs).  

1.6 Interpret, analyze, and integrate collected information for a critically ill patient. 

1.7 Identify and prioritize current or potential patient-specific medical, medication, and 
nutrition-related problems for a critically ill patient. 

1.8 Design, recommend and implement therapeutic regimens for a critically ill patient 
utilizing patient-specific data and best available evidence. 

1.9 Collaborate as a member of a multidisciplinary team to establish and prioritize patient-
specific therapeutic goals and plans for a critically ill patient.  

1.10 Design and recommend a monitoring plan to assess a critically ill patient’s response to 
therapeutic regimens and progress toward therapeutic goals. 

1.11 Monitor a critically ill patient and evaluate therapeutic and adverse outcomes.  

1.12 Modify plans of care for a critically ill patient based on therapeutic and adverse 
outcomes, and progress toward therapeutic goals.  

1.13 Facilitate the administration of medications to critically ill patients including 
assessment of available administration routes, intravenous compatibilities, stabilities, 
and available medication delivery technologies (e.g., smart pumps, patient controlled 
analgesia, nebulizers). 

1.14 Participate in the management of the medical emergencies and resuscitation events. 

1.15 Facilitate continuity of care by communicating pertinent patient information to 
healthcare professionals within the ICU and when transitioning into or out of the ICU. 

1.16 Document direct patient care activities as appropriate. 

Knowledge of:  

k1.1 Diagnosis, pathophysiology, epidemiology, risk factors, and treatment of conditions in 
critically ill patients in the following therapeutic areas: 

a) Pulmonary 

b) Cardiovascular 

c) Neurology and Neurological Injuries 

d) Psychiatry 

e) Renal 

f) Hepato-Gastrointestinal  

g) Immunology 
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h) Endocrine 

i) Hematology 

j) Infectious diseases 

k) Toxicology 

l) Surgery  

k1.2 Sedation, analgesia, delirium, and neuromuscular blockade 

k1.3 Nutrition support in the critically ill patient 

k1.4 Alterations of pharmacodynamics and pharmacokinetics in the critically ill (e.g., effects of 
hypothermia, mechanical ventilation, volume resuscitation, organ dysfunction) 

k1.5 Drug interactions and adverse drug events common in critical care 

k1.6 Pharmacoeconomics (e.g., cost effectiveness, cost minimization) 

k1.7 Sepsis/SIRS 

k1.8 Advanced Cardiac Life Support (ACLS) principles 

k1.9 Devices commonly utilized in critical care (e.g., balloon pump, left ventricular assist device 
[LVAD], cooling devices, extracorporeal membrane oxygenation [ECMO])  

k1.10 Procedures commonly performed in critical care (e.g., bronchoscopy, central line 
placements, intubation, therapeutic hypothermia) 

k1.11 Renal replacement therapy  

k1.12 Mechanical ventilation principles and monitoring techniques 

k1.13 Critical care monitoring techniques (e.g., hemodynamic, neurologic, cardiovascular)  

k1.14 Impact of alterations in anatomy and physiology due to trauma, surgery or congenital 
causes on medication therapy 

k1.15 Routes of administration for medications in critically ill patients 

k1.16 Routes of administration for nutrition (enteral vs. parenteral) and alterations in absorption 
of nutrients in critically ill patients 

k1.17 Preventative and supportive care measures used in the care of critically ill patients 

k1.18 Fluid, electrolyte, and acid/base management in ICU patients 

k1.19 Agents used for acute volume resuscitation and hemostasis (e.g., crystalloids, colloids, 
blood products, hemostatic agents)  

k1.20 Parenteral vasoactive and inotropic agents  

k1.21 End of life care 

k1.22 Impact of critical illness on pre-existing conditions (e.g. endocrine disorders, 
cardiovascular diseases, infectious diseases, respiratory diseases) 

k1.23 Application of evidence-based critical care literature and clinical practice guidelines in 
designing a patient-specific plan of care 
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k1.24 Outcome indicators for pharmacotherapy of disease states common to ICU patients   

k1.25 Documentation processes used for critical care pharmacy services 

 

Domain 2: Practice Administration and Development. (15% of exam) 

 

Tasks 

 Tasks related to advancing critical care pharmacy practice establishing implementing, and 
monitoring systems and policies to optimize the care of critically ill patients. 

2.1 Develop, promote and expand pharmacy services to optimize drug-related outcomes for 
critically ill patients.  

2.2 Develop and implement institutional policies and guidelines (including disease and drug 
therapy protocols, critical care pathways, formulary proposals) to meet identified needs 
and facilitate the care of critically ill patients. 

2.3 Monitor and evaluate compliance with, and impact of, policies and guidelines (e.g., 
institutional, evidence based).  

2.4 Establish and sustain collaborative professional relationships with other members of the 
interdisciplinary critical care team.  

2.5 Justify and document clinical and financial value of critical care pharmacy services. 

2.6 Perform quality improvement activities aimed at enhancing the safety and effectiveness 
of medication-use processes in the critical care area. 

2.7 Promote the role and optimal use of critical care pharmacists to key stakeholders. 

Knowledge of:  

k2.1    Needs assessment techniques (e.g., gap analysis, medication use survey, best practices 
survey) 

k2.2    Metrics for evaluating quality of critical care pharmacy services (e.g., lengths of ICU stay,    
mortality, cost-effectiveness) 

k2.3    Quality assurance and process improvement methods 

k2.4    Evidence-based literature supporting the value of critical care pharmacy 

k2.5    Application of evidence-based critical care literature in designing institutional guidelines 

k2.6    Communication strategies  

k2.7    Resources (e.g., financial, technological, human) necessary to care for critically ill 
patients  

k2.8    Medication safety principles pertinent to patients requiring care in the ICU   
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Domain 3: Information Management and Education. (19% of exam) 

 

Tasks 

 Tasks related to retrieval, generation, interpretation, and dissemination of knowledge related to 
critical care pharmacy, and the education of healthcare providers and trainees. 

 

3.1 Educate healthcare professionals and other stakeholders concerning issues related to the 
care of critically ill patients. 

3.2 Educate critically ill patients and caregivers on issues related to medications and nutrition 
support.  

3.3 Provide critical care education and training for practicing pharmacists, fellows, residents, 
student pharmacists, or students in other health professions.  

3.4 Mentor pharmacists, fellows, residents, or students in critical care pharmacy practice. 

3.5 Participate in continuous professional development related to critical care pharmacy 
practice (e.g., professional organizations, continuing education, clinical pharmacy 
networks).  

3.6 Retrieve and critically evaluate biomedical literature with regard to study design 
methodology, statistical analysis, and applicability of study results in the critical care 
population.   

3.7 Contribute to the critical care body of knowledge (e.g., participate in research, deliver 
poster/platform presentations, publish, participate in the peer review process). 

 

Knowledge of: 

k3.1    Principles and methods of educating pharmacists, fellows, residents, students, and other 
healthcare professionals  

k3.2    Techniques for educating critically ill patients/caregivers 

k3.3    Published documents from professional societies (e.g., American Society of Health-
System Pharmacists [ASHP], American College of Clinical Pharmacy [ACCP], Society of 
Critical Care Medicine [SCCM]) regarding the education and training of critical care 
pharmacists  

k3.4    Research design, methodology, and statistical analysis 

k3.5    Clinical application and limitations of published data and reports 

k3.6    Regulatory/IRB requirements relative to conducting critical care research  

k3.7    Continuing professional development opportunities in critical care (e.g., professional 
organization membership, committee involvement, sources of continuing education, 
mentorship) 

k3.8    Mentorship principles, techniques, and strategies 
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k3.9    Medical literature publication and review process  

k3.10    Opportunities for disseminating critical care knowledge and scholarly activity (e.g., 
presentations, manuscripts, newsletters, abstracts, posters) 

 
 

 



BOARD OF PHARMACY SPECIALTIES 
2215 Constitution Avenue, NW 

Washington, DC 20037 
202‐429‐7591 ∙ FAX 202‐429‐6304 

bps@aphanet.org ∙ www.bpsweb.org 
 

Content Outline for the 

NUCLEAR PHARMACY 
SPECIALTY CERTIFICATION EXAMINATION 

March 2007 

The following domains, subdomains, tasks and knowledge statements were identified by the BPS 
Specialty Council on Nuclear Pharmacy and validated through a role delineation study, most recently 
updated in 2007. The proportion of examination items allotted to each domain was determined 
through analysis and discussion of the results of the role delineation study by the Specialty Council.  
 
Each of the major areas/domains of Nuclear Pharmacy practice noted below will be tested. Questions 
will not be grouped by domain. Items testing each domain are distributed throughout the total 
examination. Please note that this examination will SAMPLE a candidate’s knowledge rather than 
trying to test all of his/her knowledge.  
 
 
Domain 1: Drug Order Provision: (66% of the examination)  
 
Subdomain A. Procurement (8% of the examination)  
 
Task:  
1. Determine product specifications and inventory (such as quantity, concentration, date and time of 

delivery, calibration time, and specific delivery instructions) for both radioactive and 
nonradioactive materials  

 
Knowledge of:  
01  Cost, source, and availability/delivery of radiopharmaceuticals, ancillary medications, and 

related products and services  
02  Specifications and requirements related to placement of product orders, including 

manufacturer or regulatory requirements  
03  USP standards for pharmaceutical ingredients, precursors, reagents, tests and assays, vendor 

certificates of purity or physical/chemical means of identification and other materials  
04  Radiopharmaceutical class, including regulatory status, vendors, availability/delivery, 

formulation, components (e.g., antioxidants, stabilizing agents, buffers), expiration, storage  
05  Analytical supplies and other materials needed for radiopharmaceuticals quality control 

procedures (e.g., solvents, chromatography strip/columns, sterility test media, endotoxin test 
media) 

06  Supplies needed to practice nuclear pharmacy including needles and syringes, disinfectants, 
gloves, sharps containers, and other disposable/consumable supplies 

 
 



07  Use patterns (e.g., amounts/rate of use) of radioactive and nonradioactive drugs, components 
and supplies  

Task:  
2. Store and maintain both radioactive and nonradioactive material to maintain drug integrity and 

security of material using safe handling procedures  

Knowledge of:  
01  Storage requirements for radioactive and nonradioactive drugs, components, and supplies 

(e.g., light, temperature, and humidity)  
02  Consequences of improper storage conditions on the physical and/or chemical integrity of the 

material  
03  Shielding requirements for radioactive materials  
04  Federal regulations and standards regarding inspections of drug storage areas (e.g., Joint 

Commissions, JCAHO, ASHP, USP, APhA)  

Subdomain B. Compounding (26% of the examination) 
 
Task:  
1. Review prescription orders for radiopharmaceuticals and interventional agents  

Knowledge of:  
01  Indications and dosage recommendations for radiopharmaceuticals and interventional agents 

based on patient specific characteristics  

Task:  
2. Select products, components, supplies, and equipment for compounding prescription orders 

Knowledge of:  
01  Ingredients/components of reagent kits and radiopharmaceuticals, including the purpose of 

each  
02  Record‐keeping procedures to ensure traceability of all drugs and related components for 

manufacturer or FDA recall procedures  
03  Physiochemical and kinetic properties, mechanisms of localization, pharmacologic and/or 

therapeutic effects of radiopharmaceuticals and ancillary medications  
04  Half‐lives, modes of decay, gamma ray, etc., constants associated with clinically‐used 

radionuclides  
05  Factors that affect the stability and shelf life of reagent kits and radiopharmaceuticals, 

including radionuclidic contamination  
06  Formulation factors that might adversely affect product performance  
07  Compounding concepts, techniques and parameters required for optimal preparation of 

radiopharmaceuticals (e.g., volumes activities, pH, temperature, order of mixing, excipients, 
specific activity)  

08  General synthetic radiolabeling methods (e.g. redox reactions, chelation, substitution, 
radioiodination, template synthesis) as well as methods for optimizing yield of radiolabeled 
product  

 
 

 

 
 

 

 

 

 



Task:  
3. Compound sterile and non‐sterile preparations using appropriate aseptic, biological, and radiation 

safety techniques  

Knowledge of:  
01  Appropriate aseptic and ALARA techniques  
02  Professional standards for compounding sterile and non‐sterile products  
03  Blood labeling procedures and universal precautions for blood borne pathogens  
04  Containers, closures, and other packaging materials used in the compounding and dispensing 

of radiopharmaceuticals  

Task:  
4. Elute radionuclide generators for use in radiopharmaceutical preparations  

Knowledge of:  
01  Physical and chemical characteristics of available generators  
02  Generator kinetics, elution techniques, and quality assurance techniques  

Task:  
5. Produce accelerator‐based radionuclides  

Knowledge of:  
01  USP or other standard and regulations regarding the proper compounding of 

radiopharmaceuticals  
02  Physical and chemical characteristics of components including incompatibilities  
03  Product verification methods and applications  
04  Components including precursors, reagents, target solutions and gases, containers and 

closures, transfer lines and membrane filters  
05  Productions methods, including parameters of nuclear reactions  

Task:  
6. Verify the identity, integrity, concentration, labeling, and proper storage of the final product  

Knowledge of:  
01  USP standards for drugs, pharmaceutical ingredients, reagents, tests and assays, and other 

materials  

Subdomain C. Quality Assurance (9% of the examination)  

Task:  
1. Implement and follow procedures and maintains records for radionuclidic purity, radiochemical 

purity, chemical purity, pH, pharmaceutical integrity (e.g., particle size, isotonicity, sterility, 
apyrogenicity), biological integrity (e.g., leukocytes, platelets, antibodies), and other characteristics 
(e.g., specific activity, isomeric purity)  

 

 
 

 

 
 

 

 
 

 

 
 

 



 
Knowledge of:  
01  Principles of chemical, radiochemical, and radionuclidic purity and the maximum permissible 

limits  
02  Analytical methods used to assess the chemical, radiochemical, and radionuclidic purity of 

radiopharmaceuticals  
03  Pharmaceutical integrity (e.g., analytical methods for estimating particle size and number, 

calculations and analytical methods for determining isotonicity)  
04  Analytical methods for the determination of biological integrity, including USP tests for sterility 

and apyrogenicity and the impact on the patient  
05  Proper storage of quality control materials  
06  Acceptable results ranges/action levels and reporting protocols  

Task:  
2. Check the function of instruments, equipment, and devices and maintain records as appropriate  

Knowledge of:  
01  Principles of operation and procedures for quality control of the nuclear pharmacy 

instruments, equipment, and devices  
02  NRC regulations and standards regarding the possession, use, calibration, and quality control 

of the instruments, equipment, and devices used in the nuclear pharmacy  

Subdomain D. Dispensing (23% of the examination)  

Task:  
1. Determine dosage levels based on patient history, age, weight, body surface area, and/or other 

factors  

Knowledge of:  
01  Indications and dosage recommendations for radiopharmaceuticals  
02  Situations when pharmacologic interventions are clinically indicated  
03  Factors that affect dosage selection as well as methods used to calculate/determine dosages of 

radiopharmaceuticals for specific patients, including breastfeeding and pregnant patients  
04  Proper sequencing when multiple imaging procedures or modalities are required as part of a 

patient’s diagnostic workup  
05  Mechanisms by which selected interventions can enhance the utility, safety, or efficacy of 

specific nuclear medicine procedures  

Task:  
2. Dispense prescriptions and maintains appropriate records  

Knowledge of:  
01  Applicable rules and regulations pertaining to radiopharmaceutical recordkeeping and 

traceability  

 
 

 

 
 

 

 

 
 

 
 



02  Healthcare Health Insurance Portability and Accountability Act (HIPAA)  

Task:  
3. Supervise and review the activities of nonpharmacist personnel under the pharmacist’s supervision  

Knowledge of:  
01  Current pharmacy law pertaining to supervisory tasks and ancillary staff  

Domain 2: Health and Safety: (24% of the examination)  

Task:  
1. Comply with applicable rules and license requirements regarding radiation and 

radiopharmaceuticals (e.g., ALARA)  

Knowledge of:  
01  Radiation protection principles, techniques, and standards (e.g., those issued by NRC, NCRP, 

ICRP, OSHA, EPA, or DOT)  
02  Appropriate shielding techniques as well as attenuation coefficients, half‐value layers  
03  Applicable regulations and standards related to the receipt, storage, handling, clinical 

application and disposal of radioactive materials used in medical and pharmacy practice  
04  USP standards for sterility and apyrogenicity, drugs, pharmaceutical ingredients, reagents, 

tests and assays, and other materials  

Task:  
2. Comply with all applicable regulations concerning packaging, labeling, and transportation of 

radioactive, biohazardous and hazardous substances  

Knowledge of:  
01  Regulations concerning packaging, labeling, and transportation of radioactive and 

biohazardous materials from own facility or from other facilities  
02  Proper procedures and use of equipment necessary to verify that package meets DOT 

requirements  
03  OSHA and CDC standards for providing a safe working environment  
04  Radioactive and biohazardous waste disposal policies and methods  

Task:  
3. Implement and maintain policies and procedures to provide a safe working environment with 

respect to health risks other than radiation (e.g., chemical or biohazard risks)  

Knowledge of:  
01  Types of risk involved and accepted techniques for minimizing such risks  
02  OSHA and CED standards for providing a safe working environment  

 
 

 

 
 

 

 

 
 

 

 
 

 

 
 



Task:  
4. Implement and maintain policies and procedures for equipment and sealed sources and maintain 

appropriate records  

Knowledge of:  
01  Principles of operation, storage, possession, transfer, use, calibration, and quality control 

procedures for nuclear pharmacy equipment and devices  
02  Operation, calibration, and quality control of instrumentation used to measure radioactivity 

and radiation exposure rates  
03  Federal regulations governing the storage, possession, testing, and use of sealed sources  

Task:  
5. Implement and maintain policies and procedures to ensure proper storage, disposal, and transport 

of waste material and maintain appropriate records  

Knowledge of:  
01  Rules and regulations governing the storage, disposal, and transport of waste materials  
02  Radioactive and biohazardous waste disposal policies and methods  

Task:  
6. Implement and maintain policies and procedures concerning recognition and investigation of 

regulatory and medical events, corrective/preventative actions, notification of proper authorities, 
and maintenance of appropriate records  

Knowledge of:  
01  Regulations governing medical events and notification of proper authorities  
02  Procedures used in response to spills or other accidents involving radioactive material  

Domain 3: Drug Information Provision: (10% of the examination)  

Task:  
1. Provide information and consultation on all aspects of nuclear pharmacy  

Knowledge of:  
01  Significance of quality control procedures and the interpretation of test results as they relate 

to product  
02  Mechanisms by which medications can alter the kinetics of radiopharmaceuticals, the 

biodistribution patterns which result from these altered kinetics, and the clinical significance of 
the resulting alterations  

03  Requirements and techniques for the administration of radiopharmaceuticals and ancillary 
medications  

04  Parameters that can and/or should be monitored when a patient is receiving a specific 
medication or drug regimen, or when a patient undergoes a specific surgical intervention or 
receives some other specific therapeutic measure  

 

 
 

 

 
 

 

 
 

 

 

 



 
Task:  
2. Provide information on the type and incidence of adverse reactions and assist in developing 

guidelines for the prevention, recognition, treatment, and reporting of adverse reactions  

Knowledge of:  
01  Nature and incidence of previously‐reported adverse reactions to radiopharmaceuticals and 

ancillary medications  
02  Mechanisms and symptomatology associated with adverse reactions to medications in general 

and radiopharmaceuticals specifically  
03  Methods to treat or alleviate adverse drug reactions  
04  Existing adverse reaction investigation and reporting systems  
05  Type, incidence, mechanism/cause, and methods for the prediction, recognition, investigation, 

and reporting of factors that may cause unusual or unanticipated nuclear medicine imaging or 
therapy results  

06  Factors that can alter radiopharmaceutical biodistribution  
07  Other quality assurance failures associated with the clinical use of radiopharmaceuticals and 

ancillary medications  

Task:  
3. Analyze records and reports information regarding product defects or clinical problems associated 

with the use of radiopharmaceuticals and ancillary medications  

Knowledge of:  
01  Factors that cause product defects and /or clinical problems with radiopharmaceuticals and 

ancillary medications, and the mechanisms involved  
02  Existing reporting systems which can be used to document product problems and/or clinical 

problems associated with radiopharmaceuticals and ancillary medications  

Task:  
4. Provide consultative services to practitioners to ensure proper utilization of molecular imaging and 

radiopharmaceuticals in patient care  

Knowledge of:  
01  Organ systems and pathophysiologic disorders evaluated and/or treated with 

radiopharmaceuticals  
02  Role of molecular imaging in the diagnosis or management of specific disorders (relative to 

other diagnostic and therapeutic modalities)  
03  Molecular imaging procedures used to monitor the safety and efficacy of therapeutic drug 

regimens or other therapeutic, surgical, or interventional procedures  
04  Mechanisms by which selected medications can enhance the utility, safety, or efficacy of 

specific molecular imaging procedures  
05  Economic ramifications of radiopharmaceutical care  
06  Design and interpretation of drug use evaluation studies  
07  Rational radiopharmaceutical and ancillary medication usage  

 

 
 

 

 
 

 



08  Normal and atypical performance parameters (e.g., radiopharmaceutical biodistribution, image 
quality, dosimetry, therapeutic effect, likelihood of untoward effects) associated with the 
therapeutic use of radiopharmaceuticals  

09  Patient factors that may interfere with the outcome of the molecular imaging procedure  
10  Preparatory requirements and techniques to improve the safety or efficacy of the molecular 

imaging procedure (e.g., fasting, hydration, sedation, thyroid blockade)  
11  Pregnancy and breast feeding guidelines for molecular imaging procedures  
12  Patient education needs, requirements, methods, and aids  
13  Availability and interpretation of nuclear medicine and radioimmunoassy procedures used to 

monitor drug efficacy and toxicity  

Task:  
5. Participate in the design, formulation, quality control testing, and evaluation of new 

radiopharmaceuticals or modified preparation of existing radiopharmaceuticals  

Knowledge of:  
01  Principles of pharmaceutical product formulations and drug dosage for design and evaluation  
02  Pharmaceutical chemistry and radiochemistry  
03  Pharmacology including localization, metabolism, and excretion  
04  Physical and chemical properties of radiopharmaceuticals  
05  Dosage form characteristics  
06  Principles of quality control testing  
07  Potential radiochemical, chemical, and pharmaceutical impurities  

Task:  
6. Participate in the clinical trials of new radiopharmaceuticals or the new formulations of existing 

radiopharmaceuticals, including the preparation and submission of radiopharmaceutical INDs to 
FDA and applications to local committees (e.g., IRB)  

Knowledge of:  
01  Stochastic and nonstochastic risks associated with exposure to low‐level radiation  
02  Radiation doses to specific organs which result from the administration of 

radiopharmaceuticals  
03  Methods used to determine/estimate radiation absorbed doses, dose equivalents, and 

effective dose equivalents  
04  Applicable record‐keeping requirements  

KEY TO ACRONYMS:  

ALARA   As Low As Reasonably Achievable  
ASHP   American Society of Health‐System Pharmacists (formerly the American  Society of 

Hospital Pharmacists)  
CDC   Centers for Disease Control  
DOT   Department of Transportation  
EPA   Environmental Protection Agency  

 
 

 

 
 

 

 
 

 



FDA   Food and Drug Administration  
ICRP   International Commission on Radiological Protection  
IND   Investigational New Drug  
IRB   Institutional Review Board  
JCAHO  Joint Commission on Accreditation of Healthcare Organizations  
NABP   National Association of Boards of Pharmacy  
NRC   Nuclear Regulatory Commission  
NCRP   National Council on Radiation Protection and Measurements  
OSHA   Occupational Safety and Health Administration  
USP   United States Pharmacopoeia  
USP/NF   United States Pharmacopoeia/national Formulary  
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The following domains, subdomains, tasks and knowledge statements were delineated by the 
BPS Specialty Council on Nutrition Support Pharmacy Practice and validated through a role 
delineation study, conducted in 2006.  The proportion of examination items allotted to each 
domain and subdomain was determined through analysis and discussion of the results of the role 
delineation study by the Specialty Council. 
 
Each of the major areas/domains of Nutrition Support Pharmacy practice noted below will be 
tested.  Questions will not be grouped by domain.  Rather, items testing each domain are 
distributed throughout the total examination.   Please note this examination will SAMPLE a 
candidate’s knowledge rather than trying to test all of his/her knowledge.  Examination items 
will address problems and situations reflective of the full range of practice sites (e.g., home care, 
hospital). 
 
 
Domain 1:  Clinical Practice/Provision of Individualized Nutrition Support to Patients  

 (68% of the examination)
 
Subdomain A.  Assessment (21% of the examination) 
 
Tasks: 
1. Interview the patient and/or designated caregiver to obtain medical, nutritional, 

psychosocial, and socioeconomic history in order to assess nutritional status 
2. Review the medical history for disease states, clinical conditions, medical/surgical 

therapies, laboratory findings, imaging studies, and physical findings in order to assess 
nutritional status 

3. Measure and/or interpret physical assessment parameters relevant to nutritional status 
4. Evaluate subjective and objective data to identify a patient who is, or may become, 

overnourished or undernourished 
5. Identify interactions between drugs, dietary supplements, and nutrients 
6. Estimate daily micro/macro nutrient requirements 
7. Evaluate educational needs of the patient, health-care providers, and caregivers regarding 

specialized nutrition support (SNS) 
8. Evaluate the indications for and suitability of the patient for SNS 
9. Identify available nutrition support access 
10. Evaluate eligibility for reimbursement of SNS (e.g., diagnosis, formulations, services, 

supplies) 
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Knowledge of: 

01 Components of a nutritionally adequate diet (e.g., dietary reference intake [DRI]) 
02 Normal ingestion, digestion, absorption, metabolism, and excretion of nutrients 
03 Relationship between nutrient intake and nutritional status 
04 Effects of psychosocial and socioeconomic factors on nutritional status 
05 Effects of education level, comprehension, home environment, and disabilities on 

educational needs 
06 Diagnostic tests and findings used to assess nutrition status 
07 Physical assessment techniques and findings used to evaluate nutritional status 
08 Effects of disease states, clinical conditions or altered metabolism on nutritional 

status 
09 Effects of medical and/or surgical therapies on nutritional status (e.g., renal 

replacement therapies, cardiopulmonary bypass, mechanical ventilation) 
10 Effects of nutritional status on disease states 
11 Interactions between drugs, dietary supplements, and nutrients 
12 Effects of drugs and dietary supplements on nutritional status 
13 Effects of nutritional status or specialized nutrition support (SNS) on drug 

pharmacokinetics and pharmacodynamics 
14 Indications, risks, and benefits of SNS 
15 Guidelines for nutrient requirements 
16 Methods to determine patient-specific nutrient requirements 
17 Effects of disease states, clinical conditions, and altered metabolism on the 

determination of patient–specific nutrient requirements 
18 Types of vascular and enteral access devices 
19 Regulations and guidelines for eligibility, coverage, and reimbursement for 

parenteral and enteral nutrition therapies 
 
Subdomain B.  Develop and Implement a Therapeutic Plan of Care  (21% of the examination) 
 
Tasks: 
1. Define the goals of specialized nutrition support (SNS) 
2. Recommend/select the preferred route for the administration of SNS 
3. Recommend/select an appropriate feeding formulation 
4. Evaluate the appropriate pharmacologic use of adjunctive agents 
5. Recommend/select the administration method for feeding formulations (e.g., cyclic, 

bolus, continuous) 
6. Recommend/select the delivery system for feeding formulations 
7. Recommend/select the feeding regimen to include initiation, advancement, and 

discontinuation of SNS 
8. Design and implement a plan to monitor the clinical nutritional and metabolic responses 

to SNS 
9. Design and implement a plan to prevent or manage complications of SNS 
10. Design and implement a plan to prevent or manage interactions between drugs, dietary 

supplements and nutrients 
11. Design and implement a plan to educate the patient, health-care professionals, and other 

caregivers regarding the prescribed SNS to maintain continuity of care 
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Knowledge of: 
01 Outcome indicators of nutrition therapy (e.g., wound healing, overall length of 

stay, length of intensive care stay, number of ventilator days, morbidity, mortality, 
nutritional status) 

02 Anatomy, physiology, and metabolism related to specialized nutrition support 
(SNS) 

03 Disease states and clinical conditions which affect ingestion, digestion, 
absorption, metabolism, or excretion of nutrients 

04 Effects of nutritional status that influence the nutrient requirements (e.g., 
maintenance, repletion, weight loss) of SNS 

05 Effects of disease states and clinical conditions that influence the selection of the 
type of  SNS 

06 Indications for and limitations of vascular access devices used to administer 
parenteral nutrition 

07 Indications, limitations, and contraindications for the use of parenteral nutrient 
components (e.g., dextrose, fat emulsion, amino acids, minerals, vitamins) 

08 Composition and physical and chemical properties of parenteral nutrient  
components 

09 Methods to initiate, advance, and discontinue parenteral feeding formulations  
(e.g., order writing/prescribing) 

10 Appropriate methods for administering parenteral feeding formulations (e.g., 
continuous, cyclic) 

11 Types of administration and filtration devices (e.g., pumps, bags, tubing, filters) 
used to administer parenteral feeding formulations 

12 Indications, limitations and contraindications for the use of enteral nutrition or for 
enteral access devices used to administer enteral nutrition 

13 Appropriate use of enteral feeding formulations 
14 Composition and physical properties of enteral feeding formulations (e.g., protein, 

carbohydrate, fat, water, vitamins, minerals, osmolality) 
15 Methods for initiation, advancement, and discontinuation of enteral feeding 

formulations (e.g., order writing/prescribing) 
16 Appropriate methods for administering enteral feeding formulations (e.g., 

intermittent, continuous, bolus) 
17 Types of devices (e.g., pumps, bags, tubing) used to administer enteral feeding 

formulations 
18 Sources and use of specialized nutrition support (SNS) education materials for 

patients, health care professionals, and other caregivers 
19 Methods to assess the clinical, nutritional, and metabolic responses to SNS 
20 Methods to prevent and manage complications of SNS 
21 Therapeutic and compatibility considerations for co-administration of adjuvant 

drugs with SNS (Specialized Nutrition Support) 
 
Subdomain C.  Monitoring and Clinical Management  (26% of the examination) 
 
Tasks: 
1. Monitor and evaluate clinical, nutritional, and metabolic responses to specialized 

nutrition support (SNS) 
2. Prevent, identify, and manage complications of SNS 
3. Revise the therapeutic plan (plan of care) based on changes in the patient’s status 

 3



4. Revise drug therapy used in conjunction with SNS 
5. Revise SNS based on drug therapy 
 
Knowledge of: 

01 Fluid, electrolyte, and acid-base balance 
02 Metabolic, nutritional, and clinical responses to specialized nutrition support 

(SNS) 
03 Mechanical complications associated with SNS and methods to prevent and 

manage them 
04 Metabolic complications associated with SNS and methods to prevent and 

manage them 
05 Infectious complications associated with SNS and methods to prevent and manage 

them 
06 Gastrointestinal complications associated with SNS and methods to prevent and 

manage them 
07 Psychosocial complications associated with SNS and methods to prevent and 

manage them 
08 Pathophysiologic complications (e.g., altered organ function) associated with SNS 

and methods to prevent and manage them 
09 Techniques and methods to monitor and manage interactions between drugs and 

nutrients 
10 Effect of SNS on pharmacotherapy 
11 Effect of pharmacotherapy on SNS 
12 Methods to maintain or restore patency to feeding access devices 

 
 
 
Domain 2:  Management of Nutrition Support Operations   (20% of the examination) 
 
Subdomain A.  Patient Care Management (12% of the examination) 
 
Tasks: 
1. Develop policies and procedures for  patient-care aspects of specialized nutrition support 

(SNS) (e.g., nutritional assessment, monitoring, patient selection, ordering procedures) 
2. Coordinate, manage or participate in activities of interdisciplinary SNS teams or 

committees (e.g., rounds, human and fiscal resources, educational programs) 
3. Design and integrate nutrition support protocols into disease state management (e.g., 

critical pathways, clinical practice guidelines) 
4. Design, implement, and evaluate systems and processes for the safe and effective use of 

SNS 
 
Knowledge of: 

01 Methods to determine patient care nutrient requirements 
02 Methods to maintain patency of parenteral and enteral access devices 
03 Costs associated with provision of specialized nutrition support (SNS) 
04 Skills and information necessary for the patient, health-care professionals, and 

other caregivers to provide SNS 
05 Methods used to monitor and enhance patient compliance 
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Subdomain B.  Compounding Operations  (8% of the examination) 
 
Tasks: 
1. Develop policies and procedures for operational aspects of SNS (e.g., labeling of feeding 

formulations, compounding, storage, beyond-use date, expiration) 
2. Participate in development and management of nutrition product formulary 
3. Participate in evaluation and selection of infusion-control devices and supplies for SNS 
4. Maintain compliance with federal/state regulations and accreditation standards 
5. Perform or supervise the compounding and dispensing of parenteral or enteral feeding 

formulations 
 
Knowledge of: 

01 Sources of information regarding compatibility, stability, and physical and 
chemical properties of parenteral and enteral feeding formulations 

02 Guidelines (e.g., JCAHO, A.S.P.E.N., ASHP, OSHA, USP) for health systems 
related to specialized nutrition support (SNS) 

03 United States Pharmacopeia Chapter 797 
04 Components of a nutrition product formulary 
05 Aseptic and clean technique for compounding parenteral and enteral feeding 

formulations and risk level assessment 
06 Quality control procedures (e.g., infection control, end-product analysis) related 

to the preparation, dispensing, monitoring, storage, and use of parenteral and 
enteral feeding formulations 

07 Indications and limitations of infusion and filtration devices (e.g., pumps, bags, 
tubing, filters) used to administer parenteral feeding formulations 

08 Indications and limitations of enteral access devices used to administer enteral 
nutrition 

09 Pharmaceutical calculations used in compounding feeding formulations 
10 Guidelines for parenteral admixture compounding and dispensing 
11 Compatibility and stability of parenteral feeding formulations (e.g., nutrients, 

drugs) 
12 Preparation, compatibility, and stability of enteral feeding formulation (e.g., 

nutrients, drugs) 
13 Storage, beyond-use date, expiration and hang time – limitations for SNS feeding 

formulations 
 

Domain 3:   Advancement of Nutrition Support Practice  (12% of the examination) 
 
Tasks:  
1. Retrieve and evaluate available scientific literature regarding specialized nutrition 

support (SNS) to advance individual patient care, management of services, and education 
of patients, health-care providers, and caregivers 

2. Design and/or conduct and communicate research (e.g., performance improvement, 
clinical, and outcomes) in the area of nutrition support 

 
Knowledge of: 

01 Scientific literature and other resources pertaining to nutrition and the provision 
of specialized nutrition support (SNS) 

02 Research design, statistics, and data analysis 
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03 Research methodologies specific to SNS (e.g., bioelectric impedance analysis, 
total urinary nitrogen) used to design, conduct or evaluate scientific investigations  

04 Pertinent professional organizations, publications, and other resources that 
transmit nutrition support knowledge 

05 Procedures for obtaining professional privileges (e.g., writing orders, drug 
administration) 

06 SNS use evaluations and other continuous quality improvement techniques related 
to the provision of SNS (e.g., system outcome indicators such as error rates 
associated with administration and compounding) 

07 Communication technologies for the monitoring and clinical management of SNS 
08 Patient outcome indicators of nutrition therapy (e.g., wound healing, length of 

stay, morbidity, mortality, nutritional status) 
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  Content Outline for the 

ONCOLOGY PHARMACY 

SPECIALTY CERTIFICATION EXAMINATION 

December 2006 

 
The following domains, tasks and knowledge statements were delineated by the BPS Specialty 

Council on Oncology Pharmacy and validated through a role delineation study, and most recently 

updated in 2006. The proportion of examination items allotted to each domain was determined 

through analysis and discussion of the results of the role delineation study by the Specialty Council. 

 

Each of the major areas/domains of Oncology Pharmacy practice noted below will be tested. 

Questions will not be grouped by domain. Items testing each domain are distributed throughout the 

total examination. Please note that this examination will SAMPLE a candidate's knowledge rather 

than trying to test all of her/his knowledge.  

 

 

Domain 1: Clinical Skills and Therapeutic Management: Optimize drug therapy for 

patients with cancer through the design, recommendation, implementation, monitoring, 

and modification of individualized pharmacotherapeutic plans in collaboration with the 

healthcare team.  (60% of the examination) 

 

Tasks: 

1 Collect and assess comprehensive patient information necessary to design a 

pharmacotherapeutic plan. 

2 Establish therapeutic goals in collaboration with the patient/caregivers and the 

healthcare team. 

3 Design, communicate/document, implement, and modify a pharmacotherapeutic plan 

for patient-specific problem(s) through the integration of pathophysiological, 

pharmacogenomic, pharmacokinetic, pharmacodynamic, age-related, socioeconomic, 

ethical/legal, and cultural considerations. 

4 Design, communicate/document, implement, and modify a monitoring plan to assess 

patient-specific outcomes to the therapeutic plan, including outcomes related to 

concomitant disease states (e.g., symptom evaluation, adverse-effect evaluation, 

physical and laboratory assessment, frequency and duration of follow-up). 

5 Assess outcomes relative to therapeutic goals (e.g., effectiveness, drug-related issues, 

adherence). 

6  Predict, prevent, identify, and resolve treatment- or disease-related problems. 
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7 Provide education and counseling to patients/caregivers regarding the 

pharmacotherapeutic plan, concurrent drug therapies, and outcomes. 

 

Knowledge Statements: 

01 Pathology 

02 Anatomy and physiology 

03 Molecular biology  

04 Etiology and pathophysiology of cancer and cancer treatment related 

complications 

05 Cancer pharmacotherapies, including chemotherapies, biologic therapies, 

hormonal therapies, labeled and off-label uses 

06 Non-pharmacological treatments (for example, radiation therapy, surgery, 

observation, radiopharmaceuticals) 

07 Hematopoietic stem cell transplants 

08 Alternative/complementary therapies (for example, herbals, vitamins, 

acupuncture), and non-prescription medications 

09 Drug interactions 

10 Use of clinical trials as a treatment option 

11 Cancers, including staging, diagnosis, prognosis, and treatment outcomes by stage 

12 Expected response rates based on patient-specific factors 

13 Complications of cancer or cancer treatment, including both early and late effects 

14 Toxicity assessment and grading 

15 Factors that may influence treatment and outcomes, including age, organ function, 

biology of the disease, genetics, co-morbidities 

16 Pharmacology/Pharmacokinetics, pharmacodynamics, and pharmacogenetics of 

anticancer and supportive care agents. 

17 Drug-delivery technology 

18 Drug administration and routes of delivery 

19 Diagnostic and monitoring tests 

20 Social and cultural factors impacting treatment and outcomes 

21 Pain/Palliative care and end-of-life care 

22 Issues related to supportive care, including growth factors, chemoprotectants, anti-

emetics, anti-infectives, etc. 

 

Domain 2: Generation, Interpretation, and Dissemination of Information: Contribute to 

the care of patients with cancer through research, the application of research results, 

and education.  (20% of the examination) 

 

Tasks: 

1 Evaluate the literature with regard to study design, methodology, and significance of 

findings 

2 Integrate new information with existing information to establish recommendations for 

clinical use. 

3 Develop, modify, and evaluate patient and public educational materials for approved 
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and investigational therapies 

4 Provide education and consultation to the healthcare team. 

5 Participate in the drug development process and clinical research activities (for 

example, research protocol development, data collection and analysis, recruitment and 

monitoring of patients, investigational drug management, ensure adherence to the 

research protocol). 

6 Contribute new knowledge to the profession (e.g., case reports, adverse drug event 

reports, medication safety, review articles, abstracts) 

 

Knowledge Statements: 

01 Literature and information retrieval systems 

02 Study design and methodology, including strengths and limitations 

03 Common study endpoints (e.g., response, adverse events, economics, quality of 

life, pharmacokinetics, pharmacodynamics, pharmacogenomics) 

04 Generalizability (application) of research results 

05 Statistical methods 

06 Educational and counseling methods 

07 Information resources for education and counseling 

08 Regulatory and ethical issues related to research (including confidentiality, 

informed consent, and patient rights) 

09 Drug development process 

 

Domain 3: Guidelines, Policies, and Standards: Ensure the safe, effective, and 

appropriate use of medications in patients with cancer through the implementation of 

guidelines and the development and modification of pharmacy policies and systems.  

(15% of the examination) 

 

Tasks: 

1 Design, implement, evaluate, and modify pharmacy services appropriate to the needs 

of patients across the continuum of care. 

2 Establish and modify systems to ensure the safe use of medications. 

3 Ensure that oncology-related pharmacy services comply with established regulations 

and standards. 

4 Ensure that care is consistent with appropriate clinical practice guidelines. 

5 Incorporate patient rights and ethical standards into pharmacy policies and procedures 

(e.g., confidentiality/HIPAA, age-appropriate informed consent, right of refusal) 

6 Develop appropriate drug use policies in collaboration with other providers and/or 

agencies. 

 

Knowledge Statements: 

01 Clinical practice guidelines (for example, ASCO, ASHP, NCCN) 

02 Methods for developing and evaluating clinical practice guidelines 

03 Professional practice standards (e.g., ASHP, USP, ASCO) 
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04 National accreditation and regulatory standards (e.g., JCAHO, CMS, HIPAA, 

NIOSH, USP 797, OSHA, OBRA, DEA, ASHP Oncology Pharmacy Practice 

Residency Standards) and their impact on the care of patients 

05 Reimbursement policies of federal and private agencies 

06 Quality improvement strategies to avoid medication misadventures (e.g., 

processing of chemotherapy orders, protocol reviews) 

07 Methods for handling cytotoxic drugs and related materials (administration, 

compounding, and disposal) 

08 Investigational drug management 

 

Domain 4:  Public Health and Advocacy: Raise awareness among the public and 

healthcare providers regarding cancer-related issues.  (5% of the examination) 
 

Tasks: 

1 Provide information to the public regarding cancer-related issues, including cancer 

risk factors, prevention, screening, and treatment. 

2 Serve as a public advocate regarding treatment-related issues that pertain to the 

prevention, treatment, and palliation of cancer. 

3 Refer the public to appropriate sources of information, cancer-support organizations, 

and agencies. 

 

Knowledge Statements: 
01 Resources available through groups, organizations, agencies, and pharmaceutical industry 

(e.g.: American Cancer Society, National Cancer Institute, Leukemia and Lymphoma Society, 

National Coalition of Cancer Survivors) 

02 Cancer risk factors 

03 Cancer prevention strategies 

04 Cancer screening guidelines 

05 Cancer treatment strategies 

06 Clinical trial options 
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The following domains, tasks and knowledge statements were delineated by the BPS Pediatric 
Pharmacy Practice Analysis Taskforce and validated through a role delineation study, conducted 
in 2012.  The proportion of examination items allotted to each domain was determined through 
analysis and discussion of the results of the role delineation study by the BPS Pediatric 
Pharmacy Practice Analysis Taskforce and approved by the BPS Board of Directors. 
 
Each of the major areas/domains of Pediatric Pharmacy practice noted below will be tested 
beginning in Fall 2015.  Questions will not be grouped by domain on the exam.  Rather, items 
testing each domain are distributed throughout the total examination.   Please note this 
examination will SAMPLE a candidate’s knowledge rather than trying to test all of his/her 
knowledge.  Examination items will address problems and situations reflective of the full range 
of practice. 
 
 

Domain 1: Patient Management (58% of exam) 

 

Tasks 
 Tasks related to the comprehensive management of a pediatric patient including collecting, 
interpreting, and integrating pertinent clinical data; and designing, implementing, monitoring, 
and modifying patient-specific plans of care for pediatric patients in collaboration with the 
healthcare team. 
 
For the Pediatric Patient:  

1.1 Obtain pertinent patient information (e.g., weight, height and/or body surface area, age, 
allergies, disease states, medication history including herbal and dietary supplements, current 
medications, dose form preference, immunization status, nutritional status, and social/family 
history) via medical record, discussion with healthcare colleagues and/or 
patient/parent/caregiver interview.  

1.2 Obtain relevant clinical and laboratory data and results of diagnostic procedures.  

1.3 Analyze and interpret collected patient information.  
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1.4 Identify and prioritize current or potential patient-specific medical, medication, and nutrition 
related problems.  

1.5 Establish therapeutic goals with healthcare team and patient/parents/caregivers.  

1.6 Design, recommend and/or implement an age-appropriate therapeutic regimen with 
healthcare team and patient/parents/caregivers.  

1.7 Design and implement a plan to monitor the safety and efficacy of a therapeutic regimen, 
and adjust as necessary.  

1.8 Participate in the management of pediatric emergencies.  

1.9 Reconcile medications as necessary across the continuum of care including on admission, 
transfer, discharge, and during outpatient encounters.  

1.10 Identify and refer patients with needs beyond the scope of the pediatric pharmacy specialist 
to an appropriate alternative level of care.  

 
Knowledge of: 
k1.1 Normal growth and development of the pediatric population 

k1.2 Age-appropriate interviewing techniques for patients, parents, and caregivers 

k1.3 Essential components of a medical history including maternal and birth history and 
childhood immunization status, if appropriate 

k1.4 Essential components of a social history, including day care attendance, siblings, smoke 
exposure, home environment 

k1.5 Pathophysiology, epidemiology, risk factors, diagnosis, prevention, and evidence-based 
treatment of common diseases and conditions in pediatric patients 

k1.6 Equations to calculate body surface area, creatinine clearance, fluid requirements,  and ideal 
body weight from birth to adult 

k1.7 Pediatric populations for which standard calculated methods of assessment of renal 
impairment are not reliable 

k1.8 Urine output calculation for body weight and appropriate output per age 

k1.9 Methods for assessment of hepatic function in pediatric populations 

k1.10 Normal laboratory values and vital signs from birth to adult 

k1.11 Age-associated differences in pathophysiology and clinical manifestations of disease 
across patient populations 

k1.12 Age-specific pharmacokinetic differences in neonates, infants, children, and adolescents:  

k1.13 Age-specific pharmacodynamic differences in neonates, infants, children, and adolescents:  

k1.14 Pharmacogenomic considerations in pediatric patients  

k1.15 Appropriate use of off-label medications to treat pediatric patients 
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k1.16 Pediatric-specific drug interactions (e.g., ceftriaxone and calcium-containing products in 
the neonate, calcium and phosphorous in parenteral nutrition) 

k1.17 Clinical or therapeutic implications in the fetus and neonate of placental transfer of 
medications or other substances (e.g., antenatal steroids, neonatal abstinence syndrome [NAS], 
anticonvulsant withdrawal) 

k1.18 Influence of medications on the production of breast milk 

k1.19 Excretion of medications and other substances in breast milk 

k1.20 Appropriate dosing based on age and body size (e.g., body surface area, post-menstrual 
age, gestational age, dosing weight)  

k1.21 Medication dosing in extracorporeal membrane oxygenation (ECMO) and in renal 
replacement therapy (e.g., continuous renal replacement therapy [CRRT], PD, HD) 

k1.22 Medication dose adjustment in pediatric patients with renal and hepatic impairment 

k1.23 Essential components of medication reconciliation in pediatric patients (e.g., 
concentration, dose in mg, palatability) 

k1.24 Pediatric-specific adverse effects (e.g., liver failure with valproate, tetracycline and tooth 
discoloration):  

k1.25 Differences in laboratory sampling for pediatric patients (e.g., blood volume; method, 
frequency and timing of sampling) 

k1.26 Differences in the management of pediatric emergencies (e.g., respiratory distress, 
neonatal seizures, cardiopulmonary arrest) 

k1.27 Nutritional and fluid requirements for infants and children for normal growth and disease 

k1.28 Childhood immunization schedules 

k1.29 Factors affecting adherence to the treatment regimen 

k1.30 Specialty needs of pediatric patients requiring referral to other providers (e.g., infant with 
signs of dehydration, patient needs compounded oral formulation) 

 

Domain 2: Practice Management (20% of exam) 

 

Tasks 
Tasks related to advancing pediatric pharmacy practice; and recommending, designing, 
implementing, and monitoring systems and policies to optimize the care of pediatric patients. 
 
2.1 Develop and implement systems to assure appropriate drug delivery (e.g., extemporaneous 
compounding, standardized concentrations) for pediatric patients.  

2.2 Participate in decision-making regarding selection and implementation of 
equipment/technology and decision support involved in the medication use process (e.g. 
infusion pumps, CPOE, bar coding).  
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2.3 Develop and maintain a preferred formulary for pediatric patients and ensure appropriate 
pediatric dosing is incorporated in all formulary monographs.  

2.4 Adopt, adapt or develop evidence-based practice guidelines and protocols for the 
management of pediatric patients in accordance with health-system policies and procedures.  

2.5 Establish processes to anticipate, prevent, review, and report medication use events (e.g., 
trigger review, root cause analysis, failure mode and effects analysis, MedWatch, Vaccine 
Adverse Event Reporting System [VAERS]).  

2.6 Perform continuous quality improvement activities aimed at enhancing safety and 
effectiveness of medication use.  

2.7 Develop policies and direct the medication use process for investigational drugs (including 
compassionate use agents) in the pediatric population.   

2.8 Justify and document the clinical and financial value of pediatric pharmacy services. 

 

Knowledge of: 
k2.1 Medication safety considerations (e.g.,  Institute for Safe Medication Practices [ISMP] and 
Joint Commission recommendations, Food and Drug Administration [FDA] alerts) 

k2.2 Position statements, white papers, and national guidelines as an aid to the development of 
health-system policies and procedures 

k2.3 Pediatric-specific considerations (e.g., age and body size) in the design or improvement of 
medication use processes (e.g., computerized physician order entry [CPOE], infusion pumps, 
electronic medical record [EMR]) 

k2.4 Routes of administration (e.g., intraosseous, oral/enteral, parenteral, IM, transdermal, 
intranasal, intraventricular) 

k2.5 Impact of medication administration techniques on drug delivery in pediatric patients (e.g., 
inhalers, dead space in IV tubing, overfill, j-tip device) 

k2.6 Medication administration technology (e.g., infusion pumps, subcutaneous needle devices, 
intranasal administration devices, aerosols)  

k2.7 Appropriate references to support the preparation of pediatric formulations (e.g., IV 
dilutions, extemporaneously compounded preparations)  

k2.8 Considerations when selecting pediatric-appropriate dosage formulations  

k2.9 Metrics for evaluating quality of pediatric pharmacy services (e.g., patient/parent/caregiver 
satisfaction, length of stay, readmission, medication errors) 
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Domain 3: Information Management and Education (18% of exam) 

 

Tasks 
Tasks related to retrieval, generation, interpretation, and dissemination of knowledge related to 
pediatric pharmacy, and the education of healthcare providers, trainees, patients and caregivers. 

3.1 Provide pediatric pharmacy-specific education and training for pharmacists, pharmacy 
technicians, pharmacy fellows, pharmacy residents, or student pharmacists.  

3.2 Educate healthcare professionals or students in other health professions concerning safe and 
effective use of medications and other issues related to the care of the pediatric patient.  

3.3 Educate and provide counseling to patients/parents/caregivers regarding the safe and 
effective use of medications, the treatment regimen, the monitoring of side effects, and the 
importance of adherence to the treatment regimen.  

3.4 Contribute to the pediatric body of knowledge (e.g., participate in research, deliver 
presentations, participate as peer reviewer, publish).  

3.5 Retrieve and interpret biomedical literature with regard to study methodology, statistical 
analysis, study results and applicability to pediatric pharmacy practice.  

3.6 Develop and maintain a pediatric-specific medical reference library (electronic or print).  

Knowledge of: 
k3.1 Principles and methods of educating pharmacy staff, fellows, residents, student pharmacists 
and/or other healthcare professionals regarding pediatric health-related issues 

k3.2 Age-appropriate patient education principles and methods  

k3.3 Health literacy and cultural considerations in educating patients/parents/caregivers:  

k3.4 Tools, methods and counseling techniques to increase adherence to the treatment regimen :  

k3.5 Research design, methodology, and statistical analysis:  

k3.6 Clinical application and limitations of published data and reports 

k3.7 Regulatory/IRB/human subjects safety requirements and concerns for conducting research 
in the pediatric population  

k3.8 Medical literature publication and review process 

k3.9 Opportunities for disseminating pediatric knowledge and scholarly activity (e.g., 
presentations, manuscripts, newsletters, abstracts, posters) 

k3.10 Appropriate pediatric-specific references 
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Domain 4: Public Health and Patient Advocacy (4% of exam) 

 

Tasks 
Tasks related to providing preventive health services, public health information, and advocacy 
for the pediatric patient population healthcare policy. 

4.1 Advocate for public health initiatives to promote health, safety, and wellness in infants, 
children and adolescents.  

4.2 Advocate for the availability of age-appropriate formulations, safety and efficacy studies in 
the pediatric population, and product labeling in pediatric patients.  

4.3 Educate the public regarding the importance of health, safety, and wellness in infants, 
children and adolescents (e.g., poison prevention, vaccination, safe and effective medication use, 
substance abuse/misuse).  

4.4 Participate in professional organizations related to pharmacy and pediatric practice.  

4.5 Facilitate access to care and treatment for pediatric patients in times of financial need, 
disaster, drug shortage, or public health threat.  

Knowledge of: 
k4.1 Healthcare disparities in pediatric patients 

k4.2 Access to care disparities in pediatric patients 

k4.3 Emergency preparedness resources for pediatric patients 

k4.4 Public health resources for pediatric patients (e.g., childhood immunizations, sexually 
transmitted disease [STD] treatment, free health clinics) 

k4.5 Public health initiatives and legislation to improve the overall well-being of children (e.g., 
smoking cessation, child proof caps, poison prevention, Best Pharmaceuticals for Children Act) 

k4.6 Resources that improve access to medications and other therapies necessary for the care of 
pediatric patients (e.g., WIC, patient assistance programs, specialty pharmacies, compounding 
pharmacies) 

k4.7 Professional organizations and their roles and resources related to advocacy 

k4.8 Appropriate avenues to advocate for safe and effective use of medications in the pediatric 
populations (e.g., pediatric-specific formulations, removal of dangerous substances from the 
market, pediatric-specific product labeling) 

k4.9 Evidence demonstrating value of post doctoral pediatric training and the pediatric pharmacy 
specialist (e.g., decreasing medication errors, decreased cost, decreased length of stay, improved 
outcomes) 
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PHARMACOTHERAPY 

SPECIALTY CERTIFICATION EXAMINATION 

April 2010 

The following domains, tasks and knowledge statements were delineated by the BPS Specialty 

Council on Pharmacotherapy and validated through a role delineation study in 2010.  The 

proportion of examination items allotted to each domain was determined through analysis and 

discussion of the results of the role delineation study by the Specialty Council. 

Each of the major areas/domains of Pharmacotherapy practice noted below will be tested.  

Questions will not be grouped by domain.  Rather, items testing each domain are distributed 

throughout the total examination.   Please note this examination will SAMPLE a candidate’s 

knowledge rather than try to test all of his/her knowledge. 

The test items in Domain 1 that deal with patient-specific pharmacotherapy focus on the 

therapeutic areas listed in the Systems and Patient-Care Problems section of this document (e.g., 

Cardiovascular, Endocrine, Infectious Diseases, etc.).  Test items in Domain 1 that deal with age-

specific problems are reflected across all organ systems and patient-care problems.  There is a 

mixture of chronic and acute care pharmacotherapy problems, with several questions that are not 

specific to a patient acuity level.  

 

 

Domain 1: Patient-specific Pharmacotherapy (60% of exam) 

 

Tasks: 

1. Collect patient-specific data to identify problems and individualize care  

a. Review patient data regarding history, physical assessment, working diagnosis, 

laboratory and other diagnostic tests, and orders regarding drug therapy  

b. Perform patient assessments (for example, physical examination, point of care 

testing) 

c. Obtain information from patient, family, and health-care team members  

d. Obtain additional pertinent data   

 

2. Interpret data to identify problems  

a. Interpret subjective and objective data  

b. Identify drug-related problems  

c. Develop/update a problem list  

 

mailto:bps@aphanet.org
http://www.bpsweb.org/
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3. Design an individualized therapeutic plan  

a. Determine and prioritize prevention and treatment goals  

b. Consider ethical, cultural, legal, economic, quality of life and safety issues 

c. Select drug and/or non-drug interventions  

d. Identify potential for drug-drug, drug-disease, drug-nutrient, drug-device, and/or 

drug-laboratory interactions  

 

4. Implement a therapeutic plan in collaboration with other health care professionals  

a.  Evaluate and resolve patient or health-care-system problems in the 

implementation of a patient’s therapeutic plan  

b. Administer drugs 

c. Order diagnostic and/or laboratory tests   

d. Perform diagnostic and/or laboratory tests 

e. Communicate a therapeutic plan to health care professionals 

f. Document a therapeutic plan 

 

5. Educate patient and/or caregiver regarding a therapeutic plan 

a. Identify and prioritize patient education needs 

b. Recognize patient education barriers  

c. Select and use appropriate educational method(s)  

d. Assess patient’s knowledge/skill acquisition  

 

6. Monitor and modify a therapeutic plan  

a. Monitor a therapeutic plan by collecting and interpreting data  

b. Modify a therapeutic plan as needed  

 

Knowledge of: 

01 Anatomy and physiology 

02 Disease state knowledge (prognosis; pathophysiology; epidemiology; etiology; 

risk factors; pathogenesis; signs and symptoms; diagnostic criteria; 

pharmacotherapy; pharmacokinetics; pharmacodynamics; pharmacoeconomics; 

pharmacogenomic; pharmaceutics;  drug-drug, drug-laboratory, drug-nutrient, 

drug-device, and drug-disease interactions; adverse drug effects; non-drug 

treatment; drug administration) 

03 Disease/drug monitoring parameters (physical examination, laboratory and point 

of care tests, diagnostic tests, therapeutic goals) 

04 Evidence-based practice guidelines 

05 Patient education principles and methods 

06 Health literacy 

07 Regulatory requirements related to prescribing and monitoring specific drugs 

(e.g., methadone, isotretinoin, REMS programs) 

08 Federal regulations related to patients rights and protections (e.g., privacy, 

child/adult protective services, advance directives, living will, power of attorney, 

do not resuscitate) 

09 Ethical issues 

10 Formats used to document pharmacotherapy recommendations and follow-up 
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11 Humanistic factors or outcomes (e.g., patient satisfaction, quality of life) 

12 Cultural competence and sensitivity 

13 Health promotion and disease prevention 

14 Complementary and alternative medicine 

 

 

Domain 2: Retrieval, Generation, Interpretation and Dissemination of Knowledge in 

Pharmacotherapy (25% of exam) 

 

Tasks: 

1.  Identify and retrieve relevant biomedical literature 

2.  Interpret biomedical literature with regard to study design and methodology, statistical 

analysis, and significance of reported data and conclusions 

3.  Educate health care professionals, students, patients, and the public 

4.  Conduct research to generate clinical, economic, humanistic or translational knowledge 

applicable to patient care 

5.  Prepare and disseminate new knowledge (e.g., original research, review articles, case 

reports, abstracts, reviews and monographs) 
 

Knowledge of: 

01 Primary, secondary, and tertiary references 

02 Search strategies 

03 Information resources 

04 Biostatistical methods 

05 Internal and external validity 

06 Clinical and statistical significance 

07 Principles and methods of educating health care students and professionals 

08 Role modeling, mentoring, and coaching techniques 

09 Knowledge/skills assessment techniques 

10 Research hypothesis generation 

11 Research design and methodology 

12 Protocol and proposal development 

13 Regulatory requirements for the conduct of research (e.g., HIPAA, IRB, OSHA, 

NIH) 

14 Data management 

15 Design of publications for dissemination of new knowledge  

 

Domain 3:  Systems and Population-based Pharmacotherapy (15% of exam) 

 

Tasks: 

1.  Document and report new, unusual, or severe pharmacotherapeutic events (e.g., adverse 

reactions, drug interactions, medication errors, drug/device/assay defects) 

2.  Collect and interpret data to characterize/identify health system and/or public health 

related problems 

3.  Design, justify, and garner support for health system and/or public health-related 

initiatives 

4.  Implement health system and/or public health-related initiatives 
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5.  Measure and monitor outcomes of health system and/or public health-related initiatives 
 

Knowledge of: 

01 National regulatory and accrediting agency requirements for preventing, tracking, 

and reporting new, unusual, or severe pharmacotherapeutic events 

02 Process/procedures for reporting to the FDA and other organizations new, unusual 

or severe adverse events related to drugs and/or devices 

03 Evidence-based clinical practice and patient-care standards 

04 Comparative effectiveness research/reviews 

05 Health system-based standards and Federal regulations (e.g., TJC, NCQA, OSHA, 

CMS, HEDIS, LEAPFROG, HIPAA, FDA) 

06 Principles of medication-use evaluation and prevention of drug-related injury 

07 Performance improvement process 

08 Principles of formulary and drug use system management 

09 Ethical issues (industry interactions, conflict of interest, disclosure) 

10 Continuity of patient care (e.g., medication reconciliation, in-home medication 

use) 
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SYSTEMS AND PATIENT-CARE PROBLEMS 

 

Bone/Joint and Rheumatology 

 Fibromyalgia 

 Osteoarthritis 

 Gout/Hyperuricemia 

 Osteoporosis 

 Rheumatoid arthritis 

 Systemic Lupus Erythematosus 

Cardiovascular 

 Acute coronary syndromes 

 Advance cardiac life support 

 Arrhythmias 

 Cardiopulmonary resuscitation 

 Coronary artery disease 

 Dyslipidemia 

 Heart failure 

 Hypertension 

 Peripheral arterial disease 

 Primary pulmonary hypertension 

 Septic shock 

 Thromboembolic disorders 

 Valvular heart disease 

Dermatologic 

 Acne 

 Burns 

 Dermatitis 

 Decubitus ulcers 

 Psoriasis 

 Urticaria 

Endocrine 

 Adrenal disorders 

 Diabetes insipidus 

 Diabetes mellitus 

 Obesity 

 Parathyroid disorders 

 Polycystic ovary syndrome 

 SIADH 

 Thyroid disorders 

Eyes, Ears, Nose, and Throat 

 Allergic rhinitis 

 Glaucoma 

 Macular degeneration 

 Vertigo 

Fluid and Electrolyte/Nutrition 

 Acid-base disorders 
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 Electrolyte abnormalities 

 Nutritional deficiencies 

Gastrointestinal 

 Constipation 

 Diarrhea 

 Chronic liver disease and cirrhosis 

 Gastroesophageal reflux disease 

 Gastrointestinal bleeding 

 Hepatitis 

 Inflammatory bowel disease 

 Irritable bowel syndrome 

 Malabsorption syndrome 

 Nausea/vomiting 

 Pancreatitis 

 Peptic ulcer disease 

 Stress Ulcer Prophylaxis 

Genitourinary 

 Prostatic hyperplasia 

 Sexual dysfunction 

 Urinary incontinence 

Hematologic 

 Anemias 

 Clotting factor disorder 

 Disseminated intravascular coagulation 

 Sickle cell disease 

 Thrombocytopenia 

Immunologic 

 Allergy/anaphylaxis 

 Angioedema 

 Organ transplantation 

 Stevens-Johnson syndrome 

Infectious Diseases 

 Antimicrobial prophylaxis 

 Bone and joint infections 

 Central nervous system infections 

 Ear infections 

 Febrile neutropenia 

 Fungal infections 

 Gastrointestinal infections 

 Gynecologic infections 

 Human Immunodeficiency Virus infection 

 Infectious endocarditis 

 Intra-abdominal infections 

 Lung abscess 

 Ophthalmic infections 

 Prostatitis 
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 Respiratory tract infections 

 Sepsis 

 Sexually transmitted diseases 

 Sinusitis 

 Skin and soft tissue infections 

 Tuberculosis 

 Urinary tract infections 

Neurological 

 Central nervous system hemorrhage 

 Cerebral ischemia (including ischemic stroke) 

 Dementia 

 Epilepsy 

 Headache/migraine 

 ICU sedation/paralysis/delirium 

 Neuromuscular diseases 

 Parkinson’s disease 

 Pain 

 Peripheral neuropathy 

 Spinal-cord injuries/abnormalities 

 Status epilepticus 

 Traumatic brain injury 

 Tremors 

Obstetrics/Gynecology 

 Chronic disease in pregnancy 

 Contraception 

 Endometriosis 

 Infertility 

 Lactation 

 Menopausal symptoms 

 Menstrual disorders 

 Pregnancy-related disease 

Oncology 

 Breast cancer 

 Colon cancer 

 Gynecological cancers 

 Leukemia 

 Lung cancer 

 Prostate cancer 

 Skin cancer 

 Supportive care (e.g., preventing / treating complications associated with malignancy or 

treatment) 

Psychiatric 

 Anxiety disorders 

 Attention deficit disorders 

 Bipolar disorders 

 Depressive disorders 
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 Drug/alcohol overdose/withdrawal 

 Schizophrenia 

 Sleep disorders 

 Substance abuse 

Renal 

 Acute renal failure 

 Chronic kidney disease 

 Dialysis (managing associated complications and drug dosing) 

 Nephrolithiasis 

Pulmonary 

 Adult respiratory distress syndrome 

 Asthma 

 Chronic obstructive lung disease 

 Respiratory failure 

 Sleep apnea 

Health Maintenance/Public Health 

 Bioterrorism 

 Health advice, education, or instruction 

 Immunizations 

 Lifestyle modification 

 Patient safety 

 Routine health screening 
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Content Outline for the  
PSYCHIATRIC PHARMACY  

SPECIALTY CERTIFICATION EXAMINATION 
Developed Fall/Winter 2011/12 for Use on the October 2013 Exam 

 
The following domains, tasks and knowledge statements were delineated by the BPS Specialty 
Council on Psychiatric Pharmacy practice and validated through a role delineation study, 
conducted in 2011.  The proportion of examination items allotted to each domain was 
determined through analysis and discussion of the results of the role delineation study by the 
Specialty Council. 
 
Each of the major areas/domains of Psychiatric Pharmacy practice noted below will be tested 
beginning in October 2013.  Questions will not be grouped by domain on the exam.  Rather, 
items testing each domain are distributed throughout the total examination.   Please note this 
examination will SAMPLE a candidate’s knowledge rather than trying to test all of his/her 
knowledge.  Examination items will address problems and situations reflective of the full range 
of practice sites (e.g., home care, hospital). 
 
 
Domain 1: Patient Management  
Provide optimal medication therapy management for patients with psychiatric and co 
morbid disorders. (62% of the examination) 
 
Tasks: 
1. Conduct and interpret results of psychiatric assessments (for example, mental status 

examination, BPRS, HAM-D, BDI, HAM-A). 
2. Interpret the results of clinical data (for example, physical examination, laboratory data, 

pharmacogenetics tests, neurological, psychological testing) obtained by other providers.  
3. Interview patient, family, and/or caregiver(s) to identify information necessary to design 

a treatment plan (for example, medication history, adverse effects, adherence, target 
symptoms, severity).  

4. Identify and assess target symptoms that respond to pharmacotherapy and variables that 
influence medication effectiveness (for example, time to response, and duration of 
illness).  

5. Assess and manage psychiatric illnesses in the context of medical co morbidities.  
6. Identify and assess target symptoms that respond to non-pharmacologic interventions 

(for example, cognitive-behavior therapy, electroconvulsive therapy, VNS, alternative 
therapies).  

7. Establish measurable therapeutic goals in collaboration with the treatment team, patient, 
family, and/or the caregiver(s).  
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8. Recommend, initiate, or modify pharmacotherapy treatment plan. 
9. Recommend non-pharmacological treatment plan. 
10. Recommend, design, or implement a medication-specific monitoring plan (for example,) 
11. Assess outcomes of the medication treatment and monitoring plans relative to 

therapeutic goals (for example, effectiveness, drug-related problems, adherence) and 
revise, as required.  

12. Anticipate, identify, and manage drug-related problems (for example, drug-drug 
interactions, sub-therapeutic dose, treatment non-adherence).  

13. Document and communicate findings, recommendations, decisions, and outcomes 
regarding treatment.  

 
Knowledge of: 

01 Psychiatric and related disorders   
• diagnostic criteria  
• signs and symptoms  
• pathophysiology  
• etiology (including drug induced, disease induced)  
• risk factors  
• onset, course, and prognosis  
• epidemiology  
• common medical co morbidities  

02 Treatment of psychiatric and related disorders   
• relative role of treatment options (pharmacologic and non-pharmacologic)  
• proposed mechanism of action and pharmacologic effects  
• pharmacokinetics, pharmacogenetics and pharmacodynamics  
• relative potency, dosage, schedule, route of administration, and delivery 

technology  
• relative effectiveness of treatment options, including complementary and 

alternative therapy 
• dosage initiation, titration, and discontinuation  
• potential adverse events, toxicities, and management strategies  
• relative and absolute contraindications  
• pharmacoeconomics  
• rationale for drug selection  
• drug interactions  
• special populations (for example, gender, ethnicity, pregnancy, lactation, co-

morbidity, age, partial and non-responders)  
• risk factors for non-adherence and strategies to evaluate and improve adherence 

 
03 Disease and medication-specific monitoring parameters for psychiatric and related 

disorders  
• interviewing methods (for example, mental status exam, psychiatric interview)  
• laboratory and diagnostic tests (including imaging)  
• therapeutic drug monitoring  
• physical assessment (for example, vital signs, movement disorders)  
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• therapeutic end points  
• frequency and relative importance of monitoring parameters  
• assessment measures (for example, rating scales, inventories, quality of life)  

 
 
Domain 2: Information Management  
Obtain, generate, interpret, and disseminate knowledge related to psychiatric pharmacy. 
(25% of the examination) 
 
Tasks: 
1. Select and evaluate sources for biomedical information appropriate for psychiatric 

pharmacy practice. 
2. Critically evaluate a study with regard to design and methodology, sources of bias, and 

significance and applicability of findings.  
3. Develop best practices based on evaluation of the primary literature. 
4. Provide and assess medication education to patients, families, and caregivers in 

individual and group sessions.  
5. Provide and assess education to students, residents, trainees, pharmacists, and other 

healthcare professionals.  
6. Generate new knowledge (for example, conduct research, publish case reports) to foster 

the safe, effective, and economical use of pharmacologic agents.  
7. Develop and disseminate information to the public regarding mental health issues and 

medication safety. 
 
Knowledge of: 

01 Medical literature related to psychiatric and related disorders 
02 Information resources and technologies 
03 Study design and methodology (including strengths and limitations of various 

designs and statistical methods)  
04 Applicability and generalizability of research findings  
05 Clinical versus statistical significance  
06 Education methods for patients and the public 
07 Professional education methods and principles 
08 Procedures to assess the effectiveness of medication education  
09 Regulations and guidelines for dissemination of medication information (for 

example, REMS, medication guides) 
10 Regulatory and ethical issues related to research in patients with psychiatric and 

related disorders (including competency, confidentiality, informed consent, and 
patient rights) 
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Domain 3: Health Policy and Practice Management  
Collaborate with healthcare professionals, administrators, and the general public to 
promote health, safety and welfare of individuals and populations with mental illness. (13% 
of the examination)   
 
Tasks: 
1. Develop and implement systems and policies that optimize the care of patients with 

psychiatric and co morbid disorders. 
2. Evaluate psychiatric services for compliance with standards established by national 

accrediting and regulatory agencies as related to practice in healthcare settings (for 
example, mental health, developmental disorders, substance abuse, forensic settings).  

3. Advocate for the health, safety and welfare of individuals and populations with mental 
illness. 

4. Assess the appropriateness of prescribing patterns of psychotropic medications in 
specific patient populations.  

5. Develop and implement medication use policies in collaboration with other healthcare 
providers and/or agencies to optimize patient outcomes.  

6. Develop and implement strategies for providing psychiatric pharmacy services 
appropriate to the needs of patients. 

7. Facilitate patient access to medications and healthcare services. 
8. Evaluate the quality and effectiveness of mental health care provided to patients. 
 
Knowledge of: 

01 Clinical practice guidelines for treatment of patients with psychiatric and 
neurologic disorders  

02 National accreditation and regulatory standards (for example, TJC, HIPAA, CMS, 
CARF, OHRP)  

03 Reimbursement policies of federal, state, and private agencies as related to the 
provision of psychiatric healthcare  

04 Performance improvement methods (for example, peer review, adverse event 
monitoring, medication use evaluation)  

05 Organizations that advocate and provide resources for patients with mental illness 
(for example, National Alliance on Mental Illness, CPNP, American Psychiatric 
Association) 

06 Patient assistance programs and alternative funding sources 
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BOARD OF PHARMACY SPECIALITIES 
2215 Constitution Avenue, NW  
Washington, DC 20037-2985 

202-429-7591 ·  FAX 202-429-6304 
bps@aphanet.org   ·  www.bpsweb.org 

 
Content Outline for the  

PSYCHIATRIC PHARMACY  
SPECIALTY CERTIFICATION EXAMINATION 

Developed Fall/Winter 2011/12 for Use on the October 2013 Exam 
 

The following domains, tasks and knowledge statements were delineated by the BPS Specialty 
Council on Psychiatric Pharmacy practice and validated through a role delineation study, 
conducted in 2011.  The proportion of examination items allotted to each domain was
determined through analysis and discussion of the results of the role delineation study by the 
Specialty Council. 
 
Each of the major areas/domains of Psychiatric Pharmacy practice noted below will be tested 
beginning in October 2013.  Questions will not be grouped by domain on the exam.  Rather, 
items testing each domain are distributed throughout the total examination.   Please note this 
examination will SAMPLE a candidate’s knowledge rather than trying to test all of his/her 
knowledge.  Examination items will address problems and situations reflective of the full range 
of practice sites (e.g., home care, hospital). 
 
 
Domain 1: Patient Management  
Provide optimal medication therapy management for patients with psychiatric and co 
morbid disorders. (62% of the examination) 
 
Tasks: 
1. Conduct and interpret results of psychiatric assessments (for example, mental status 

examination, BPRS, HAM-D, BDI, HAM-A). 
2. Interpret the results of clinical data (for example, physical examination, laboratory data, 

pharmacogenetics tests, neurological, psychological testing) obtained by other providers.  
3. Interview patient, family, and/or caregiver(s) to identify information necessary to design 

a treatment plan (for example, medication history, adverse effects, adherence, target 
symptoms, severity).  

4. Identify and assess target symptoms that respond to pharmacotherapy and variables that 
influence medication effectiveness (for example, time to response, and duration of 
illness).  

5. Assess and manage psychiatric illnesses in the context of medical co morbidities.  
6. Identify and assess target symptoms that respond to non-pharmacologic interventions 

(for example, cognitive-behavior therapy, electroconvulsive therapy, VNS, alternative 
therapies).  

7. Establish measurable therapeutic goals in collaboration with the treatment team, patient, 
family, and/or the caregiver(s).  
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8. Recommend, initiate, or modify pharmacotherapy treatment plan. 
9. Recommend non-pharmacological treatment plan. 
10. Recommend, design, or implement a medication-specific monitoring plan (for example,) 
11. Assess outcomes of the medication treatment and monitoring plans relative to 

therapeutic goals (for example, effectiveness, drug-related problems, adherence) and 
revise, as required.  

12. Anticipate, identify, and manage drug-related problems (for example, drug-drug 
interactions, sub-therapeutic dose, treatment non-adherence).  

13. Document and communicate findings, recommendations, decisions, and outcomes 
regarding treatment.  

 
Knowledge of: 

01 Psychiatric and related disorders   
• diagnostic criteria  
• signs and symptoms  
• pathophysiology  
• etiology (including drug induced, disease induced)  
• risk factors  
• onset, course, and prognosis  
• epidemiology  
• common medical co morbidities  

02 Treatment of psychiatric and related disorders   
• relative role of treatment options (pharmacologic and non-pharmacologic)  
• proposed mechanism of action and pharmacologic effects  
• pharmacokinetics, pharmacogenetics and pharmacodynamics  
• relative potency, dosage, schedule, route of administration, and delivery 

technology  
• relative effectiveness of treatment options, including complementary and 

alternative therapy 
• dosage initiation, titration, and discontinuation  
• potential adverse events, toxicities, and management strategies  
• relative and absolute contraindications  
• pharmacoeconomics  
• rationale for drug selection  
• drug interactions  
• special populations (for example, gender, ethnicity, pregnancy, lactation, co-

morbidity, age, partial and non-responders)  
• risk factors for non-adherence and strategies to evaluate and improve adherence 

 
03 Disease and medication-specific monitoring parameters for psychiatric and related 

disorders  
• interviewing methods (for example, mental status exam, psychiatric interview)  
• laboratory and diagnostic tests (including imaging)  
• therapeutic drug monitoring  
• physical assessment (for example, vital signs, movement disorders)  
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• therapeutic end points  
• frequency and relative importance of monitoring parameters  
• assessment measures (for example, rating scales, inventories, quality of life)  

 
 
Domain 2: Information Management  
Obtain, generate, interpret, and disseminate knowledge related to psychiatric pharmacy. 
(25% of the examination) 
 
Tasks: 
1. Select and evaluate sources for biomedical information appropriate for psychiatric 

pharmacy practice. 
2. Critically evaluate a study with regard to design and methodology, sources of bias, and 

significance and applicability of findings.  
3. Develop best practices based on evaluation of the primary literature. 
4. Provide and assess medication education to patients, families, and caregivers in 

individual and group sessions.  
5. Provide and assess education to students, residents, trainees, pharmacists, and other 

healthcare professionals.  
6. Generate new knowledge (for example, conduct research, publish case reports) to foster 

the safe, effective, and economical use of pharmacologic agents.  
7. Develop and disseminate information to the public regarding mental health issues and 

medication safety. 
 
Knowledge of: 

01 Medical literature related to psychiatric and related disorders 
02 Information resources and technologies 
03 Study design and methodology (including strengths and limitations of various 

designs and statistical methods)  
04 Applicability and generalizability of research findings  
05 Clinical versus statistical significance  
06 Education methods for patients and the public 
07 Professional education methods and principles 
08 Procedures to assess the effectiveness of medication education  
09 Regulations and guidelines for dissemination of medication information (for 

example, REMS, medication guides) 
10 Regulatory and ethical issues related to research in patients with psychiatric and 

related disorders (including competency, confidentiality, informed consent, and 
patient rights) 
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Domain 3: Health Policy and Practice Management  
Collaborate with healthcare professionals, administrators, and the general public to 
promote health, safety and welfare of individuals and populations with mental illness. (13% 
of the examination)   
 
Tasks: 
1. Develop and implement systems and policies that optimize the care of patients with 

psychiatric and co morbid disorders. 
2. Evaluate psychiatric services for compliance with standards established by national 

accrediting and regulatory agencies as related to practice in healthcare settings (for 
example, mental health, developmental disorders, substance abuse, forensic settings).  

3. Advocate for the health, safety and welfare of individuals and populations with mental 
illness. 

4. Assess the appropriateness of prescribing patterns of psychotropic medications in 
specific patient populations.  

5. Develop and implement medication use policies in collaboration with other healthcare 
providers and/or agencies to optimize patient outcomes.  

6. Develop and implement strategies for providing psychiatric pharmacy services 
appropriate to the needs of patients. 

7. Facilitate patient access to medications and healthcare services. 
8. Evaluate the quality and effectiveness of mental health care provided to patients. 
 
Knowledge of: 

01 Clinical practice guidelines for treatment of patients with psychiatric and 
neurologic disorders  

02 National accreditation and regulatory standards (for example, TJC, HIPAA, CMS, 
CARF, OHRP)  

03 Reimbursement policies of federal, state, and private agencies as related to the 
provision of psychiatric healthcare  

04 Performance improvement methods (for example, peer review, adverse event 
monitoring, medication use evaluation)  

05 Organizations that advocate and provide resources for patients with mental illness 
(for example, National Alliance on Mental Illness, CPNP, American Psychiatric 
Association) 

06 Patient assistance programs and alternative funding sources 
 

 



2013 APPLICATION

PHARMACOTHERAPY
SPECIALTY CERTIFICATION

APPLICATION INFORMATION

Please provide your legal name as it appears on your driver’s license, passport or other official identification.

❏ Mr      ❏ Ms ❏ Dr     ❏ Other_____________________________      __________________________________________
          

Date Of Birth (MM-DD-YYYY)

NAME: ________________________________________________________________________________________________

  first name      middle initial   last name

CONTACT INFORMATION

In the space provided below, please provide your contact information. The Board of Pharmacy Specialties will use 
the information provided to contact you regarding your application status and all other future communications.

________________________________________________________________

❏ ________________________

❏ ❏ ❏ 

 

______________________________________________

Preferred Address ❏ Home ❏ Business Secondary Address ❏ Home ❏ Business

Business Phone Number Business Phone Number

Email Address Secondary Email Address

LICENSURE

State/Country of licensure 

Attach a copy of your current, valid legal authorization to practice pharmacy (e.g., state pharmacy license, 
registration certificate) to this application.

EXAM SITE: Once an application is approved by BPS , applicants will be contacted by Castle Worldwide begin-
ning on August 1, 2013 to schedule their examination within the seventeen day testing window (September 19, 2013 
to October 5, 2013)

PAYMENT

A check for $600 is enclosed   Check # 

Please charge my  VISA MasterCard American Express

Card Number Expiration Date Card Security Verification Code (3 or 4 digit)

Signature

If you hold other BPS Certifications, please list here. 

  ________________________________________

  ________________________________________

 

 (________)_________________________________

___________________________________________

  ________________________________________

  ________________________________________

      (________)_________________________________

___________________________________________
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DOCUMENTATION of TRAINING/EXPERIENCE

I have spent ________ years providing patient-care activities as a pharmacist.

The Board of Pharmacy Specialties (BPS) requires a candidate to have completed three (3) years of practice  
experience following initial licensure with at least 50% of time spent in activities related to the 
domains of the specialty exam, or completed a PGY1 residency. Please provide your eligibility criteria 
below.

*Effective January 1, 2013, only residencies accredited by the American Society of Health-System 
pharmacist (ASHP) or residency programs that are under active consideration for accreditation by 
ASHP are creditable for this purpose.

PRACTICE EXPERIENCE

Using the chart below, estimate the precentage of time you have spent in each of the domains of pharmaco-
therapy practice, as well as in all other areas of pharmacy practice. Each period must be 12 consecutive months, 
but not necessarily January-December. The total percentage of time for each 12 month period must equal 100%. 
See the Pharmacotherapy Content Outline for detail of activities included under each domain.

DOMAINS TIME  PERIODS (based on a 12 month period)

1st period 2nd period 3rd period

 from  (month)______, (yr)_____  (month)______, (yr)_____  (month)______, (yr)_____

to   (month)______, (yr)_____  (month)______, (yr)_____  (month)______, (yr)_____

I. Patient-Specific 
Pharmacotherapy 

II.  Retrieval, Generation,  
Interpretation and  
Dissemination of  
Knowledge in  
Pharmacotherapy 

III.  Health-System Related  
Pharmacotherapy

IV.  All other pharmacy practice 
activities

TOTAL 100% 100% 100%

RESIDENCY 

I have completed a PGY1 Residency in Pharmacotherapy Pharmacy.  ❏ YES NO

Dates:

Site:

Major Preceptor: 

 ❏ 

 _____________________________________   to ____________________________________________   

  ______________________________________________________________________________________

 ____________________________________________________________________________



EMPLOYMENT INFORMATION

Select Employer Category (check all appropriate boxes)

Academia-affiliated/University-based Setting 
Ambulatory Care 
Acute Care  
Family Medicine/Primary Care/Private Office  
Government: Armed Services/NIH/Public Health Service/VA 
Hospital/Health-system based Setting
Manage Care/Mail Order
Hospital/Health-system based Setting
Private Office
Other, Describe:

Employer Name

Employer Address

Supervisor Name

Supervisor Title

(         )
Supervisor Phone

Supervisor Email Address

  
  
  
  
  
  
  
  
  
  ____________________________________________________________________________

PHARMACY DEGREE

List below the pharmacy degree(s) which you have earned along with the conferring institution(s)/date(s).

degree institution date conferred

degree institution date conferred

degree institution date conferred



APPLICATION STATEMENT
• I hereby apply to the Board of Pharmacy Specialties for certification as a specialist in  
   Pharmacotherapy.

•  I have enclosed the six hundred dollar ($600) fee and a photocopy of my current state pharmacy 
license/registration certificate.

• I have r ead, comprehended, and agree to comply with all the information contained in the 2013 BPS 
Candidate’s Guide.

•  I understand and agree that certification is contingent upon my successfully meeting all eligibility 
requirements, which include achieving a passing score on the examination.

•  I understand and agree that my signature below constitutes written authorization for the test developer 
to release my scores to BPS and to myself ONLY.

•  I further understand that BPS may release aggregate examination score data to individuals or  
organizations  
selected by BPS to study its testing program, on the condition that my identity will NOT be disclosed.

• I understand and agree that in the event any material statement made by me during this certification 
process is false, I will not be certified, or if such has been granted to me, that it will be revoked. I 
authorize BPS to verify the information I have provided.

• I understand and agree that my signature below authorizes BPS to publish my name via the BPS web-
site, if the conditions of recertification are met.

•  If certified by BPS, I agree to make claims regarding certification only in respect to the scope for which 
certification has been granted. Further, I agree to not use the certification in such a manner as to bring 
the Board of Pharmacy Specialties into disrepute and not make any statement regarding the certification 
which the Board of Pharmacy Specialties may consider misleading or unauthorized. Further, I agree to 
ensure that neither certificate nor any part thereof is used in a misleading manner.

•  Upon suspension or withdrawal of certification, I agree to discontinue the use of all claims to  
certification that contains any reference to the Board of Pharmacy Specialties or its certifications, and to 
return any certificates issued by BPS.

•  I hereby certify that the information given during this certification process is true and correct to the best 
of my knowledge and belief.

   

Signature in full _____________________________________________________________________________

Print Name __________________________________________________________  Date _________________

Be sure you have: 
 ■✓    COMPLETELY and ACCURATELY filled out the application.

 ■✓    ENCLOSED $600  – check, money order, Visa/MasterCard/American Express

 ■✓    MAILED/FAXED application no later than AUGUST 1, 2013. 

 ■✓    A TTACHED photocopy of PHARMACY REGISTRATION CERTIFICATE/LICENSE  
to application

Board of Pharmacy Specialties
2215 Constitution Ave. NW  •  Washington, DC 20037

202-429-7591  •  FAX 202-429-6304  •  info@bpsweb.org  •  www.bpsweb.org



 last first middle
Address  _______________________________________________________________________________
 number street apt. no.
  ________________________________________________________________________________
 city state ZIP/Postal code

Phone numbers  (________)_________________________     (________)____________________________  
 home business
Accommodations requested for the  _______________________________________examination.

Section A. Nature of Disability
Indicate the nature of your disability, the year it was first professionally diagnosed, and the date of your 
most recent evaluation (select all that apply).
❏  Vision
❏  Physical
❏  ADHD
❏  Learning
❏  Psychological
❏  Hearing
❏  Other (Specify:_______________)

Section B. Previous Accommodations
Have you previously received test accommodations?  ❏  Yes      ❏  No 
If yes, provide the name of the examination, test date, and accommodations received:
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________

Section C. Requested Accommodations
Select all that apply.
❏  Additional Time
❏  Reader or screen reader software
❏  Trackball mouse
❏  Separate testing area
❏  Other equipment of accommodation (please explain: ______________________)

Comments _____________________________________________________________________________

_______________________________________________________________________________________

Signature _____________________________________________            Date _____________________

PERSONS WITH DISABILITIES
ACCOMMODATION REQUEST FORM

The information requested below and any documentation regarding your disability and your need for 
accommodation in testing will be considered strictly confidential and will be used solely to determine the 
applicants eligibility for accommodations.

Name  __________________________________________________________________________________

Board of Pharmacy Specialties
2215 Constitution Ave. NW

Washington, DC 20037



13-173

GUIDELINES FOR PHYSCIAN DOCUMENTATION OF 
DISABILITY RELATED NEEDS

If you have a learning disability, a psychological disability, or other hidden disability that requires an accom-
modation in testing, please have your physician submit documentation to BPS on letterhead describing your 
disability and its severity and explain the need for requested accommodations. The report should include the 
following:

• A specific diagnosis of the disability using professionally recognized nomenclature, e.g., American 
Psychiatric Association Diagnostic and Statistical Manual

• A current evaluation (conducted no more than three years prior to the request for accommodations) 

• Clear description of the specific diagnostic criteria and names of all diagnostic test used including dates(s) of 
evaluation

• Detailed description of the applicant’s current functional limitations due to the diagnosed disability and an 
explanation of how the diagnostic test results relate to the identified functional limitations

• Recommendations of specific accommodations including assistive device, including a detailed explanation 
of why these accommodations or devices are needed and how they will reduce the impact of the identified 
functional limitations on the specific exam for which they are requested.

• List of any accommodations the applicant currently uses in daily functioning

• Physician’s contact information and credentials

Board of Pharmacy Specialties
2215 Constitution Ave. NW

Washington, DC 20037



Check one box:

❏ Nuclear   ❏ Nutrition Support   ❏ Oncology   ❏ Pharmacotherapy   ❏ Psychiatric
❏ CE     Exam Only ❏ CE ❏  CE ❏ CE
❏ Exam  ❏ Exam ❏ Exam ❏ Exam

APPLICATION INFORMATION
Please provide your legal name as it appears on your driver’s license, passport or other official identification.

❏ Mr      ❏ Ms ❏ Dr     ❏ Other_____________________________      __________________________________________
          

Date Of Birth (MM-DD-YYYY)

NAME: ________________________________________________________________________________________________

  first name      middle initial   last name

CONTACT INFORMATION

In the space provided below, please provide your contact information. The Board of Pharmacy Specialties will use 
the information provided to contact you regarding your application status and all other future communications.

Preferred Address ❏ Home ❏ Business Secondary Address ❏ Home ❏ Business

  ________________________________________   ________________________________________

  ________________________________________   ________________________________________

 Preferred Phone Number Secondary Phone Number

 (________)__________________________________       (________)__________________________________

Email Address Secondary Email Address

____________________________________________ ___________________________________________

Employer ____________________________________           Employer Type _______________________________

LICENSURE

State/Country of licensure __________________________________________________________________________
Attach a copy of your current, valid legal authorization to practice pharmacy (e.g., state pharmacy license, 
registration certificate) to this application.

EXAM SITE: Once an application is approved by BPS , applicants will be contacted by Castle Worldwide  
beginning on August 1, 2013 to schedule their examination within the seventeen day testing window  
(September 19, 2013 to October 5, 2013)

PAYMENT

❏ A check for $400 is enclosed   Check # ________________________

Please charge my  ❏ VISA ❏ MasterCard ❏ American Express

Card Number Expiration Date  Card Security Verification Code (3 or 4 digit)

Signature

2013 APPLICATION

BPS
RECERTIFICATION
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❏  Direct Patient Care  ❏  Administrative Care ❏  Retired  ❏  Unemployed

Employer: __________________________________ 

Employer Type:        

❏  Hospital/Health Center (Community or Teaching) ❏  Community Pharmacy/Ambulatory Clinic 

❏  University/Academic      ❏  Dept. of Veterans Affairs 

❏  Mail Services       ❏  Pharmaceutical Industry 

❏  Health Care System (Kaiser, etc.)     ❏  Admin./Mgmt./Association/Publishing 

❏  Dept. of Health and Human Services/USPHS   ❏  U.S. Army 

❏  U.S. Navy       ❏  Chain Pharmacy

❏  Unemployed/retired      ❏  U.S. Air Force 

❏  Home Health/Infusion Service     ❏  Independent Consultant/Self-employed

Using the chart below, estimate the percentage of time you have spent in each of the domains of your  
specialty area of practice, as well as in all other areas of pharmacy practice, during this recertification period  
(2007-2013). See the Content Outline at www.bpsweb.org for details of activities included under each domain.

percentageDOMAINS

I ___________%

___________%II

___________%III

___________%IV

All other pharmacy practice activities ___________%

TOTAL 100%

List your pharmacy work experience for 2007-2013 (for retired/unemployed BPS certificants, list last employer).

1. Employer: ____________________________________ 3.Employer:________________________________________  
(if applicable)

__________________________________________________
__________________________________________________

Your Position Title:_________________________________

Dates  of Employment:______________________________ Your Position Title:_________________________________

2. Employer: ____________________________________  Dates of Employment: ______________________________
(if applicable)

__________________________________________________

Your Position Title:_________________________________

Dates of Employment: ____________________________

CURRENT WORK EXPERIENCE

Please note: Current employment is not a requirement to renew BPS certification. The information below is  
being gathered for informational purposes only.

Check all that apply:

  



❏  Expand knowledge and skills in pharmacy

❏  Attain more confidence in performing professional 
responsibilities

❏  Gain personal satisfaction by accomplishing some-
thing professionally important

❏

❏

Job requirement

  Gain greater credibility/status as a professional

❏  Increase in income

  Contribute to a faster career path

❏  Enhance job mobility 

❏  

❏  Peer recognition

❏  Attain greater job security

2. If recertifying via CE, what are the biggest benefits 
of choosing this recertification option (check all that 
apply?

❏  Expand knowledge and skills in pharmacy

❏  Address areas of weakness in pharmacy practice

❏  Able to plan recertification activities

❏  Other (please specify) 
___________________________

3. If recertifying via CE, what are the biggest challenges 
in obtaining recertification (check all that apply)?

❏  Time needed to complete requirements

❏  Cost of completing requirements 

❏  Difficulty of post-tests

❏  Amount of CE options available

❏  Type of CE options available (live vs. online)

❏  Lack of relevancy to my practice 

❏  Other (please specify) 
___________________________

4. If recertifying via exam, what are the biggest benefits 
in choosing this recertification option (check all that 
apply)?

❏  Time (spent preparing for the exam vs. completing 
CE)

❏  Cost (vs. purchasing CE modules)

❏  Expand knowledge and skills in pharmacy practice

❏  Other (please specify) 
___________________________

5. If recertifying via exam, what are the biggest chal-
lenges in obtaining recertification (check all that 
apply)?

❏  Difficulty of exam

❏  Scheduling of exam

❏  Preparation time for exam

❏  Relevancy to practice 

❏  Other (please specify) 
___________________________

6. What other activities have you participated in over 
the 7 year recertification cycle that you believe have 
strengthened your knowledge in your specialty area 
(check all that apply)?

ence attendance

❏  Conference presentations 

❏  Resear

❏  Journal publications

❏  Confer

ch

❏  Other (please specify) 
___________________________

7. Does your employer provide reimbursement for the 
following (check all that apply): 

❏  BPS initial certification exam

❏  BPS recertification fee

❏  BPS annual maintenance fee

❏  Continuing Education offered by BPS-approved pro-
viders

8. Does your employer provide additional compensation 
for BPS certification?

❏  Yes

❏  No

9. Do you believe the 7-year time period for recertifica-
tion is appropriate? 

❏  Yes

❏  No—should be shorter (please note, CE require-
ments would be prorated)

10. Are you considering becoming certified in another 
specialty area? 

❏  Yes

❏  No

10a. If yes, which specialty or proposed specialty would 
you consider becoming certified in? _____________
_____________________________________________

10b. If yes, do you plan on keeping your current certifi-
cation? 

❏  Yes

❏  No

❏  Undecided

RECERTIFICATION FEEDBACK

1. What are the primary benefits of maintaining Board 
Certification (check all that apply)?



APPLICATION STATEMENT

I hereby apply to the Board of Pharmacy Specialties for recertification as a specialist in: (Check one)

❏  Nuclear Pharmacy ❏  Nutrition Support Pharmacy  ❏  Oncology  ❏ Pharmacotherapy ❏  Psychiatric

• I have enclosed the four hundred dollar ($400) fee and a photocopy of my current state pharmacy 
license/registration certificate.

• I have read, comprehended, and agree to comply with all the information contained in the 2013 BPS 
Recertification Guide.

•  I understand and agree that recertification is contingent upon my successfully meeting all eligibility 
requirements.

•  I understand and agree that my signature below constitutes written authorization for the test developer 
to release my scores to BPS and to myself ONLY.

•  I further understand that BPS may release aggregate examination score data to individuals or organizations 
selected by BPS to study its testing program, on the condition that my identity will NOT be disclosed.

•  I understand and agree that in the event any material statement made by me during this certification 
process is false, I will not be certified, or if such has been granted to me, that it will be revoked.

• I understand an agree that my signature below authorizes BPS to publish my name via the BPS website, 
if the conditions of recertification are met.

•  If recertified by BPS, I agree to make claims regarding certification only in respect to the scope for 
which certification has been granted. Further, I agree to not use the certification in such a manner as to 
bring the Board of Pharmacy Specialties into disrepute and not make any statement regarding the  
certification which the Board of Pharmacy Specialties may consider misleading or unauthorized. Further, 
I agree to ensure that neither certificate nor any part thereof is used in a misleading manner.

•  Upon suspension or withdrawal of certification, I agree to discontinue the use of all claims to certifica-
tion that contains any reference to the Board of Pharmacy Specialties or its certifications, and to return 
any certificates issued by BPS.

•  I hereby certify that the information given during this certification process is true and correct to the best 
of my knowledge and belief.

Signature in full _____________________________________________________________________
Print Name ____________________________________________________  Date _______________

Be sure you have:

 ■✓    COMPLETELY and ACCURATELY filled out the application.

 ■✓    ENCLOSED $400  – check, money order, Visa/MasterCard/American Express

 ■✓    MAILED/FAXED application no later than AUGUST 1, 2013. 

 ■✓     ATTACHED photocopy of PHARMACY REGISTRATION CERTIFICATE/LICENSE  
to application

Board of Pharmacy Specialties
2215 Constitution Ave. NW  •  Washington, DC 20037

202-429-7591  •  FAX 202-429-6304  •  info@bpsweb.org  •  www.bpsweb.org



 last first middle
Address  _______________________________________________________________________________
 number street apt. no.
  ________________________________________________________________________________
 city state ZIP/Postal code

Phone numbers  (________)_________________________   (________)_____________________________
 home business
Accommodations requested for the  _______________________________________examination.

Section A. Nature of Disability
Indicate the nature of your disability, the year it was first professionally diagnosed, and the date of your 
most recent evaluation (select all that apply).
❏  Vision
❏  Physical
❏  ADHD
❏  Learning
❏  Psychological
❏  Hearing
❏  Other (Specify:_______________)

Section B. Previous Accommodations
Have you previously received test accommodations?  ❏  Yes      ❏  No 
If yes, provide the name of the examination, test date, and accommodations received:
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________

Section C. Requested Accommodations
Select all that apply.
❏  Additional Time
❏  Reader or screen reader software
❏  Trackball mouse
❏  Separate testing area
❏  Other equipment of accommodation (please explain: ______________________)

Comments _____________________________________________________________________________

_______________________________________________________________________________________

Signature _____________________________________________            Date _____________________

PERSONS WITH DISABILITIES
ACCOMMODATION REQUEST FORM

The information requested below and any documentation regarding your disability and your need for 
accommodation in testing will be considered strictly confidential and will be used solely to determine the 
applicants eligibility for accommodations.

Name  __________________________________________________________________________________

Board of Pharmacy Specialties
2215 Constitution Ave. NW

Washington, DC 20037
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GUIDELINES FOR PHYSCIAN DOCUMENTATION OF 
DISABILITY RELATED NEEDS

If you have a learning disability, a psychological disability, or other hidden disability that requires an accom-
modation in testing, please have your physician submit documentation to BPS on letterhead describing your 
disability and its severity and explain the need for requested accommodations. The report should include the 
following:

• A specific diagnosis of the disability using professionally recognized nomenclature, e.g., American 
Psychiatric Association Diagnostic and Statistical Manual

• A current evaluation (conducted no more than three years prior to the request for accommodations) 

• Clear description of the specific diagnostic criteria and names of all diagnostic test used including dates(s) of 
evaluation

• Detailed description of the applicant’s current functional limitations due to the diagnosed disability and an 
explanation of how the diagnostic test results relate to the identified functional limitations

• Recommendations of specific accommodations including assistive device, including a detailed explanation 
of why these accommodations or devices are needed and how they will reduce the impact of the identified 
functional limitations on the specific exam for which they are requested.

• List of any accommodations the applicant currently uses in daily functioning

• Physician’s contact information and credentials

Board of Pharmacy Specialties
2215 Constitution Ave. NW

Washington, DC 20037



 
 
 

Attachment 2 



 

 

December 31, 2013 

 

Virginia Herold, MS, Chief Executive Officer 

California State Board of Pharmacy  

1625 N Market Blvd, N219 

Sacramento, CA 95834 

 

Dear Ms. Herold,  

 

The Board of Pharmacy Specialties (BPS) was organized in 1976 as an independent certification agency of the 

American Pharmacists Association (APhA) with a mission to improve patient care by promoting the recognition and 

value of specialized training, knowledge, and skills in pharmacy and specialty board certification of pharmacists.    

 

Toward this mission, BPS has recognized eight specialty practice areas including ambulatory care pharmacy, nuclear 

pharmacy, nutrition support pharmacy, pharmacotherapy, psychiatric pharmacy, oncology pharmacy, and the newest 

specialties – critical care pharmacy and pediatric pharmacy. 

   

These eight areas of practice are also identified as part of eligibility criteria for individuals who seek recognition as an 

“advanced practice pharmacist” in legislation recently signed by California Governor Jerry Brown.   

 

Enclosed is a document that provides background on and describes the rigorous process utilized by BPS to develop 

psychometrically sound and defensible certifications.   

 

Of the more than 18,000 pharmacist specialists that are currently certified by BPS, over 10% reside in the State of 

California.  BPS encourages the California State Board of Pharmacy to consider recognizing BPS, its specialty 

certification programs, and certificants as the Board develops and approves regulations to implement the provisions. 

 

If you have any questions or require any additional background, please let us know.  BPS would be happy to present 

information on its rigorous, nationally-accredited specialty certification programs to the California State Board of 

Pharmacy.   

 

Sincerely, 

    
 

Joseph J. Saseen, PharmD, BCPS 

2013 Chair, Board of Directors  

  

  

William M. Ellis, RPh, MS 

Executive Director 

 

Enclosure 

 

cc:  BPS Board of Directors 

Brian Lawson, PharmD, BPS Director, Professional Affairs 
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Board of Pharmacy Specialties 

2215 Constitution Avenue, NW 

Washington, DC  20037-2985 

www.bpsweb.org 

 
Ambulatory Care Pharmacy • Critical Care Pharmacy • Nuclear Pharmacy • Nutrition Support Pharmacy 

 Pediatric Pharmacy • Pharmacotherapy • Psychiatric Pharmacy • Oncology Pharmacy 

 

Mission and Purpose 

The Mission of the Board of Pharmacy Specialties (BPS) is to improve patient care by promoting the recognition 

and value of specialized training, knowledge, and skills in pharmacy and specialty board certification of 

pharmacists 

 

The Purpose of BPS certification programs is: 

1. To grant recognition of appropriate pharmacy practice specialties based on criteria established by the 

Board of Pharmacy Specialties; 

2. To establish standards for certification and recertification of pharmacists in recognized pharmacy practice 

specialties; 

3. To grant qualified pharmacists certification and recertification in recognized pharmacy practice 

specialties; 

4. To serve as a coordinating agency and informational clearing house for organizations and pharmacists in 

recognized pharmacy specialties; 

5. To enhance public/consumer protection by developing effective certification programs for specialty 

practices in pharmacy. 

 

Governance  

The BPS Board of Directors provides oversight for each of the eight Specialty Councils, staff, and test 

administrator / psychometric consultants in the administration of psychometrically sound and defensible 

certification processes. 

 

NCCA Accreditation  

The National Commission for Certifying Agencies (NCCA) was created in 1987 to help ensure the health, 

welfare, and safety of the public through the accreditation of a variety of certification programs/organizations that 

assess professional competence. Certification programs that receive NCCA Accreditation demonstrate compliance 

with the NCCA’s Standards for the Accreditation of Certification Programs, which were the first standards for 

professional certification programs developed by the industry. 

 

NCCA accredited programs certify individuals in a wide range of professions and occupations including nurses, 

automotive professionals, respiratory therapists, counselors, emergency technicians, crane operators and more. To 

date, NCCA has accredited approximately 300 programs from more than 120 organizations. 

The NCCA standards require demonstration of a valid and reliable process for development, implementation, 

maintenance, and governance of certification programs. NCCA uses a rigorous peer review process to establish 

accreditation standards; evaluate compliance with the standards; recognize organizations/programs which 

demonstrate compliance; and serve as a resource on quality certification.  The NCCA Standards are 

comprehensive and cover all aspects of the certification program(s), including administration, assessment 

development and recertification. NCCA standards are consistent with The Standards for Educational and 

Psychological Testing (AERA, APA, & NCME, 1999) and are applicable to all professions and industries. 

BPS Specialty Certification Programs in Nuclear Pharmacy, Nutrition Support Pharmacy, Oncology Pharmacy, 

Pharmacotherapy and Psychiatric Pharmacy are recognized as accredited certification programs by the National 

Commission for Certifying Agencies, (NCCA).  The Ambulatory Care Pharmacy specialty certification program 

http://www.bpsweb.org/
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applied for accreditation in 2013.  Per NCCA policies and procedures, the Critical Care Pharmacy and Pediatric 

Pharmacy specialty certification programs will be eligible for accreditation in 2018.   

 

About the BPS Exam 

A BPS specialty certification examination samples the knowledge required to perform the tasks in each of the 

major areas of responsibility of the specialty as defined through a validated role delineation study (RDS).  The 

RDS is developed through a nationwide study of the work pharmacy specialists perform in a variety of practice 

settings. 

 

Mastery of the knowledge and skills involved in the defined scope of specialized practice is necessary for board 

certification, regardless of the particular practice in which an applicant is currently involved. Technical support in 

conducting task analyses, establishing test specifications, and constructing examinations is provided by an 

independent testing company that specializes in the assessment of the knowledge, skills, and abilities of 

professionals. 

 

A content outline, listing the domains, tasks, and knowledge statements specific to each specialty practice, is 

provided for the information of prospective candidates on the BPS website or upon request. The content outline 

also notes the percentage of items per domain.  Examinations are not structured domain by domain. Instead, test 

questions for each domain are distributed randomly throughout the total examination.  

 

New regulations, drugs, and therapies are incorporated annually into the examinations. All BPS specialty 

certification examinations reflect current, best practices, at the time they are constructed – approximately six 

months prior to test administration. Official United States Adopted Name (USAN) generic names are used on all 

BPS examinations for all drug products, when possible. 

 

Eligibility Criteria 

BPS specialty certifications are post-licensure credentials that document the knowledge, skill, and experience of 

pharmacists.  Each BPS Specialty Certification Program has specific eligibility requirement related to practice 

experience.  In general, the requirements for specialty certification are: 

 Graduation from a pharmacy program accredited by the Accreditation Council for Pharmacy Education 

(ACPE) or a program outside the U.S. that qualifies the individual to practice in the jurisdiction. 

 Current, active license to practice pharmacy in the U.S. or another jurisdiction. 

 Practice Experience: 

o Completion of two (2) to four (4) years of practice experience with at least 50% of time spent in 

the pharmacy specialty practice activities (as defined by the applicable BPS Specialty Content 

Outline) 

OR 

o Completion of a PGY1 residency*, specialty PGY2 residency*, and/or one additional year of 

practice with at least 50% of time spent in the pharmacy specialty practice activities (as defined 

by the BPS Ambulatory Care Content Outline) 

*Effective January 1, 2013, only residency programs accredited by the American Society of 

Health-System Pharmacists (ASHP) or new residency programs granted Candidate Status for 

accreditation by ASHP are creditable for this purpose. 

 Achieving a passing score on the BPS Specialty Certification Examination 

 

Exam Test Dates and Sites 

BPS works with its testing provider to administer the specialty certification exams via internet-based testing.  

Candidates must schedule the date, time within two scheduled test administration windows (Spring and Fall).  

Candidates can schedule their examination at more than 450 test sites within the United States.  The test provider 

offers 26 locations in California.   
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Examination Schedule 

Initial certification candidates will be permitted a total timed testing period of five (5) hours, scheduled as 

follows: 

 Examination Part 1 (100 multiple-choice items): 2.5 hour testing period 

 Optional break: Up to 45 minutes 

 Examination Part 2 (100 multiple-choice items): 2.5 hour testing period 

 

Examination Scoring  

The passing standards used in BPS examinations were established using criterion-referenced procedures that are 

widely used in certification. Criterion referenced passing standards link the score required to pass a test to the 

minimum level of knowledge required for specialty certification. Each BPS specialty certification program has its 

own passing standard. 

 

BPS creates new versions, or forms, of all of its tests on a regular basis. In assembling the new forms, BPS and its 

testing consultants follow best practices in certification testing so that all forms are comparable in content and 

difficulty. Once the examination forms have been equated, a procedure called scaling is used to convert the actual 

number of correct answers, or raw scores, to a uniform scale. These converted scores are called scaled scores. 

Equated, scaled scores ensure that all candidates for a BPS specialty certification demonstrate at least the same 

level of knowledge in order to pass the examination. 

 

Recertification 

Recertification assures the public and the profession that certified practitioners undergo periodic evaluation. 

Participating in continuing education opportunities or preparing for the recertification exam also offers the 

opportunity for certificants to increase knowledge in a specialty area and to stay up-to-date with current 

developments in the field. The Board of Pharmacy Specialties requires all board-certified specialists to recertify 

every seven years.  

 

If a BPS-certified specialist does not apply for recertification, the individual will be removed from the official 

roster of board certified specialists. If a certified pharmacist fails to successfully complete the recertification 

process, extension of certification may be granted for a one-year period, at the sole discretion of BPS, while the 

individual seeks to successfully complete the process.  Once a BPS-certified specialist has been deleted 

permanently from the roster, that individual may no longer use the designation or initials associated with that 

specialty (e.g., Board Certified Nuclear Pharmacist, BCNP) nor display the BPS certificate. Reinstatement can be 

achieved only by the successful completion of the entire certification process. 

 

Each specialty area has its own approved continuing education programs and requirements designed to assess a 

practitioner’s knowledge in their particular subject area. Continuing education credit earned through an approved 

professional development program will only be counted towards that specific specialty area. There is no overlap 

in continuing education programs between specialty areas.   

 

A current, active license to practice pharmacist is required for recertification.  Most BPS Board Certified 

Pharmacists have two options to maintain their certification by completing one of the professional development 

activities: 

 

 Achieving a passing score on the 100-item, multiple choice objective recertification examination, based 

on the content outline for that particular specialty. 

 Earning prescribed number hours of continuing education credit provided by a professional development 

program approved by BPS.  
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BOARD OF PHARMACY SPECIALTIES 
2215 Constitution Avenue, NW 

Washington, DC 20037 
202-429-7591 ·  FAX 202-429-6304 

bps@aphanet.org   ·  www.bpsweb.org 
 

Content Outline for the  
AMBULATORY CARE PHARMACY 

SPECIALTY CERTIFICATION EXAMINATION 
January 2010 

(Systems & Patient Care Problems updated May 2010) 
 
The following domains, tasks and knowledge statements were delineated by the BPS Specialty Council 
on Ambulatory Care Pharmacy and validated through a role delineation study in 2007.  The proportion 
of examination items allotted to each domain was determined through analysis and discussion of the 
results of the role delineation study by the Specialty Council. 
 
Each of the major areas/domains of Ambulatory Care Pharmacy practice noted below will be tested.  
Questions will not be grouped by domain.  Rather, items testing each domain are distributed 
throughout the total examination.   Please note this examination will SAMPLE a candidate’s 
knowledge rather than try to test all of his/her knowledge. 
 
The test items in Domain 1 that deal with direct patient care focus on the therapeutic areas listed in the 
Systems and Patient-Care Problems section of this document, which begins on page 11 (e.g., 
Cardiovascular, Endocrine, Infectious Diseases).  Test items in Domain 1 that deal with age-specific 
problems are reflected across all organ systems and patient-care problems.  There is a mixture of 
chronic and acute care problems, with several questions that are not specific to a patient acuity level.  
 
DOMAIN 1:  Direct Patient Care (50% of the examination) 

Tasks: 

1. Establish a caregiver relationship with the patient that fosters trust and open communication, and 
encourages patient self-management. 

2. Interview patient/caregiver to obtain information relevant to the patient's care (for example, chief 
complaint, history of present illness). 

3. Obtain the patient's medication history, including over the counter (OTC) medications, prescription 
medications, herbal and non-herbal dietary supplements, adherence, allergies, and previous adverse 
drug reactions. 

4. Reconcile medications based on information obtained from patient/caregiver interview, patient's 
healthcare provider(s), patient's documented medication profiles, and medical records. 

5. Obtain pertinent patient history (for example, family, medical, psychosocial, lifestyle, substances of 
abuse, diagnostic test results). 

mailto:bps@aphanet.org�
http://www.bpsweb.org/�
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6. Perform pertinent physical assessments as they relate to patient's current condition and/or therapies 
(for example, vital signs, weight, palpation, auscultation, visual inspection). 

7. Perform point of care testing (for example, blood glucose, cholesterol, INR, bone mineral density, 
peak flow). 

8. Determine patient's willingness to work with an ambulatory care pharmacy specialist on health and 
medication-related issues. 

9. Assess patient's self-management knowledge, understanding, skills, and willingness and ability to 
actively participate in his/her own care. 

10. Assess benefits and risks of drug therapy for patients considering concomitant disease states, other 
medication, and other patient specific factors. 

11. Assess the available information to identify drug related problems (for example, no drug, wrong 
drug, wrong dose, side effects, drug interactions) and response to therapy. 

12. Assess the information gathered to identify non-drug factors that may affect patient outcomes (for 
example, tobacco, activity level, nutrition). 

13. Identify and refer (i.e. triage) patients with needs beyond the scope of the ambulatory care 
pharmacy specialist. 

14. Recognize patient-specific barriers to successful drug therapy (for example, social situations, 
patient denial, literacy, mental capacity, culture, language) and implement a plan to overcome these 
(for example, home visits, interpreter, picture-based education). 

15. Provide drug-related patient education/counseling (for example, purpose of medication, proper 
administration, directions for use, foods or drugs to avoid while taking the medication, potential 
side effects and when to report problems). 

16. Evaluate the patient's administration technique for medications that are not administered orally (for 
example, nasal inhalers, oral inhalers, eye drops, ear drops, subcutaneous injections). 

17. Provide disease-related patient education/counseling (for example, diabetes, asthma, hypertension, 
dyslipidemia). 

18. Provide wellness and prevention education/counseling (for example, lifestyle modifications, 
immunizations). 

19. Recommend appropriate immunizations to specific patients. 

20. Immunize patients by administering appropriate vaccines. 

21. Provide OTC education/counseling (for example, herbals, non-herbal dietary supplements, 
vitamins, non-prescription drugs). 

22. Perform collaborative drug therapy management via protocol or signed collaborative agreements 
with healthcare providers. 

23. Provide integrated disease-state management (for example, pharmacotherapy clinics, primary care 
clinics where more than one disease may be addressed in a visit). 
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24. Provide focused disease-state management (for example, diabetes, hypertension, asthma, heart 
failure, anticoagulation, dyslipidemia, mental health, chronic pain). 

25. Provide wellness and preventive programs for individual patients (for example, weight management 
program, tobacco cessation program, immunization program). 

26. Identify situations in which OTC treatment may be appropriate, and recommend treatment options. 

27. Make recommendations to manage drug therapy which may include initiation, modification, or 
discontinuation of medication therapy as appropriate. 

28. Recommend appropriate self-care devices for monitoring chronic diseases (for example, blood 
glucose meters, peak flow meters, blood pressure monitors). 

29. Teach patients how to use self-care devices for monitoring chronic diseases (for example, blood 
glucose meters, peak flow meters, blood pressure monitors). 

30. Recommend appropriate health-related screening tests (for example, home pregnancy tests, 
hemoccult tests) 

31. Define treatment goals in collaboration with the patient and other healthcare providers. 

32. Determine patient's ability and willingness to pay for services (for example, insurance coverage, out 
of pocket expenses). 

33. Emphasize affordability and cost-effectiveness when recommending drug therapy or designing a 
drug treatment plan. 

34. Develop a patient-specific plan to address prioritized patient needs and identified drug-related 
problems to improve patient outcomes. 

35. Implement a patient-specific plan to address prioritized patient needs and identified drug-related 
problems to improve patient outcomes. 

36. Develop a patient-specific monitoring and follow-up plan in order to assess response to both drug 
and non-drug therapy and assure safety. 

37. Communicate patient-specific findings and treatment recommendations to other healthcare 
professionals involved in the care of the patient. 

38. Communicate patient-specific findings and treatment recommendations to the patient/caregiver in 
language they can understand (includes both written and verbal communication). 

39. Conduct follow-up visits in order to assess response to both drug and non-drug therapy and assure 
safety. 

40. Interpret follow-up laboratory (for example, potassium, sodium, creatinine, INR, liver function 
tests, cholesterol results) and other diagnostic results (for example, ECHO results, pulmonary 
function tests) to determine if and when adjustments to drug therapy are warranted. 

41. Modify patient-specific treatment plan based on follow up assessment. 

42. Determine patient-specific reasons for lack of adherence to recommended treatment and in 
collaboration with the patient develop a plan for improving adherence to therapy. 
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43. Document all patient care activities (for example, patient-specific findings, detailed treatment 
recommendations and communications with patient and other healthcare providers). 

 

Knowledge of: 

01 anatomy and physiology 

02 pathophysiology 

03 laboratory and disease/drug monitoring parameters and their interpretation as they relate to 
drug therapy 

04 the clinical assessment process 

05 physical assessment techniques 

06 pharmacology 

07 pharmacotherapy 

08 the principles of both focused and integrated disease-state management 

09 the principles of and regulations governing collaborative drug therapy management 

10 OTC medications 

11 the principles of self-care 

12 herbal medications, non-herbal dietary supplements, and treatments used in complementary 
and alternative medicine 

13 common immunizations 

14 clinical practice guidelines (for example, JNC 7 guidelines, NCEP ATP III guidelines, NIH 
Asthma guidelines, GOLD guidelines, ACIP guidelines) 

15 the principles and practice of evidence-based medicine 

16 recent advances related to pharmacotherapy in ambulatory practice 

17 factors affecting medication and treatment adherence 

18 effective interventions to address medication and treatment nonadherence 

19 the techniques for use of point of care testing (for example, blood glucose, cholesterol, 
INR) 

20 patient interviewing skills 

21 motivational interviewing techniques 

22 how to assess the patient’s readiness and/or willingness to participate in their own care 

23 how to develop effective collaborative partnerships with individual patients in order to 
maximize trust, encourage patient self-management, and optimize treatment outcomes 

24 barriers to patient education and interventions to overcome them 
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25 cultural diversity and how it may impact the care of the patient 

26 humanistic factors (e.g., quality of life, end of life), and how they may impact the care of 
the patient 

27 how to obtain a medication history 

28 the principles and process of medication reconciliation 

29 how to develop effective collaborative relationships with other healthcare professionals in 
order to access health-related patient information essential to the care of the patient 

30 how to collaborate with other healthcare professionals to optimize patient care outcomes 

31 how to prioritize patient needs and/or drug-related problems 

32 the scope of practice of the ambulatory care pharmacy specialist 

33 how to apply pharmacoeconomic principles when designing a treatment plan 

34 how to develop an effective, individualized treatment plan 

35 how to implement an effective, individualized treatment plan 

36 patient education principles and techniques (for example, group classes, individual patient 
counseling). 

37 the format for documentation of patient care activities, plans and recommendations (for 
example, SOAP notes) 

38 the types, indications, and uses of health-related screening tests (for example, home 
pregnancy tests, hemoccult tests) 

39 the types, indications, and uses of self-care devices for monitoring chronic diseases (for 
example, blood glucose meters, peak flow meters, blood pressure monitors) 

40 the process of determining appropriateness of over-the-counter treatments for 
individualized patients 

41 how to effectively communicate treatment recommendations to the appropriate healthcare 
provider(s) 

42 how to effectively communicate with the patient 

43 the principles and practices of wellness and prevention 

44 lifestyle behaviors which impact chronic diseases (for example, dietary factors, exercise, 
tobacco use) and appropriate modifications 

45 the proper administration techniques for various drugs and immunizations (for example, eye 
drops, inhalers, injections) 

46 State and Federal regulations regarding protection of patient information 

47 the steps involved in continuity of care between healthcare settings (i.e., transitioning) 

48 appropriate writing techniques for composing patient education materials 
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49 appropriate presentation techniques (for example, audiovisual aids, handouts) for delivering 
educational programs 

 

DOMAIN 2:  Practice Management (20% of the examination) 

Tasks: 

1. Identify the need for ambulatory clinical pharmacy services in response to patient care needs and/or 
business potential (for example, Medication Therapy Management, focused or integrated disease-
state management programs/clinics). 

2. Establish new ambulatory clinical pharmacy services in response to patient care needs and/or 
business potential (for example, Medication Therapy Management, focused or integrated disease-
state management programs/clinics). 

3. Establish relationships and/or collaborative practice agreements with other health care providers. 

4. Promote and market patient care services to patients and health care providers. 

5. Establish and maintain a system for patient referral. 

6. Establish and maintain a system for patient follow up. 

7. Develop systems for ongoing quality improvement, patient safety, and provision of cost-effective 
care (for example, medication use evaluation, ADR reporting, incident report evaluation). 

8. Perform ongoing evaluations of quality, value, and need to justify, modify, disband, or expand 
ambulatory care pharmacy services. 

9. Participate as an integral member of an interdisciplinary health care team. 

10. Assure time, space and resources necessary to provide patient care services (for example, patient 
education materials, immunization supplies, office equipment and space, ancillary personnel, staff). 

11. Organize the practice in a manner that supports efficient work flow, integration of care, and assures 
timely patient visits and follow-up (for example, use of ancillary personnel, group visits, disciplined 
appointment system, use of technology, coordination of care between clinical and medication 
dispensing functions). 

12. Manage a financially viable practice (for example, cash flow management, cash payment systems, 
insurance contracting, accounting systems, pricing, expense analysis). 

13. Develop systems to obtain reimbursement for ambulatory clinical pharmacy services. 

14. Develop or obtain scope of practice guidelines and protocols accepted by the provider and/or 
institution, and in accordance with legal and regulatory requirements. 

15. Develop and implement policy and procedures that are in accordance with accepted guidelines and 
standards of practice. 

16. Manage point of care testing in accordance with regulatory requirements (for example, OSHA, 
CLIA). 
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17. Provide a system for drug procurement (for example, contracts, buying groups, special order drugs, 
patient assistance programs). 

18. Ensure timely and accurate delivery of medication to patients. 

19. Participate in formulary management (for example, participate on P&T committee, develop criteria 
for use protocols, design cost-effective treatment protocols, develop system for obtaining prior 
authorization and nonformulary drugs based on medical necessity. 

20. Report medication errors and develop systems to track and analyze these for possible intervention 
measures. 

 

Knowledge of: 

01 the collaborative care relationships necessary in fulfillment of the pharmacist’s role in a 
successful ambulatory care practice 

02 effective interdisciplinary communication strategies 

03 the regulations surrounding collaborative drug therapy agreements 

04 the strategies and resources necessary for establishing a collaborative care agreement and 
referral process 

05 needs assessment techniques for prospective ambulatory care pharmacy services 

06 development and implementation strategies for ambulatory care pharmacy services 

07 the continuous quality improvement process 

08 business principles to effectively manage the practice (for example, accounting, purchasing, 
resource utilization, work flow, profit analysis) 

09 procedures for coding and billing as relevant to pharmacy practice 

10 tasks involved in managing the implementation of a new service or program 

11 effective marketing strategies for initiating or expanding ambulatory pharmacy services 

12 systems for patient referral and follow up 

13 special order drug systems (for example, patient assistant programs, Accutane®, Enbrel®, 
Clozaril®, thalidomide) 

14 regulations with regard to point of care testing (for example, OSHA, CLIA, state Board of 
Pharmacy, other state laws) 

15 how to integrate patient care services within an ambulatory dispensing pharmacy practice 
(for example, medication adherence programs, Medication Therapy Management services, 
and disease management clinics) 

16 formulary management systems (for example, P&T committee function, therapeutic 
interchange, prior authorization, nonformulary process) 

17 cost-effective alternative and therapeutic interchange options 
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18 State and Federal regulations regarding protection of patient information 

19 scope of practice for ambulatory care pharmacy practice 

20 process necessary for evaluation, analysis, and justification of services 

21 compensation strategies and funding sources 

22 the literature evaluating medication errors and patient safety (for example, IOM report, 
Beers criteria) 

23 legislative and regulatory issues that impact the practice of ambulatory care pharmacy 

 

DOMAIN 3:  Public Health (5% of the examination) 

Tasks: 

1. Provide general information to the public regarding preventive health issues (for example, 
cardiovascular disease, tobacco cessation, immunizations). 

2. Provide information to, and/or collaborate with other healthcare professionals to design intervention 
strategies that address preventive health issues. 

3. Advise and direct the public and consumers to appropriate resource groups, organizations, and 
agencies (for example, Alzheimer's Association, American Cancer Society). 

4. Participate in community health screening programs. 

5. Serve as a public advocate regarding preventive health issues. 

6. Advocate to ensure appropriate healthcare policy for ambulatory care pharmacy practice. 

7. Facilitate appropriate care for patients affected by public health threats and disasters. 

8. Participate in disaster response preparation and planning. 
 

Knowledge of: 

01 the role of ambulatory care pharmacists in public health 

02 resources available through relevant groups, organizations, and agencies (for example, 
ADA, AHA, NIH, CDC, AAAAI) 

03 disease prevention strategies 

04 disease screening guidelines 

05 legislative and regulatory issues that impact the prevention and treatment of diseases (e.g., 
immunization regulations, Medicare Part D) 

06 information that is accessible to the public regarding the prevention and treatment of 
diseases (for example, reliable internet websites, toll-free information hotlines) 

07 prevention and treatment of public health threats 
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DOMAIN 4:  Retrieval, Generation, Interpretation and Dissemination of Knowledge  (15% of the 
examination) 

Tasks: 

1. Stay current with the biomedical literature applicable to ambulatory care pharmacy practice. 

2. Practice ongoing self-managed continuing professional development (for example, continuing 
education programs, practice self-evaluation, attend study or journal clubs). 

3. Retrieve and interpret biomedical literature with regard to study design methodology, statistical 
analysis, and significance and applicability of reported data and conclusions. 

4. Respond to drug information requests from patients and healthcare professionals. 

5. Educate pharmacists, physicians, other allied health care professionals, students, and residents in 
the principles and practice of evidence-based medicine. 

6. Provide health and medication-related education to healthcare professionals. 

7. Provide experiential training to pharmacy students and residents in ambulatory care pharmacy 
practice. 

8. Conduct research as principal investigator or co-investigator to generate knowledge applicable to 
ambulatory care pharmacy practice 

9. Prepare and disseminate results of investigations (for example, case reports, abstracts, reviews, 
monographs) through publications and presentations to local, regional, and national audiences. 

10. Document and report adverse drug-related events as appropriate (for example, adverse reactions, 
drug interactions, drug/device/assay defects) to add to the body of knowledge. 

11. Participate in local, state, and/or national professional organizations. 

12. Provide ongoing staff training and development, and opportunities/support for credentialing and 
continuing education. 

 

Knowledge of: 

01 principles of evidence-based medicine 

02 common resources of biomedical literature applicable to ambulatory pharmacy practice 

03 primary (for example, original research reports), secondary (for example, indexing and 
abstracting services), and tertiary (for example, textbook review articles) references 

04 how to formulate a search strategy to retrieve information from the biomedical literature 

05 process for identifying educational needs of healthcare professionals in ambulatory care 
practice 

06 principles and methods of educating health care students, residents, and professionals 

07 research methodology to interpret study validity (for example, study design, population 
selection, blinding, statistical analysis) 
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08 strengths and limitations of various study methods 

09 clinical versus statistical significance in order to interpret medical literature 

10 appropriate research methodology to design studies to assess a research hypothesis 

11 regulatory requirements for the coordination of research (for example, HIPAA, IRB, 
OSHA) 

12 methods for dissemination of research findings 

13 the process/procedures for reporting appropriate adverse drug/vaccine events and problems 
observed with drug/vaccine products to appropriate governmental entities 

14 the role and benefits of professional organizations for ambulatory care pharmacy practice 

15 staff development principles and avenues for providing continuing education 

16 certifications available to the ambulatory care pharmacy specialist (for example, Certified 
Diabetes Educator, Board Certified Pharmacotherapy Specialist, Certified Geriatric 
Pharmacist, Certified Anticoagulation Pharmacy Specialist, Certified Asthma Educator). 

17 the existence and use of evidence-based treatment guidelines and protocols in the 
ambulatory care environment 

 

DOMAIN 5:  Patient Advocacy (10% of the examination) 

Tasks: 

1. Communicate patient-related information to healthcare professionals that advocates for optimal 
patient outcomes. 

2. Facilitate access to Patient and/or Medication Assistance Programs. 

3. Assist patients with understanding of prescription drug plans that provide optimal prescription drug 
coverage and facilitate best outcomes. 

4. Resolve formulary issues to ensure access to cost-effective drug therapy. 

5. Ensure appropriateness and accessibility of drug therapy during transitioning of care (for example, 
transition from acute to ambulatory care setting). 

6. Ensure the patient has access to and understands the importance of maintaining an up-to-date 
medication list and emphasize the importance of sharing the list with all healthcare providers. 

7. Establish a system for two-way communication between the pharmacist and the patient's healthcare 
providers in order to exchange vital patient information necessary to provide patient care. 

8. Collaborate with other healthcare professionals to provide case management (for example, assess, 
plan, implement, coordinate, monitor, and evaluate the options and services required to meet the 
patient's health and human service needs). 

9. Facilitate referrals for patients with needs beyond the scope of the ambulatory care pharmacist. 

10. Advocate to ensure appropriate healthcare policy for optimal patient outcomes. 
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11. Manage conflict and differences of opinions with other healthcare professionals to optimize care for 
the patient. 

12. Encourage patients to openly communicate health and medication related concerns with all 
healthcare providers (for example, patient disagreement with outlined treatment plan, use of herbal 
remedies or non-traditional treatments). 

 

Knowledge of: 

01 assertive and persuasive communication techniques for representing a patient’s healthcare 
needs and interests 

02 patient-specific factors which may impact access to medications (for example, 
socioeconomic) 

03 the structure, guidelines, and process of patient and/or medication assistance programs 

04 the structure, including benefits and limitations, of prescription drug plans/formularies for 
patients in ambulatory care 

05 resources for medication reconciliation necessary to transition patients to and from the 
ambulatory care setting 

06 medication reconciliation skills and techniques 

07 the healthcare resources and services available to ambulatory care patients (for example, 
disease specific websites, medication assistance programs social services) 

08 collaborative relationships necessary to enable case management of ambulatory care 
patients 

09 the scope and limitations of ambulatory care pharmacy practice 

10 legislative and regulatory issues that impact patient outcomes 

11 conflict management and negotiation skills 

 
SYSTEMS AND PATIENT-CARE PROBLEMS 

 
Bone/Joint and Rheumatology 

− Fibromyalgia 
− Osteoarthritis 
− Gout/Hyperuricemia 
− Osteoporosis 
− Psoriatic arthritis 
− Rheumatoid arthritis 
− Systemic Lupus Erythematosus 
− Bone/Joint and Rheumatology miscellaneous 

Cardiovascular 
− Arrhythmias 
− Cardiopulmonary resuscitation 
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− Coronary artery disease 
− Dyslipidemia 
− Heart failure 
− Hypertension 
− Peripheral arterial disease 
− Primary pulmonary hypertension 
− Thromboembolic disorders 
− Valvular heart disease 
− Cardiovascular miscellaneous 

Dermatologic 
− Acne 
− Burns 
− Dermatitis 
− Decubitus ulcers 
− Infestations (Lice, Scabies, Fleas) 
− Psoriasis 
− Urticaria 
− Dermatologic miscellaneous 

Endocrine 
− Adrenal disorders 
− Diabetes mellitus 
− Hormone disorders (Growth Hormone, Testosterone Deficiency, Acromegaly) 
− Metabolic syndrome 
− Obesity 
− Parathyroid disorders 
− Polycystic ovary syndrome 
− SIADH 
− Thyroid disorders 
− Endocrine miscellaneous 

Eyes, Ears, Nose, and Throat 
− Allergic rhinitis 
− Dry eye 
− Glaucoma 
− Macular degeneration 
− Vertigo 
− EENT miscellaneous 

Fluid and Electrolyte/Nutrition 
− Electrolyte abnormalities 
− Nutritional deficiencies 
− Nutritional supplementation 
− Fluid and Electrolyte/Nutrition miscellaneous 

Gastrointestinal 
− Constipation 
− Diarrhea 
− Chronic liver disease and cirrhosis 
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− Gastroesophageal reflux disease 
− Gastrointestinal bleeding 
− Hepatitis 
− Inflammatory bowel disease 
− Irritable bowel syndrome 
− Malabsorption syndrome 
− Nausea/vomiting 
− Pancreatitis 
− Peptic ulcer disease 
− Gastrointestinal miscellaneous 

Genitourinary 
− Prostatic hyperplasia 
− Sexual dysfunction 
− Urinary incontinence 
− Genitourinary miscellaneous 

Hematologic 
− Anemias 
− Sickle cell disease 
− Thrombocytopenia 
− Hematologic miscellaneous 

Immunologic 
− Allergy/anaphylaxis 
− Angioedema 
− Organ transplantation 
− Immunologic miscellaneous 

Infectious Diseases 
− Antimicrobial prophylaxis 
− Bone and joint infections 
− Central nervous system infections 
− Ear infections 
− Fungal infections 
− Gastrointestinal infections 
− Gynecologic infections 
− Human Immunodeficiency Virus infection 
− Infectious endocarditis 
− Intra-abdominal infections 
− Non-HIV viral infection 
− Ophthalmic infections 
− Prostatitis 
− Respiratory tract infections 
− Sexually transmitted diseases 
− Sinusitis 
− Skin and soft tissue infections 
− Tick borne infections 
− Tuberculosis 
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− Urinary tract infections 
− Infectious Diseases miscellaneous 

Neurological 
− Central nervous system hemorrhage 
− Cerebral ischemia (including ischemic stroke) 
− Dementia 
− Epilepsy 
− Headache/migraine 
− Neuromuscular diseases 
− Pain 
− Parkinson’s disease 
− Peripheral neuropathy 
− Spinal-cord injuries/abnormalities 
− Traumatic brain injury 
− Tremors 
− Neurological miscellaneous 

Obstetrics/Gynecology 
− Chronic disease in pregnancy 
− Contraception 
− Endometriosis 
− Infertility 
− Lactation 
− Menopausal symptoms 
− Menstrual disorders 
− Pregnancy-related disease 
− Obstetrics/Gynecology miscellaneous 

Oncology 
− Breast cancer 
− Colon cancer 
− Gynecological cancers 
− Leukemia 
− Lung cancer 
− Prostate cancer 
− Skin cancer 
− Supportive care (e.g., preventing / treating complications associated with malignancy or 

treatment) 
− Oncology miscellaneous 

Psychiatric 
− Anxiety disorders 
− Attention deficit disorders 
− Bipolar disorders 
− Depressive disorders 
− Drug/alcohol overdose/withdrawal 
− Schizophrenia 
− Sleep disorders 
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− Substance abuse 
− Psychiatric miscellaneous 

Renal 
− Acute renal failure 
− Chronic kidney disease 
− Dialysis (managing associated complications and drug dosing) 
− Nephrolithiasis 
− Renal miscellaneous 

Pulmonary 
− Asthma 
− Chronic obstructive lung disease 
− Sleep apnea 
− Pulmonary miscellaneous 

Health Maintenance/Public Health 
− Bioterrorism 
− Complementary/Alternative medicines 
− First Aid 
− Health advice, education, or instruction 
− Immunizations 
− Lifestyle modification 
− Palliative care 
− Patient safety 
− Routine health screening 
− Tobacco cessation 
− Toxicology/Poisoning 
− Health Maintenance/Public Health miscellaneous 
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Content Outline for the  

CRITICAL PHARMACY  
SPECIALTY CERTIFICATION EXAMINATION 

Developed April 2012 for Use on the Fall 2015 Exam 
 

The following domains, tasks and knowledge statements were delineated by the BPS Critical 
Care Practice Analysis Taskforce and validated through a role delineation study, conducted in 
2012.  The proportion of examination items allotted to each domain was determined through 
analysis and discussion of the results of the role delineation study by the BPS Critical Care 
Practice Analysis Taskforce and approved by the BPS Board of Directors. 
 
Each of the major areas/domains of Critical Care Pharmacy practice noted below will be tested 
beginning in Fall 2015.  Questions will not be grouped by domain on the exam.  Rather, items 
testing each domain are distributed throughout the total examination.   Please note this 
examination will SAMPLE a candidate’s knowledge rather than trying to test all of his/her 
knowledge.  Examination items will address problems and situations reflective of the full range 
of practice. 

 

 

Domain 1: Clinical Skills and Therapeutic Management (66% of exam) 

 

Tasks 

 Tasks related to the comprehensive management of a critically ill patient including collecting, 
interpreting, and integrating pertinent clinical data; and designing, implementing, monitoring, 
and modifying patient-specific plans of care for critically ill patients in collaboration with the 
healthcare team. 

1.1 Collect and organize the medical history of a critically ill patient including history of 
present illness, past medical history, past surgical history, social history, family history, 
and allergies. 

1.2 Perform comprehensive review and assessment of a critically ill patient’s current and 
past medications, including prescription, over the counter (OTC), and complementary 
and alternative medicines. 

1.3 Perform or obtain physical examination results and other pertinent assessments (e.g., 
pain, sedation, delirium) to comprehensively assess a critically ill patient’s 
physiological condition and severity of illness. 
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1.4 Collect and organize relevant patient vital signs and physical exam findings for a 
critically ill patient. 

1.5 Collect and organize relevant data from laboratory studies (e.g., chemistry, 
microbiology, pathology, hematology, serum drug concentration), imaging studies, 
procedures (e.g., biopsies, drain placements, therapeutic taps, bronchoscopy), and 
advanced critical care monitoring (e.g., ICP measurements, hemodynamic monitoring 
parameters, mechanical ventilator settings, ECGs).  

1.6 Interpret, analyze, and integrate collected information for a critically ill patient. 

1.7 Identify and prioritize current or potential patient-specific medical, medication, and 
nutrition-related problems for a critically ill patient. 

1.8 Design, recommend and implement therapeutic regimens for a critically ill patient 
utilizing patient-specific data and best available evidence. 

1.9 Collaborate as a member of a multidisciplinary team to establish and prioritize patient-
specific therapeutic goals and plans for a critically ill patient.  

1.10 Design and recommend a monitoring plan to assess a critically ill patient’s response to 
therapeutic regimens and progress toward therapeutic goals. 

1.11 Monitor a critically ill patient and evaluate therapeutic and adverse outcomes.  

1.12 Modify plans of care for a critically ill patient based on therapeutic and adverse 
outcomes, and progress toward therapeutic goals.  

1.13 Facilitate the administration of medications to critically ill patients including 
assessment of available administration routes, intravenous compatibilities, stabilities, 
and available medication delivery technologies (e.g., smart pumps, patient controlled 
analgesia, nebulizers). 

1.14 Participate in the management of the medical emergencies and resuscitation events. 

1.15 Facilitate continuity of care by communicating pertinent patient information to 
healthcare professionals within the ICU and when transitioning into or out of the ICU. 

1.16 Document direct patient care activities as appropriate. 

Knowledge of:  

k1.1 Diagnosis, pathophysiology, epidemiology, risk factors, and treatment of conditions in 
critically ill patients in the following therapeutic areas: 

a) Pulmonary 

b) Cardiovascular 

c) Neurology and Neurological Injuries 

d) Psychiatry 

e) Renal 

f) Hepato-Gastrointestinal  

g) Immunology 
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h) Endocrine 

i) Hematology 

j) Infectious diseases 

k) Toxicology 

l) Surgery  

k1.2 Sedation, analgesia, delirium, and neuromuscular blockade 

k1.3 Nutrition support in the critically ill patient 

k1.4 Alterations of pharmacodynamics and pharmacokinetics in the critically ill (e.g., effects of 
hypothermia, mechanical ventilation, volume resuscitation, organ dysfunction) 

k1.5 Drug interactions and adverse drug events common in critical care 

k1.6 Pharmacoeconomics (e.g., cost effectiveness, cost minimization) 

k1.7 Sepsis/SIRS 

k1.8 Advanced Cardiac Life Support (ACLS) principles 

k1.9 Devices commonly utilized in critical care (e.g., balloon pump, left ventricular assist device 
[LVAD], cooling devices, extracorporeal membrane oxygenation [ECMO])  

k1.10 Procedures commonly performed in critical care (e.g., bronchoscopy, central line 
placements, intubation, therapeutic hypothermia) 

k1.11 Renal replacement therapy  

k1.12 Mechanical ventilation principles and monitoring techniques 

k1.13 Critical care monitoring techniques (e.g., hemodynamic, neurologic, cardiovascular)  

k1.14 Impact of alterations in anatomy and physiology due to trauma, surgery or congenital 
causes on medication therapy 

k1.15 Routes of administration for medications in critically ill patients 

k1.16 Routes of administration for nutrition (enteral vs. parenteral) and alterations in absorption 
of nutrients in critically ill patients 

k1.17 Preventative and supportive care measures used in the care of critically ill patients 

k1.18 Fluid, electrolyte, and acid/base management in ICU patients 

k1.19 Agents used for acute volume resuscitation and hemostasis (e.g., crystalloids, colloids, 
blood products, hemostatic agents)  

k1.20 Parenteral vasoactive and inotropic agents  

k1.21 End of life care 

k1.22 Impact of critical illness on pre-existing conditions (e.g. endocrine disorders, 
cardiovascular diseases, infectious diseases, respiratory diseases) 

k1.23 Application of evidence-based critical care literature and clinical practice guidelines in 
designing a patient-specific plan of care 
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k1.24 Outcome indicators for pharmacotherapy of disease states common to ICU patients   

k1.25 Documentation processes used for critical care pharmacy services 

 

Domain 2: Practice Administration and Development. (15% of exam) 

 

Tasks 

 Tasks related to advancing critical care pharmacy practice establishing implementing, and 
monitoring systems and policies to optimize the care of critically ill patients. 

2.1 Develop, promote and expand pharmacy services to optimize drug-related outcomes for 
critically ill patients.  

2.2 Develop and implement institutional policies and guidelines (including disease and drug 
therapy protocols, critical care pathways, formulary proposals) to meet identified needs 
and facilitate the care of critically ill patients. 

2.3 Monitor and evaluate compliance with, and impact of, policies and guidelines (e.g., 
institutional, evidence based).  

2.4 Establish and sustain collaborative professional relationships with other members of the 
interdisciplinary critical care team.  

2.5 Justify and document clinical and financial value of critical care pharmacy services. 

2.6 Perform quality improvement activities aimed at enhancing the safety and effectiveness 
of medication-use processes in the critical care area. 

2.7 Promote the role and optimal use of critical care pharmacists to key stakeholders. 

Knowledge of:  

k2.1    Needs assessment techniques (e.g., gap analysis, medication use survey, best practices 
survey) 

k2.2    Metrics for evaluating quality of critical care pharmacy services (e.g., lengths of ICU stay,    
mortality, cost-effectiveness) 

k2.3    Quality assurance and process improvement methods 

k2.4    Evidence-based literature supporting the value of critical care pharmacy 

k2.5    Application of evidence-based critical care literature in designing institutional guidelines 

k2.6    Communication strategies  

k2.7    Resources (e.g., financial, technological, human) necessary to care for critically ill 
patients  

k2.8    Medication safety principles pertinent to patients requiring care in the ICU   
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Domain 3: Information Management and Education. (19% of exam) 

 

Tasks 

 Tasks related to retrieval, generation, interpretation, and dissemination of knowledge related to 
critical care pharmacy, and the education of healthcare providers and trainees. 

 

3.1 Educate healthcare professionals and other stakeholders concerning issues related to the 
care of critically ill patients. 

3.2 Educate critically ill patients and caregivers on issues related to medications and nutrition 
support.  

3.3 Provide critical care education and training for practicing pharmacists, fellows, residents, 
student pharmacists, or students in other health professions.  

3.4 Mentor pharmacists, fellows, residents, or students in critical care pharmacy practice. 

3.5 Participate in continuous professional development related to critical care pharmacy 
practice (e.g., professional organizations, continuing education, clinical pharmacy 
networks).  

3.6 Retrieve and critically evaluate biomedical literature with regard to study design 
methodology, statistical analysis, and applicability of study results in the critical care 
population.   

3.7 Contribute to the critical care body of knowledge (e.g., participate in research, deliver 
poster/platform presentations, publish, participate in the peer review process). 

 

Knowledge of: 

k3.1    Principles and methods of educating pharmacists, fellows, residents, students, and other 
healthcare professionals  

k3.2    Techniques for educating critically ill patients/caregivers 

k3.3    Published documents from professional societies (e.g., American Society of Health-
System Pharmacists [ASHP], American College of Clinical Pharmacy [ACCP], Society of 
Critical Care Medicine [SCCM]) regarding the education and training of critical care 
pharmacists  

k3.4    Research design, methodology, and statistical analysis 

k3.5    Clinical application and limitations of published data and reports 

k3.6    Regulatory/IRB requirements relative to conducting critical care research  

k3.7    Continuing professional development opportunities in critical care (e.g., professional 
organization membership, committee involvement, sources of continuing education, 
mentorship) 

k3.8    Mentorship principles, techniques, and strategies 
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k3.9    Medical literature publication and review process  

k3.10    Opportunities for disseminating critical care knowledge and scholarly activity (e.g., 
presentations, manuscripts, newsletters, abstracts, posters) 

 
 

 



BOARD OF PHARMACY SPECIALTIES 
2215 Constitution Avenue, NW 

Washington, DC 20037 
202‐429‐7591 ∙ FAX 202‐429‐6304 

bps@aphanet.org ∙ www.bpsweb.org 
 

Content Outline for the 

NUCLEAR PHARMACY 
SPECIALTY CERTIFICATION EXAMINATION 

March 2007 
 
 
The following domains, subdomains, tasks and knowledge statements were identified by the BPS 
Specialty Council on Nuclear Pharmacy and validated through a role delineation study, most recently 
updated in 2007. The proportion of examination items allotted to each domain was determined 
through analysis and discussion of the results of the role delineation study by the Specialty Council.  
 
Each of the major areas/domains of Nuclear Pharmacy practice noted below will be tested. Questions 
will not be grouped by domain. Items testing each domain are distributed throughout the total 
examination. Please note that this examination will SAMPLE a candidate’s knowledge rather than 
trying to test all of his/her knowledge.  
 
 
Domain 1: Drug Order Provision: (66% of the examination)  
 
Subdomain A. Procurement (8% of the examination)  
 
Task:  
1. Determine product specifications and inventory (such as quantity, concentration, date and time of 

delivery, calibration time, and specific delivery instructions) for both radioactive and 
nonradioactive materials  

 
Knowledge of:  
01  Cost, source, and availability/delivery of radiopharmaceuticals, ancillary medications, and 

related products and services  
02  Specifications and requirements related to placement of product orders, including 

manufacturer or regulatory requirements  
03  USP standards for pharmaceutical ingredients, precursors, reagents, tests and assays, vendor 

certificates of purity or physical/chemical means of identification and other materials  
04  Radiopharmaceutical class, including regulatory status, vendors, availability/delivery, 

formulation, components (e.g., antioxidants, stabilizing agents, buffers), expiration, storage  
05  Analytical supplies and other materials needed for radiopharmaceuticals quality control 

procedures (e.g., solvents, chromatography strip/columns, sterility test media, endotoxin test 
media) 

06  Supplies needed to practice nuclear pharmacy including needles and syringes, disinfectants, 
gloves, sharps containers, and other disposable/consumable supplies 



07  Use patterns (e.g., amounts/rate of use) of radioactive and nonradioactive drugs, components 
and supplies  

 
 
Task:  
2. Store and maintain both radioactive and nonradioactive material to maintain drug integrity and 

security of material using safe handling procedures  
 

Knowledge of:  
01  Storage requirements for radioactive and nonradioactive drugs, components, and supplies 

(e.g., light, temperature, and humidity)  
02  Consequences of improper storage conditions on the physical and/or chemical integrity of the 

material  
03  Shielding requirements for radioactive materials  
04  Federal regulations and standards regarding inspections of drug storage areas (e.g., Joint 

Commissions, JCAHO, ASHP, USP, APhA)  
 
 
Subdomain B. Compounding (26% of the examination) 
 
Task:  
1. Review prescription orders for radiopharmaceuticals and interventional agents  
 

Knowledge of:  
01  Indications and dosage recommendations for radiopharmaceuticals and interventional agents 

based on patient specific characteristics  
 
Task:  
2. Select products, components, supplies, and equipment for compounding prescription orders 
 

Knowledge of:  
01  Ingredients/components of reagent kits and radiopharmaceuticals, including the purpose of 

each  
02  Record‐keeping procedures to ensure traceability of all drugs and related components for 

manufacturer or FDA recall procedures  
03  Physiochemical and kinetic properties, mechanisms of localization, pharmacologic and/or 

therapeutic effects of radiopharmaceuticals and ancillary medications  
04  Half‐lives, modes of decay, gamma ray, etc., constants associated with clinically‐used 

radionuclides  
05  Factors that affect the stability and shelf life of reagent kits and radiopharmaceuticals, 

including radionuclidic contamination  
06  Formulation factors that might adversely affect product performance  
07  Compounding concepts, techniques and parameters required for optimal preparation of 

radiopharmaceuticals (e.g., volumes activities, pH, temperature, order of mixing, excipients, 
specific activity)  

08  General synthetic radiolabeling methods (e.g. redox reactions, chelation, substitution, 
radioiodination, template synthesis) as well as methods for optimizing yield of radiolabeled 
product    



Task:  
3. Compound sterile and non‐sterile preparations using appropriate aseptic, biological, and radiation 

safety techniques  
 

Knowledge of:  
01  Appropriate aseptic and ALARA techniques  
02  Professional standards for compounding sterile and non‐sterile products  
03  Blood labeling procedures and universal precautions for blood borne pathogens  
04  Containers, closures, and other packaging materials used in the compounding and dispensing 

of radiopharmaceuticals  
 
 
Task:  
4. Elute radionuclide generators for use in radiopharmaceutical preparations  
 

Knowledge of:  
01  Physical and chemical characteristics of available generators  
02  Generator kinetics, elution techniques, and quality assurance techniques  

 
 
Task:  
5. Produce accelerator‐based radionuclides  
 

Knowledge of:  
01  USP or other standard and regulations regarding the proper compounding of 

radiopharmaceuticals  
02  Physical and chemical characteristics of components including incompatibilities  
03  Product verification methods and applications  
04  Components including precursors, reagents, target solutions and gases, containers and 

closures, transfer lines and membrane filters  
05  Productions methods, including parameters of nuclear reactions  

 
 
Task:  
6. Verify the identity, integrity, concentration, labeling, and proper storage of the final product  
 

Knowledge of:  
01  USP standards for drugs, pharmaceutical ingredients, reagents, tests and assays, and other 

materials  
 

 
Subdomain C. Quality Assurance (9% of the examination)  
 
Task:  
1. Implement and follow procedures and maintains records for radionuclidic purity, radiochemical 

purity, chemical purity, pH, pharmaceutical integrity (e.g., particle size, isotonicity, sterility, 
apyrogenicity), biological integrity (e.g., leukocytes, platelets, antibodies), and other characteristics 
(e.g., specific activity, isomeric purity)  



 
Knowledge of:  
01  Principles of chemical, radiochemical, and radionuclidic purity and the maximum permissible 

limits  
02  Analytical methods used to assess the chemical, radiochemical, and radionuclidic purity of 

radiopharmaceuticals  
03  Pharmaceutical integrity (e.g., analytical methods for estimating particle size and number, 

calculations and analytical methods for determining isotonicity)  
04  Analytical methods for the determination of biological integrity, including USP tests for sterility 

and apyrogenicity and the impact on the patient  
05  Proper storage of quality control materials  
06  Acceptable results ranges/action levels and reporting protocols  

 
 
Task:  
2. Check the function of instruments, equipment, and devices and maintain records as appropriate  
 

Knowledge of:  
01  Principles of operation and procedures for quality control of the nuclear pharmacy 

instruments, equipment, and devices  
02  NRC regulations and standards regarding the possession, use, calibration, and quality control 

of the instruments, equipment, and devices used in the nuclear pharmacy  
 
 
Subdomain D. Dispensing (23% of the examination)  
 
Task:  
1. Determine dosage levels based on patient history, age, weight, body surface area, and/or other 

factors  
 

Knowledge of:  
01  Indications and dosage recommendations for radiopharmaceuticals  
02  Situations when pharmacologic interventions are clinically indicated  
03  Factors that affect dosage selection as well as methods used to calculate/determine dosages of 

radiopharmaceuticals for specific patients, including breastfeeding and pregnant patients  
04  Proper sequencing when multiple imaging procedures or modalities are required as part of a 

patient’s diagnostic workup  
05  Mechanisms by which selected interventions can enhance the utility, safety, or efficacy of 

specific nuclear medicine procedures  
 
 
Task:  
2. Dispense prescriptions and maintains appropriate records  
 
 

Knowledge of:  
01  Applicable rules and regulations pertaining to radiopharmaceutical recordkeeping and 

traceability  



02  Healthcare Health Insurance Portability and Accountability Act (HIPAA)  
 
 
Task:  
3. Supervise and review the activities of nonpharmacist personnel under the pharmacist’s supervision  
 

Knowledge of:  
01  Current pharmacy law pertaining to supervisory tasks and ancillary staff  

 
 
Domain 2: Health and Safety: (24% of the examination)  
 
Task:  
1. Comply with applicable rules and license requirements regarding radiation and 

radiopharmaceuticals (e.g., ALARA)  
 

Knowledge of:  
01  Radiation protection principles, techniques, and standards (e.g., those issued by NRC, NCRP, 

ICRP, OSHA, EPA, or DOT)  
02  Appropriate shielding techniques as well as attenuation coefficients, half‐value layers  
03  Applicable regulations and standards related to the receipt, storage, handling, clinical 

application and disposal of radioactive materials used in medical and pharmacy practice  
04  USP standards for sterility and apyrogenicity, drugs, pharmaceutical ingredients, reagents, 

tests and assays, and other materials  
 
 
Task:  
2. Comply with all applicable regulations concerning packaging, labeling, and transportation of 

radioactive, biohazardous and hazardous substances  
 

Knowledge of:  
01  Regulations concerning packaging, labeling, and transportation of radioactive and 

biohazardous materials from own facility or from other facilities  
02  Proper procedures and use of equipment necessary to verify that package meets DOT 

requirements  
03  OSHA and CDC standards for providing a safe working environment  
04  Radioactive and biohazardous waste disposal policies and methods  

 
 
Task:  
3. Implement and maintain policies and procedures to provide a safe working environment with 

respect to health risks other than radiation (e.g., chemical or biohazard risks)  
 

Knowledge of:  
01  Types of risk involved and accepted techniques for minimizing such risks  
02  OSHA and CED standards for providing a safe working environment  

 
 



Task:  
4. Implement and maintain policies and procedures for equipment and sealed sources and maintain 

appropriate records  
 

Knowledge of:  
01  Principles of operation, storage, possession, transfer, use, calibration, and quality control 

procedures for nuclear pharmacy equipment and devices  
02  Operation, calibration, and quality control of instrumentation used to measure radioactivity 

and radiation exposure rates  
03  Federal regulations governing the storage, possession, testing, and use of sealed sources  

 
 
Task:  
5. Implement and maintain policies and procedures to ensure proper storage, disposal, and transport 

of waste material and maintain appropriate records  
 

Knowledge of:  
01  Rules and regulations governing the storage, disposal, and transport of waste materials  
02  Radioactive and biohazardous waste disposal policies and methods  

 
 
Task:  
6. Implement and maintain policies and procedures concerning recognition and investigation of 

regulatory and medical events, corrective/preventative actions, notification of proper authorities, 
and maintenance of appropriate records  

 
Knowledge of:  
01  Regulations governing medical events and notification of proper authorities  
02  Procedures used in response to spills or other accidents involving radioactive material  

 
 
Domain 3: Drug Information Provision: (10% of the examination)  
 
Task:  
1. Provide information and consultation on all aspects of nuclear pharmacy  
 

Knowledge of:  
01  Significance of quality control procedures and the interpretation of test results as they relate 

to product  
02  Mechanisms by which medications can alter the kinetics of radiopharmaceuticals, the 

biodistribution patterns which result from these altered kinetics, and the clinical significance of 
the resulting alterations  

03  Requirements and techniques for the administration of radiopharmaceuticals and ancillary 
medications  

04  Parameters that can and/or should be monitored when a patient is receiving a specific 
medication or drug regimen, or when a patient undergoes a specific surgical intervention or 
receives some other specific therapeutic measure  

 



 
Task:  
2. Provide information on the type and incidence of adverse reactions and assist in developing 

guidelines for the prevention, recognition, treatment, and reporting of adverse reactions  
 

Knowledge of:  
01  Nature and incidence of previously‐reported adverse reactions to radiopharmaceuticals and 

ancillary medications  
02  Mechanisms and symptomatology associated with adverse reactions to medications in general 

and radiopharmaceuticals specifically  
03  Methods to treat or alleviate adverse drug reactions  
04  Existing adverse reaction investigation and reporting systems  
05  Type, incidence, mechanism/cause, and methods for the prediction, recognition, investigation, 

and reporting of factors that may cause unusual or unanticipated nuclear medicine imaging or 
therapy results  

06  Factors that can alter radiopharmaceutical biodistribution  
07  Other quality assurance failures associated with the clinical use of radiopharmaceuticals and 

ancillary medications  
 
 
Task:  
3. Analyze records and reports information regarding product defects or clinical problems associated 

with the use of radiopharmaceuticals and ancillary medications  
 

Knowledge of:  
01  Factors that cause product defects and /or clinical problems with radiopharmaceuticals and 

ancillary medications, and the mechanisms involved  
02  Existing reporting systems which can be used to document product problems and/or clinical 

problems associated with radiopharmaceuticals and ancillary medications  
 
 
Task:  
4. Provide consultative services to practitioners to ensure proper utilization of molecular imaging and 

radiopharmaceuticals in patient care  
 

Knowledge of:  
01  Organ systems and pathophysiologic disorders evaluated and/or treated with 

radiopharmaceuticals  
02  Role of molecular imaging in the diagnosis or management of specific disorders (relative to 

other diagnostic and therapeutic modalities)  
03  Molecular imaging procedures used to monitor the safety and efficacy of therapeutic drug 

regimens or other therapeutic, surgical, or interventional procedures  
04  Mechanisms by which selected medications can enhance the utility, safety, or efficacy of 

specific molecular imaging procedures  
05  Economic ramifications of radiopharmaceutical care  
06  Design and interpretation of drug use evaluation studies  
07  Rational radiopharmaceutical and ancillary medication usage  



08  Normal and atypical performance parameters (e.g., radiopharmaceutical biodistribution, image 
quality, dosimetry, therapeutic effect, likelihood of untoward effects) associated with the 
therapeutic use of radiopharmaceuticals  

09  Patient factors that may interfere with the outcome of the molecular imaging procedure  
10  Preparatory requirements and techniques to improve the safety or efficacy of the molecular 

imaging procedure (e.g., fasting, hydration, sedation, thyroid blockade)  
11  Pregnancy and breast feeding guidelines for molecular imaging procedures  
12  Patient education needs, requirements, methods, and aids  
13  Availability and interpretation of nuclear medicine and radioimmunoassy procedures used to 

monitor drug efficacy and toxicity  
 
 
Task:  
5. Participate in the design, formulation, quality control testing, and evaluation of new 

radiopharmaceuticals or modified preparation of existing radiopharmaceuticals  
 

Knowledge of:  
01  Principles of pharmaceutical product formulations and drug dosage for design and evaluation  
02  Pharmaceutical chemistry and radiochemistry  
03  Pharmacology including localization, metabolism, and excretion  
04  Physical and chemical properties of radiopharmaceuticals  
05  Dosage form characteristics  
06  Principles of quality control testing  
07  Potential radiochemical, chemical, and pharmaceutical impurities  

 
 
Task:  
6. Participate in the clinical trials of new radiopharmaceuticals or the new formulations of existing 

radiopharmaceuticals, including the preparation and submission of radiopharmaceutical INDs to 
FDA and applications to local committees (e.g., IRB)  

 
Knowledge of:  
01  Stochastic and nonstochastic risks associated with exposure to low‐level radiation  
02  Radiation doses to specific organs which result from the administration of 

radiopharmaceuticals  
03  Methods used to determine/estimate radiation absorbed doses, dose equivalents, and 

effective dose equivalents  
04  Applicable record‐keeping requirements  

 
 
KEY TO ACRONYMS:  
 
ALARA   As Low As Reasonably Achievable  
ASHP   American Society of Health‐System Pharmacists (formerly the American  Society of 

Hospital Pharmacists)  
CDC   Centers for Disease Control  
DOT   Department of Transportation  
EPA   Environmental Protection Agency  



FDA   Food and Drug Administration  
ICRP   International Commission on Radiological Protection  
IND   Investigational New Drug  
IRB   Institutional Review Board  
JCAHO  Joint Commission on Accreditation of Healthcare Organizations  
NABP   National Association of Boards of Pharmacy  
NRC   Nuclear Regulatory Commission  
NCRP   National Council on Radiation Protection and Measurements  
OSHA   Occupational Safety and Health Administration  
USP   United States Pharmacopoeia  
USP/NF   United States Pharmacopoeia/national Formulary  
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The following domains, subdomains, tasks and knowledge statements were delineated by the 
BPS Specialty Council on Nutrition Support Pharmacy Practice and validated through a role 
delineation study, conducted in 2006.  The proportion of examination items allotted to each 
domain and subdomain was determined through analysis and discussion of the results of the role 
delineation study by the Specialty Council. 
 
Each of the major areas/domains of Nutrition Support Pharmacy practice noted below will be 
tested.  Questions will not be grouped by domain.  Rather, items testing each domain are 
distributed throughout the total examination.   Please note this examination will SAMPLE a 
candidate’s knowledge rather than trying to test all of his/her knowledge.  Examination items 
will address problems and situations reflective of the full range of practice sites (e.g., home care, 
hospital). 
 
 
Domain 1:  Clinical Practice/Provision of Individualized Nutrition Support to Patients  

 (68% of the examination)
 
Subdomain A.  Assessment (21% of the examination) 
 
Tasks: 
1. Interview the patient and/or designated caregiver to obtain medical, nutritional, 

psychosocial, and socioeconomic history in order to assess nutritional status 
2. Review the medical history for disease states, clinical conditions, medical/surgical 

therapies, laboratory findings, imaging studies, and physical findings in order to assess 
nutritional status 

3. Measure and/or interpret physical assessment parameters relevant to nutritional status 
4. Evaluate subjective and objective data to identify a patient who is, or may become, 

overnourished or undernourished 
5. Identify interactions between drugs, dietary supplements, and nutrients 
6. Estimate daily micro/macro nutrient requirements 
7. Evaluate educational needs of the patient, health-care providers, and caregivers regarding 

specialized nutrition support (SNS) 
8. Evaluate the indications for and suitability of the patient for SNS 
9. Identify available nutrition support access 
10. Evaluate eligibility for reimbursement of SNS (e.g., diagnosis, formulations, services, 

supplies) 
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Knowledge of: 

01 Components of a nutritionally adequate diet (e.g., dietary reference intake [DRI]) 
02 Normal ingestion, digestion, absorption, metabolism, and excretion of nutrients 
03 Relationship between nutrient intake and nutritional status 
04 Effects of psychosocial and socioeconomic factors on nutritional status 
05 Effects of education level, comprehension, home environment, and disabilities on 

educational needs 
06 Diagnostic tests and findings used to assess nutrition status 
07 Physical assessment techniques and findings used to evaluate nutritional status 
08 Effects of disease states, clinical conditions or altered metabolism on nutritional 

status 
09 Effects of medical and/or surgical therapies on nutritional status (e.g., renal 

replacement therapies, cardiopulmonary bypass, mechanical ventilation) 
10 Effects of nutritional status on disease states 
11 Interactions between drugs, dietary supplements, and nutrients 
12 Effects of drugs and dietary supplements on nutritional status 
13 Effects of nutritional status or specialized nutrition support (SNS) on drug 

pharmacokinetics and pharmacodynamics 
14 Indications, risks, and benefits of SNS 
15 Guidelines for nutrient requirements 
16 Methods to determine patient-specific nutrient requirements 
17 Effects of disease states, clinical conditions, and altered metabolism on the 

determination of patient–specific nutrient requirements 
18 Types of vascular and enteral access devices 
19 Regulations and guidelines for eligibility, coverage, and reimbursement for 

parenteral and enteral nutrition therapies 
 
Subdomain B.  Develop and Implement a Therapeutic Plan of Care  (21% of the examination) 
 
Tasks: 
1. Define the goals of specialized nutrition support (SNS) 
2. Recommend/select the preferred route for the administration of SNS 
3. Recommend/select an appropriate feeding formulation 
4. Evaluate the appropriate pharmacologic use of adjunctive agents 
5. Recommend/select the administration method for feeding formulations (e.g., cyclic, 

bolus, continuous) 
6. Recommend/select the delivery system for feeding formulations 
7. Recommend/select the feeding regimen to include initiation, advancement, and 

discontinuation of SNS 
8. Design and implement a plan to monitor the clinical nutritional and metabolic responses 

to SNS 
9. Design and implement a plan to prevent or manage complications of SNS 
10. Design and implement a plan to prevent or manage interactions between drugs, dietary 

supplements and nutrients 
11. Design and implement a plan to educate the patient, health-care professionals, and other 

caregivers regarding the prescribed SNS to maintain continuity of care 
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Knowledge of: 
01 Outcome indicators of nutrition therapy (e.g., wound healing, overall length of 

stay, length of intensive care stay, number of ventilator days, morbidity, mortality, 
nutritional status) 

02 Anatomy, physiology, and metabolism related to specialized nutrition support 
(SNS) 

03 Disease states and clinical conditions which affect ingestion, digestion, 
absorption, metabolism, or excretion of nutrients 

04 Effects of nutritional status that influence the nutrient requirements (e.g., 
maintenance, repletion, weight loss) of SNS 

05 Effects of disease states and clinical conditions that influence the selection of the 
type of  SNS 

06 Indications for and limitations of vascular access devices used to administer 
parenteral nutrition 

07 Indications, limitations, and contraindications for the use of parenteral nutrient 
components (e.g., dextrose, fat emulsion, amino acids, minerals, vitamins) 

08 Composition and physical and chemical properties of parenteral nutrient  
components 

09 Methods to initiate, advance, and discontinue parenteral feeding formulations  
(e.g., order writing/prescribing) 

10 Appropriate methods for administering parenteral feeding formulations (e.g., 
continuous, cyclic) 

11 Types of administration and filtration devices (e.g., pumps, bags, tubing, filters) 
used to administer parenteral feeding formulations 

12 Indications, limitations and contraindications for the use of enteral nutrition or for 
enteral access devices used to administer enteral nutrition 

13 Appropriate use of enteral feeding formulations 
14 Composition and physical properties of enteral feeding formulations (e.g., protein, 

carbohydrate, fat, water, vitamins, minerals, osmolality) 
15 Methods for initiation, advancement, and discontinuation of enteral feeding 

formulations (e.g., order writing/prescribing) 
16 Appropriate methods for administering enteral feeding formulations (e.g., 

intermittent, continuous, bolus) 
17 Types of devices (e.g., pumps, bags, tubing) used to administer enteral feeding 

formulations 
18 Sources and use of specialized nutrition support (SNS) education materials for 

patients, health care professionals, and other caregivers 
19 Methods to assess the clinical, nutritional, and metabolic responses to SNS 
20 Methods to prevent and manage complications of SNS 
21 Therapeutic and compatibility considerations for co-administration of adjuvant 

drugs with SNS (Specialized Nutrition Support) 
 
Subdomain C.  Monitoring and Clinical Management  (26% of the examination) 
 
Tasks: 
1. Monitor and evaluate clinical, nutritional, and metabolic responses to specialized 

nutrition support (SNS) 
2. Prevent, identify, and manage complications of SNS 
3. Revise the therapeutic plan (plan of care) based on changes in the patient’s status 
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4. Revise drug therapy used in conjunction with SNS 
5. Revise SNS based on drug therapy 
 
Knowledge of: 

01 Fluid, electrolyte, and acid-base balance 
02 Metabolic, nutritional, and clinical responses to specialized nutrition support 

(SNS) 
03 Mechanical complications associated with SNS and methods to prevent and 

manage them 
04 Metabolic complications associated with SNS and methods to prevent and 

manage them 
05 Infectious complications associated with SNS and methods to prevent and manage 

them 
06 Gastrointestinal complications associated with SNS and methods to prevent and 

manage them 
07 Psychosocial complications associated with SNS and methods to prevent and 

manage them 
08 Pathophysiologic complications (e.g., altered organ function) associated with SNS 

and methods to prevent and manage them 
09 Techniques and methods to monitor and manage interactions between drugs and 

nutrients 
10 Effect of SNS on pharmacotherapy 
11 Effect of pharmacotherapy on SNS 
12 Methods to maintain or restore patency to feeding access devices 

 
 
 
Domain 2:  Management of Nutrition Support Operations   (20% of the examination) 
 
Subdomain A.  Patient Care Management (12% of the examination) 
 
Tasks: 
1. Develop policies and procedures for  patient-care aspects of specialized nutrition support 

(SNS) (e.g., nutritional assessment, monitoring, patient selection, ordering procedures) 
2. Coordinate, manage or participate in activities of interdisciplinary SNS teams or 

committees (e.g., rounds, human and fiscal resources, educational programs) 
3. Design and integrate nutrition support protocols into disease state management (e.g., 

critical pathways, clinical practice guidelines) 
4. Design, implement, and evaluate systems and processes for the safe and effective use of 

SNS 
 
Knowledge of: 

01 Methods to determine patient care nutrient requirements 
02 Methods to maintain patency of parenteral and enteral access devices 
03 Costs associated with provision of specialized nutrition support (SNS) 
04 Skills and information necessary for the patient, health-care professionals, and 

other caregivers to provide SNS 
05 Methods used to monitor and enhance patient compliance 
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Subdomain B.  Compounding Operations  (8% of the examination) 
 
Tasks: 
1. Develop policies and procedures for operational aspects of SNS (e.g., labeling of feeding 

formulations, compounding, storage, beyond-use date, expiration) 
2. Participate in development and management of nutrition product formulary 
3. Participate in evaluation and selection of infusion-control devices and supplies for SNS 
4. Maintain compliance with federal/state regulations and accreditation standards 
5. Perform or supervise the compounding and dispensing of parenteral or enteral feeding 

formulations 
 
Knowledge of: 

01 Sources of information regarding compatibility, stability, and physical and 
chemical properties of parenteral and enteral feeding formulations 

02 Guidelines (e.g., JCAHO, A.S.P.E.N., ASHP, OSHA, USP) for health systems 
related to specialized nutrition support (SNS) 

03 United States Pharmacopeia Chapter 797 
04 Components of a nutrition product formulary 
05 Aseptic and clean technique for compounding parenteral and enteral feeding 

formulations and risk level assessment 
06 Quality control procedures (e.g., infection control, end-product analysis) related 

to the preparation, dispensing, monitoring, storage, and use of parenteral and 
enteral feeding formulations 

07 Indications and limitations of infusion and filtration devices (e.g., pumps, bags, 
tubing, filters) used to administer parenteral feeding formulations 

08 Indications and limitations of enteral access devices used to administer enteral 
nutrition 

09 Pharmaceutical calculations used in compounding feeding formulations 
10 Guidelines for parenteral admixture compounding and dispensing 
11 Compatibility and stability of parenteral feeding formulations (e.g., nutrients, 

drugs) 
12 Preparation, compatibility, and stability of enteral feeding formulation (e.g., 

nutrients, drugs) 
13 Storage, beyond-use date, expiration and hang time – limitations for SNS feeding 

formulations 
 

Domain 3:   Advancement of Nutrition Support Practice  (12% of the examination) 
 
Tasks:  
1. Retrieve and evaluate available scientific literature regarding specialized nutrition 

support (SNS) to advance individual patient care, management of services, and education 
of patients, health-care providers, and caregivers 

2. Design and/or conduct and communicate research (e.g., performance improvement, 
clinical, and outcomes) in the area of nutrition support 

 
Knowledge of: 

01 Scientific literature and other resources pertaining to nutrition and the provision 
of specialized nutrition support (SNS) 

02 Research design, statistics, and data analysis 
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03 Research methodologies specific to SNS (e.g., bioelectric impedance analysis, 
total urinary nitrogen) used to design, conduct or evaluate scientific investigations  

04 Pertinent professional organizations, publications, and other resources that 
transmit nutrition support knowledge 

05 Procedures for obtaining professional privileges (e.g., writing orders, drug 
administration) 

06 SNS use evaluations and other continuous quality improvement techniques related 
to the provision of SNS (e.g., system outcome indicators such as error rates 
associated with administration and compounding) 

07 Communication technologies for the monitoring and clinical management of SNS 
08 Patient outcome indicators of nutrition therapy (e.g., wound healing, length of 

stay, morbidity, mortality, nutritional status) 
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  Content Outline for the 

ONCOLOGY PHARMACY 

SPECIALTY CERTIFICATION EXAMINATION 

December 2006 

 
The following domains, tasks and knowledge statements were delineated by the BPS Specialty 

Council on Oncology Pharmacy and validated through a role delineation study, and most recently 

updated in 2006. The proportion of examination items allotted to each domain was determined 

through analysis and discussion of the results of the role delineation study by the Specialty Council. 

 

Each of the major areas/domains of Oncology Pharmacy practice noted below will be tested. 

Questions will not be grouped by domain. Items testing each domain are distributed throughout the 

total examination. Please note that this examination will SAMPLE a candidate's knowledge rather 

than trying to test all of her/his knowledge.  

 

 

Domain 1: Clinical Skills and Therapeutic Management: Optimize drug therapy for 

patients with cancer through the design, recommendation, implementation, monitoring, 

and modification of individualized pharmacotherapeutic plans in collaboration with the 

healthcare team.  (60% of the examination) 

 

Tasks: 

1 Collect and assess comprehensive patient information necessary to design a 

pharmacotherapeutic plan. 

2 Establish therapeutic goals in collaboration with the patient/caregivers and the 

healthcare team. 

3 Design, communicate/document, implement, and modify a pharmacotherapeutic plan 

for patient-specific problem(s) through the integration of pathophysiological, 

pharmacogenomic, pharmacokinetic, pharmacodynamic, age-related, socioeconomic, 

ethical/legal, and cultural considerations. 

4 Design, communicate/document, implement, and modify a monitoring plan to assess 

patient-specific outcomes to the therapeutic plan, including outcomes related to 

concomitant disease states (e.g., symptom evaluation, adverse-effect evaluation, 

physical and laboratory assessment, frequency and duration of follow-up). 

5 Assess outcomes relative to therapeutic goals (e.g., effectiveness, drug-related issues, 

adherence). 

6  Predict, prevent, identify, and resolve treatment- or disease-related problems. 
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7 Provide education and counseling to patients/caregivers regarding the 

pharmacotherapeutic plan, concurrent drug therapies, and outcomes. 

 

Knowledge Statements: 

01 Pathology 

02 Anatomy and physiology 

03 Molecular biology  

04 Etiology and pathophysiology of cancer and cancer treatment related 

complications 

05 Cancer pharmacotherapies, including chemotherapies, biologic therapies, 

hormonal therapies, labeled and off-label uses 

06 Non-pharmacological treatments (for example, radiation therapy, surgery, 

observation, radiopharmaceuticals) 

07 Hematopoietic stem cell transplants 

08 Alternative/complementary therapies (for example, herbals, vitamins, 

acupuncture), and non-prescription medications 

09 Drug interactions 

10 Use of clinical trials as a treatment option 

11 Cancers, including staging, diagnosis, prognosis, and treatment outcomes by stage 

12 Expected response rates based on patient-specific factors 

13 Complications of cancer or cancer treatment, including both early and late effects 

14 Toxicity assessment and grading 

15 Factors that may influence treatment and outcomes, including age, organ function, 

biology of the disease, genetics, co-morbidities 

16 Pharmacology/Pharmacokinetics, pharmacodynamics, and pharmacogenetics of 

anticancer and supportive care agents. 

17 Drug-delivery technology 

18 Drug administration and routes of delivery 

19 Diagnostic and monitoring tests 

20 Social and cultural factors impacting treatment and outcomes 

21 Pain/Palliative care and end-of-life care 

22 Issues related to supportive care, including growth factors, chemoprotectants, anti-

emetics, anti-infectives, etc. 

 

Domain 2: Generation, Interpretation, and Dissemination of Information: Contribute to 

the care of patients with cancer through research, the application of research results, 

and education.  (20% of the examination) 

 

Tasks: 

1 Evaluate the literature with regard to study design, methodology, and significance of 

findings 

2 Integrate new information with existing information to establish recommendations for 

clinical use. 

3 Develop, modify, and evaluate patient and public educational materials for approved 
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and investigational therapies 

4 Provide education and consultation to the healthcare team. 

5 Participate in the drug development process and clinical research activities (for 

example, research protocol development, data collection and analysis, recruitment and 

monitoring of patients, investigational drug management, ensure adherence to the 

research protocol). 

6 Contribute new knowledge to the profession (e.g., case reports, adverse drug event 

reports, medication safety, review articles, abstracts) 

 

Knowledge Statements: 

01 Literature and information retrieval systems 

02 Study design and methodology, including strengths and limitations 

03 Common study endpoints (e.g., response, adverse events, economics, quality of 

life, pharmacokinetics, pharmacodynamics, pharmacogenomics) 

04 Generalizability (application) of research results 

05 Statistical methods 

06 Educational and counseling methods 

07 Information resources for education and counseling 

08 Regulatory and ethical issues related to research (including confidentiality, 

informed consent, and patient rights) 

09 Drug development process 

 

Domain 3: Guidelines, Policies, and Standards: Ensure the safe, effective, and 

appropriate use of medications in patients with cancer through the implementation of 

guidelines and the development and modification of pharmacy policies and systems.  

(15% of the examination) 

 

Tasks: 

1 Design, implement, evaluate, and modify pharmacy services appropriate to the needs 

of patients across the continuum of care. 

2 Establish and modify systems to ensure the safe use of medications. 

3 Ensure that oncology-related pharmacy services comply with established regulations 

and standards. 

4 Ensure that care is consistent with appropriate clinical practice guidelines. 

5 Incorporate patient rights and ethical standards into pharmacy policies and procedures 

(e.g., confidentiality/HIPAA, age-appropriate informed consent, right of refusal) 

6 Develop appropriate drug use policies in collaboration with other providers and/or 

agencies. 

 

Knowledge Statements: 

01 Clinical practice guidelines (for example, ASCO, ASHP, NCCN) 

02 Methods for developing and evaluating clinical practice guidelines 

03 Professional practice standards (e.g., ASHP, USP, ASCO) 
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04 National accreditation and regulatory standards (e.g., JCAHO, CMS, HIPAA, 

NIOSH, USP 797, OSHA, OBRA, DEA, ASHP Oncology Pharmacy Practice 

Residency Standards) and their impact on the care of patients 

05 Reimbursement policies of federal and private agencies 

06 Quality improvement strategies to avoid medication misadventures (e.g., 

processing of chemotherapy orders, protocol reviews) 

07 Methods for handling cytotoxic drugs and related materials (administration, 

compounding, and disposal) 

08 Investigational drug management 

 

Domain 4:  Public Health and Advocacy: Raise awareness among the public and 

healthcare providers regarding cancer-related issues.  (5% of the examination) 
 

Tasks: 

1 Provide information to the public regarding cancer-related issues, including cancer 

risk factors, prevention, screening, and treatment. 

2 Serve as a public advocate regarding treatment-related issues that pertain to the 

prevention, treatment, and palliation of cancer. 

3 Refer the public to appropriate sources of information, cancer-support organizations, 

and agencies. 

 

Knowledge Statements: 
01 Resources available through groups, organizations, agencies, and pharmaceutical industry 

(e.g.: American Cancer Society, National Cancer Institute, Leukemia and Lymphoma Society, 

National Coalition of Cancer Survivors) 

02 Cancer risk factors 

03 Cancer prevention strategies 

04 Cancer screening guidelines 

05 Cancer treatment strategies 

06 Clinical trial options 
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Content Outline for the  
PEDIATRIC PHARMACY  

SPECIALTY CERTIFICATION EXAMINATION 
Developed April 2012 for Use on the Fall 2015 Exam 

 
The following domains, tasks and knowledge statements were delineated by the BPS Pediatric 
Pharmacy Practice Analysis Taskforce and validated through a role delineation study, conducted 
in 2012.  The proportion of examination items allotted to each domain was determined through 
analysis and discussion of the results of the role delineation study by the BPS Pediatric 
Pharmacy Practice Analysis Taskforce and approved by the BPS Board of Directors. 
 
Each of the major areas/domains of Pediatric Pharmacy practice noted below will be tested 
beginning in Fall 2015.  Questions will not be grouped by domain on the exam.  Rather, items 
testing each domain are distributed throughout the total examination.   Please note this
examination will SAMPLE a candidate’s knowledge rather than trying to test all of his/her 
knowledge.  Examination items will address problems and situations reflective of the full range 
of practice. 
 
 

Domain 1: Patient Management (58% of exam) 

 

Tasks 
 Tasks related to the comprehensive management of a pediatric patient including collecting, 
interpreting, and integrating pertinent clinical data; and designing, implementing, monitoring, 
and modifying patient-specific plans of care for pediatric patients in collaboration with the 
healthcare team. 
 
For the Pediatric Patient:  

1.1 Obtain pertinent patient information (e.g., weight, height and/or body surface area, age, 
allergies, disease states, medication history including herbal and dietary supplements, current 
medications, dose form preference, immunization status, nutritional status, and social/family 
history) via medical record, discussion with healthcare colleagues and/or 
patient/parent/caregiver interview.  

1.2 Obtain relevant clinical and laboratory data and results of diagnostic procedures.  

1.3 Analyze and interpret collected patient information.  
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1.4 Identify and prioritize current or potential patient-specific medical, medication, and nutrition 
related problems.  

1.5 Establish therapeutic goals with healthcare team and patient/parents/caregivers.  

1.6 Design, recommend and/or implement an age-appropriate therapeutic regimen with 
healthcare team and patient/parents/caregivers.  

1.7 Design and implement a plan to monitor the safety and efficacy of a therapeutic regimen, 
and adjust as necessary.  

1.8 Participate in the management of pediatric emergencies.  

1.9 Reconcile medications as necessary across the continuum of care including on admission, 
transfer, discharge, and during outpatient encounters.  

1.10 Identify and refer patients with needs beyond the scope of the pediatric pharmacy specialist 
to an appropriate alternative level of care.  

 
Knowledge of: 
k1.1 Normal growth and development of the pediatric population 

k1.2 Age-appropriate interviewing techniques for patients, parents, and caregivers 

k1.3 Essential components of a medical history including maternal and birth history and 
childhood immunization status, if appropriate 

k1.4 Essential components of a social history, including day care attendance, siblings, smoke 
exposure, home environment 

k1.5 Pathophysiology, epidemiology, risk factors, diagnosis, prevention, and evidence-based 
treatment of common diseases and conditions in pediatric patients 

k1.6 Equations to calculate body surface area, creatinine clearance, fluid requirements,  and ideal 
body weight from birth to adult 

k1.7 Pediatric populations for which standard calculated methods of assessment of renal 
impairment are not reliable 

k1.8 Urine output calculation for body weight and appropriate output per age 

k1.9 Methods for assessment of hepatic function in pediatric populations 

k1.10 Normal laboratory values and vital signs from birth to adult 

k1.11 Age-associated differences in pathophysiology and clinical manifestations of disease 
across patient populations 

k1.12 Age-specific pharmacokinetic differences in neonates, infants, children, and adolescents:  

k1.13 Age-specific pharmacodynamic differences in neonates, infants, children, and adolescents:  

k1.14 Pharmacogenomic considerations in pediatric patients  

k1.15 Appropriate use of off-label medications to treat pediatric patients 
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k1.16 Pediatric-specific drug interactions (e.g., ceftriaxone and calcium-containing products in 
the neonate, calcium and phosphorous in parenteral nutrition) 

k1.17 Clinical or therapeutic implications in the fetus and neonate of placental transfer of 
medications or other substances (e.g., antenatal steroids, neonatal abstinence syndrome [NAS], 
anticonvulsant withdrawal) 

k1.18 Influence of medications on the production of breast milk 

k1.19 Excretion of medications and other substances in breast milk 

k1.20 Appropriate dosing based on age and body size (e.g., body surface area, post-menstrual 
age, gestational age, dosing weight)  

k1.21 Medication dosing in extracorporeal membrane oxygenation (ECMO) and in renal 
replacement therapy (e.g., continuous renal replacement therapy [CRRT], PD, HD) 

k1.22 Medication dose adjustment in pediatric patients with renal and hepatic impairment 

k1.23 Essential components of medication reconciliation in pediatric patients (e.g., 
concentration, dose in mg, palatability) 

k1.24 Pediatric-specific adverse effects (e.g., liver failure with valproate, tetracycline and tooth 
discoloration):  

k1.25 Differences in laboratory sampling for pediatric patients (e.g., blood volume; method, 
frequency and timing of sampling) 

k1.26 Differences in the management of pediatric emergencies (e.g., respiratory distress, 
neonatal seizures, cardiopulmonary arrest) 

k1.27 Nutritional and fluid requirements for infants and children for normal growth and disease 

k1.28 Childhood immunization schedules 

k1.29 Factors affecting adherence to the treatment regimen 

k1.30 Specialty needs of pediatric patients requiring referral to other providers (e.g., infant with 
signs of dehydration, patient needs compounded oral formulation) 

 

Domain 2: Practice Management (20% of exam) 

 

Tasks 
Tasks related to advancing pediatric pharmacy practice; and recommending, designing, 
implementing, and monitoring systems and policies to optimize the care of pediatric patients. 
 
2.1 Develop and implement systems to assure appropriate drug delivery (e.g., extemporaneous 
compounding, standardized concentrations) for pediatric patients.  

2.2 Participate in decision-making regarding selection and implementation of 
equipment/technology and decision support involved in the medication use process (e.g. 
infusion pumps, CPOE, bar coding).  
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2.3 Develop and maintain a preferred formulary for pediatric patients and ensure appropriate 
pediatric dosing is incorporated in all formulary monographs.  

2.4 Adopt, adapt or develop evidence-based practice guidelines and protocols for the 
management of pediatric patients in accordance with health-system policies and procedures.  

2.5 Establish processes to anticipate, prevent, review, and report medication use events (e.g., 
trigger review, root cause analysis, failure mode and effects analysis, MedWatch, Vaccine 
Adverse Event Reporting System [VAERS]).  

2.6 Perform continuous quality improvement activities aimed at enhancing safety and 
effectiveness of medication use.  

2.7 Develop policies and direct the medication use process for investigational drugs (including 
compassionate use agents) in the pediatric population.   

2.8 Justify and document the clinical and financial value of pediatric pharmacy services. 

 

Knowledge of: 
k2.1 Medication safety considerations (e.g.,  Institute for Safe Medication Practices [ISMP] and 
Joint Commission recommendations, Food and Drug Administration [FDA] alerts) 

k2.2 Position statements, white papers, and national guidelines as an aid to the development of 
health-system policies and procedures 

k2.3 Pediatric-specific considerations (e.g., age and body size) in the design or improvement of 
medication use processes (e.g., computerized physician order entry [CPOE], infusion pumps, 
electronic medical record [EMR]) 

k2.4 Routes of administration (e.g., intraosseous, oral/enteral, parenteral, IM, transdermal, 
intranasal, intraventricular) 

k2.5 Impact of medication administration techniques on drug delivery in pediatric patients (e.g., 
inhalers, dead space in IV tubing, overfill, j-tip device) 

k2.6 Medication administration technology (e.g., infusion pumps, subcutaneous needle devices, 
intranasal administration devices, aerosols)  

k2.7 Appropriate references to support the preparation of pediatric formulations (e.g., IV 
dilutions, extemporaneously compounded preparations)  

k2.8 Considerations when selecting pediatric-appropriate dosage formulations  

k2.9 Metrics for evaluating quality of pediatric pharmacy services (e.g., patient/parent/caregiver 
satisfaction, length of stay, readmission, medication errors) 
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Domain 3: Information Management and Education (18% of exam) 

 

Tasks 
Tasks related to retrieval, generation, interpretation, and dissemination of knowledge related to 
pediatric pharmacy, and the education of healthcare providers, trainees, patients and caregivers. 

3.1 Provide pediatric pharmacy-specific education and training for pharmacists, pharmacy 
technicians, pharmacy fellows, pharmacy residents, or student pharmacists.  

3.2 Educate healthcare professionals or students in other health professions concerning safe and 
effective use of medications and other issues related to the care of the pediatric patient.  

3.3 Educate and provide counseling to patients/parents/caregivers regarding the safe and 
effective use of medications, the treatment regimen, the monitoring of side effects, and the 
importance of adherence to the treatment regimen.  

3.4 Contribute to the pediatric body of knowledge (e.g., participate in research, deliver 
presentations, participate as peer reviewer, publish).  

3.5 Retrieve and interpret biomedical literature with regard to study methodology, statistical 
analysis, study results and applicability to pediatric pharmacy practice.  

3.6 Develop and maintain a pediatric-specific medical reference library (electronic or print).  

Knowledge of: 
k3.1 Principles and methods of educating pharmacy staff, fellows, residents, student pharmacists 
and/or other healthcare professionals regarding pediatric health-related issues 

k3.2 Age-appropriate patient education principles and methods  

k3.3 Health literacy and cultural considerations in educating patients/parents/caregivers:  

k3.4 Tools, methods and counseling techniques to increase adherence to the treatment regimen :  

k3.5 Research design, methodology, and statistical analysis:  

k3.6 Clinical application and limitations of published data and reports 

k3.7 Regulatory/IRB/human subjects safety requirements and concerns for conducting research 
in the pediatric population  

k3.8 Medical literature publication and review process 

k3.9 Opportunities for disseminating pediatric knowledge and scholarly activity (e.g., 
presentations, manuscripts, newsletters, abstracts, posters) 

k3.10 Appropriate pediatric-specific references 
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Domain 4: Public Health and Patient Advocacy (4% of exam) 

 

Tasks 
Tasks related to providing preventive health services, public health information, and advocacy 
for the pediatric patient population healthcare policy. 

4.1 Advocate for public health initiatives to promote health, safety, and wellness in infants, 
children and adolescents.  

4.2 Advocate for the availability of age-appropriate formulations, safety and efficacy studies in 
the pediatric population, and product labeling in pediatric patients.  

4.3 Educate the public regarding the importance of health, safety, and wellness in infants, 
children and adolescents (e.g., poison prevention, vaccination, safe and effective medication use, 
substance abuse/misuse).  

4.4 Participate in professional organizations related to pharmacy and pediatric practice.  

4.5 Facilitate access to care and treatment for pediatric patients in times of financial need, 
disaster, drug shortage, or public health threat.  

Knowledge of: 
k4.1 Healthcare disparities in pediatric patients 

k4.2 Access to care disparities in pediatric patients 

k4.3 Emergency preparedness resources for pediatric patients 

k4.4 Public health resources for pediatric patients (e.g., childhood immunizations, sexually 
transmitted disease [STD] treatment, free health clinics) 

k4.5 Public health initiatives and legislation to improve the overall well-being of children (e.g., 
smoking cessation, child proof caps, poison prevention, Best Pharmaceuticals for Children Act) 

k4.6 Resources that improve access to medications and other therapies necessary for the care of 
pediatric patients (e.g., WIC, patient assistance programs, specialty pharmacies, compounding 
pharmacies) 

k4.7 Professional organizations and their roles and resources related to advocacy 

k4.8 Appropriate avenues to advocate for safe and effective use of medications in the pediatric 
populations (e.g., pediatric-specific formulations, removal of dangerous substances from the 
market, pediatric-specific product labeling) 

k4.9 Evidence demonstrating value of post doctoral pediatric training and the pediatric pharmacy 
specialist (e.g., decreasing medication errors, decreased cost, decreased length of stay, improved 
outcomes) 
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Content Outline for the  

PHARMACOTHERAPY 

SPECIALTY CERTIFICATION EXAMINATION 

April 2010 

The following domains, tasks and knowledge statements were delineated by the BPS Specialty 

Council on Pharmacotherapy and validated through a role delineation study in 2010.  The 

proportion of examination items allotted to each domain was determined through analysis and 

discussion of the results of the role delineation study by the Specialty Council. 

Each of the major areas/domains of Pharmacotherapy practice noted below will be tested.  

Questions will not be grouped by domain.  Rather, items testing each domain are distributed 

throughout the total examination.   Please note this examination will SAMPLE a candidate’s 

knowledge rather than try to test all of his/her knowledge. 

The test items in Domain 1 that deal with patient-specific pharmacotherapy focus on the 

therapeutic areas listed in the Systems and Patient-Care Problems section of this document (e.g., 

Cardiovascular, Endocrine, Infectious Diseases, etc.).  Test items in Domain 1 that deal with age-

specific problems are reflected across all organ systems and patient-care problems.  There is a 

mixture of chronic and acute care pharmacotherapy problems, with several questions that are not 

specific to a patient acuity level.  

 

 

Domain 1: Patient-specific Pharmacotherapy (60% of exam) 

 

Tasks: 

1. Collect patient-specific data to identify problems and individualize care  

a. Review patient data regarding history, physical assessment, working diagnosis, 

laboratory and other diagnostic tests, and orders regarding drug therapy  

b. Perform patient assessments (for example, physical examination, point of care 

testing) 

c. Obtain information from patient, family, and health-care team members  

d. Obtain additional pertinent data   

 

2. Interpret data to identify problems  

a. Interpret subjective and objective data  

b. Identify drug-related problems  

c. Develop/update a problem list  

 

mailto:bps@aphanet.org
http://www.bpsweb.org/
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3. Design an individualized therapeutic plan  

a. Determine and prioritize prevention and treatment goals  

b. Consider ethical, cultural, legal, economic, quality of life and safety issues 

c. Select drug and/or non-drug interventions  

d. Identify potential for drug-drug, drug-disease, drug-nutrient, drug-device, and/or 

drug-laboratory interactions  

 

4. Implement a therapeutic plan in collaboration with other health care professionals  

a.  Evaluate and resolve patient or health-care-system problems in the 

implementation of a patient’s therapeutic plan  

b. Administer drugs 

c. Order diagnostic and/or laboratory tests   

d. Perform diagnostic and/or laboratory tests 

e. Communicate a therapeutic plan to health care professionals 

f. Document a therapeutic plan 

 

5. Educate patient and/or caregiver regarding a therapeutic plan 

a. Identify and prioritize patient education needs 

b. Recognize patient education barriers  

c. Select and use appropriate educational method(s)  

d. Assess patient’s knowledge/skill acquisition  

 

6. Monitor and modify a therapeutic plan  

a. Monitor a therapeutic plan by collecting and interpreting data  

b. Modify a therapeutic plan as needed  

 

Knowledge of: 

01 Anatomy and physiology 

02 Disease state knowledge (prognosis; pathophysiology; epidemiology; etiology; 

risk factors; pathogenesis; signs and symptoms; diagnostic criteria; 

pharmacotherapy; pharmacokinetics; pharmacodynamics; pharmacoeconomics; 

pharmacogenomic; pharmaceutics;  drug-drug, drug-laboratory, drug-nutrient, 

drug-device, and drug-disease interactions; adverse drug effects; non-drug 

treatment; drug administration) 

03 Disease/drug monitoring parameters (physical examination, laboratory and point 

of care tests, diagnostic tests, therapeutic goals) 

04 Evidence-based practice guidelines 

05 Patient education principles and methods 

06 Health literacy 

07 Regulatory requirements related to prescribing and monitoring specific drugs 

(e.g., methadone, isotretinoin, REMS programs) 

08 Federal regulations related to patients rights and protections (e.g., privacy, 

child/adult protective services, advance directives, living will, power of attorney, 

do not resuscitate) 

09 Ethical issues 

10 Formats used to document pharmacotherapy recommendations and follow-up 
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11 Humanistic factors or outcomes (e.g., patient satisfaction, quality of life) 

12 Cultural competence and sensitivity 

13 Health promotion and disease prevention 

14 Complementary and alternative medicine 

 

 

Domain 2: Retrieval, Generation, Interpretation and Dissemination of Knowledge in 

Pharmacotherapy (25% of exam) 

 

Tasks: 

1.  Identify and retrieve relevant biomedical literature 

2.  Interpret biomedical literature with regard to study design and methodology, statistical 

analysis, and significance of reported data and conclusions 

3.  Educate health care professionals, students, patients, and the public 

4.  Conduct research to generate clinical, economic, humanistic or translational knowledge 

applicable to patient care 

5.  Prepare and disseminate new knowledge (e.g., original research, review articles, case 

reports, abstracts, reviews and monographs) 
 

Knowledge of: 

01 Primary, secondary, and tertiary references 

02 Search strategies 

03 Information resources 

04 Biostatistical methods 

05 Internal and external validity 

06 Clinical and statistical significance 

07 Principles and methods of educating health care students and professionals 

08 Role modeling, mentoring, and coaching techniques 

09 Knowledge/skills assessment techniques 

10 Research hypothesis generation 

11 Research design and methodology 

12 Protocol and proposal development 

13 Regulatory requirements for the conduct of research (e.g., HIPAA, IRB, OSHA, 

NIH) 

14 Data management 

15 Design of publications for dissemination of new knowledge  

 

Domain 3:  Systems and Population-based Pharmacotherapy (15% of exam) 

 

Tasks: 

1.  Document and report new, unusual, or severe pharmacotherapeutic events (e.g., adverse 

reactions, drug interactions, medication errors, drug/device/assay defects) 

2.  Collect and interpret data to characterize/identify health system and/or public health 

related problems 

3.  Design, justify, and garner support for health system and/or public health-related 

initiatives 

4.  Implement health system and/or public health-related initiatives 
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5.  Measure and monitor outcomes of health system and/or public health-related initiatives 
 

Knowledge of: 

01 National regulatory and accrediting agency requirements for preventing, tracking, 

and reporting new, unusual, or severe pharmacotherapeutic events 

02 Process/procedures for reporting to the FDA and other organizations new, unusual 

or severe adverse events related to drugs and/or devices 

03 Evidence-based clinical practice and patient-care standards 

04 Comparative effectiveness research/reviews 

05 Health system-based standards and Federal regulations (e.g., TJC, NCQA, OSHA, 

CMS, HEDIS, LEAPFROG, HIPAA, FDA) 

06 Principles of medication-use evaluation and prevention of drug-related injury 

07 Performance improvement process 

08 Principles of formulary and drug use system management 

09 Ethical issues (industry interactions, conflict of interest, disclosure) 

10 Continuity of patient care (e.g., medication reconciliation, in-home medication 

use) 
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SYSTEMS AND PATIENT-CARE PROBLEMS 

 

Bone/Joint and Rheumatology 

 Fibromyalgia 

 Osteoarthritis 

 Gout/Hyperuricemia 

 Osteoporosis 

 Rheumatoid arthritis 

 Systemic Lupus Erythematosus 

Cardiovascular 

 Acute coronary syndromes 

 Advance cardiac life support 

 Arrhythmias 

 Cardiopulmonary resuscitation 

 Coronary artery disease 

 Dyslipidemia 

 Heart failure 

 Hypertension 

 Peripheral arterial disease 

 Primary pulmonary hypertension 

 Septic shock 

 Thromboembolic disorders 

 Valvular heart disease 

Dermatologic 

 Acne 

 Burns 

 Dermatitis 

 Decubitus ulcers 

 Psoriasis 

 Urticaria 

Endocrine 

 Adrenal disorders 

 Diabetes insipidus 

 Diabetes mellitus 

 Obesity 

 Parathyroid disorders 

 Polycystic ovary syndrome 

 SIADH 

 Thyroid disorders 

Eyes, Ears, Nose, and Throat 

 Allergic rhinitis 

 Glaucoma 

 Macular degeneration 

 Vertigo 

Fluid and Electrolyte/Nutrition 

 Acid-base disorders 
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 Electrolyte abnormalities 

 Nutritional deficiencies 

Gastrointestinal 

 Constipation 

 Diarrhea 

 Chronic liver disease and cirrhosis 

 Gastroesophageal reflux disease 

 Gastrointestinal bleeding 

 Hepatitis 

 Inflammatory bowel disease 

 Irritable bowel syndrome 

 Malabsorption syndrome 

 Nausea/vomiting 

 Pancreatitis 

 Peptic ulcer disease 

 Stress Ulcer Prophylaxis 

Genitourinary 

 Prostatic hyperplasia 

 Sexual dysfunction 

 Urinary incontinence 

Hematologic 

 Anemias 

 Clotting factor disorder 

 Disseminated intravascular coagulation 

 Sickle cell disease 

 Thrombocytopenia 

Immunologic 

 Allergy/anaphylaxis 

 Angioedema 

 Organ transplantation 

 Stevens-Johnson syndrome 

Infectious Diseases 

 Antimicrobial prophylaxis 

 Bone and joint infections 

 Central nervous system infections 

 Ear infections 

 Febrile neutropenia 

 Fungal infections 

 Gastrointestinal infections 

 Gynecologic infections 

 Human Immunodeficiency Virus infection 

 Infectious endocarditis 

 Intra-abdominal infections 

 Lung abscess 

 Ophthalmic infections 

 Prostatitis 
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 Respiratory tract infections 

 Sepsis 

 Sexually transmitted diseases 

 Sinusitis 

 Skin and soft tissue infections 

 Tuberculosis 

 Urinary tract infections 

Neurological 

 Central nervous system hemorrhage 

 Cerebral ischemia (including ischemic stroke) 

 Dementia 

 Epilepsy 

 Headache/migraine 

 ICU sedation/paralysis/delirium 

 Neuromuscular diseases 

 Parkinson’s disease 

 Pain 

 Peripheral neuropathy 

 Spinal-cord injuries/abnormalities 

 Status epilepticus 

 Traumatic brain injury 

 Tremors 

Obstetrics/Gynecology 

 Chronic disease in pregnancy 

 Contraception 

 Endometriosis 

 Infertility 

 Lactation 

 Menopausal symptoms 

 Menstrual disorders 

 Pregnancy-related disease 

Oncology 

 Breast cancer 

 Colon cancer 

 Gynecological cancers 

 Leukemia 

 Lung cancer 

 Prostate cancer 

 Skin cancer 

 Supportive care (e.g., preventing / treating complications associated with malignancy or 

treatment) 

Psychiatric 

 Anxiety disorders 

 Attention deficit disorders 

 Bipolar disorders 

 Depressive disorders 
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 Drug/alcohol overdose/withdrawal 

 Schizophrenia 

 Sleep disorders 

 Substance abuse 

Renal 

 Acute renal failure 

 Chronic kidney disease 

 Dialysis (managing associated complications and drug dosing) 

 Nephrolithiasis 

Pulmonary 

 Adult respiratory distress syndrome 

 Asthma 

 Chronic obstructive lung disease 

 Respiratory failure 

 Sleep apnea 

Health Maintenance/Public Health 

 Bioterrorism 

 Health advice, education, or instruction 

 Immunizations 

 Lifestyle modification 

 Patient safety 

 Routine health screening 
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Content Outline for the  

PSYCHIATRIC PHARMACY  
SPECIALTY CERTIFICATION EXAMINATION 

Developed Fall/Winter 2011/12 for Use on the October 2013 Exam 
 

The following domains, tasks and knowledge statements were delineated by the BPS Specialty 
Council on Psychiatric Pharmacy practice and validated through a role delineation study, 
conducted in 2011.  The proportion of examination items allotted to each domain was 
determined through analysis and discussion of the results of the role delineation study by the 
Specialty Council. 
 
Each of the major areas/domains of Psychiatric Pharmacy practice noted below will be tested 
beginning in October 2013.  Questions will not be grouped by domain on the exam.  Rather, 
items testing each domain are distributed throughout the total examination.   Please note this 
examination will SAMPLE a candidate’s knowledge rather than trying to test all of his/her 
knowledge.  Examination items will address problems and situations reflective of the full range 
of practice sites (e.g., home care, hospital). 
 
 
Domain 1: Patient Management  
Provide optimal medication therapy management for patients with psychiatric and co 
morbid disorders. (62% of the examination) 
 
Tasks: 
1. Conduct and interpret results of psychiatric assessments (for example, mental status 

examination, BPRS, HAM-D, BDI, HAM-A). 
2. Interpret the results of clinical data (for example, physical examination, laboratory data, 

pharmacogenetics tests, neurological, psychological testing) obtained by other providers.  
3. Interview patient, family, and/or caregiver(s) to identify information necessary to design 

a treatment plan (for example, medication history, adverse effects, adherence, target 
symptoms, severity).  

4. Identify and assess target symptoms that respond to pharmacotherapy and variables that 
influence medication effectiveness (for example, time to response, and duration of 
illness).  

5. Assess and manage psychiatric illnesses in the context of medical co morbidities.  
6. Identify and assess target symptoms that respond to non-pharmacologic interventions 

(for example, cognitive-behavior therapy, electroconvulsive therapy, VNS, alternative 
therapies).  

7. Establish measurable therapeutic goals in collaboration with the treatment team, patient, 
family, and/or the caregiver(s).  



8. Recommend, initiate, or modify pharmacotherapy treatment plan. 
9. Recommend non-pharmacological treatment plan. 
10. Recommend, design, or implement a medication-specific monitoring plan (for example,) 
11. Assess outcomes of the medication treatment and monitoring plans relative to 

therapeutic goals (for example, effectiveness, drug-related problems, adherence) and 
revise, as required.  

12. Anticipate, identify, and manage drug-related problems (for example, drug-drug 
interactions, sub-therapeutic dose, treatment non-adherence).  

13. Document and communicate findings, recommendations, decisions, and outcomes 
regarding treatment.  

 
Knowledge of: 

01 Psychiatric and related disorders   
• diagnostic criteria  
• signs and symptoms  
• pathophysiology  
• etiology (including drug induced, disease induced)  
• risk factors  
• onset, course, and prognosis  
• epidemiology  
• common medical co morbidities  

02 Treatment of psychiatric and related disorders   
• relative role of treatment options (pharmacologic and non-pharmacologic)  
• proposed mechanism of action and pharmacologic effects  
• pharmacokinetics, pharmacogenetics and pharmacodynamics  
• relative potency, dosage, schedule, route of administration, and delivery 

technology  
• relative effectiveness of treatment options, including complementary and 

alternative therapy 
• dosage initiation, titration, and discontinuation  
• potential adverse events, toxicities, and management strategies  
• relative and absolute contraindications  
• pharmacoeconomics  
• rationale for drug selection  
• drug interactions  
• special populations (for example, gender, ethnicity, pregnancy, lactation, co-

morbidity, age, partial and non-responders)  
• risk factors for non-adherence and strategies to evaluate and improve adherence 

 
03 Disease and medication-specific monitoring parameters for psychiatric and related 

disorders  
• interviewing methods (for example, mental status exam, psychiatric interview)  
• laboratory and diagnostic tests (including imaging)  
• therapeutic drug monitoring  
• physical assessment (for example, vital signs, movement disorders)  
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• therapeutic end points  
• frequency and relative importance of monitoring parameters  
• assessment measures (for example, rating scales, inventories, quality of life)  

 
 
Domain 2: Information Management  
Obtain, generate, interpret, and disseminate knowledge related to psychiatric pharmacy. 
(25% of the examination) 
 
Tasks: 
1. Select and evaluate sources for biomedical information appropriate for psychiatric 

pharmacy practice. 
2. Critically evaluate a study with regard to design and methodology, sources of bias, and 

significance and applicability of findings.  
3. Develop best practices based on evaluation of the primary literature. 
4. Provide and assess medication education to patients, families, and caregivers in 

individual and group sessions.  
5. Provide and assess education to students, residents, trainees, pharmacists, and other 

healthcare professionals.  
6. Generate new knowledge (for example, conduct research, publish case reports) to foster 

the safe, effective, and economical use of pharmacologic agents.  
7. Develop and disseminate information to the public regarding mental health issues and 

medication safety. 
 
Knowledge of: 

01 Medical literature related to psychiatric and related disorders 
02 Information resources and technologies 
03 Study design and methodology (including strengths and limitations of various 

designs and statistical methods)  
04 Applicability and generalizability of research findings  
05 Clinical versus statistical significance  
06 Education methods for patients and the public 
07 Professional education methods and principles 
08 Procedures to assess the effectiveness of medication education  
09 Regulations and guidelines for dissemination of medication information (for 

example, REMS, medication guides) 
10 Regulatory and ethical issues related to research in patients with psychiatric and 

related disorders (including competency, confidentiality, informed consent, and 
patient rights) 
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Domain 3: Health Policy and Practice Management  
Collaborate with healthcare professionals, administrators, and the general public to 
promote health, safety and welfare of individuals and populations with mental illness. (13% 
of the examination)   
 
Tasks: 
1. Develop and implement systems and policies that optimize the care of patients with 

psychiatric and co morbid disorders. 
2. Evaluate psychiatric services for compliance with standards established by national 

accrediting and regulatory agencies as related to practice in healthcare settings (for 
example, mental health, developmental disorders, substance abuse, forensic settings).  

3. Advocate for the health, safety and welfare of individuals and populations with mental 
illness. 

4. Assess the appropriateness of prescribing patterns of psychotropic medications in 
specific patient populations.  

5. Develop and implement medication use policies in collaboration with other healthcare 
providers and/or agencies to optimize patient outcomes.  

6. Develop and implement strategies for providing psychiatric pharmacy services 
appropriate to the needs of patients. 

7. Facilitate patient access to medications and healthcare services. 
8. Evaluate the quality and effectiveness of mental health care provided to patients. 
 
Knowledge of: 

01 Clinical practice guidelines for treatment of patients with psychiatric and 
neurologic disorders  

02 National accreditation and regulatory standards (for example, TJC, HIPAA, CMS, 
CARF, OHRP)  

03 Reimbursement policies of federal, state, and private agencies as related to the 
provision of psychiatric healthcare  

04 Performance improvement methods (for example, peer review, adverse event 
monitoring, medication use evaluation)  

05 Organizations that advocate and provide resources for patients with mental illness 
(for example, National Alliance on Mental Illness, CPNP, American Psychiatric 
Association) 

06 Patient assistance programs and alternative funding sources 
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BOARD OF PHARMACY SPECIALITIES 
2215 Constitution Avenue, NW  
Washington, DC 20037-2985 

202-429-7591 ·  FAX 202-429-6304 
bps@aphanet.org   ·  www.bpsweb.org 

 
Content Outline for the  

PSYCHIATRIC PHARMACY  
SPECIALTY CERTIFICATION EXAMINATION 

Developed Fall/Winter 2011/12 for Use on the October 2013 Exam 
 

The following domains, tasks and knowledge statements were delineated by the BPS Specialty 
Council on Psychiatric Pharmacy practice and validated through a role delineation study, 
conducted in 2011.  The proportion of examination items allotted to each domain was 
determined through analysis and discussion of the results of the role delineation study by the 
Specialty Council. 
 
Each of the major areas/domains of Psychiatric Pharmacy practice noted below will be tested 
beginning in October 2013.  Questions will not be grouped by domain on the exam.  Rather, 
items testing each domain are distributed throughout the total examination.   Please note this 
examination will SAMPLE a candidate’s knowledge rather than trying to test all of his/her 
knowledge.  Examination items will address problems and situations reflective of the full range 
of practice sites (e.g., home care, hospital). 
 
 
Domain 1: Patient Management  
Provide optimal medication therapy management for patients with psychiatric and co 
morbid disorders. (62% of the examination) 
 
Tasks: 
1. Conduct and interpret results of psychiatric assessments (for example, mental status 

examination, BPRS, HAM-D, BDI, HAM-A). 
2. Interpret the results of clinical data (for example, physical examination, laboratory data, 

pharmacogenetics tests, neurological, psychological testing) obtained by other providers.  
3. Interview patient, family, and/or caregiver(s) to identify information necessary to design 

a treatment plan (for example, medication history, adverse effects, adherence, target 
symptoms, severity).  

4. Identify and assess target symptoms that respond to pharmacotherapy and variables that 
influence medication effectiveness (for example, time to response, and duration of 
illness).  

5. Assess and manage psychiatric illnesses in the context of medical co morbidities.  
6. Identify and assess target symptoms that respond to non-pharmacologic interventions 

(for example, cognitive-behavior therapy, electroconvulsive therapy, VNS, alternative 
therapies).  

7. Establish measurable therapeutic goals in collaboration with the treatment team, patient, 
family, and/or the caregiver(s).  
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8. Recommend, initiate, or modify pharmacotherapy treatment plan. 
9. Recommend non-pharmacological treatment plan. 
10. Recommend, design, or implement a medication-specific monitoring plan (for example,) 
11. Assess outcomes of the medication treatment and monitoring plans relative to 

therapeutic goals (for example, effectiveness, drug-related problems, adherence) and 
revise, as required.  

12. Anticipate, identify, and manage drug-related problems (for example, drug-drug 
interactions, sub-therapeutic dose, treatment non-adherence).  

13. Document and communicate findings, recommendations, decisions, and outcomes 
regarding treatment.  

 
Knowledge of: 

01 Psychiatric and related disorders   
• diagnostic criteria  
• signs and symptoms  
• pathophysiology  
• etiology (including drug induced, disease induced)  
• risk factors  
• onset, course, and prognosis  
• epidemiology  
• common medical co morbidities  

02 Treatment of psychiatric and related disorders   
• relative role of treatment options (pharmacologic and non-pharmacologic)  
• proposed mechanism of action and pharmacologic effects  
• pharmacokinetics, pharmacogenetics and pharmacodynamics  
• relative potency, dosage, schedule, route of administration, and delivery 

technology  
• relative effectiveness of treatment options, including complementary and 

alternative therapy 
• dosage initiation, titration, and discontinuation  
• potential adverse events, toxicities, and management strategies  
• relative and absolute contraindications  
• pharmacoeconomics  
• rationale for drug selection  
• drug interactions  
• special populations (for example, gender, ethnicity, pregnancy, lactation, co-

morbidity, age, partial and non-responders)  
• risk factors for non-adherence and strategies to evaluate and improve adherence 

 
03 Disease and medication-specific monitoring parameters for psychiatric and related 

disorders  
• interviewing methods (for example, mental status exam, psychiatric interview)  
• laboratory and diagnostic tests (including imaging)  
• therapeutic drug monitoring  
• physical assessment (for example, vital signs, movement disorders)  
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• therapeutic end points  
• frequency and relative importance of monitoring parameters  
• assessment measures (for example, rating scales, inventories, quality of life)  

 
 
Domain 2: Information Management  
Obtain, generate, interpret, and disseminate knowledge related to psychiatric pharmacy. 
(25% of the examination) 
 
Tasks: 
1. Select and evaluate sources for biomedical information appropriate for psychiatric 

pharmacy practice. 
2. Critically evaluate a study with regard to design and methodology, sources of bias, and 

significance and applicability of findings.  
3. Develop best practices based on evaluation of the primary literature. 
4. Provide and assess medication education to patients, families, and caregivers in 

individual and group sessions.  
5. Provide and assess education to students, residents, trainees, pharmacists, and other 

healthcare professionals.  
6. Generate new knowledge (for example, conduct research, publish case reports) to foster 

the safe, effective, and economical use of pharmacologic agents.  
7. Develop and disseminate information to the public regarding mental health issues and 

medication safety. 
 
Knowledge of: 

01 Medical literature related to psychiatric and related disorders 
02 Information resources and technologies 
03 Study design and methodology (including strengths and limitations of various 

designs and statistical methods)  
04 Applicability and generalizability of research findings  
05 Clinical versus statistical significance  
06 Education methods for patients and the public 
07 Professional education methods and principles 
08 Procedures to assess the effectiveness of medication education  
09 Regulations and guidelines for dissemination of medication information (for 

example, REMS, medication guides) 
10 Regulatory and ethical issues related to research in patients with psychiatric and 

related disorders (including competency, confidentiality, informed consent, and 
patient rights) 
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Domain 3: Health Policy and Practice Management  
Collaborate with healthcare professionals, administrators, and the general public to 
promote health, safety and welfare of individuals and populations with mental illness. (13% 
of the examination)   
 
Tasks: 
1. Develop and implement systems and policies that optimize the care of patients with 

psychiatric and co morbid disorders. 
2. Evaluate psychiatric services for compliance with standards established by national 

accrediting and regulatory agencies as related to practice in healthcare settings (for 
example, mental health, developmental disorders, substance abuse, forensic settings).  

3. Advocate for the health, safety and welfare of individuals and populations with mental 
illness. 

4. Assess the appropriateness of prescribing patterns of psychotropic medications in 
specific patient populations.  

5. Develop and implement medication use policies in collaboration with other healthcare 
providers and/or agencies to optimize patient outcomes.  

6. Develop and implement strategies for providing psychiatric pharmacy services 
appropriate to the needs of patients. 

7. Facilitate patient access to medications and healthcare services. 
8. Evaluate the quality and effectiveness of mental health care provided to patients. 
 
Knowledge of: 

01 Clinical practice guidelines for treatment of patients with psychiatric and 
neurologic disorders  

02 National accreditation and regulatory standards (for example, TJC, HIPAA, CMS, 
CARF, OHRP)  

03 Reimbursement policies of federal, state, and private agencies as related to the 
provision of psychiatric healthcare  

04 Performance improvement methods (for example, peer review, adverse event 
monitoring, medication use evaluation)  

05 Organizations that advocate and provide resources for patients with mental illness 
(for example, National Alliance on Mental Illness, CPNP, American Psychiatric 
Association) 

06 Patient assistance programs and alternative funding sources 
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❏ Mr      ❏ Ms ❏ Dr     ❏ Other_____________________________      __________________________________________
          

Date Of Birth (MM-DD-YYYY)

NAME: ________________________________________________________________________________________________

  first name      middle initial   last name

CONTACT INFORMATION

In the space provided below, please provide your contact information. The Board of Pharmacy Specialties will use 
the information provided to contact you regarding your application status and all other future communications.

Preferred Address ❏ Home ❏ Business Secondary Address ❏ Home ❏ Business

  ________________________________________   ________________________________________

  ________________________________________   ________________________________________

 Business Phone Number Business Phone Number

 (________)_________________________________       (________)_________________________________

Email Address Secondary Email Address

___________________________________________ ___________________________________________

LICENSURE

State/Country of licensure ________________________________________________________________

Attach a copy of your current, valid legal authorization to practice pharmacy (e.g., state pharmacy license, 
registration certificate) to this application.

EXAM SITE: Once an application is approved by BPS , applicants will be contacted by Castle Worldwide begin-
ning on August 1, 2013 to schedule their examination within the seventeen day testing window (September 19, 2013 
to October 5, 2013)

PAYMENT

❏ A check for $600 is enclosed   Check # ________________________

Please charge my  ❏ VISA ❏ MasterCard ❏ American Express

Card Number Expiration Date  Card Security Verification Code (3 or 4 digit)

Signature

If you hold other BPS Certifications, please list here. ______________________________________________

2013 APPLICATION

PHARMACOTHERAPY
SPECIALTY CERTIFICATION

APPLICATION INFORMATION

Please provide your legal name as it appears on your driver’s license, passport or other official identification.
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DOMAINS TIME  PERIODS (based on a 12 month period)

1st period 2nd period 3rd period

 from  (month)______, (yr)_____  (month)______, (yr)_____  (month)______, (yr)_____

to   (month)______, (yr)_____  (month)______, (yr)_____  (month)______, (yr)_____

I. Patient-Specific 
Pharmacotherapy 

II.  Retrieval, Generation,  
Interpretation and  
Dissemination of  
Knowledge in  
Pharmacotherapy 

III.  Health-System Related  
Pharmacotherapy

IV.  All other pharmacy practice 
activities

TOTAL 100% 100% 100%

  

DOCUMENTATION of TRAINING/EXPERIENCE

I have spent ________ years providing patient-care activities as a pharmacist.

The Board of Pharmacy Specialties (BPS) requires a candidate to have completed three (3) years of practice  
experience following initial licensure with at least 50% of time spent in activities related to the 
domains of the specialty exam, or completed a PGY1 residency. Please provide your eligibility criteria 
below.

*Effective January 1, 2013, only residencies accredited by the American Society of Health-System 
pharmacist (ASHP) or residency programs that are under active consideration for accreditation by 
ASHP are creditable for this purpose.

PRACTICE EXPERIENCE

Using the chart below, estimate the precentage of time you have spent in each of the domains of pharmaco-
therapy practice, as well as in all other areas of pharmacy practice. Each period must be 12 consecutive months, 
but not necessarily January-December. The total percentage of time for each 12 month period must equal 100%. 
See the Pharmacotherapy Content Outline for detail of activities included under each domain.

RESIDENCY 

I have completed a PGY1 Residency in Pharmacotherapy Pharmacy.  ❏ YES  ❏ NO

Dates: _____________________________________   to ____________________________________________   

Site:  ______________________________________________________________________________________

Major Preceptor:  ____________________________________________________________________________



  Academia-affiliated/University-based Setting 
  Ambulatory Care 
  Acute Care  
  Family Medicine/Primary Care/Private Office  
  Government: Armed Services/NIH/Public Health Service/VA 
  Hospital/Health-system based Setting
  Manage Care/Mail Order
  Hospital/Health-system based Setting
  Private Office
  Other, Describe:____________________________________________________________________________

Employer Name

Employer Address

Supervisor Name

Supervisor Title

(         )
Supervisor Phone

Supervisor Email Address

PHARMACY DEGREE

List below the pharmacy degree(s) which you have earned along with the conferring institution(s)/date(s).

degree institution date conferred

degree institution date conferred

degree institution date conferred

EMPLOYMENT INFORMATION

Select Employer Category (check all appropriate boxes)



APPLICATION STATEMENT
• I hereby apply to the Board of Pharmacy Specialties for certification as a specialist in     
   Pharmacotherapy.

•  I have enclosed the six hundred dollar ($600) fee and a photocopy of my current state pharmacy 
license/registration certificate.

• I have r ead, comprehended, and agree to comply with all the information contained in the 2013 BPS 
Candidate’s Guide.

•  I understand and agree that certification is contingent upon my successfully meeting all eligibility 
requirements, which include achieving a passing score on the examination.

•  I understand and agree that my signature below constitutes written authorization for the test developer 
to release my scores to BPS and to myself ONLY.

•  I further understand that BPS may release aggregate examination score data to individuals or  
organizations  
selected by BPS to study its testing program, on the condition that my identity will NOT be disclosed.

• I understand and agree that in the event any material statement made by me during this certification 
process is false, I will not be certified, or if such has been granted to me, that it will be revoked. I 
authorize BPS to verify the information I have provided.

• I understand and agree that my signature below authorizes BPS to publish my name via the BPS web-
site, if the conditions of recertification are met.

•  If certified by BPS, I agree to make claims regarding certification only in respect to the scope for which 
certification has been granted. Further, I agree to not use the certification in such a manner as to bring 
the Board of Pharmacy Specialties into disrepute and not make any statement regarding the certification 
which the Board of Pharmacy Specialties may consider misleading or unauthorized. Further, I agree to 
ensure that neither certificate nor any part thereof is used in a misleading manner.

•  Upon suspension or withdrawal of certification, I agree to discontinue the use of all claims to  
certification that contains any reference to the Board of Pharmacy Specialties or its certifications, and to 
return any certificates issued by BPS.

•  I hereby certify that the information given during this certification process is true and correct to the best 
of my knowledge and belief.

Signature in full _____________________________________________________________________________

Print Name __________________________________________________________  Date _________________

Be sure you have: 
 ■✓    COMPLETELY and ACCURATELY filled out the application.

 ■✓    ENCLOSED $600  – check, money order, Visa/MasterCard/American Express

 ■✓    MAILED/FAXED application no later than AUGUST 1, 2013. 

 ■✓    A TTACHED photocopy of PHARMACY REGISTRATION CERTIFICATE/LICENSE  
to application

Board of Pharmacy Specialties
2215 Constitution Ave. NW  •  Washington, DC 20037

202-429-7591  •  FAX 202-429-6304  •  info@bpsweb.org  •  www.bpsweb.org



Name  __________________________________________________________________________________
 last first middle
Address  _______________________________________________________________________________
 number street apt. no.
  ________________________________________________________________________________
 city state ZIP/Postal code

Phone numbers  (________)_________________________     (________)____________________________  
 home business
Accommodations requested for the  _______________________________________examination.

Section A. Nature of Disability
Indicate the nature of your disability, the year it was first professionally diagnosed, and the date of your 
most recent evaluation (select all that apply).
❏  Vision
❏  Physical
❏  ADHD
❏  Learning
❏  Psychological
❏  Hearing
❏  Other (Specify:_______________)

Section B. Previous Accommodations
Have you previously received test accommodations?  ❏  Yes      ❏  No 
If yes, provide the name of the examination, test date, and accommodations received:
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________

Section C. Requested Accommodations
Select all that apply.
❏  Additional Time
❏  Reader or screen reader software
❏  Trackball mouse
❏  Separate testing area
❏  Other equipment of accommodation (please explain: ______________________)

Comments _____________________________________________________________________________

_______________________________________________________________________________________

Signature _____________________________________________            Date _____________________

PERSONS WITH DISABILITIES
ACCOMMODATION REQUEST FORM

The information requested below and any documentation regarding your disability and your need for 
accommodation in testing will be considered strictly confidential and will be used solely to determine the 
applicants eligibility for accommodations.

Board of Pharmacy Specialties
2215 Constitution Ave. NW

Washington, DC 20037
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GUIDELINES FOR PHYSCIAN DOCUMENTATION OF 
DISABILITY RELATED NEEDS

If you have a learning disability, a psychological disability, or other hidden disability that requires an accom-
modation in testing, please have your physician submit documentation to BPS on letterhead describing your 
disability and its severity and explain the need for requested accommodations. The report should include the 
following:

• A specific diagnosis of the disability using professionally recognized nomenclature, e.g., American 
Psychiatric Association Diagnostic and Statistical Manual

• A current evaluation (conducted no more than three years prior to the request for accommodations) 

• Clear description of the specific diagnostic criteria and names of all diagnostic test used including dates(s) of 
evaluation

• Detailed description of the applicant’s current functional limitations due to the diagnosed disability and an 
explanation of how the diagnostic test results relate to the identified functional limitations

• Recommendations of specific accommodations including assistive device, including a detailed explanation 
of why these accommodations or devices are needed and how they will reduce the impact of the identified 
functional limitations on the specific exam for which they are requested.

• List of any accommodations the applicant currently uses in daily functioning

• Physician’s contact information and credentials

Board of Pharmacy Specialties
2215 Constitution Ave. NW

Washington, DC 20037



Check one box:

❏ Nuclear   ❏ Nutrition Support   ❏ Oncology   ❏ Pharmacotherapy   ❏ Psychiatric
❏ CE     Exam Only ❏ CE ❏  CE ❏ CE
❏ Exam  ❏ Exam ❏ Exam ❏ Exam

APPLICATION INFORMATION
Please provide your legal name as it appears on your driver’s license, passport or other official identification.

❏ Mr      ❏ Ms ❏ Dr     ❏ Other_____________________________      __________________________________________
          

Date Of Birth (MM-DD-YYYY)

NAME: ________________________________________________________________________________________________

  first name      middle initial   last name

CONTACT INFORMATION

In the space provided below, please provide your contact information. The Board of Pharmacy Specialties will use 
the information provided to contact you regarding your application status and all other future communications.

Preferred Address ❏ Home ❏ Business Secondary Address ❏ Home ❏ Business

  ________________________________________   ________________________________________

  ________________________________________   ________________________________________

 Preferred Phone Number Secondary Phone Number

 (________)__________________________________       (________)__________________________________

Email Address Secondary Email Address

____________________________________________ ___________________________________________

Employer ____________________________________           Employer Type _______________________________

LICENSURE

State/Country of licensure __________________________________________________________________________
Attach a copy of your current, valid legal authorization to practice pharmacy (e.g., state pharmacy license, 
registration certificate) to this application.

EXAM SITE: Once an application is approved by BPS , applicants will be contacted by Castle Worldwide  
beginning on August 1, 2013 to schedule their examination within the seventeen day testing window  
(September 19, 2013 to October 5, 2013)

PAYMENT

❏ A check for $400 is enclosed   Check # ________________________

Please charge my  ❏ VISA ❏ MasterCard ❏ American Express

Card Number Expiration Date  Card Security Verification Code (3 or 4 digit)

Signature

2013 APPLICATION

BPS
RECERTIFICATION

wellis
Typewritten Text

wellis
Typewritten Text



❏  Direct Patient Care  ❏  Administrative Care ❏  Retired  ❏  Unemployed

Employer: __________________________________ 

Employer Type:        

❏  Hospital/Health Center (Community or Teaching) ❏  Community Pharmacy/Ambulatory Clinic 

❏  University/Academic      ❏  Dept. of Veterans Affairs 

❏  Mail Services       ❏  Pharmaceutical Industry 

❏  Health Care System (Kaiser, etc.)     ❏  Admin./Mgmt./Association/Publishing 

❏  Dept. of Health and Human Services/USPHS   ❏  U.S. Army 

❏  U.S. Navy       ❏  Chain Pharmacy

❏  Unemployed/retired      ❏  U.S. Air Force 

❏  Home Health/Infusion Service     ❏  Independent Consultant/Self-employed

Using the chart below, estimate the percentage of time you have spent in each of the domains of your  
specialty area of practice, as well as in all other areas of pharmacy practice, during this recertification period  
(2007-2013). See the Content Outline at www.bpsweb.org for details of activities included under each domain.

percentageDOMAINS

I ___________%

___________%II

___________%III

___________%IV

All other pharmacy practice activities ___________%

TOTAL 100%

List your pharmacy work experience for 2007-2013 (for retired/unemployed BPS certificants, list last employer).

1. Employer: ____________________________________ 3.Employer:________________________________________  
(if applicable)

__________________________________________________
__________________________________________________

Your Position Title:_________________________________

Dates  of Employment:______________________________ Your Position Title:_________________________________

2. Employer: ____________________________________  Dates of Employment: ______________________________
(if applicable)

__________________________________________________

Your Position Title:_________________________________

Dates of Employment: ____________________________

CURRENT WORK EXPERIENCE

Please note: Current employment is not a requirement to renew BPS certification. The information below is  
being gathered for informational purposes only.

Check all that apply:

  



❏  Expand knowledge and skills in pharmacy

❏  Attain more confidence in performing professional 
responsibilities

❏  Gain personal satisfaction by accomplishing some-
thing professionally important

❏

❏

Job requirement

  Gain greater credibility/status as a professional

❏  Increase in income

  Contribute to a faster career path

❏  Enhance job mobility 

❏  

❏  Peer recognition

❏  Attain greater job security

2. If recertifying via CE, what are the biggest benefits 
of choosing this recertification option (check all that 
apply?

❏  Expand knowledge and skills in pharmacy

❏  Address areas of weakness in pharmacy practice

❏  Able to plan recertification activities

❏  Other (please specify) 
___________________________

3. If recertifying via CE, what are the biggest challenges 
in obtaining recertification (check all that apply)?

❏  Time needed to complete requirements

❏  Cost of completing requirements 

❏  Difficulty of post-tests

❏  Amount of CE options available

❏  Type of CE options available (live vs. online)

❏  Lack of relevancy to my practice 

❏  Other (please specify) 
___________________________

4. If recertifying via exam, what are the biggest benefits 
in choosing this recertification option (check all that 
apply)?

❏  Time (spent preparing for the exam vs. completing 
CE)

❏  Cost (vs. purchasing CE modules)

❏  Expand knowledge and skills in pharmacy practice

❏  Other (please specify) 
___________________________

5. If recertifying via exam, what are the biggest chal-
lenges in obtaining recertification (check all that 
apply)?

❏  Difficulty of exam

❏  Scheduling of exam

❏  Preparation time for exam

❏  Relevancy to practice 

❏  Other (please specify) 
___________________________

6. What other activities have you participated in over 
the 7 year recertification cycle that you believe have 
strengthened your knowledge in your specialty area 
(check all that apply)?

ence attendance

❏  Conference presentations 

❏  Resear

❏  Journal publications

❏  Confer

ch

❏  Other (please specify) 
___________________________

7. Does your employer provide reimbursement for the 
following (check all that apply): 

❏  BPS initial certification exam

❏  BPS recertification fee

❏  BPS annual maintenance fee

❏  Continuing Education offered by BPS-approved pro-
viders

8. Does your employer provide additional compensation 
for BPS certification?

❏  Yes

❏  No

9. Do you believe the 7-year time period for recertifica-
tion is appropriate? 

❏  Yes

❏  No—should be shorter (please note, CE require-
ments would be prorated)

10. Are you considering becoming certified in another 
specialty area? 

❏  Yes

❏  No

10a. If yes, which specialty or proposed specialty would 
you consider becoming certified in? _____________
_____________________________________________

10b. If yes, do you plan on keeping your current certifi-
cation? 

❏  Yes

❏  No

❏  Undecided

RECERTIFICATION FEEDBACK

1. What are the primary benefits of maintaining Board 
Certification (check all that apply)?



APPLICATION STATEMENT

I hereby apply to the Board of Pharmacy Specialties for recertification as a specialist in: (Check one)

❏  Nuclear Pharmacy ❏  Nutrition Support Pharmacy  ❏  Oncology  ❏ Pharmacotherapy ❏  Psychiatric

• I have enclosed the four hundred dollar ($400) fee and a photocopy of my current state pharmacy 
license/registration certificate.

• I have read, comprehended, and agree to comply with all the information contained in the 2013 BPS 
Recertification Guide.

•  I understand and agree that recertification is contingent upon my successfully meeting all eligibility 
requirements.

•  I understand and agree that my signature below constitutes written authorization for the test developer 
to release my scores to BPS and to myself ONLY.

•  I further understand that BPS may release aggregate examination score data to individuals or organizations 
selected by BPS to study its testing program, on the condition that my identity will NOT be disclosed.

•  I understand and agree that in the event any material statement made by me during this certification 
process is false, I will not be certified, or if such has been granted to me, that it will be revoked.

• I understand an agree that my signature below authorizes BPS to publish my name via the BPS website, 
if the conditions of recertification are met.

•  If recertified by BPS, I agree to make claims regarding certification only in respect to the scope for 
which certification has been granted. Further, I agree to not use the certification in such a manner as to 
bring the Board of Pharmacy Specialties into disrepute and not make any statement regarding the  
certification which the Board of Pharmacy Specialties may consider misleading or unauthorized. Further, 
I agree to ensure that neither certificate nor any part thereof is used in a misleading manner.

•  Upon suspension or withdrawal of certification, I agree to discontinue the use of all claims to certifica-
tion that contains any reference to the Board of Pharmacy Specialties or its certifications, and to return 
any certificates issued by BPS.

•  I hereby certify that the information given during this certification process is true and correct to the best 
of my knowledge and belief.

Signature in full _____________________________________________________________________
Print Name ____________________________________________________  Date _______________

Be sure you have:

 ■✓    COMPLETELY and ACCURATELY filled out the application.

 ■✓    ENCLOSED $400  – check, money order, Visa/MasterCard/American Express

 ■✓    MAILED/FAXED application no later than AUGUST 1, 2013. 

 ■✓     ATTACHED photocopy of PHARMACY REGISTRATION CERTIFICATE/LICENSE  
to application

Board of Pharmacy Specialties
2215 Constitution Ave. NW  •  Washington, DC 20037

202-429-7591  •  FAX 202-429-6304  •  info@bpsweb.org  •  www.bpsweb.org



Name  __________________________________________________________________________________
 last first middle
Address  _______________________________________________________________________________
 number street apt. no.
  ________________________________________________________________________________
 city state ZIP/Postal code

Phone numbers  (________)_________________________   (________)_____________________________
 home business
Accommodations requested for the  _______________________________________examination.

Section A. Nature of Disability
Indicate the nature of your disability, the year it was first professionally diagnosed, and the date of your 
most recent evaluation (select all that apply).
❏  Vision
❏  Physical
❏  ADHD
❏  Learning
❏  Psychological
❏  Hearing
❏  Other (Specify:_______________)

Section B. Previous Accommodations
Have you previously received test accommodations?  ❏  Yes      ❏  No 
If yes, provide the name of the examination, test date, and accommodations received:
_______________________________________________________________________________________
_______________________________________________________________________________________
_______________________________________________________________________________________

Section C. Requested Accommodations
Select all that apply.
❏  Additional Time
❏  Reader or screen reader software
❏  Trackball mouse
❏  Separate testing area
❏  Other equipment of accommodation (please explain: ______________________)

Comments _____________________________________________________________________________

_______________________________________________________________________________________

Signature _____________________________________________            Date _____________________

PERSONS WITH DISABILITIES
ACCOMMODATION REQUEST FORM

The information requested below and any documentation regarding your disability and your need for 
accommodation in testing will be considered strictly confidential and will be used solely to determine the 
applicants eligibility for accommodations.

Board of Pharmacy Specialties
2215 Constitution Ave. NW

Washington, DC 20037
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GUIDELINES FOR PHYSCIAN DOCUMENTATION OF 
DISABILITY RELATED NEEDS

If you have a learning disability, a psychological disability, or other hidden disability that requires an accom-
modation in testing, please have your physician submit documentation to BPS on letterhead describing your 
disability and its severity and explain the need for requested accommodations. The report should include the 
following:

• A specific diagnosis of the disability using professionally recognized nomenclature, e.g., American 
Psychiatric Association Diagnostic and Statistical Manual

• A current evaluation (conducted no more than three years prior to the request for accommodations) 

• Clear description of the specific diagnostic criteria and names of all diagnostic test used including dates(s) of 
evaluation

• Detailed description of the applicant’s current functional limitations due to the diagnosed disability and an 
explanation of how the diagnostic test results relate to the identified functional limitations

• Recommendations of specific accommodations including assistive device, including a detailed explanation 
of why these accommodations or devices are needed and how they will reduce the impact of the identified 
functional limitations on the specific exam for which they are requested.

• List of any accommodations the applicant currently uses in daily functioning

• Physician’s contact information and credentials

Board of Pharmacy Specialties
2215 Constitution Ave. NW

Washington, DC 20037
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APPLICATION FOR  
ADVANCED PRACTICE PHARMACIST 

 
 Print or type 

Name:    Last   First   Middle   Former 
 

CA Pharmacist License No: 
 

**Address of record: Number  Street  City State Zip Code 
 
 
Residence Address: Number Street City State Zip Code 
(if different from above) 

Home telephone number: 

(        ) 

Work telephone number: 

(         ) 

Fax Number: 

(         ) 
Email address: Date of Birth: Social Security Number: *** 

Qualification Methods: (Check all that apply) 

Certification in a relevant area of practice as specified in B&PC 4210 (a)(2)(A) What type of documentation? 

Completion of postgraduate residency program – What type of documentation? 

Worked under a collaborative practice agreement or protocol for one year What type of documentation? 
 

Type of Services to be provided:  (check all that apply)  
Order and Interpret tests for medication management and monitoring 
Initiate or Adjust controlled substances therapy –Enter DEA licensure number ___________________ 

Location(s) where services will be provided:   (attach additional sheets, if needed) 
Name Street Address City  State  Zip 

Name Street Address  City  State  Zip 

Name Street Address  City  State  Zip 

Please read carefully and sign below. 
 
I understand that falsification of the information on this form may constitute grounds for denial or revocation of the 
license.  I hereby certify under penalty of perjury under the laws of the State of California to the truth and accuracy of all 
statements, answers and representations made in this application, including all supplementary statements.  I also certify 
that I personally completed this application and have read and understand the instructions attached to this application. 
 
 
           Signature of applicant (in full—no initials)                                                                      Date signed 
 

 
 
 

DO NOT WRITE BELOW THIS LINE 

 

 

Certification No.   
 
Date Issued  

 
Application fee no. 
 
Amount  
 
Date Cashiered  

California State Board of Pharmacy
1625 N. Market Blvd, Suite N219, Sacramento, CA 95834 
Phone (916) 574-7900 
Fax (916) 574-8618 
www.pharmacy.ca.gov 

                    BUSINESS, CONSUMER SERVICES AND HOUSING AGENCY 
DEPARTMENT OF CONSUMER AFFAIRS 

GOVERNOR EDMUND G. BROWN JR. 



  

  
 
 
***Disclosure of your social security number is mandatory.  Business and Professions Code section 30 and Public Law 94-455 (42 
USCA 405(c)(2)(C) authorize collection of your social security number.  Your social security number will be used exclusively for tax 
enforcement purposes of compliance with any judgement or order for family support in accordance with section 11350.6 of the Welfare 
and Institutions Code.  If you fail to disclose your social security number, your application for license will not be processed AND you will 
be reported to the Franchise Tax Board, which may assess a $100 penalty against you. 
 
All items of information in this application are mandatory.  Failure to provide any of the requested information will result in the 
application being rejected as incomplete.  The information will be used to determine qualifications for registration under the California 
Pharmacy Law.  The official responsible for information maintenance is the executive officer, telephone (916) 574-7900, 1625 N. Market 
Blvd., Suite N-219, Sacramento, CA  95834.  The information may be transferred to another governmental agency such as a law 
enforcement agency if necessary for it to perform its duties.  Each individual has the right to review the files or records maintained on 
them by our agency, unless the records are identified as confidential information and exempted by Civil Code section 1798.3. 
 
NOTICE: Effective July 1, 2012, the State Board of Equalization and the Franchise Tax Board may share taxpayer 
information with the board. You are obligated to pay your state tax obligation.  This application may be denied or your 
license may be suspended if the state tax obligation is not paid. 
 

MANDATORY REPORTER 
 
Under California law each person licensed by the Board of Pharmacy is a “mandated reporter” for both child and elder abuse or neglect 
purposes.  
 
California Penal Code section 11166 and Welfare and Institutions Code section 15630 require that all mandated reporters make a 
report to an agency specified in Penal Code section 11165.9 and Welfare and Institutions Code section 15630(b(1) [generally law 
enforcement, state, and/or county adult protective services agencies, etc… ] whenever the mandated reporter, in his or her professional 
capacity or within the scope of his or her employment, has knowledge of or observes a child, elder and/or dependent adult whom the 
mandated reporter knows or reasonably suspects has been the victim of child abuse or elder abuse or neglect.  The mandated reporter 
must contact by telephone immediately or as soon as possible, to make a report to the appropriate agency(ies) or as soon as is 
practicably possible.  The mandated reporter must prepare and send a written report thereof within two working days or 36 hours of 
receiving the information concerning the incident. 
 
Failure to comply with the requirements of Section 11166 and Section 15630 is a misdemeanor, punishable by up to six months in a 
county jail, by a fine of one thousand dollars ($1,000), or by both that imprisonment and fine. 
 
For further details about these requirements, consult Penal Code sections 11164 and Welfare and Institutions Code section 15630, and 
subsequent sections. 



 
 
 

Attachment 4 



 
California Pharmacists 
Association Materials 



Protocol for Pharmacists Furnishing Self-Administered Hormonal Contraceptives 

Authority: Section 4052.3 of the California Business and Professions Code authorizes a pharmacist to 
furnish self-administered hormonal contraceptives pursuant to a protocol approved by the Board of 
Pharmacy and the Medical Board of California. Use of the following protocol satisfies that requirement. 

Purpose: To provide access to self-administered hormonal contraceptives and ensure that women 
receive adequate information to successfully comply with therapy. 

Definition of Self-Administered: Pursuant to Business and Professions Code Section 4052.3, this protocol 
covers self-administered hormonal contraceptives. Products with the following routes of administration 
are considered self-administered: 

• Oral 
• Transdermal patch 
• Vaginal ring 
• Intramuscular or subcutaneous injection 

Procedure: When a woman (female of any age) requests a hormonal contraceptive, the pharmacist will 
complete the following steps: 

• Have the woman complete a self-assessment questionnaire 
• Review the questionnaire and clarify responses if needed 
• Measure and record the woman's seated blood pressure 
• Measure and record the woman's weight 

The pharmacist may select any hormonal contraceptive listed in the current version of the United States 
Medical Eligibility Criteria {USMEC) for Contraceptive Use as Category 1 or 2, based on the information 
reported in the self-assessment questionnaire and the weight and blood pressure as measured by the 
pharmacist. 

Self-Assessment Questionnaire: The self-assessment questionnaire used by the pharmacist shall ask 
about conditions from the woman's medical history that may present an increased risk or a 
contraindication to the use of hormonal contraceptives. 

Referral to primary care: The pharmacist will refer each woman requesting a hormonal contraceptive to 
a health care provider for appropriate follow-up care as indicated. When a hormonal contraceptive is 

nished to a woman, she wilrbe aCivisedo-f th-e-importance of receiving recommencrecrpreventat
health screenings and referred to see a physician or other appropriate health care provider. If a woman 
is not a candidate for a self-administered hormonal contraceptive {USMEC Category 3 or 4), she will be 
advised of the potential risk and referred to see a physician or other appropriate health care provider 
for further evaluation. 

Patient Counseling: The pharmacist will provide each woman to whom a hormonal contraceptive is 
furnished with appropriate counseling and information on the product furnished, including the FDA 
required patient product information leaflet. 

- - -- --

-t-------.fur ive~----



i 
I 

Documentation: The pharmacist will document each hormonal contraceptive furnished pursuant to this 
protocol in a patient profile as required by law. A copy of the completed self-assessment questionnaire 
will be securely stored within the pharmacy. 

Policies and Procedures: The pharmacy shall have policies and procedures to ensure that patient 
confidentiality and privacy are maintained. 

Training: Prior to furnishing a hormonal contraceptive pursuant to this protocol, a pharmacist shall have 
completed a continuing education program specific to hormonal contraceptives and application of the 
USMEC, or an equivalent curriculum-based training program. 



1. Do you have or have you ever had breast cancer? y N 

13. Have you had breast cancer? 

2. Do you have a liver disease or jaundice(yellow skin or eyes)? Y_N_ 

11. Do you have liver disease or have you had liver cancer? 

3. Do you take pills everyday for tuberculosis, fungal infections or seizures? Y_N_ 

15. Do you take medicine forseizures or tuberculosis (TB)? 

4. Do you smoke cigarettes? (If no go to Question7) Y_N_ 

5. Do you smoke more than 15 cigarettes a day? y N 

6. If you smoke, are you 35 years of age or older? Y_N_ 

1. Are you a smoker age 35 or older? 

7. Do you get bad headaches that make vou feel sick to your stomach or involve numbness, or make you

lose the ability to see, or make it hard to be in light? Y _N_ 

10. Do you have migraine headaches? 

8. Are you breastfeeding a baby right now who is under 6 months of age? Y_N_ 

4. Are you currently breastfeeding and your baby is less than 6 months old? 

9. Do you have high blood pressure? Y_N_ 

5. Do you have high blood pressure? 

10. Do you have diabetes (sugar in your blood)? Y_N_ 

9. Do you have diabetes? 

11. Do you have gallbladder disease? Y_N_ 

12. Do you have gall bladder disease? 

12. Have you ever had a stroke, blood clot in your legs or lungs, heart attack or any heart disease? 

Y_N_ 

6. Have you had a heart attack or stroke? 

7. Do you have heart disease? 

8. Have you had a blood clot (thrombosis) in your lung or in your leg (NOT just varicose veins)? 

 



13. Has your father, mother, sister, or brother ever had blood clots? Y_N_ 

y N 14. Do you weigh more than 200 pounds? 

y N 15. Are you in a wheelchair? 

y 16. Are you planning to have surgery in the next 4 weeks? N 

17. Has a doctor or nurse ever told you not to take hormones? y N 

18. Do you haveanyother medi<::alproblemor take regular medication that could prevent you from 

using hormonal birth control? · Y N 

14. Do you take medicine for high cholesterol? 

y N 19. Do you think you could be pregnant now? 

2. Do you think you might be pregnant? 

3. Have you had a baby in the past 3 weeks? 

y N 20. Do you usually get your period every month? 

· · 



 
Additional Materials 

(Including CDC Materials) 



United States Medical Eligibility Criteria (US MEC) for 
Contraceptive Use, 2010

The United States Medical Eligibility Criteria for Contraceptive Use, 2010 (US MEC) 
(http://www.cdc.gov/mmwr/preview/mmwrhtml/rr5904a1.htm?s_cid=rr5904a1_e) is intended to 
assist health care providers when counseling women, men, and couples about contraceptive 
method choice. The US MEC provides guidance on the safety of contraceptive method use for 
women with specific characteristics and medical conditions. This document is not intended to 
be a substitute for professional medical advice; persons should seek advice from their health 
care providers when determining family planning options.

CDC went through a formal adaptation process to create 
the US MEC. In 1996, the World Health Organization 
(WHO) published the first edition of the Medical 
Eligibility Criteria for Contraceptive Use. WHO has 
always intended for its global guidance to be used by 
policy makers, family planning program managers, and 
the scientific community as a reference when developing 
family planning guidance at the country or program 
level.

The US MEC has a companion document, U.S. Selected 
Practice Recommendations for Contraceptive Use, 2013 
(US SPR), which addresses how to use contraceptive 
methods. While the US MEC provides guidance on who 
can use various methods of contraception, the US SPR 
provides guidance on how contraceptive methods can be 
used and how to remove unnecessary barriers for 
patients in accessing and successfully using 
contraceptive methods. 

US MEC Resources

• Update to CDC’s U.S. Medical Eligibility Criteria for Contraceptive Use, 2010: Revised 
Recommendations for the Use of Hormonal Contraception Among Women at High Risk 
for HIV or infected with HIV. 
(http://www.cdc.gov/mmwr/preview/mmwrhtml/mm6124a4.htm?s_cid=mm6124a4_e%0d%
0a) Source: MMWR 2012;61(24);449–452. CDC has updated the recommendations for 
hormonal contraceptive use among women at high risk for HIV or infected with HIV, 
based on new scientific evidence.

• Update to CDC’s U.S. Medical Eligibility Criteria for Contraceptive Use, 2010: Revised 
Recommendations for the Use of Contraceptive Methods During the Postpartum Period. 
(http://www.cdc.gov/mmwr/preview/mmwrhtml/mm6026a3.htm?s_cid=mm6026a3_w) Source: 
MMWR. 2011;60(26):878–883. CDC has updated the recommendations for combined 
hormonal contraceptive use among postpartum women, on the basis of new scientific 
evidence.

Page 1 of 1CDC - United States Medical Eligibility Criteria (USMEC) for Contraceptive Use - Repro...

2/7/2014http://www.cdc.gov/reproductivehealth/unintendedpregnancy/usmec.htm



 

Summary Chart of U.S. Medical Eligibility Criteria for Contraceptive Use 
 
Updated June 2012.  This summary sheet only contains a subset of the recommendations from the US MEC.  For complete guidance, see: 
http://www.cdc.gov/reproductivehealth/unintendedpregnancy/USMEC.htm 
 
Most contraceptive methods do not protect against sexually transmitted infections (STIs).  Consistent and correct use of the male latex 
condom reduces the risk of STIs and HIV. 
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  I C I C I C I C I C I C 
Age  Menarche 

to <40=1 
Menarche to 

<18=1 
Menarche to 

<18=2 
Menarche to 

<18=1 
Menarche to 

<20=2 
Menarche to 

<20=2 
  >40=2 18-45=1 18-45=1 18-45=1 >20=1 >20=1 
   >45=1 >45=2 >45=1   
Anatomic 
abnormalities  

a) Distorted uterine cavity     4 4 
b) Other abnormalities     2 2 

Anemias a) Thalassemia 1 1 1 1 1 2 
 b) Sickle cell disease‡ 2 1 1 1 1 2 
 c) Iron-deficiency anemia 1 1 1 1 1 2 
Benign ovarian 
tumors 

(including cysts) 1 1 1 1 1 1 

Breast disease a) Undiagnosed mass 2* 2* 2* 2* 2 1 
 b) Benign breast disease 1 1 1 1 1 1 
 c) Family history of cancer 1 1 1 1 1 1 
 d) Breast cancer‡       
      i) current 4 4 4 4 4 1 
 ii) past and no evidence of 

current disease for 5 years 
3 3 3 3 3 1 

Breastfeeding 
(see also 
Postpartum) 

a) < 1 month postpartum 3* 2* 2* 2*   
b) 1 month or more postpartum 2* 1* 1* 1*   

Cervical cancer Awaiting treatment 2 1 2 2 4 2 4 2 
Cervical ectropion  1 1 1 1 1 1 
Cervical 
intraepithelial 
neoplasia  

 2 1 2 2 2 1 

Cirrhosis a) Mild (compensated) 1 1 1 1 1 1 
 b) Severe‡ (decompensated) 4 3 3 3 3 1 
Deep venous 
thrombosis  
(DVT) 
/Pulmonary    
embolism (PE) 

a) History of DVT/PE, not on 
anticoagulant therapy 

      

i) higher risk for recurrent 
DVT/PE  

4 2 2 2 2 1 

ii) lower risk for recurrent 
DVT/PE  

3 2 2 2 2 1 

b) Acute DVT/PE 4 2 2 2 2 2 
c) DVT/PE and established on 
anticoagulant therapy for at least 3 
months 

      

i) higher risk for recurrent 
DVT/PE  

4* 2 2 2 2 2 

ii) lower risk for recurrent 
DVT/PE  

3* 2 2 2 2 2 

d) Family history (first-degree 
relatives) 

2 1 1 1 1 1 

e) Major surgery       
(i) with prolonged 
immobilization 

4 2 2 2 2 1 

(ii) without prolonged 
immobilization 

2 1 1 1 1 1 

f) Minor surgery without 
immobilization 

1 1 1 1 1 1 

Depressive 
disorders 

 1* 1* 1* 1* 1* 1* 

Diabetes mellitus 
(DM)  

a) History of gestational DM only 1 1 1 1 1 1 
b) Non-vascular disease       
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  I C I C I C I C I C I C 
Diabetes mellitus 
(cont.) 

(i) non-insulin dependent 2 2 2 2 2 1 
(ii) insulin dependent‡ 2 2 2 2 2 1 

c) Nephropathy/ retinopathy/ 
neuropathy‡ 

3/4* 2 3 2 2 1 

d) Other vascular disease or 
diabetes of >20 years' duration‡ 

3/4* 2 3 2 2 1 

Endometrial 
cancer‡ 

 1 1 1 1 4 2 4 2 

Endometrial 
hyperplasia 

 1 1 1 1 1 1 

Endometriosis   1 1 1 1 1 2 
Epilepsy‡ (see also Drug Interactions) 1* 1* 1* 1* 1 1 
Gallbladder  
disease 

a) Symptomatic       
(i) treated by      
cholecystectomy 

2 2 2 2 2 1 

     (ii) medically treated 3 2 2 2 2 1 
(iii) current 3 2 2 2 2 1 

b) Asymptomatic 2 2 2 2 2 1 
Gestational 
trophoblastic  
disease 

a) Decreasing or 
undetectable ß-hCG levels 

1 1 1 1 3 3 

b) Persistently elevated 
ß-hCG levels or 
malignant disease‡ 

1 1 1 1 4 4 

Headaches a) Non-migrainous 1* 2* 1* 1* 1* 1* 1* 1* 1* 1* 1* 
b) Migraine            

i) without aura, age <35 2* 3* 1* 2* 2* 2* 2* 2* 2* 2* 1* 
ii) without aura, age >35 3* 4* 1* 2* 2* 2* 2* 2* 2* 2* 1* 
iii) with aura, any age 4* 4* 2* 3* 2* 3* 2* 3* 2* 3* 1* 

History of 
bariatric  
surgery‡ 

a) Restrictive procedures 1 1 1 1 1 1 
b) Malabsorptive procedures COCs: 3 3 1 1 1 1 

P/R: 1 
History of  a) Pregnancy-related 2 1 1 1 1 1 
cholestasis b) Past COC-related  3 2 2 2 2 1 
History of high  
blood pressure  
during pregnancy  

 2 1 1 1 1 1 
       
       

History of pelvic 
surgery 

 1 1 1 1 1 1 

HIV  High risk 1 1 1* 1 2 2 2 2 
HIV infected  
(see also Drug Interactions)‡ 

1* 1* 1* 1* 2 2 2 2 

AIDS  
(see also Drug Interactions) ‡ 

1* 1* 1* 1* 3 2* 3 2* 

Clinically well on therapy If on treatment, see Drug Interactions 2 2 2 2 
Hyperlipidemias  2/3* 2* 2* 2* 2* 1* 
Hypertension  
 
 

a) Adequately controlled 
hypertension 

3* 1* 2* 1* 1 1 

b) Elevated blood pressure levels 
(properly taken measurements) 

      

(i) systolic 140-159 or diastolic 
90-99 

3 1 2 1 1 1 

(ii) systolic ≥160 or diastolic 
≥100‡ 

4 2 3 2 2 1 

c) Vascular disease 4 2 3 2 2 1 

Key: 
1        No restriction (method can be used)  
2        Advantages generally outweigh theoretical or proven risks  
3  Theoretical or proven risks usually outweigh the advantages  
4        Unacceptable health risk (method not to be used)  
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  I C I C I C I C I C I C 
Inflammatory 
bowel disease 

(Ulcerative colitis, Crohn’s 
disease) 

2/3* 2 2 1 1 1 

Ischemic heart 
disease‡ 

Current and history of 4 2 3 3 2 3 2 3 1 

Liver tumors a) Benign       
 i) Focal nodular hyperplasia 2 2 2 2 2 1 
 ii) Hepatocellular adenoma‡ 4 3 3 3 3 1 
 b) Malignant‡ 4 3 3 3 3 1 
Malaria  1 1 1 1 1 1 
Multiple risk 
factors for arterial 
cardiovascular 
disease 

(such as older age, smoking, 
diabetes and hypertension) 

3/4* 2* 3* 2* 2 1 

Obesity 
 

a) >30 kg/m2 body mass index 
(BMI) 

2 1 1 1 1 1 

 b) Menarche to < 18 years and > 
30 kg/m2  BMI 

2 1 2 
 

1 1 1 

Ovarian cancer‡  1 1 1 1 1 1 
Parity a) Nulliparous 1 1 1 1 2 2 
 b) Parous 1 1 1 1 1 1 
Past ectopic 
pregnancy 

 1 2 1 1 1 1 

Pelvic 
inflammatory  
disease 

a) Past, (assuming no current risk 
factors of STIs) 

      

(i) with subsequent pregnancy 1 1 1 1 1 1 1 1 
 (ii) without subsequent 

pregnancy 
1 1 1 1 2 2 2 2 

 b) Current 1 1 1 1 4 2* 4 2* 
Peripartum 
cardiomyopathy‡  

a) Normal or mildly impaired 
cardiac function 

      

 (i) < 6 months 4 1 1 1 2 2 
 (ii) > 6 months 3 1 1 1 2 2 
 b) Moderately or severely 

impaired cardiac function 
4 2 2 2 2 2 

Postabortion a) First trimester 1* 1* 1* 1* 1* 1* 
 b) Second trimester 1* 1* 1* 1* 2 2 
 c) Immediately post-septic 

abortion 
1* 1* 1* 1* 4 4 

Postpartum  
(see also 
Breastfeeding) 

a)  < 21 days 4 1 1 1   
b)  21 days to 42 days        

(i) with other risk factors for 
VTE 3* 1 1 1 

  

(ii) without other risk factors 
for VTE 

2 1 1 1   

c)  > 42 days 1 1 1 1   
Postpartum (in 
breastfeeding or  
non-breastfeeding 
women, including 
post-cesarean 
section) 

a) < 10 minutes after delivery of 
the placenta 

    2 1 

b) 10 minutes after delivery of the 
placenta to < 4 weeks 

    2 2 

c) > 4 weeks     1 1 
d) Puerperal sepsis     4 4 

Pregnancy   NA* NA* NA* NA* 4* 4* 
Rheumatoid  
arthritis 

a) On immunosuppressive therapy 2 1 2/3* 1 2 1 2 1 

 b) Not on immunosuppressive 
therapy 

2 1 2 1 1 1 

Schistosomiasis a) Uncomplicated 1 1 1 1 1 1 
 b) Fibrosis of the liver‡ 1 1 1 1 1 1 
Severe 
dysmenorrhea 

 1 1 1 1 1 2 

Sexually 
transmitted 
infections (STIs) 
 

a) Current purulent cervicitis or 
chlamydial infection or gonorrhea 

1 1 1 1 4 2* 4 2* 

b) Other STIs (excluding HIV and 
hepatitis) 

1 1 1 1 2 2 2 2 
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  I C I C I C I C I C I C 
Sexually 
transmitted 
infections 
 (cont.) 

c) Vaginitis (including 
trichomonas vaginalis and 
bacterial vaginosis) 

1 1 1 1 2 2 2 2 

d) Increased risk of STIs 1 1 1 1 2/3* 2 2/3* 2 
Smoking a) Age < 35 2 1 1 1 1 1 
 b) Age > 35, < 15 cigarettes/day 3 1 1 1 1 1 
 c) Age > 35, >15 cigarettes/day 4 1 1 1 1 1 
Solid organ  
transplantation‡ 

a) Complicated 4 2 2 2 3 2 3 2 
b) Uncomplicated 2* 2 2 2 2 2 

Stroke‡ History of cerebrovascular 
accident 

4 2 3 3 2 3 2 1 

Superficial  
venous 
thrombosis 

a) Varicose veins 1 1 1 1 1 1 
b) Superficial thrombophlebitis 2 1 1 1 1 1 
       

Systemic lupus 
erythematosus‡ 

a) Positive (or unknown) 
antiphospholipid antibodies 

4 3 3 3 3 3 1 1 

 b) Severe thrombocytopenia 2 2 3 2 2 2* 3* 2* 
 c) Immunosuppressive treatment 2 2 2 2 2 2 2 1 
 d) None of the above 2 2 2 2 2 2 1 1 
Thrombogenic 
mutations‡ 

 4* 2* 2* 2* 2* 1* 

Thyroid disorders Simple goiter/ 
hyperthyroid/hypothyroid 

1 1 1 1 1 1 

Tuberculosis‡  
(see also Drug 
Interactions) 

a) Non-pelvic 1* 1* 1* 1* 1 1 
b) Pelvic 1* 1* 1* 1* 4 3 4 3 

Unexplained 
vaginal bleeding  

(suspicious for serious condition) 
before evaluation 

2* 2* 3* 3* 4* 2* 4* 2* 

Uterine fibroids  1 1 1 1 2 2 
Valvular heart  
disease 

a) Uncomplicated 2 1 1 1 1 1 
b) Complicated‡ 4 1 1 1 1 1 

Vaginal  
bleeding 
patterns 

a) Irregular pattern without heavy 
bleeding 

1 2 2 2 1 1 1 

b) Heavy or prolonged bleeding 1* 2* 2* 2* 1* 2* 2* 
Viral hepatitis a) Acute or flare 3/4* 2 1 1 1 1 1 
 b) Carrier/Chronic 1 1 1 1 1 1 1 
Drug Interactions 
Antiretroviral 
therapy  

a) Nucleoside reverse 
transcriptase inhibitors 

1* 1 1 
 

1 2/3* 
 

2* 2/3* 2* 

 b) Non-nucleoside reverse 
transcriptase inhibitors 

2* 2* 1 
 

2* 2/3* 2* 2/3* 2* 

 c) Ritonavir-boosted protease 
inhibitors  

3* 3* 1 
 

2* 2/3* 2* 2/3* 2* 

Anticonvulsant 
therapy 

a) Certain anticonvulsants 
(phenytoin, carbamazepine, 
barbiturates, primidone, 
topiramate, oxcarbazepine) 

3* 3* 1 
 

2* 1 1 

 b) Lamotrigine 3* 1 1 1 1 1 
Antimicrobial  
therapy 

a)  Broad spectrum antibiotics 1 1 1 1 1 1 
b) Antifungals 1 1 1 1 1 1 
c) Antiparasitics 1 1 1 1 1 1 
d) Rifampicin or rifabutin therapy 3* 3* 1 

 
2* 1 1 

I = initiation of contraceptive method; C = continuation of contraceptive method; NA = Not applicable 
* Please see the complete guidance for a clarification to this classification: www.cdc.gov/reproductivehealth/unintendedpregnancy/USMEC.htm 
‡ Condition that exposes a woman to increased risk as a result of unintended pregnancy. 



U.S. Selected Practice Recommendations (US SPR) 
for Contraceptive Use, 2013 

The U.S. Selected Practice Recommendations for Contraceptive Use, 2013 (US SPR) 
provides recommendations for health care providers. The guidance addresses a select 
group of common, yet sometimes complex, management issues around the initiation 
and use of specific contraceptive methods. The US SPR is a companion document to 
CDC's previously published contraceptive guidance document, U.S. Medical Eligibility
Criteria for Contraceptive Use, 2010 (US MEC). While the US MEC provides guidance 
on who can use various methods of contraception, the US SPR provides guidance on 
how contraceptive methods can be used and how to remove unnecessary barriers for 
patients in accessing and successfully using contraceptive methods. Several medical 
barriers to initiating and continuing contraceptive methods may exist, such as-

The American Congress of Obstetricians and Gynecologists (ACOG) endorses the U.S. 
SPR and encourages its use by Fellows. The committee opinion is explained in 
Understanding and Using the U.S. Selected Practice Recommendations for 
Contraceptive Use, 2013G". Source: Obstet Gynecol. 2013;122:1132-1133. 

• Unnecessary screening exams and tests before starting the method. 
• Inability to receive the method on the same day as the visit. 
• Difficulty obtaining continued contraceptive supplies. 
These recommendations have been adapted from global family planning guidance 
provided by the World Health Organization (WHO). Although many of the 
recommendations are the same as those provided by WHO, they have been adapted to 
be more specific to U.S. practices or have been modified because of new evidence. In 
addition, new topics of interest to U.S. health care providers have been added to the 
guidance. 

These recommendations are meant to serve as a source of clinical guidance for health 
re-,-p_r_o,--vioers. Healtli care provioers sliouloalways consioer tlie inaiVioualciinical __

circumstances of each person seeking family planning services. 

-+------c__,--a- ____ _ 
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Contraception 

Reversible Methods of Birth Control 

Intrauterine Contraception
• Copper T intrauterine device (IUD) -This IUD is a small device that is shaped 

in the form of a "T." Your doctor places it inside the uterus to prevent pregnancy. It 
can stay in your uterus for up to 10 years. Typical use failure rate: 0.8%. 

• Levonorgestrel intrauterine system (LNG IUD)-The LNG IUD is a small T
shaped device like the Copper T IUD. It is placed inside the uterus by a doctor. It 
releases a small amount of progestin each day to keep you from getting pregnant. The 
LNG IUD stays in your uterus for up to 5 years. Typical use failure rate: 0.2%. 

Hormonal Methods 
• Implant-The implant is a single, thin rod that is inserted under the skin of a 

women's upper arm. The rod contains a progestin that is released into the body over 3 
years. Typical use failure rate: 0.05%. 

• Injection or "shot"-Women get shots of the hormone progestin in the buttocks or 
arm every three months from their doctor. Typical use failure rate: 6%. 

• Combined oral contraceptives-Also called "the pill," combined 
oral contraceptives contain the hormones estrogen and progestin. It is prescribed by a 
.-A-piU-is-taken-at-the-same-ti-me-eaGh-day.-I-f-you-aFe-old€-r-than-3-5-YeaFs-an
smoke, have a history of blood clots or breast cancer, your doctor may advise you not 
to take the pill. Typical use failure rate: g%. 

• Progestin only pill-Unlike the combined pill, the progestin-only pill (sometimes 
called the mini-pill) only has one hormone, progestin, instead of both estrogen and 
progestin. It is prescribed by a doctor. It is taken at the same time each day. It may be 
a good option for women who can't take estrogen. Typical use failure rate: g%. 

 

-·
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• This skin patch is worn on the lower abdomen, buttocks, or 
upper body (but not on the breasts). This method is prescribed by a doctor. It releases 
hormones progestin and estrogen into the bloodstream. You put on a new patch once 
a week for three weeks. During the fourth week, you do not wear a patch, so you can 

····have a menstrual period~ Typical use failure rate: g%, but may be higher in women -- -
who weigh more than 198 pounds. 

• Hormonal vaginal contraceptive ring-The ring releases the hormones 
progestin and estrogen. You place the ring inside your vagina. You wear the ring for 
three weeks, take it out for the week you have your period, and then put in a new ring. 
Typical use failure rate: g%. 

• Emergency contraception-Emergency contraception is NOT a regular method of 
birth control. Emergency contraception can be used after no birth control was used 
during sex, or if the birth control method failed, such as if a condom broke. 

o Women can have the Copper T IUD inserted within five days of unprotected sex. 
o Women can take emergency contraceptive pills up to 5 days after unprotected sex, 

but the sooner the pills are taken, the better they will work. There are three 
different types of emergency contraceptive pills available in the United States. Some 
emergency contraceptive pills are available over the counter. 

- - -

Barrier MethodsL.........~~-......3 
• Diaphragm or cervical cap-Each of these barrier methods are placed inside the 

vagina to cover the cervix to block sperm. The diaphragm is shaped like a shallow cup. 
The cervical cap is a thimble-shaped cup. Before sexual intercourse, you insert them 

-sper.micide-to-block-or-kilLsper.m.~isiLy:our-doctor-for-a-p:roper-fitting-becaus~:;-. -
diaphragms and cervical caps come in different sizes. Typical use failure rate: 12%. 

• Spermicides-These products work by killing sperm and come in several forms
foam, gel, cream, film, suppository, or tablet. They are placed in the vagina no more 
than one hour before intercourse. You leave them in place at least six to eight hours 
after intercourse. You can use a spermicide in addition to a male condom, diaphragm, 
or cervical cap. They can be purchased at drug stores. 

-+------with ----



(ifcP4.)~ World .He~lth 
~~.f.!!J Organ1zat1on 

WHO/RHR/08.17 

SELECTED PRACTICE RECOMMENDATIONS 
FOR CONTRACEPTIVE USE 

EXECUTIVE SUMMARY 
The Selected practice recommendations for contraceptive use- one of the four cornerstones 
of the World Health Organization's (WHO) evidence-based family planning guidance- provides 
evidence-based recommendations on how to safely and effectively use contraceptive methods 
once they are deemed medically appropriate for an individual. This guideline is intended for 
use by policy-makers, programme managers, and the scientific community in the preparation 
of national family planning/sexual and reproductive health programmes for delivery of contra
ceptives. The first edition of the Selected practice recommendations for contraceptive use was 
published in 2002, and the second edition in 2004. 

On 1-4 April 2008, WHO convened an expert Working Group in Geneva, Switzerland, to revise 
the second edition in response to newly published evidence and requests for clarification 
of specific recommendations from users of the guideline. The meeting brought together 
43 participants from 23 countries, including nine agency representatives. The expert 
Working Group was comprised of: international family planning experts, including clinicians, 
epidemiologists, policy-makers, programme managers; experts in evidence identification and 
synthesis; experts in pharmacology; and users of the guideline. All members of the expert 
Working Group were asked to declare any conflict of interest; three of the experts declared 
a conflict of interest relevant to the subject matter of the meeting. They were not asked to 
withdraw from recommendation formulation. 

METHOD OF WORK 
Using a system that identifies new evidence on an ongoing basis (the Continuous Identifica
tion of Research Evidence, or CIRE system, www.infoforhealth.org/cire/cire_pub.pl),1 WHO 
identified five recommendations from the second edition for which new evidence had become 
availa:J51e.-Systematic reviews were tfien conauctecrto appraise tfie complete5oay of eviaence 
for those recommendations. To conduct the systematic reviews, studies were identified using 
the CIRE system as well as through searches of PubMed and The Cochrane Ubraryfrom 1966 
to January 2008. The search also included reviews of reference lists in articles identified by the 
literature search and contact with experts in the field. The systematic reviews were provided to 
the expert Working Group prior to the meeting and served as the basis for the Group's delibera
tions during the meeting. The Group arrived at its recommendations through consensus. 

1 Mol1llajee AP, Curtis KM, Flanagan RG, Rinehart W. Gaffield ML, Peterson HB. Keeping up with evidence: a new system for WHO's 
evidence-based family planning guidance. American Journal of Preventive Medicine, 2005; 28:483-490. 

n...n Department of 
4"1""1.,._ Reproductive Health ~~1 A WHO FAMILY PLANNING CORNERSTONE 



Selected Practice Recommendations for Contraceptive Use 

2oos update 

This document summarizes the changes made to recommendations related to questions 6, 9, 11, 18 and 22 
in the second edition of the Selected practice recommendations tor contraceptive use. The revised recom
mendations will appear in the 3rd edition of the guideline when it is published. In addition, this document 
includes a clarification of the recommendation related to question 17. 

Only recommendations that have changed are included here. The changes are highlighted in bold lettering. 
- For the complete text of each of the questions refer to the 2nd edition of the guideline (available at http:// - --

www.who.int/reproductive-health/publications/spr/index.htm). 

It is expected that the recommendations in the 3rd edition of the Selected practice recommendations tor 
contraceptive use will remain valid until 2011. The Department of Reproductive Health and Research at 
WHO Headquarters in Geneva will be responsible for initiating a review of the guideline at that time. 

Grace period for a repeat injection 
of DMPA extended to 4 weeks 

The following changes were made to address situations where 
a woman comes late for her repeat DMPA injection. 

Question 6. When can a woman have repeat 
progestogen-only injectables (POls)- depot
medroxyprogesterone acetate (DMPA) or 
norethisterone enantate (NET-EN)? 

Late for an injection 

• The repeat injection of DMPA can be given up to 4 weeks 
late without requiring additional contraceptive protection. 
For NET-EN, the repeat injection can be given up to 2 weeks 
late without requiring additional contraceptive protection. 

e If she is more than 4 weeks late for a DMPA repeat 
injection, or more than 2 weeks late for a NET-EN repeat 

ctlon,shecanhave~ei~ectlon~H~reasonab~~c=e~~~~
tain that she is not pregnant. She will need to abstain from 
sex or use additional contraceptive protection for the next 
7 days. She may wish to consider the use of emergency 

contraception if appropriate. 

Comments 

The expert Working Group considered the risk of ovulation 
to be minimal within 4 weeks following the time for a repeat 
injection for DMPA (3 months) and 2 weeks following the time 
for a repeat injection for NET-EN (2 months). 

DMPA injections should be administered every 3 months. 
While the repeat DMPA injection can be given up to 4 
weeks late without requiring additional contraceptive 
protection, this does not mean that the regular DMPA 
injection interval can be extended by 4 weeks. 

, "' Postpartum IUD insertion timing clarified 

Guidance for postpartum IUD insertion was revised in the 
Medical eligibility criteria tor contraceptive use (4th edition, in 
press). The recommendations below reflect those changes. 

Question 9. When can a woman have a copper-bearing 
IUD inserted? 

Postpartum and breastteeding or non-breastteeding 
(including after caesarean delivery) 

• She can have a copper-bearing IUD inserted up to 48 
hours after delivery, including immediately after deliv
ery of the placenta. 

• If the delivery is by caesarean section, a copper-bear
ing IUD can be placed after delivery of the placenta, 
before closing the uterus. 

u=e=~=io=n~11~·~W~h=e=n~c=a=n~a~w~o
levonorgestrel-releasing IUD (LNG-IUD) inserted? 
Postpartum and non-breastteeding (including after 
caesarean delivery) 

• She can have an LNG-IUD inserted up to 48 hours after 

delivery, including immediately after delivery of the 
placenta. 

• If the delivery is by caesarean section, the LNG-IUD can 
be placed after delivery of the placenta, before closing 
the uterus. 

~~~~~~i~nie Q= m~a~n~h=av~e~a~~~~~~~~~~-



Selected Practice Recommendations for Contraceptive Use 

Clarification of recommendations 
related to question 17 on missed 
combined oral contraceptive pills 

Question 17. What can a woman do if she misses 
combined oral contraceptiv~s (COGs)?_ 

The expert Working Group addressed this issue in response 
to requests from the field to clarify the language of the 
recommendations related to missed pills. The clarifica-
tion is not based on any new data, rather it relates to the 
wording of the recommendations. In the recommenda
tions for Question 17, each time the text refers to missing 
active pills, the text now states that the pills are missed on 
consecutive days, i.e. 1 or 2 days in a row, or 3 or more 
days in a row. 

Comments on 75 ~g desogestrel
containing pills added to the recommen
dation on missed progestogen-only pills 

Question 18. What can a woman do if she misses 
progestogen-only pills (POPs)? 

Comments 
Existing guidance is provided for situations when a 
user misses one or more pills by more than 3 hours. 
For women taking the 75 IJg desogestrel-containing 
pill, the existing guidance for both women having 
uaLcy:cles.andJhose.breastfeeding.and.amen~=----

orrhoeic applies when one or more pills have been 
missed by more than 12 hours. 

.. _ _ ~ . 

2oos update 

Expanded treatment options for women 
with bleeding or spotting while using 
progestogen-only injectables 

Two nonsteroidal anti-inflammatory drugs, mefenamic acid 
and valdecoxib, were added to the currently available recom
mendations for women experiencing either spotting or light 
bleeding, or heavy or prolonged bleeding related to the use of 
progestogen-only injectables. 

Question 22. What can be done if a woman has 
menstrual abnormalities when using progestogen
only injectables (POls)- depot medroxyprogesterone 
acetate (DMPA) or norethisterone enantate (NET-EN)? 

Spotting or light bleeding 

• If no gynaecologic problems are found and she finds 
the bleeding unacceptable, short-term treatment with 
nonsteroidal anti-inflammatory drugs may be helpful. 
If she decides to discontinue the injectable, help her choose 
another method. 

Heavy or prolonged bleeding (more than 8 days or twice as 
much as her usual menstrual period) 

• If the bleeding becomes a threat to the health of the woman 
or it is not acceptable to her, discontinue the injectable. 
Help her choose another method. In the interim, short
term treatment with either ethinylestradiol or nonster
oidal anti-inflammatory drugs may be helpful. 

=m~e~nt~s

The expert Working Group reviewed the limited available data 
on treatment options for light or heavy bleeding and deter
mined that the following drugs may be helpful for short-term 
treatment (i.e. 5-7 days): 

Spotting or light bleeding 

• Nonsteroidal anti-inflammatory drugs 

Mefenamic acid 

Valdecoxib 

Heavy or prolonged bleeding 

• Nonsteroidal anti-inflammatory drugs 

Mefenamic acid 

Valdecoxib 

• Hormonal drugs 

Ethinylestradiol 

-:----menstr ~G~om  ___________________ _ 



Update OF REFERENCE LIST IN THE 2ND EDITION 
Question 6: 

1. Steiner MJ, Kwok C, Stanback J, Byamugisha JK, Chipato T, 
Magwali T et al. Injectable contraception: what should the longest 
interval be for re-injections? Contraception, 2008; 77:410-414. 

2. Jain J, Dutton C, Nicosia A, Wajszczuk C, Bode FR, Mishell DR, Jr. 
Pharmacokinetics, ovulation suppression and return to ovulation 
following a lower dose subcutaneous formulation of Depo-Provera. 
Contraception, 2004; 70:11-18. 

3. Toh YC, Jain J, Rahnny MH, Bode FR, Ross D. Suppression of ovula
tion by a new subcutaneous depot medroxyprogesterone acetate 
(1 04 mg/0.65 mL) contraceptive formulation in Asian women. Clini
cal Therapeutics, 2004; 26:1845-1854. 

4. Fotherby K, Koetsawang S, Mathrubutham M. Pharmacokinetic 
study of different doses of Depo Provera. Contraception, 1980; 
22:527-536. 

5. Banerjee SK, Baweja R, Bhatt RV, Chatterjee A, Choudhury SO, 
Coyaji B, et al. Comparative evaluation of contraceptive efficacy of 
norethisterone oenanthate (200 mg) injectable contraceptive given 
every two or three monthly. Indian Council of Medical Research 
Task Force on Hormonal Contraception. Contraception, 1984; 
30:561-574. 

6. Fotherby K, Yang-En S, Howard G, Elder MG, Muggeridge J. Return 
of ovulation and fertility in women using norethisterone oenanthate. 
Contraception, 1984; 29:447-455. 

7. Zalanyi S, Landgren BM, Johannisson E. Pharmacokinetics, phar-
macodynamic and endometrial effects of a single dose of 200 mg 
norethisterone enanthate. Contraception, 1984; 30:225-237. 

8. Fotherby K, Hamawi A, Howard G, Bye PG, Elder M. Pharmacokinet-
ics of different doses of norethisterone oenanthate. Contraception, 
1984; 29:325-333. 

9. Werawatgoompa S, Vaivanijkul B, Leepipatpaiboon S, Channiyom K, 
Virutamasen P, Dusitsin N. The effect of injectable norethisterone 
oenanthate on ovarian hormones in Thai women. Contraception, 
1980; 21:299-309. 

10. Goebelsmann U, Stanczyk FZ, Brenner PF, Goebelsmann AE, 
Gentzschein EKE, Mishell DR, Jr. Serum norethindrone (NET) con-
centrations following intramuscular NET enanthate injection. Effect 
upon serum LH, FSH, estradiol and progesterone. Contraception, 
1979; 19:283-313. 

11. Fotherby K, Howard G, Shrimanker K, Elder M, Bye PGT. Occurrence 

of ovulation in women receiving the injectable contraceptive nora-
thisterone oenanthate. Contraception, 1978; 18:535-542. 

---------------'-------------

12. Schwallie PC, Assenza JR. The effect of depo-medroxyprogesterone 
acetate on pituitary and ovarian function, and the return of tertii-
ity following its discontinuation: a review. Contraception, 1974; 
10:181-202. 

Questions 9 and 11: 

13. Vari Der Pas MT, Delbeke L, Van Dets H. Comparative performance 
of two copper-wired IUDs (ML Cu 250 and T Cu 200): immediate 
postpartum and interval insertion. Contraceptive Delivery Systems, 
1980; Jan:27-35. 

14. Thiery M, van Kets H, van der Pas H, van Os W, Dombrowicz N. The 
ML Cu250; clinical experience in Belgium and The Netherlands. 
British Journal of Obstetrics and Gynaecology, 1982; 89(Suppl 
4):51-53. 

15. Brenner PF. A clinical-trial of the Delta-T intrauterine-device: imme
diate postpartum insertion. Contraception, 1983; 28:135-147. 

16. Chi IC, Wilkens L, Rogers S. Expulsions in immediate postpartum 
insertions of Lippes Loop D and Copper T IUDs and their counterpart 
Delta devices- an epidemiological analysis. Contraception, 1985; 
32:119-134. 

17. Morrison C, Waszak C, Katz K, Diabate F, Mate EM. Clinical out
comes of two early postpartum IUD insertion programs in Africa. 
Contraception, 1996; 53:17-21. 

18. EI-Shafei MM, Mashali A, Hassan EO, EI-Boghdadi, EI-Lakkany N. 
Postpartum and postabortion intrauterine device insertion unmet 
needs of safe reproductive health: Three years experience of a 
Mansoura University Hospital. Egyptian Society of Obstetrics and 
Gynecology, 2000; 26:253-262. 

19. Muller ALL, Ramos JGL, Martins-Costa SH, Dias RSP, Valerio EG, 
Hammes LS et al. Transvaginal ultrasonographic assessment of 
the expulsion rate of intrauterine devices inserted in the immediate 
postpartum period: a pilot study. Contraception, 2005; 72:192-195. 

20: Zhou SW, Chi I C. Immediate postpartum IUD insertions in a Chinese 
hospital- a two year follow-up. International Journal of Gynaecol
ogyandObstetrics, 1991; 35:157-164. 

21. Bonilla Rosales F, Aguilar Zamudio ME, Cazares Montero M deL, 
Hernandez Ortiz ME, Luna Ruiz MA. Factors for expulsion of intrau-
terine device TCu380A applied immediately postpartum and after a 
delayed period. Revista medica dellnstituto Mexicano del Segura 
Social, 2005; 43:5-10. 

22. Lara R, Sanchez RA, Aznar R. [Application of intrauterine device 
through the incision of the cesarean section]. Ginecologia y Obste-
tricia de Mexico, 1989; 57:23-27. 

23. Welkovic S, Costa LO, Faundes A, de Alentar Ximenes R, Costa CF. 
Post-partum bleeding and infection after post-placental IUD inser-
tion. Contraception, 2001; 63:155-158. 

24. Celen S, Moray P, Sucak A, AktulayA, Danisman N. Clinical out-
comes of early postplacental insertion of intrauterine contraceptive 
devices. Contraception, 2004; 69:279-282. 

25. Eroglu K, Akkuzu G, Vural G, Dilbaz B, Akin A, Taskin Let al. Com-
parison of efficacy and complications of IUD insertion in immediate 
postplacental/early postpartum period with interval period: 1 year 
follow-up. Contraception, 2006; 74:376-381. 

26. Mishell DR, Jr., Roy S. Copper intrauterine contraceptive device 
event rates following insertion 4 to 8 weeks postpartum. American 
Journal of Obstetrics and Gynecology, 1982; 143:29-35. 

Question : 18

27. Korver T, Klipping C, Heger-Mahn D, Duijkers I, van Osta G, Dieben T. 
Maintenance of ovulation inhibition with the 75-l.lg desogestrel-only 
contraceptive pill (Cerazette®) after scheduled 12-h delays in tablet 
. t k C t' -,

m a e~- on,racep + wn,--2005 ;-1--: 1 8 ~-13 

Question 22: 
28. Tantiwattanakul P, Taneepanichskul S. Effect of mefenamic acid on 

controlling irregular uterine bleeding in DMPA users. Contraception, 

2004; 70:277-279. 
29

' ~t!h!~~~~~~~u~;X~;~~~i~~t~~~:~~~;tr~l~~~~~~~~~~~~~;i·n~f~~:ecJ_ 
. . DMPA C t ce t'o mg m users. on ra p 1 n, 2006 ; 73 : 584 - 587 . 

For further information contact: 

Department of Reproductive Health and Research, 
World Health Organization 
Avenue Appia 20, CH-1211 Geneva 27, Switzerland 
Email: reproductivehealth@who.int 

___;_ - .---------------



U.S. Selected Practice Recommendations for Contraceptive Use, 2013 Page 1 of76 

Centers for Disease Control and P~evention 
CDC 24}7: Saving Lives. Protecting People.TM , 

Morbidity and Mortality Weekly Report (MMWR) 

U.S. Selected Practice Recommendations for 
Contraceptive Use, 2013: Adapted from the World Health 

Organization Selected Practice Recommendations for 
C-ontraceptive tJ se;-2nd Editi_on - --- --

Recommendations and Reports 
June 21, 2013 I 62(RR05);1-46 

Prepared by 
Division of Reproductive Health, National Center for Chronic Disease Prevention and Health 

Promotion 

The material in this report originated in the National Center for Chronic Disease 
Prevention and Health Promotion, Ursula Bauer, PhD, Director; Division of 
Reproductive Health, Wanda Barfield, MD, Director. 

Corresponding preparer: Kathryn M. Curtis, PhD, Division of Reproductive Health. 
Telephone: 770-488-5200; E-mail: krnc6@cdc.gov. 

Summary 

The U.S. Selected Practice Recommendations for Contraceptive Use 2013 (U.S. SPR), 
comprises recommendations that address a select group of common, yet sometimes 
controversial or complex, issues regarding initiation and use of specific contraceptive 
methods. These recommendations are a companion document to the previously published CDC 
recommendations U.S. Medical Eligibility Criteria for Contraceptive Use, 2010 (U.S. MEC). U.S. 
MEG describes who can use various methods of contraception, whereas this report describes 

w-contraceptive-m-ethods-can-b-e-used-:-eBe based-these-T:J-:8-:-SPR-gu-idel-ines-on-the-glob
family planning guidance provided by the World Health Organization (WHO). Although 
many of the recommendations are the same as those provided by WHO, they have been 
adapted to be more specific to U.S. practices or have been modified because of new evidence. 
In addition, four new topics are addressed, including the effectiveness of female sterilization, 
extended use of combined hormonal methods and bleeding problems, starting regular 
contraception after use of emergency contraception, and determining when contraception is 
no longer needed. The recommendations in this report are intended to serve as a source of 
clinical guidance for health-care providers; health-care providers should always consider the 
individual clinical circumstances of each person seeking family planning services. This report 
is not intended to be a substitute for professional medical advice for individual patients. 
Persons should seek advice from their health-care providers when considering family 
planning options. 

-+-----ho a.-l----
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Introduction 
Unintended pregnancy rates remain high in the United States; approximately 50% of all 
pregnancies are unintended, with higher proportions among adolescent and young women, 
women who are racial/ ethnic minorities, and women with lower levels of education and income 
(1). Unintended pregnancies increase the risk for poor maternal and infant outcomes (2) and in 
2002, resulted in $5 billion in direct medical costs in the United States (3). Approximately half 
of unintended pregnancies are among women who were not using contraception at the time 
they became pregnant; the other half are among women who became pregnant despite reported 
use of contraception (4). Therefore, strategies to prevent unintended pregnancy include 
assisting women at risk for unintended pregnancy and their partners with choosing appropriate 
contraceptive methods and helping women use methods correctly and consistently to prevent 
pregnancy. In 2010, CDC first adapted global guidance from the World Health Organization 
(WHO) to help health-care providers counsel women, men, and couples about contraceptive 
method choice. The U.S. Medical Eligibility Criteria for Contraceptive Use, 2010 (U.S. MEC), 
focuses on who can safely use specific methods of contraception and provides recommendations 
for the safety of contraceptive methods for women with various medical conditions (e.g., 
hypertension and diabetes) and characteristics (e.g., age, parity, and smoking status) (Appendix 
A) (5). The recommendations in this new guide, U.S. Selected Practice Recommendations for 
Contraceptive Use, 2013 (U.S. SPR), focuses on how contraceptive methods can be used and 
provides recommendations on optimal use of contraceptive methods for persons of all ages, 
including adolescents. 

During the past 15 years, CDC has contributed to the development and updating of the WHO 
global family planning guidance. CDC has supported WHO by coordinating the identification, _ 
critical appraisal, and synthesis of the scientific evidence on which the WHO guidance is based. 
In 2002, WHO published the first edition of the Selected Practice Recommendations for 
Contraceptive Use (WHO SPR), which presented evidence-based global guidance on how to use 
contraceptive methods safely and effectively once they are deemed to be medically appropriate. 
Since then, WHO has regularly updated its guidance on the basis of new evidence, and the 
document is now in its second edition (6), with an additional update in 2008 (7). The WHO 
global guidance is not intended for use directly by health-care providers; rather, WHO intends 
for the guidance to be used by local or national policy makers, family planning program 
managers, and the scientific community as a reference when they develop family planning 
guidance at the country or program level (6). For example, the United Kingdom adapted WHO 
SPR and in 2002 published the U.K. Selected Practice Recommendations for Contraceptive Use 

'-r_,u=s=-e-=by_ U.K. health-care :providers (8)_,_.

CDC initiated a formal adaptation process to create U.S. SPR, using both the second edition of 
WHO SPR (6) and the 2008 update (7) as the ba,sis for the U.S. version. Although much ofthe 
guidance is the same as the WHO guidance, the recommendations are specific to U.S. family 
planning practice. In addition, guidance on contraceptive methods not available in the United 
States has been removed, and four new topics for guidance have been added (the effectiveness 
of female sterilization, extended use of combined hormonal methods and bleeding problems, 
starting regular contraception after use of emergency contraception, and determining when 
contraception is no longer needed). This document contains recommendations for health-care 
providers for the safe and effective use of contraceptive methods and addresses provision of 
contraceptive methods and management of side effects and other problems with contraceptive 
method use. Although the term woman is used throughout this report, these recommendations 
refer to all females of reproductive age, including adolescents. Adolescents are identified 
throughout this document as a special population that might benefit from more frequent follow-

-+---__,t.._,.o""  ______________________ _ 
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up. These recommendations are meant to serve as a source of clinical guidance for health-care 
providers; health-care providers should always consider the individual clinical circumstances of 
each person seeking family planning services. This report is not intended to be a substitute for 
professional medical advice for individual patients; persons should seek advice from their 
health-care providers when considering family planning options. 

Methods 
CDC initiated a process to adapt WHO SPR for the United States. This adaptation process 
included four steps: 1) determining the scope of and process for the adaptation, including an 
October 2010 meeting in which individual feedback was solicited from a small group of partners 
and experts; 2) preparing the systematic reviews of the evidence during October 2010-
-September 2o1{1:o he-used for the adaptation, including -peer review; 3} convening a larger 
meeting of experts in October 2011 to examine the evidence and receive input on the 
recommendations; and 4) finalizing recommendations by CDC. 

During October 21-22, 2010, CDC convened a meeting of 10 partners and U.S. family planning 
experts in Atlanta, Georgia, to discuss the scope of and process for a U.S. adaptation of WHO 
SPR. A list of participants is provided at the end of this report. CDC identified the specific WHO 
recommendations that might benefit from modification for the United States. Criteria used to 
modify the WHO recommendations included the availability of new scientific evidence or the 
context in which family planning services are provided in the United States. CDC also identified 
several WHO recommendations that needed additional specificity to be useful for U.S. health
care providers, as well as the need for additional recommendations not currently included in 
WHO SPR. In addition, the meeting members discussed removing recommendations that 
provide information about contraceptive methods that are not available in the United States .. 

Representatives from CDC and WHO conducted systematic reviews of the scientific evidence for 
each of the WHO recommendations being considered for adaptation and for each new topic 
being considered for addition to the guidance. The purpose of these systematic reviews was to 
identify evidence related to the common clinical challenges associated with the 
recommendations. When no direct evidence was available, indirect evidence and theoretical 
issues were considered. Standard guidelines were followed for reporting systematic reviews 
(9,10), and strength and quality ofthe evidence were graded using the system of the U.S. 
Preventive Services Task Force (11). Each complete systematic review was peer reviewed by two 
or three experts before its use in the adaptation process. Peer reviewers, who were identified 
from the list of persons scheduled to participate in the October 2011 meeting, were asked to 

J----,c< mment-C>n-the-seareh-strategy,-1-ist-C>f-artieles-ineluded-in-the-reviews,-anEl-t;he-sum-mazy-ef--
findings. The systematic reviews were finalized and provided to participants before the October 
2011 meeting and were published in May 2013 (12-30). 

During October 4-7, 2011, CDC convened a meeting in Atlanta, Georgia, of 36 experts who were 
invited to assist in guideline development and provide their perspective on the scientific 
evidence presented and the discussions on potential recommendations that followed. The group 
included obstetrician/ gynecologists, pediatricians, family physicians, nurse-midwives, nurse 
practitioners, epidemiologists, and others with research and clinical practice expertise in 
contraceptive safety, effectiveness, and management. All participants received all of the 
systematic reviews before the meeting. During the meeting, the evidence from the systematic 
review for each topic was presented, and participants discussed the evidence and the translation 
of the scientific evidence into recommendations that would meet the needs of U.S. health-care 
providers. In particular, participants discussed whether and how the U.S. context might be 
different from the global context and whether these differences suggested any need for 

_ --- -~
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modifications to the global guidance. CDC gathered the input from the experts during the 
meeting and finalized the recommendations in this report. The document was peer reviewed by 
meeting participants, who were asked to comment on specific issues that were raised during the 
meeting. Feedback also was received from an external review panel, composed of health-care 
providers who had not participated in the adaptation meetings. These providers were asked to 
provide comments on the accuracy, feasibility, and clarity of the recommendations, as well as to 
provide other comments. Areas of research that need additional investigation also were 
considered during the meeting (31). 

How To Use This Document 
The recommendations in this report are intended to help health-care providers address issues 
related-to use of-COntraceptives,- sU:Ch a-s-hoW to-help- a woman initiate-use of a contraceptive-
method, which examinations and tests are needed before initiating use of a contraceptive 
method, what regular follow-up is needed, and how to address problems that often arise during 
use, including missed pills and side effects such as unscheduled bleeding. Each 
recommendation addresses what a woman or health-care provider can do in specific situations. 
For situations in which certain groups of women might be medically ineligible to follow the 
recommendations, comments and reference to U.S. MEC are provided (5). The full U.S. MEC 
recommendations and the evidence supporting those recommendations were published in 2010 

(5). 

The information in this document is organized by contraceptive method, and the methods 
generally are presented in order of effectiveness, from highest to lowest. However, the 
recommendations are not intended to provide guidance on every aspect of provision and 
management of contraceptive method use. Instead, they use the best available evidence to 
address specific issues regarding common, yet sometimes complex, clinical issues. Each 
contraceptive method section generally includes information about initiation of the method, 
regular follow-up, and management of problems with use (e.g., usage errors and side effects). 
Each section first provides the recommendation and then includes a comments and evidence 
section, which includes comments about the recommendations and a brief summary of the 
scientific evidence on which the recommendation is based. 

Recommendations in this document are provided for permanent methods of contraception, 
such as vasectomy and female sterilization, as well as for reversible methods of contraception, 
including the copper-containing intrauterine device (Cu-IUD); levonorgestrel-releasing IUD 
(LNG-IUD); the etonogestrel implant; progestin-only injectables; progestin-only pills (POPs); 
bi-neEI.-heF-menal-eentr-aeef>tive-metheds-that-eenta-in-beth-estregen-anEI.-a-{)regestin.-,- -----
including combined oral contraceptives (COCs), a transdermal contraceptive patch, and a 
vaginal contraceptive ring; and the standard days method (SDM). Recommendations also are 
provided for emergency use of the Cu-IUD and emergency contraceptive pills (ECPs). 

For each contraceptive method, recommendations are provided on the timing for initiation of 
the method and indications for when and for how long additional contraception, or a back-up 
method, is needed. Many of these recommendations include guidance that a woman can start a 
contraceptive method at any time during her menstrual cycle if it is reasonably certain that the 
woman is not pregnant. Guidance for health-care providers on how to be reasonably certain that 
a woman is not pregnant is provided. 

For each contraceptive method, recommendations include the examinations and tests needed 
before initiation of the method. These recommendations apply to persons who are presumed to 
be healthy. Those with known medical problems or other special conditions might need 

-- ----------- --

---+----eem 
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additional examinations or tests before being determined to be appropriate candidates for a 
particular method of contraception. U.S. MEC might be useful in such circumstances (5). Most 
women need no or very few examinations or tests before initiating a contraceptive method. The 
following classification system was developed by WHO and adopted by CDC to categorize the 
applicability of the various examinations or tests before initiation of contraceptive methods (6): 

Class A: These tests and examinations are essential and mandatory in all circumstances for 
safe and effective use of the contraceptive method. 

Class B: These tests and examinations contribute substantially to safe and effective use, 
although implementation can be considered within the public health context, service context, or 
both. The risk for not performing an examination or test should be balanced against the benefits 
of making the contraceptive method -available. 

Class C: These tests and examinations do not contribute substantially to safe and effective use 
of the contraceptive method. 

These classifications focus on the relation of the examinations or tests to safe initiation of a 
contraceptive method. They are not intended to address the appropriateness of these 
examinations or tests in other circumstances. For example, some of the examinations or tests 
that are not deemed necessary for safe and effective contraceptive use might be appropriate for 
good preventive health care or for diagnosing or assessing suspected medical conditions. 
Systematic reviews were conducted for several different types of examinations and tests to 
assess whether a screening test was associated with safe use of contraceptive methods. Because 
no single convention exists for screening panels for certain diseases, including diabetes, lipid 
disorders, and liver diseases, the search strategies included broad terms for the tests and 
diseases of interest. 

Summary charts and clinical algorithms that summarize the guidance for the various 
contraceptive methods have been developed for many of the recommendations, including when 
to start using specific contraceptive methods (Appendix B), examinations and tests needed 
before initiating the various contraceptive methods (Appendix C), routine follow-up after 
initiating contraception (Appendix D), management of bleeding irregularities (Appendix E), and 
management ofiUDs when users are found to have pelvic inflammatory disease (PID) 
(Appendix F). These summaries might be helpful to health-care providers when managing 
family planning patients. Additional tools are available on the U.S. SPR website 
(http: //www.cdc.gov /reproductivehealth/U nintendedPregnancy/USSPR.htm). 

Summary of-Clianges from WH-o-s-p-R 
Much of the guidance in U.S. SPR is the same or very similar to the WHO SPR guidance. U.S. 
SPR includes new guidance on the use of the combined contraceptive patch and vaginal ring, as 
well as recommendations for four new topics: 

• how to start regular contraception after taking ECPs 
• management of bleeding irregularities among women using extended or continuous 

combined hormonal contraceptives (including pills, the patch, and the ring) · 
• when a woman can rely on female sterilization for contraception 
• when a woman can stop using contraceptives and not be at risk for unintended pregnancy 

Adaptations to the WHO SPR recommendations include 1) changes to the length of the grace 
period for depot medroxyprogesterone acetate (DMPA) reinjection, 2) differences in some of the 
examinations and tests recommended before contraceptive method initiation, 3) differences in 

-- - -
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some of the recommendations for management of bleeding irregularities because of new data 
and drug availability in the United States, and 4) a modified missed pill algorithm to respond to 
concerns of the CDC expert group and other reviewers that simplified algorithms are preferable. 

Contraceptive Method Choice 
Many elements need to be considered individually by a woman, man, or couple when choosing 
the most appropriate contraceptive method. Some of these elements include safety, 
effectiveness, availability (including accessibility and affordability), and acceptability. 

Contraceptive method effectiveness is critically important in minimizing the risk for unintended 
pregnancy, particularly among women for whom an unintended pregnancy would pose 
additional health risks.-The effectiveness of contraceptive methods depends both on the -
inherent effectiveness of the method itself and on how consistently and correctly it is used 
(Table 1). Both consistent and correct use canvary greatly with characteristics such as age, 
income, desire to prevent or delay pregnancy, and culture. Methods that depend on consistent 
and correct use by clients have a wide range of effectiveness between typical and perfect users. 
IUDs and implants are considered long-acting, reversible contraception (LARC); these methods 
are highly effective because they do not depend on regular compliance from the user. LARC 
methods are appropriate for most women, including adolescents and nulliparous women. All 
women should be counseled about the full range and effectiveness of contraceptive options for 
which they are medically eligible so that they can identify the optimal method (Figure 1). 

In choosing a method of contraception, the risk for human immunodeficiency virus (HIV) 
infection and other sexually transmitted diseases (STDs) also should be considered. Although 
hormonal contraceptives and IUDs are highly effective at preventing pregnancy, they do not 
protect against STDs and HIV. Consistent and correct use of the male latex condom reduces the 
risk for HIV infection and other STDs, including chlamydial infection, gonorrhea, and 
trichomoniasis (sg_). On the basis of a limited number of clinical studies, when a male condom 
cannot be used properly to prevent infection, a female condom should be considered (sg)). All 
patients, regardless of contraceptive choice, should be counseled about the use of condoms and 
the risk for STDs, including HIV infection (sg)). Additional information about prevention and 
treatment of STDs is available from the CDC Sexually Transmitted Diseases Treatment 
Guidelines (sg)). 

Maintaining Updated Guidance 
As with any evidence-based guidance document, a key challenge is keeping the 
re-c-omm-errdatiurrslllTto~da"te~aslfewsdentific-evid-eu-ce-he-cnm-e-s-available-;-Workiu-g-with~wr.re,  
CDC uses the continuous identification of research evidence (CIRE) system to ensure that WHO 
and CDC guidance is based on the best available evidence and that a mechanism is in place to 
update guidance when new evidence becomes available (33). CDC will continue to work with 
WHO to identify and assess all new relevant evidence and determine whether changes in the 
recommendations are warranted. In most cases, U.S. SPR will follow any updates in the WHO 
guidance, which typically occurs every 3-4 years (or sooner if warranted by new data). In 
addition, CDC will review any interim WHO updates for their application in the United States. 
CDC also will identify and assess any new literature for the recommendations that are not 
included in the WHO guidance and will completely review U.S. SPR every 3-4 years. Updates to 
the guidance can be found on the U.S. SPR website 
(http: I /www.cdc. gov /reproductivehealth/UnintendedPregnancy/USSPR.htm). 

l 
-1---- ~--- -

__,_ ___
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How To Be Reasonably Certain that a Woman Is Not Pregnant 
In most cases, a detailed history provides the most accurate assessment of pregnancy risk in a 
woman who is about to start using a contraceptive method. Several criteria for assessing 
pregnancy risk are listed in the recommendation that follows. These criteria are highly accurate 
(i.e., a negative predictive value of 99%-100%) in ruling out pregnancy among women who are 
not pregnant (34-37). Therefore, CDC recommends that health-care providers use these criteria 
to assess pregnancy status in a woman who is about to start using contraceptives (Box 1). If a 
woman meets one of these criteria (and therefore the health-care provider can be reasonably 
certain that she is not pregnant), a urine pregnancy test might be considered in addition to 
these criteria (based on clinical judgment), bearing in mind the limitations of the accuracy of 
pregnancy  testing._If_awoman does not meet any of _these_criteria, then the health-care provider __ 
cannot be reasonably certain that she is not pregnant, even with a negative pregnancy test. 
Routine pregnancy testing for every woman is not necessary. 

On the basis of clinical judgment, health-care providers might consider the addition of a urine 
pregnancy test; however, they should be aware of the limitations, including accuracy of the test 
relative to the time of last sexual intercourse, recent delivery, or spontaneous or induced 
abortion. Routine pregnancy testing for every woman is not necessary. If a woman has had 
recent (i.e., within the last 5 days) unprotected sexual intercourse, consider offering emergency 
contraception (either a Cu-IUD or ECPs), if pregnancy is not desired. 

Comments and Evidence Summary. The criteria for determining whether a woman is 
pregnant depend on the assurance that she has not ovulated within a certain amount of time 
after her last menses, spontaneous or induced abortion, or delivery. Among menstruating 
women, the timing of ovulation can vary widely. During an average 28-day cycle, ovulation 
generally occurs during days 9-20 (38). In addition, the likelihood of ovulation is low from days 
1-7 of the menstrual cycle (39). After a spontaneous or an induced abortion, ovulation can 
occur within 2-3 weeks and has been found to occur as early as 8-13 days after the end of the 
pregnancy. Therefore, the likelihood of ovulation is low -::;_7 days after an abortion (40-42). A 
recent systematic review reported that the mean day of first ovulation among postpartum 
nonlactating women occurred 45-94 days after delivery (43). In one study, the earliest 
ovulation was reported at 25 days after delivery. Among women who are within 6 months 
postpartum, are fully or nearly fully breastfeeding, and are amenorrheic, the risk for pregnancy 
is <2% (44). 

Although pregnancy tests often are performed before initiating contraception, the accuracy of 
i-tative-u-Fi-ne-preg-nane-y-tests-vaFies-ElepenEl-i-ng-en-t-he-ti-m-i-ng-ef-t-he-test-Felat-ive-te-
menses, recent sexual intercourse, or recent pregnancy. The sensitivity of a pregnancy test is 
defined as the concentration of human chorionic gonadotropin (hCG) at which 95% of tests are 
positive. Most qualitative pregnancy tests approved by the U.S. Food and Drug Administration 
(FDA) report a sensitivity of 20-25 miU /mL in urine (45-48) However, pregnancy detection 
rates can vary widely because of differences in test sensitivity and the timing of testing relative 
to missed menses (47,49). Some studies have shown that an additionaln days past the day of 
expected menses are needed to detect 100% of pregnancies using qualitative tests (46). In 
addition, pregnancy tests cannot detect a pregnancy resulting from recent sexual intercourse. 
Qualitative tests also might have positive results for several weeks after termination of 
pregnancy because hCG can be present for several weeks after delivery or abortion 
(spontaneous or induced) (50-52). 

For contraceptive methods other than IUDs, the benefits of starting to use a contraceptive 
method likely exceed any risk, even in situations in which the health-care provider is uncertain 

__

-+----qual misseEl----

http:/ /www.cdc.gov/mmwr/preview/mmwrhtml/rr6205a1.htm ?s _ cid=rr6205a1_ w 2/4/2014 



,, 
U.S. Selected Practice Recommendations for Contraceptive Use, 2013 Page 8 of76 

whether the woman is pregnant. Therefore, the health-care provider can consider having 
patients start using contraceptive methods other than IUDs at any time, with a follow-up 
pregnancy test in 2-4 weeks. The risks of not starting to use contraception should be weighed 
against the risks of initiating contraception use in a woman who might be already pregnant. 
Most studies have shown no increased risk for adverse outcomes, including congenital 
anomalies or neonatal or infant death, among infants exposed in utero to COCs (53-55). Studies 
also have shown no increased risk for neonatal or infant death or developmental abnormalities 
among infants exposed in utero to DMPA (54,56,57). 

In contrast, for women who want to begin using an IUD (Cu-IUD or LNG-IUD), in situations in 
which the health-care provider is uncertain whether the woman is pregnant, the woman should 
be provided with another contraceptive method to use until the health-care provider is 
reasonably certain that she is not pregnant and can insert the IUD. Pregnancies among women 
with IUDs are at higher risk for complications such as spontaneous abortion, septic abortion, 
preterm delivery, and chorioamnionitis (58). 

A systematic review identified four analyses of data from three diagnostic accuracy studies that 
evaluated the performance of the criteria listed above through use of a pregnancy checklist 
compared with a urine pregnancy test conducted concurrently (12). The performance of the 
checklist to diagnose or exclude pregnancy varied, with sensitivity of 55%-100% and specificity 
of 39%-89%. The negative predictive value was consisteJ?.t across studies at 99%-100%; the 
pregnancy checklist correctly ruled out women who were not pregnant. One of the studies 
assessed the added usefulness of signs and symptoms of pregnancy and found that these criteria 
did not substantially improve the performance of the pregnancy checklist, although the number 
of women with signs and symptoms was small (34) (Level of evidence: Diagnostic accuracy 
studies, fair, direct). 

__ 

terine Contraception 
Three IUDs are available in the Unit States, the Cu-IUD and two LNG-IUDs (containing a 
total of either 13.5 mg or 52 mg levan rgestrel). Fewer than 1 woman out of 100 becomes 
pregnant in the first year of using IUD (with typical use) (59). IUDs are long acting, are 
reversible, and can be used by women o all ages, including adolescents, and both by parous and 

· nulliparous women. IUDs do not protect gainst STDs; consistent and correct use of male latex 
condoms reduces the risk for STDs, inclu · g HIV. 

Initiation of Cu-IUDs 
~----~Trrn!n-·rr----------------------------~--------------------------------------------

• The Cu-IUD can be inserted at anytime ifi is reasonably certain that the woman is not 
pregnant (Box 1). 

• The Cu-IUD also can be inserted within 5 da ofthe first act of unprotected sexual 
intercourse as an emergency contraceptive. If e day of ovulation can be estimated, the Cu
IUD also can be inserted > 5 days after sexual in ercourse as long as insertion does not 
occur > 5 days after ovulation. 

Need for Back-Up Contraception 

• No additional contraceptive protection is needed aft r Cu-IUD insertion. 

Special Considerations 
Amenorrhea (Not Postpartum) 
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Amenorrhea 

• Amenorrhea d s not require any medical treatment. Provide reassurance. 
o If a woman regular bleeding pattern changes abruptly to amenorrhea, consider ruling 

out pregnan if clinically indicated. 
• If amenorrhea per ists and the woman finds it unacceptable, counsel her on alternative 

contraceptive metn ds, and offer another method if it is desired. 

Comments and Evide e Summary. During contraceptive counseling and before insertion 
of the implant, informatio about common side effects, such as unscheduled spotting or light 
bleeding and amenorrhea, e pecially during the first year of use should be discussed. A pooled 

--analysis of data from 11 clini 1 trials indicate that a significant proportion of etonogestrel - - -- - -- - -
implant users had relatively li :tle bleeding: 22% of women experienced amenorrhea and 34% 
experienced infrequent spottin , although 7% reported frequent bleeding and 18% reported 
prolonged bleeding (121). Unsc eduled bleeding or amenorrhea is generally not harmful. 
Enhanced counseling about expe ted bleeding patterns and reassurance that bleeding 
irregularities are generally not ha ful has been shown to reduce discontinuation in clinical 
trials with other hormonal contrac ptives (i.e., DMPA) (1o1,102). 

A systematic review and four newly ublished studies examined several medications for the 
treatment of bleeding irregularities 'th primarily LNG contraceptive implants (122-126). Two 
small studies found significant cess at n of bleeding within 7 days of start of treatment among 
women taking oral celecoxib (200 mg daily for 5 days or oral mefenamic acid (500 mg) 3 times 
daily for 5 days compared with placeb (124,125). Differences in bleeding cessation were not 
found among women with etonogestrel 'mplants taking mifepristone but were found when 
women with the implants combined mi ,pristone with either ethinyl estradiol or doxycycline 
(126,127). Doxycycline alone or in combi ation with ethinyl estradiol did not improve bleeding 
cessation among etonogestrel implant use ·s (126). Among LNG implant users, mifepristone 
reduced the number of bleeding or spottin days but only after 6 months of treatment (128). 
Evidence also suggests that estrogen (129- 1), daily COCs (129), levonorgestrel pills (130), 
tamoxifen (132), or tranexamic acid (133) ca reduce the number of bleeding or spotting days 
during treatment among levonorgestrel impl t users. In one small study, vitamin E was found 
to significantly reduce the mean number ofbl ding days after the first treatment cycle; 
however, another larger study reported no sigm icant differences in length of bleeding and 
spotting episodes with vitamin E treatment (134, 35). Use of aspirin did not result in a 
significant difference in median length of bleedin or bleeding and spotting episodes after 

--+----treatment-t1-B-4~.--Qne-stuGI.:y-a-mGn-g-i-m-:p>lant-user:s-r:- -Gr:teGI.-a-r:eduGtiGn-in-nu-mber-Gf-bleedi-ng,-------
days after initiating ibuprofen; however, another tri·l did not demonstrate any significant 
differences in the number of spotting and bleeding e ·so des with ibuprofen compared with 
placebo (123,130). 

Inj ectables 
Progestin-only injectable contraceptives (DMPA, 150 mg intramuscularly or 104 mg 
subcutaneously) are available in the United States; the only difference between these two 
formulations is the route of administration. Approximately 6 out of 100 women will become 
pregnant in the first year of use of DMP A with typical use (59). DMP A is reversible and can be 
used by women of all ages, including adolescents. DMPA does not protect against STDs; 
consistent and correct use of male latex condoms reduces the risk for STDs, including HIV. 
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Initiation of Injectables 
Timing 

• The first DMP A injection can be given at any time if it is reasonably certain that the woman 
is not pregnant (Box 1). 

Need for Back-Up Contraception 

• If DMP A is started within the first 7 days since menstrual bleeding started, no additional 
contraceptive protection is needed. 

• If DMPA is started >7 days since menstrual bleeding started, the woman needs to abstain 
from sexual intercourse Dr-use additional contraceptive protection for the next 7 days; 

Special Considerations 
Amenorrhea (Not Postpartum) 

• Timing: The first DMPA injection can be given at any time if it is reasonably certain that 
the woman is not pregnant (Box 1). 

• Need for back-up contraception: The woman needs to abstain from sexual intercourse 
or use additional contraceptive protection for the next 7 days. 

Postpartum (Breastfeeding) 

• Timing: The first DMPA injection can be given at any time, including immediately 
postpartum (U.S. MEC 2 if <1 month postpartum and U.S. MEC 1 if ~1 month postpartum) 
if it is reasonably certain that the woman is not pregnant (Box 1). 

• Need for back-up contraception: Ifthe woman is <6 months postpartum, 
amenorrheic, and fully or nearly fully breastfeeding (exclusively breastfeeding or the vast 
majority [~85%] of feeds are breastfeeds) (6o), no additional contraceptive protection is 
needed. Otherwise, a woman who is ~21 days postpartum and has not experienced return 
of her menstrual cycle needs to abstain from sexual intercourse or use additional 
contraceptive protection for the next 7 days. If her menstrual cycles have returned and it 
has been >7 days since menstrual bleeding started, she needs to abstain from sexual 
intercourse or use additional contraceptive protection for the next 7 days. 

Postpartum (Not Breastfeeding) 

. Thning:-The-firsr"BM-PA-inj-ection-can-he-given-at-anytime;including-im
postpartum (U.S. MEC 1) if it is reasonably certain that the woman is not pregnant (Box 1). 

• Need for back-up contraception: a woman who is ~21 days postpartum and has not 
experienced return of her menstrual cycle needs to abstain from sexual intercourse or use 
additional contraceptive protection for the next 7 days. If her menstrual cycles have 
returned and it has been >7 days since menstrual bleeding started, she needs to abstain 
from sexual intercourse or use additional contraceptive protection for the next 7 days. 

Postabortion (Spontaneous or Induced) 

• Timing: The first DMPA injection can be given within the first 7 days, including 
immediately postabortion (U.S. MEC 1). 

• Need for back-up contraception: The woman needs to abstain from sexual intercourse 
or use additional contraceptive protection for the next 7 days unless the injection is given at 
the time of a surgical abortion. 
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Switching from Another Contraceptive Method 

• Timing: The first DMPA injection can be given immediately if it is reasonably certain that 
the woman is not pregnant (Box 1). Waiting for her next menstrual period is unnecessary. 

• Need for back-up contraception: If it has been >7 days since menstrual bleeding 
started, the woman needs to abstain from sexual intercourse or use additional 
contraceptive protection for the next 7 days. 

• Switching from an IUD: If the woman has had sexual intercourse since the start of her 
current menstrual cycle and it has been > 5 days since menstrual bleeding started, 
theoretically, residual sperm might be in the genital tract, which could lead to fertilization if 
ovulation occurs. A health-care provider may consider any of the following options: 

o Advise the women to retain the IUD for at least 7 days after the injection and return for 
IUD removal. - - - -- -

o Advise the woman to abstain from sexual intercourse or use barrier contraception for 7 
days before removing the IUD and switching to the new method. 

o Advise the woman to use ECPs at the time of IUD removal. 

Comments and Evidence Summary. In situations in which the health-care provider is 
uncertain whether the woman might be pregnant, the benefits of starting DMP A likely exceed 
any risk; therefore, starting DMP A should be considered at any time, with a follow-up 
pregnancy test in 2-4 weeks. If a woman needs to use additional contraceptive protection when 
switching to DMP A from another contraceptive method, consider continuing her previous 
method for 7 days after DMP A injection. 

A systematic review identified eight articles examining DMP A initiation on different days of the 
menstrual cycle (20). Evidence from two studies with small samples indicated that DMPA 
injections given up to day 7 of the menstrual cycle inhibited ovulation; when DMPA was 
administered after day 7, ovulation occurred in some women. Cervical mucus was of poor 
quality (i.e., not favorable for sperm penetration) in go% of women within 24 hours ofthe 
injection (Level of evidence: II-2, fair) (136-138). Studies found that use of another 
contraceptive method until DMP A could be initiated (bridging option) did not help women 
initiate DMP A and was associated with more unintended pregnancies than immediate receipt of 
DMPA (139-143) (Level of evidence: I to II-3, fair to poor, indirect). 

Examinations and Tests Needed Before Initiation of an Injectable 
Among healthy women, no examinations or tests are needed before initiation of DMP A, 
although a baseline weight and BMI measurement might be useful for monitoring DMPA users 
overtime-(-Table-4-}:-Women-with-krrown--medica:-I--problems-orotherspecial-corrditiorr 
need additional examinations or tests before being determined to be appropriate candidates for 
a particular method of contraception. U.S. MEC might be useful in such circumstances (5). 

Comments and Evidence Summary. Weight (BMI): Obese women can use (U.S. MEC 1) 
or generally can use (U.S. MEC 2) DMPA (5); therefore, screening for obesity is not necessary 
for the safe initiation of DMP A. However, measuring weight and calculating BMI at baseline 
might be helpful for monitoring any changes and counseling women who might be concerned 
about weight change perceived to be associated with their contraceptive method. (See guidance 
on follow-up for DMPA users for evidence on weight gain with DMPA use.) 

Bimanual examination and cervical inspection: Pelvic examination is not necessary 
before initiation of DMP A because it does not facilitate detection of conditions for which DMPA 
would be unsafe. Although women with current breast cancer should not use DMPA (U.S. MEC 
4), and women with severe hypertension, heart disease, vascular disease, migraine headaches 
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with aura, or certain liver diseases generally should not use DMPA (U.S. MEC 3) (5), none of 
these conditions are likely to be detected by pelvic examination (120). A systematic review 
identified two case-control studies that compared delayed versus immediate pelvic examination 
before initiation of hormonal contraceptives, specifically oral contraceptives or DMPA (15). No 
differences in risk factors for cervical neoplasia, incidence of STDs, incidence of abnormal 
Papanicolaou smears, or incidence of abnormal wet mounts were observed (Level of evidence: II 
-2, fair, direct). 

Blood pressure: Women with hypertension generally can use DMPA (U.S. MEC 2), with the 
exception of women with severe hypertension or vascular disease, who generally should not use 
DMPA (U.S. MEC 3) (5). Screening for hypertension before initiation of DMPA is not necessary 
because of the low prevalence of undiagnosed severe hypertension and the high likelihood that_ 
women with these conditions already would have had them diagnosed. A systematic review did 
not identify any evidence regarding outcomes among women who were screened versus not 
screened with a blood pressure measurement before initiation of progestin-only contraceptives 
(21). The prevalence of undiagnosed hypertension among women of reproductive age is low. 
During 1999-2008 among women aged 20-44 years in the United States, the percentage with 
diagnosed hypertension was 7.8%, and the percentage with undiagnosed hypertension was 1.9% 
(144). 

Glucose: Although women with complicated diabetes generally should not use DMPA (U.S. 
MEC 3) (5), screening for diabetes before initiation of DMPA is not necessary because of the low 
prevalence of undiagnosed diabetes and the high likelihood that women with complicated 
diabetes would already have had the condition diagnosed. A systematic review did not identify 
any evidence regarding outcomes among women who were screened versus not screened with 
glucose measurement before initiation of hormonal contraceptives (14). The prevalence of 
diabetes among women of reproductive age is low. During 1999-2008 among women aged 20-
44 years in the United States, the percentage with diagnosed diabetes was 3% and the 
percentage with undiagnosed diabetes was 0.5% (144). Although hormonal contraceptives can 
have some adverse effects on glucose metabolism in healthy and diabetic women, the overall 
clinical effect is minimal (145-151). 

Liver enzymes: Although women with certain liver diseases generally should not use DMPA 
(U.S. MEC 3) (5), screening for liver disease before initiation of DMPA is not necessary because 
of the low prevalence of these conditions and the high likelihood that women with liver disease 
already would have had the condition diagnosed. A systematic review did not identify any 
evidence regarding outcomes among women who were screened versus not screened with liver 
enzyme tests oefore mifiation ofliormonal contraceptives (14}:-Tlie prevalence ofTiver uisora-=-e
among women of reproductive age is low. In 2008 among adults aged 18-44 years, the 
percentage with liver disease (not further specified) was 1.0% (90). In 2009, the incidence of 
acute hepatitis A, B, or C among women was <1 per 100,000 population (91). During 1998-
2007, the incidence ofliver carcinoma among women was approximately 3 per 100,000 
population (92). Because estrogen and progestins are metabolized in the liver, the use of 
hormonal contraceptives among women with liver disease might, theoretically, be a concern. 
The use of hormonal contraceptives, specifically COCs and POPs, does not affect disease 
progression or severity in women with hepatitis, cirrhosis, or benign focal nodular hyperplasia 
(93,94), although evidence is limited and no evidence exists for DMP A 

Clinical breast examination: Although women with current breast cancer should not use 
DMPA (U.S. MEC 4) (5), screening asymptomatic women with a clinical breast examination 
before initiating DMP A is not necessary because of the low prevalence of breast cancer among 
women of reproductive age. A systematic review did not identify any evidence regarding 

... _ __
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outcomes among women who were screened versus not screened with a clinical breast 
examination before initiation of hormonal contraceptives (15). The incidence of breast cancer 
among women of reproductive age in the United States is low. In 2009, the incidence of breast 
cancer among women aged 20-49 years was approximately 72 per 100,000 women (95). 

Other screening: Women with hyperlipidemia, anemia, thrombogenic mutations, cervical 
intraepithelial neoplasia, cervical cancer, HIV infection, or other STDs can use (U.S. MEC 1) or 
generally can use (U.S. MEC 2) DMPA (5); therefore, screening for these conditions is not 
necessary for the safe initiation of DMP A. 

Routine Follow-Up After Injectable Initiation 
·These recommendations address when routine follow-up is recommended for safe and effective 
continued use of contraception for healthy women. The recommendations refer to general 
situations and might vary for different users and different situations. Specific populations that 
might benefit from more frequent follow-up visits include adolescents, those with certain 
medical conditions or characteristics, and those with multiple medical conditions:. 

• Advise a woman to return at any time to discuss side effects or other problems, if she wants 
to change the method being used, and when it is time for reinjection. No routine follow-up 
visit is required. 

• At other routine visits, health-care providers seeing injectable users should do the 
following: 

o Assess the woman's satisfaction with her contraceptive method and whether she has 
any concerns about method use. 

o Assess any changes in health status, including medications, that would change the 
appropriateness of the injectable for safe and effective continued use based on U.S. 
MEC (e.g., category 3 and 4 conditions and characteristics). 

o Consider assessing weight changes and counseling women who are concerned about 
weight changes perceived to be associated v.:J.th their contraceptive method. 

Comments and Evidence Summary. Although no evidence exists regarding whether a 
routine follow-up visit after initiating DMP A improves correct or continued use, monitoring 
weight or BMI change over time is important for DMPA users. 

A systematic review identified a limited body of evidence that examined whether v.f"eight gain in 
the few months after DMPA initiation predicted future weight gain (17). Two studies found 
significant differences in weight gain or BMI at follow-up periods ranging from 12 to 36 months 
€€n-€m:ly-w€ight~gai.nel:s-~i..e .. ,~those-who-gained->-§-%-of_their~baselinehody-weighLwithin_6, 
months after initiation) and those who were not early weight gainers (152,153). The differences 
between groups were more pronounced at 18, 24, and 36 months than at 12 months. One study 
found that most adolescent DMP A users who had gained > 5% of their baseline weight by 3 
months gained even more weight by 12 months (154) (Level of evidence: II-2, fair, to II-3, fair, 
direct). 

Timing of Repeat Injections 
Reinjection Interval 

• Provide repeat DMPA injections every 3 months (13 weeks). 

Special Considerations 
Early Injection 

~ _ 
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• The repeat DMPA injection can be given early when necessary. 

Late Injection 

• The repeat DMPA injection can be given up to 2 weeks late (15 weeks from the last 
injection) without requiring additional contraceptive protection. 

• If the woman is >2 weeks late (>15 weeks from the last injection) for a repeat DMPA 
injection, she can have the injection if it is reasonably certain that she is not pregnant (Box 
1,). She needs to abstain from sexual intercourse or use additional contraceptive protection 
for the next 7 days. She might consider the use of emergency contraception if appropriate. 

Comments and Evidence Summary. There are no time limits on early injections; injections 
can be given when necessary (e~g.,when a woman cannot return at the routine interval). WHO 
has extended the time that a woman can have a late reinjection (i.e., grace period) for DMPA 
use from 2 weeks to 4 weeks on the basis of data from one study showing low pregnancy rates 
through 4 weeks; however, the CDC expert group did not consider the data to be generalizable 
to the United States because a large proportion of women in the study were breastfeeding. 
Therefore, U.S. SPR recommends a grace period of 2 weeks. 

A systematic review identified 12 studies evaluating time to pregnancy or ovulation after the last 
injection of DMPA (155). Although pregnancy rates were low during the 2-week interval 
following the reinjection date and for 4 weeks following the reinjection date, data were sparse 
and one study included a large proportion ofbreastfeeding women (156-158). Studies also 
indicated a wide variation in time to ovulation after the last DMPA injection, with the majority 
ranging from 15 to 49 weeks from the last injection (159-167) (Level of evidence: II-2, fair, 
direct). 

Bleeding Irregularities (Including Amenorrhea) During Injectable Use 

• Before DMP A initiation, provide counseling about potential changes in bleeding patterns 
during DMP A use. Amenorrhea and unscheduled spotting or light bleeding is common with 
DMP A use, and heavy or prolonged bleeding can occur with DMP A use. These bleeding 
irregularities are generally not harmful and might decrease with continued DMPA use. 

Unscheduled Spotting or Light Bleeding 

• If clinically indicated, consider an underlying gynecological problem, such as interactions 
with other medications, an STD,_12regnancy, or new 12athologic uterine conditions (e.g_,_,, __
polyps or fibroids). If an underlying gynecological problem is found, treat the condition or 
refer for care. 

• If an underlying gynecologic problem is not found and the woman wants treatment, the 
following treatment option during days of bleeding can be considered: 

o NSAIDs for short-term treatment (5-7 days) 
• If unscheduled spotting or light bleeding persists and the woman finds it unacceptable, 

counsel her on alternative contraceptive methods, and offer another method if it is desired. 

Heavy or Prolonged Bleeding 

• If clinically indicated, consider an underlying gynecological problem, such as interactions 
with other medications, an STD, pregnancy, or new pathologic uterine conditions (such as 
fibroids or polyps). If an underlying gynecologic problem is identified, treat the condition 
or refer for care. 

. 

__ _ 

http:/ /www.cdc.gov/mmwr/preview/mmwrhtml/rr6205al.htm?s _ cid=rr6205al_ w 2/4/2014 



U.S. Selected Practice Recommendations for Contraceptive Use, 2013 Page 27 of76 

• If an underlying gynecologic problem is not found and the woman wants treatment, the 
following treatment options during days of bleeding can be considered: 

o NSAIDS for short-term treatment (5-7 days) 
o Hormonal treatment (if medically eligible) with low-dose COCs or estrogen for short

term treatment (10-20 days) 
• If heavy or prolonged bleeding persists and the woman finds it unacceptable, counsel her 

on alternative contraceptive methods, and offer another method if it is desired. 

Amenorrhea 

• Amenorrhea does not require any medical treatment. Provide reassurance. 
o If a woman's regular bleeding pattern changes abruptly to amenorrhea, considerruling 

out pregnancy if clinically indicated. 
• If amenorrhea persists and the woman finds it unacceptable, counsel her on alternative 

contraceptive methods, and offer another method if it is desired. 

Comments and Evidence Summary. During contraceptive counseling and before initiation 
of DMP A, information about common side effects such as irregular bleeding should be 
discussed. Unscheduled bleeding or spotting is common with DMPA use (168). Additionally, 
amenorrhea is common after ~1 years of continuous use (168,169). These bleeding irregularities 
are generally not harmful. Enhanced counseling among DMP A users detailing expected 
bleeding patterns and reassurance that these irregularities generally are not harmful has been 
shown to reduce DMPA discontinuation in clinical trials (101,102). 

A systematic review, as well as two additional studies, examined the treatment of bleeding 
irregularities during DMPA use (122,170,171). Two small studies found significant cessation of 
bleeding within 7 days of starting treatment among women taking valdecoxib for 5 days or 
mefenamic acid for 5 days compared with placebo (172,173). Treatment with ethinyl estradiol 
was found to stop bleeding better than placebo during the treatment period, although rates of 
discontinuation were high, and safety outcomes were not examined (174). In one small study 
among DMP A users who had been experiencing amenorrhea for 2 months, treatment with 
COCs was found to alleviate amenorrhea better than placebo (175). No studies examined the 
effects of aspirin on bleeding irregularities among DMP A users. 

Combined Hormonal Contraceptives 
Combined hormonal contraceptives contain both estrogen and a progestin and include 1) COCs 
a-r-iGus-fm::m.ulatimls~-,2~-a-tr:a-IlSQ€lr:mal-GGntr:aGe-ptiv€-patGh-~whiGh-r:€ll€las€ls-15Q-,U-g-o
norelgestromin and 20 flg ethinyl estradiol daily), and 3) a vaginal contraceptive ring (which 
releases 120 flg etonogestrel and 15J-Lg ethinyl estradiol daily). Approximately 9 out of 100 
women become pregnant in the first year of use with combined hormonal contraceptives with 
typical use (59). These methods are reversible and can be used by women of all ages. Combined 
hormonal contraceptives are generally used for 21-24 consecutive days, followed by 4-7 
hormone-free days (either no use or placebo pills). These methods are sometimes used for an 
extended period with infrequent or no hormone-free days. Combined hormonal contraceptives 
do not protect against STDs; consistent and correct use of male latex condoms reduces the risk 
for STDs, including HIV. 

- -
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Initiation of Combined Hormonal Contraceptives 
Timing 

• Combined hormonal contraceptives can be initiated at any time if it is reasonably certain 
that the woman is not pregnant (Box 1). 

Need for Back-Up Contraception 

• If combined hormonal contraceptives are started within the first 5 days since menstrual 
bleeding started, no additional contraceptive protection is needed. 

• If combined hormonal contraceptives are started > 5 days since menstrual bleeding started, 
the womanneedsto abstain from sextl.al intercourse or rise additional contraceptive-
protection for the next 7 days. 

Special Considerations 
Amenorrhea (Not Postpartum) 

• Timing: Combined hormonal contraceptives can be started at any time if it is reasonably 
certain that the woman is not pregnant (Box 1). 

• Need for back-up contraception: The woman needs to abstain from sexual intercourse 
or use additional contraceptive protection for the next 7 days. 

Postpartum (Breastfeeding) 

• Timing: Combined hormonal contraceptives can be started when the woman is medically 
eligible to use the method (176)) and if it is reasonably certain that she is not pregnant. 
(Box 1). 

o Postpartum women who are breastfeeding should not use combined hormonal 
contraceptives during the first 3 weeks after delivery (U.S. MEC 4) because of concerns 
about increased risk for venous thromboembolism and generally should not use 
combined hormonal contraceptives during the fourth week postpartum (U.S. MEC 3) 
because of concerns about potential effects on breastfeeding performance. Postpartum, 
breastfeeding women with other risk factors for venous thromboembolism generally 
should not use combined hormonal contraceptives 4-6 weeks after delivery (U.S. MEC 
3). 

• Need for back-up contraception: If the woman is <6 months postpartum, 
amenorrheic, and fully or nearly fully breastfeeding (exclusively breastfeeding or the vast 
tyt~8s%j-offe·e-ds-are-breastfe·e·ds)-t6-o)-;-u-o-a:-d-ditiurral-cnntra:-ceptive-protect
needed. Otherwise, a woman who is ~21 days postpartum and has not experienced return 
of her menstrual cycle needs to abstain from sexual intercourse or use additional 
contraceptive protection for the next 7 days. If her menstrual cycles have returned and it 
has been > 5 days since menstrual bleeding started, she needs to abstain from sexual 
intercourse or use additional contraceptive protection for the next 7 days. 

Postpartum (Not Breastfeeding) 

• Timing: Combined hormonal contraceptives can be started when the woman is medically 
eligible (lzQ)) and if it is reasonably certain that she is not pregnant (Box 1). 

o Postpartum women should not use combined hormonal contraceptives during the first 
3 weeks after delivery (U.S. MEC 4) because of concerns about increased risk for 
venous thromboembolism. Postpartum women with other risk factors for venous 
thromboembolism generally should not use combined hormonal contraceptives 3-6 
weeks after delivery (U.S. MEC 3). 

- -
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• Need for back-up contraception: A woman who is ;::::21 days postpartum and whose 
menstrual cycles have not returned needs to abstain from sexual intercourse or use 
additional contraceptive protection for the next 7 days. If her menstrual cycles have 
returned and it has been > 5 days since menstrual bleeding started, she needs to abstain 
from sexual intercourse or use additional contraceptive protection for the next 7 days. 

Postabortion (Spontaneous or Induced) 

• Timing: Combined hormonal contraceptives can be started within the first 7 days after 
first or second trimester abortion, including immediately postabortion (U.S. MEC 1). 

• Need for back-up contraception: She needs to abstain from sexual intercourse or use 
additional contraceptive protection for the next 7 days unless combined hormonal 
contraceptives are-started at the time of a surgical abortion. -

Switching from Another Contraceptive Method 

• Timing: Combined hormonal contraceptives can be started immediately if it is reasonably 
certain that the woman is not pregnant (Box 1). Waiting for her next menstrual period is 
unnecessary. 

• Need for back-up contraception: If it has been >5 days since menstrual bleeding 
started, she needs to abstain from sexual intercourse or use additional contraceptive 
protection for the next 7 days. 

• Switching from an IUD: If the woman has had sexual intercourse since the start of her 
current menstrual cycle and it has been > 5 days since menstrual bleeding started, 
theoretically, residual sperm might be in the genital tract, which could lead to fertilization if
ovulation occurs. A health-care provider may consider any of the following options: 

o Advise the women to retain the IUD for at least 7 days after combined hormonal 
contraceptives are initiated and return for IUD removal. 

o Advise the woman to abstain from sexual intercourse or use barrier contraception for 7 
days before removing the IUD and switching to the new method. 

o Advise the woman to use ECPs at the time of IUD removal. 

Comments and Evidence Summary. In situations in which the health-care provider is 
uncertain whether the woman might be pregnant, the benefits of starting combined hormonal 
contraceptives likely exceed any risk; therefore, starting combined hormonal contraceptives 
should be considered at any time, with a follow-up pregnancy test in 2-4 weeks. If a woman 
needs to use additional contraceptive protection when switching to combined hormonal 
contraceptives from another contraceptive method, consider continuing her previous method 
rTdays-afterstarting-cumbirre·d-hormunal-contraeeptiveB. 

A systematic review of 18 studies examined the effects of starting combined hormonal 
contraceptives on different days of the menstrual cycle (22). Overall, the evidence suggested 
that pregnancy rates did not differ by the timing of combined hormonal contraceptive initiation 
(143,177-179) (Level of evidence: I to II-3, fair, indirect). The more follicular activity that 
occurred before starting COCs, the more likely ovulation was to occur; however, no ovulations 
occurred when COCs were started at a follicle diameter of 10 mm (mean cycle day 7.6) or when 
the ring was started at 13 mm (median cycle day 11) (180-189) (Level of evidence: I to II-3, fair, 
indirect). Bleeding patterns and other side effects did not vary with the timing of combined 
hormonal contraceptive initiation (177,178,190-194) (Level of evidence: I to II-2, good to poor, 
direct). Although continuation rates of combined hormonal contraceptives were initially 
improved by the "quick start" approach (i.e., starting on the day of the visit), the advantage 
disappeared over time (178,179,190-195) (Level of evidence: I to II-2, good to poor, direct). 

·· 
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Examinations and Tests Needed Before Initiation of Combined Hormonal 
Contraceptives 
Among healthy women, few examinations or tests are needed before initiation of combined 
hormonal contraceptives (Tables). Blood pressure should be measured before initiation of 
combined hormonal contraceptives. Baseline weight and BMI measurements might be useful 
for monitoring combined hormonal contraceptive users over time. Women with known medical 
problems or other special conditions might need additional examinations or tests before being 
determined to be appropriate candidates for a particular method of contraception. U.S. MEC 
might be useful in such circumstances (5). 

Comments and Evidence Summary. Blood pressure: Women who have more severe 
-hypertension (systolic pressure of ~160 mm Hg or diastolic pressure of ~100 mm Hg) or 
vascular disease should not use combined hormonal contraceptives (U.S. MEC 4), and women 
who have less severe hypertension (systolic pressure of 140-159 mm Hg or diastolic pressure of 
90-99 mm Hg) or adequately controlled hypertension generally should not use combined 
hormonal contraceptives (U.S. MEC 3) (5). Therefore, blood pressure should be measured 
before initiating combined hormonal contraceptives. If access to health care is limited, blood 
pressure measurements may be obtained in non clinical settings, such as pharmacies or fire 
stations, and reported by the woman to her provider. Evidence suggests that cardiovascular 
outcomes are worse among women who did not have their blood pressure measured before 
initiating COCs. 

A systematic review identified six articles from three studies that reported cardiovascular 
outcomes among women who had blood pressure measurements and women who did not have 
blood pressure measurements before initiating COCs (21). Three case-control studies showed 
that women who did not have blood pressure measurements before initiating COCs had a higher 
risk for acute myocardial infarction than women who did have blood pressure measurements 
(196-198). Two case-control studies showed that women who did not have blood pressure 
measurements before initiating COCs had a higher risk for ischemic stroke than women who did 
have blood pressure measurements (199,200). One case-control study showed no difference in 
the risk for hemorrhagic stroke among women who initiated COCs regardless of whether their 
blood pressure was measured (201). Studies that examined hormonal contraceptive methods 
other than COCs were not identified (Level of evidence: Il-2, fair, direct). 

Weight (BMI): Obese women generally can use combined hormonal contraceptives (U.S. 
MEC 2) (5); therefore, screening for obesity is not necessary for the safe initiation of combined 

menal-GEHltraGel:)ti::ves.--MewEwe-r,measuF-i-ng-we-i-ght-and-GalGulati-ng-:gM-I-at-baseli-ne-might
helpful for monitoring any changes and counseling women who might be concerned about 
weight change perceived to be associated with their contraceptive method. 

Bimanual examination and cervical inspection: Pelvic examination is not necessary 
before initiation of combined hormonal contraceptives because it does not facilitate detection of 
conditions for which hormonal contraceptives would be unsafe. Women with certain conditions 
such as current breast cancer, severe hypertension or vascular disease, heart disease, migraine 
headaches with aura, and certain liver diseases, as well as women aged ~35 years who smoke 
2:15 cigarettes per day, should not use (U.S. MEC 4) or generally should not use (U.S. MEC 3) 
combined hormonal contraceptives (5); however, none of these conditions are likely to be 
detected by pelvic examination (120). A systematic review identified two case-control studies 
that compared delayed and immediate pelvic examination before initiation of hormonal 
contraceptives, specifically oral contraceptives or DMPA (15). No differences in risk factors for 
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cervical neoplasia, incidence of STDs, incidence of abnormal Papanicolaou smears, or incidence 
of abnormal wet mounts were found (Level of evidence: II-2 fair, direct). 

Glucose: Although women with complicated diabetes should not use (U.S. MEC 4) or generally 
should not use (U.S. MEC 3) combined hormonal contraceptives, depending on the severity of 
the condition (5), screening for diabetes before initiation of hormonal contraceptives is not 
necessary because of the low prevalence of undiagnosed diabetes and the high likelihood that 
women with complicated diabetes already would have had the condition diagnosed. A 
systematic review did not identify any evidence regarding outcomes among women who were 
screened versus not screened with glucose measurement before initiation of hormonal 
contraceptives (14). The prevalence of diabetes among women of reproductive age is low. 

 _ During 1999-2008 among women aged 20-44 years in the United States, the percentage with_ 
diagnosed diabetes was 3% and the percentage with undiagnosed diabetes was 0.5% (144). 
Although hormonal contraceptives can have some adverse effects on glucose metabolism in 
healthy and diabetic women, the overall clinical effect is minimal (145-151). 

Lipids: Although some women with hyperlipidemias generally should not use combined 
hormonal contraceptives (U.S. MEC 2/3, depending on the type and severity ofthe 
hyperlipidemia and presence of other cardiovascular risk factors) (5), screening for 
hyperlipidemia before initiation of hormonal contraceptives is not necessary because of the low 
prevalence of undiagnosed disease in women of reproductive age and the low likelihood of 
clinically significant changes with use of hormonal contraceptives. A systematic review did not 
identify any evidence regarding outcomes among women who were screened versus not 
screened with lipid measurement before initiation of hormonal contraceptives (14). The 
prevalence of hyperlipidemia among women of reproductive age is low. During 1999-2008 
among women aged 20-44 years in the United States, approximately 10% had 
hypercholesterolemia, defined as total cholesterol :::: 240 mg/ dL or currently taking lipid
lowering medications, and the prevalence of undiagnosed hypercholesterolemia was 
approximately 2% (144). Studies have shown mixed results about the effects of hormonal 
methods on lipid levels, and the clinical significance of these changes is unclear (202-204). In 
addition, women with abnormal lipid levels at baseline were not found to have increased risk for 
adverse changes to their lipid profile when using hormonal methods (202). 

Liver enzymes: Although women with certain liver diseases should not use (U.S. MEC 4) or 
generally should not use (U.S. MEC 3) combined hormonal contraceptives (5), screening for 
liver disease before initiation of combined hormonal contraceptives is not necessary because of 
the low prevalence of these conditions and the high likelihood that women with liver disease 

.already would-nave liadtlie condition diagnosed-:-.A systematic review did not identiry-:a_n_y_ ____ _ 
evidence regarding outcomes among women who were screened versus not screened with liver 
enzyme tests before initiation of hormonal contraceptives (14). The prevalence of liver disorders 
among women of reproductive age is low. In 2008 among adults aged 18-44 years, the 
percentage with liver disease (not further specified) was 1.0% (90). In 2009, the incidence of 
acute hepatitis A, B, or C among women was <1 per 100,000 population (91). During 1998-
2007, the incidence ofliver carcinoma among women was approximately 3 per 100,000 
population (92). Because estrogen and progestins are metabolized in the liver, the use of 
hormonal contraceptives among women with liver disease might, theoretically, be a concern. 
The use of hormonal contraceptives, specifically COCs and POPs, does not affect disease 
progression or severity in women with hepatitis, cirrhosis, or benign focal nodular hyperplasia 
(93,94), although evidence is limited; no evidence exists for other types of combined hormonal 
contraceptives. 

-+-------
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Thrombogenic mutations: Women with thrombogenic mutations should not use combined 
hormonal contraceptives (U.S. MEC 4) (5) because of the increased risk for venous 
thromboembolism (205). However, studies have shown that universal screening for 
thrombogenic mutations before initiating COCs is not cost-effective because of the rarity of the 
conditions and the high cost of screening (206-208). 

Clinical breast examination: Although women with current breast cancer should not use 
combined hormonal contraceptives (U.S. MEC 4) (5), screening asymptomatic women with a 
clinical breast examination before initiating combined hormonal contraceptives is not necessary 
because of the low prevalence of breast cancer among women of reproductive age. A systematic 
review did not identify any evidence regarding outcomes among women who were screened 
versus not screened with a_breast examination before initiation of hormonal contraceptives (15). 
The incidence of breast cancer among women of reproductive age in the United States is low. In 
2009, the incidence of breast cancer among women aged 20-49 years was approximately 72 per 
100,000 women (95). 

Other screening: Women with anemia, cervical intraepithelial neoplasia, cervical cancer, HIV 
infection, or other STDs can use (U.S. MEC 1) or generally can use (U.S. MEC 2) combined 
hormonal contraceptives (5); therefore, screening for these conditions is not necessary for the 
safe initiation of combined hormonal contraceptives. 

Number of Pill Packs that Should Be Provided at Initial and Return Visits 

• At the initial and return visits, provide or prescribe up to a 1-year supply of COCs (e.g., 13 
28-day pill packs), depending on the woman's preferences and anticipated use. 

• A woman should be able to obtain COCs easily in the amount and at the time she needs 
them. 

Comments and Evidence Summary. The more pill packs given up to 13 cycles, the higher 
the continuation rates. Restricting the number of pill packs distributed or prescribed can result 
in unwanted discontinuation of the method and increased risk for pregnancy. 

A systematic review of the evidence suggested that providing a greater number of pill packs was 
associated with increased continuation (23). Studies that compared provision of one versus 12 
packs, one versus 12 or 13 packs, or three versus seven packs found increased continuation of 
pill use among women provided with more pill packs (209-211). However, one study found that 
there was no difference in continuation when patients were provided one and then three packs 
us_four_packs_alLaLonce-G212.)-.Jn_addition_to_continuation,-a-greater_numher_of_pills_packs, _
provided was associated with fewer pregnancy tests, fewer pregnancies, and lower cost per 
client. However, a greater number of pill packs (i.e., 13 packs versus three packs) also was 
associated with increased pill wastage in one study (210) (Level of evidence: I to II-2, fair, 
direct). 

Routine Follow-Up After Combined Hormonal Contraceptive Initiation 
These recommendations address when routine follow-up is recommended for safe and effective 
continued use of contraception for healthy women. The recommendations refer to general 
situations and might vary for different users and different situations. Specific populations that 
might benefit from more frequent follow-up visits include adolescents, those with certain 
medical conditions or characteristics, and those with multiple medical conditions. 

• Advise a woman to return at any time to discuss side effects or other problems or if she 
wants to change the method being used. No routine follow-up visit is required. 

~ _ 

--+----¥ers __ _ 
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• At other routine visits, health-care providers seeing combined hormonal contraceptive 
users should do the following: 

o Assess the woman's satisfaction with her contraceptive method and whether she has 
any concerns about method use. 

o Assess any changes in health status, including medications, that would change the 
appropriateness of combined hormonal contraceptives for safe and effective continued 
use based on U.S. MEC (e.g., category 3 and 4 conditions and characteristics). 

o Assess blood pressure. 
o Consider assessing weight changes and counseling women who are concerned about 

weight changes perceived to be associated with their contraceptive method. 

Comments and Evidence Summary. No evidence exists regarding whether a routine follow 
-up visit after initiating combined hormonal contraceptives improves correct or continued use. 
Monitoring blood pressure is important for combined hormonal contraceptive users. Health
care providers might consider recommending women obtain blood pressure measurements in 
nonclinical settings "(e.g., pharmacy or fire station). 

A systematic review identified five studies that examined the incidence of hypertension among 
women who began using a COC versus those who started a nonhormonal method of 
contraception or a placebo (17). Few women developed hypertension after initiating COCs, and 
studies examining increases in blood pressure after COC initiation found mixed results. No 
studies were identified that examined changes in blood pressure among patch or vaginal ring 
users (Level of evidence: I, fair, to II-2, fair, indirect). 

Late or Missed Doses and Side Effects from Combined Hormonal 
Contraceptive Use 
For the following recommendations, a dose is considered late when <24 hours have elapsed 
since the dose should have been taken. A dose is considered missed if :2:24 hours have elapsed 
since the dose should have been taken. For example, if a COC pill was supposed to have been 
taken on Monday at 9:00a.m. and is taken at n:oo a.m., the pill is late; however, by Tuesday 
morning at n:oo a.m., Monday's 9:00a.m. pill has been missed and Tuesday's 9:00a.m. pill is 
late. For COCs, the recommendations only apply to late or missed hormonally active pills and 
not to placebo pills. Recommendations are provided for late or missed pills (Figure 2), the patch 
(Figure 3), and the ring (Figure 4). 

Comments and Evidence Summary. Inconsistent or incorrect use of combined hormonal 
contraceptives is a major cause of combined hormonal contraceptive failure. Extending the 
ormone-free interval is consiO:ered to be a partiCUlarly ri8Ky time to miss combinedn-o-rm_o_n_a,l-
contraceptives. Seven days of continuous combined hormonal contraceptive use is deemed 
necessary to reliably prevent ovulation. The recommendations reflect a balance between 
simplicity and precision of science. Women who frequently miss COCs or experience other 
usage errors with combined hormonal patch or combined vaginal ring should consider an 
alternative contraceptive method that is less dependent on the user to be effective (e.g., IUD, 
implant, or injectable). 

A systematic review identified 36 studies that examined measures of contraceptive effectiveness 
of combined hormonal contraceptives during cycles with extended hormone-free intervals, 
shortened hormone-free intervals, or deliberate nonadherence on days not adjacent to the 
hormone-free interval (24). Most of the studies examined COCs (188,213-240), two examined 
the combined hormonal patch (234,241), and six examined the combined vaginal ring (185,242 
- 246). No direct evidence on the effect of missed pills on the risk for pregnancy was found. 

 ____
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Studies of women deliberately extending the hormone-free interval up to 14 days found wide 
variability in the amount of follicular development and occurrence of ovulation 
(216,219,221,222,224,225,227-230); in general, the risk for ovulation was low, and among 
women who did ovulate, cycles were usually abnormal. In studies of women who deliberately 
missed pills on various days during the cycle not adjacent to the hormone-free interval, 
ovulation occurred infrequently (214,220-222,230,231,233,234). Studies comparing 7-day 
hormone-free intervals with shorter hormone-free intervals found lower rates of pregnancy 
(213,217,226,232) and significantly greater suppression of ovulation (215,225,236-238,240) 
among women with shorter intervals in all but one study (235), which found no difference. Two 
studies that compared 30-,ug ethinyl estradiol pills with 20-,ug ethinyl estradiol pills showed 
more follicular activity when 20-,ug ethinyl estradiol pills were missed (216,219). In studies 
·examining the combined vaginal ring, three studies found thatnondeliberate extension of the 
hormone-free interval for 24 to <48 hours from the scheduled period did not increase the risk 
for pregnancy (242,243,245); one study found that ring insertion after a deliberately extended 
hormone-free interval that allowed a 13-mm follicle to develop interrupted ovarian function and 
further follicular growth (185); and one study found that inhibition of ovulation was maintained 
after deliberately forgetting to remove the ring for up to 2 weeks after normal ring use (246). In 
studies examining the combined hormonal patch, one study found that missing 1-3 consecutive 
days before patch replacement (either wearing one patch 3 days longer before replacement or 
going 3 days without a patch before replacing the next patch) on days not adjacent to the patch-
free interval resulted in little follicular activity and low risk for ovulation (234), and one 
pharmacokinetic study found that serum levels of ethinyl estradiol and progestin 
norelgestromin remained within reference ranges after extending patch wear for 3 days (241). 
No studies were found on extending the patch-free interval. In studies that provide indirect 
evidence on the effects of missed combined hormonal contraception on surrogate measures of 
pregnancy, how differences in surrogate measures correspond to pregnancy risk is unclear 
(Level of evidence: I, good, indirect to II-3, poor, direct). 

Vomiting or Severe Diarrhea While Using COCs 
Certain steps should be taken by women who experience vomiting or severe diarrhea while 
using COCs (Figures). 

Comments and Evidence Summary. Theoretically, the contraceptive effectiveness of COCs 
might be decreased because of vomiting or severe diarrhea. Because of the lack of evidence that 
addresses vomiting or severe diarrhea while using COCs, these recommendations are based on 
the recommendations for missed COCs. No evidence was found on the effects of vomiting or 
iarrhea-on-measures-ufcontraceptive-effediverressindudirrg-pTegnancr,foHicular--------
development, hormone levels, or cervical mucus quality. 

Unscheduled Bleeding with Extended or Continuous Use of Combined 
Hormonal Contraceptives 

• Before initiation of combined hormonal contraceptives, provide counseling about potential 
changes in bleeding patterns during extended or continuous combined hormonal 
contraceptive use. (Extended contraceptive use is defined as a planned hormone-free 
interval after at least two contiguous cycles. Continuous contraceptive use is defined as 
uninterrupted use of hormonal contraception without a hormone-free interval [247].) 

• Unscheduled spotting or bleeding is common during the first 3-6 months of extended or 
continuous combined hormonal contraceptive use. It is generally not harmful and 
decreases with continued combined hormonal contraceptive use. 

d--

·· · - ·· ·· · · ~ 
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• If clinically indicated, consider an underlying gynecological problem, such as inconsistent 
use, interactions with other medications, cigarette smoking, an STD, pregnancy, or new 
pathologic uterine conditions (e.g., polyps or fibroids). If an underlying gynecological 
problem is found, treat the condition or refer for care. 

• If an underlying gynecological problem is not found and the woman wants treatment, the 
following treatment option can be considered: 

o Advise the woman to discontinue combined hormonal contraceptive use (i.e., a 
hormone-free interval) for 3-4 consecutive days; a hormone-free interval is not 
recommended during the first 21 days of using the continuous or extended combined 
hormonal contraceptive method. A hormone-free interval also is not recommended 
more than once per month because contraceptive effectiveness might be reduced. 

• If unscheduled spotting or bleeding persists and the woman finds it unacceptable, counsel 
-her on alternative contraceptive methods, and offer another method if it is desired. 

Comments and Evidence Summary. During contraceptive counseling and before initiating 
extended or continuous combined hormonal contraceptives, information about common side 
effects such as unscheduled spotting or bleeding, especially during the first 3-6 months of use, 
should be discussed (248). These bleeding irregularities are generally not harmful and usually 
improve with persistent use of the hormonal method. To avoid unscheduled spotting or 
bleeding, counseling should emphasize the importance of correct use and timing; for users of 
contraceptive pills, emphasize consistent pill use. Enhanced counseling about expected bleeding 
patterns and reassurance that bleeding irregularities are generally not harmful has been shown 
to reduce method discontinuation in clinical trials with DMPA (101,102). 

A systematic review identified three studies with small study populations that addressed 
treatments for unscheduled bleeding among women using extended or continuous combined 
hormonal contraceptives (25). In two separate randomized clinical trials in which women were 
taking either contraceptive pills or using the contraceptive ring continuously for 168 days, 
women assigned to a hormone-free interval of 3 or 4 days reported improved bleeding. 
Although they noted an initial increase in flow, this was followed by an abrupt decrease 7-8 
days later with eventual cessation of flow 11-12 days later. These findings were compared with 
women who continued to use their method without a hormone-free interval, in which a greater 
proportion reported either treatment failure or fewer days of amenorrhea (249,250). In another 
randomized trial of 66 women with unscheduled bleeding among women using 84 days of 
hormonally active contraceptive pills, oral doxycycline (100 mg twice daily) initiated the first 
day of bleeding and taken for 5 days did not result in any improvement in bleeding compared 
with placebo (251) (Level of evidence: I, fair, direct). 

Progestin -Only Pills 
POPs contain only a progestin and no estrogen and are available in the United States. 
Approximately 9 out of 100 women become pregnant in the first year of use with POPs with 
typical use (59). POPs are reversible and can be used by women of all ages. POPs do not protect 
against STDs; consistent and correct use of male latex condoms reduces the risk for STDs, 
including HIV. 

Initiation of POPs 
Timing 

• POPs can be started at any time if it is reasonably certain that the woman is not pregnant 
(Box 1). 
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Need for Back-Up Contraception 

• If POPs are started within the first 5 days since menstrual bleeding started, no additional 
contraceptive protection is needed. 

• If POPs are started > 5 days since menstrual bleeding started, the woman needs to abstain 
from sexual intercourse or use additional contraceptive protection for the next 2 days. 

Special Considerations 
Amenorrhea (Not Postpartum) 

• Timing: POPs can be started at any time if it is reasonably certain that the woman is not 
pregnant (Box 1)~ 

• Need for back-up contraception: The woman needs to abstain from sexual intercourse 
or use additional contraceptive protection for the next 2 days. 

Postpartum (Breastfeeding) 

• Timing: POPs can be started at any time, including immediately postpartum (U.S. MEC 2 
if <1 month postpartum and U.S. MEC 1 if :2:1 month postpartum) if it is reasonably certain 
that the woman is not pregnant (Box 1). 

• Need for back-up contraception: If the woman is <6 months postpartum, 
amenorrheic, and fully or nearly fully breastfeeding (exclusively breastfeeding or the vast 
majority [:=::85%] of feeds are breastfeeds) (6o), no additional contraceptive protection is 
needed. Otherwise, a woman who is :2:21 days postpartum and has not experienced return 
of her menstrual cycles needs to abstain from sexual intercourse or use additional 
contraceptive protection for the next 2 days. If her menstrual cycles have returned and it 
has been > 5 days since menstrual bleeding started, she needs to abstain from sexual 
intercourse or use additional contraceptive protection for the next 2 days. 

Postpartum (Not Breastfeeding) 

• Timing: POPs can be started at any time, including immediately postpartum (U.S. MEC 1), 
if it is reasonably certain that the woman is not pregnant (Box 1). 

• Need for back-up contraception: Women who are :2:21 days postpartum and whose 
menstrual cycles have not returned need to abstain from sexual intercourse or use 
additional contraceptive protection for the next 2 days. If her menstrual cycles have 
returned and it has been > 5 days since menstrual bleeding started, she needs to abstain 
from sexual intercourse or use additional contraceptive protection for the next 2 days. 

Postabortion (Spontaneous or Induced) 

• Timing: POPs can be started within the first 7 days, including immediately postabortion 
(U.S. MEC 1). 

• Need for back-up contraception: The woman needs to abstain from sexual intercourse 
or use additional contraceptive protection for the next 2 days unless POPs are started at the 
time of a surgical abortion. 

Switching from Another Contraceptive Method 

• Timing: POPs can be started immediately if it is reasonably certain that the woman is not 
pregnant (Box 1). Waiting for her next menstrual period is unnecessary. 

- -- · ·· ·· - -- ·· ·- - --- - - · · · · 
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• Need for back-up contraception: If it has been >5 days since menstrual bleeding 
started, she needs to abstain from sexual intercourse or use additional contraceptive 
protection for the next 2 days. 

• Switching from an IUD: If the woman has had sexual intercourse since the start of her 
current menstrual cycle and it has been > 5 days since menstrual bleeding started, 
theoretically, residual sperm might be in the genital tract, which could lead to fertilization if 
ovulation occurs. A health-care provider may consider any of the following options: 

o Advise the women to retain the IUD for at least 2 days after POPs are initiated and 
return for IUD removal. 

o Advise the woman to abstain from sexual intercourse or use barrier contraception for 2 
days before removing the IUD and switching to the new method. 

o Advise the woman to use ECPs at the time of IUD removal. 

Comments and Evidence Summary. In situations in which the health-care provider is 
uncertain whether the woman might be pregnant, the benefits of starting POPs likely exceed 
any risk; therefore, starting POPs should be considered at any time, with a follow-up pregnancy 
test in 2-4 weeks. 

Unlike COCs, POPs inhibit ovulation in about half of cycles, although the rates vary widely by 
individual (252). Peak serum steroid levels are reached about 2 hours after administration, 
followed by rapid distribution and elimination, such that by 24 hours after administration, 
serum steroid levels are near baseline (252). Therefore, taking POPs at approximately the same 
time each day is important. An estimated 48 hours of POP use has been deemed necessary to 
achieve the contraceptive effects on cervical mucus (252). If a woman needs to use additional 
contraceptive protection when switching to POPs from another contraceptive method, consider 
continuing her previous method for 2 days after starting POPs. No direct evidence was found 
regarding the effects of starting POPs at different times of the cycle. 

Examinations and Tests Needed Before Initiation of POPs 
Among healthy women, no examinations or tests are needed before initiation of POPs, although 
a baseline weight and BMI measurement might be useful for monitoring POP users over time 
(Table 6). Women with known medical problems or other special conditions might need 
additional examinations or tests before being determined to be appropriate candidates for a 
particular method of contraception. U.S. MEC might be useful in such circumstances (5). 

Comments and Evidence Summary. Weight (BMI): Obese women can use POPs (U.S. 
MEC 1) (5); therefore, screening for obesity is not necessary for the safe initiation of POPs. 
wever,rneasur-ing-weight-a~nEl-ea{eu-lating-EM-I-at-l:lasel-i-ne-miglJ.t-l:le-helpf'u~l-fer-rneniter-ing----
any changes and counseling women who might be concerned about weight change perceived to 
be associated with their contraceptive method. 

Bimanual examination and cervical inspection: Pelvic examination is not necessary 
before initiation of POPs because it does not facilitate detection of conditions for which POPs 
would be unsafe. Women with current breast cancer should not use POPs (U.S. MEC 4), and 
women with certain liver diseases generally should not use POPs (U.S. MEC 3) (5); however, 
neither of these conditions are likely to be detected by pelvic examination (120). A systematic 
review identified two case-control studies that compared delayed versus immediate pelvic 
examination before initiation of hormonal contraceptives, specifically oral contraceptives or 
DMP A (15). No differences in risk factors for cervical neoplasia, incidence of STDs, incidence of 
abnormal Papanicolaou smears, or incidence of abnormal wet mounts were observed (Level of 
evidence: II-2 fair, direct). 

----'----He
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Liver enzyntes: Although women with certain liver diseases generally should not use POPs 
(U.S. MEC 3) (5), screening for liver disease before initiation of POPs is not necessary because 
of the low prevalence of these conditions and the high likelihood that women with liver disease 
already would have had the condition diagnosed. A systematic review did not identify any 
evidence regarding outcomes among women who were screened versus not screened with liver 
enzyme tests before initiation of hormonal contraceptives (14). The prevalence of liver disorders 
among women of reproductive age is low. In 2008 among U.S. adults aged 18-44 years, the 
percentage with liver disease (not further specified) was 1.0% (90). In 2009, the incidence of 
acute hepatitis A, B, or C among women was <1 per 100,000 population (91). During 1998-
2007, the incidence ofliver carcinoma among women was approximately 3 per 100,000 
population (92). Because estrogen and progestins are metabolized in the liver, the use of 

-hormonal contraceptives among women with liver disease might, theoretically, be a concern. 
The use of hormonal contraceptives, specifically COCs and POPs, does not affect disease 
progression or severity in women with hepatitis, cirrhosis, or benign focal nodular hyperplasia 
(93,94). 

Clinical breast examination: Although women with current breast cancer should not use 
POPs (U.S. MEC 4) (5), screening asymptomatic women with a clinical breast examination 
before initiating POPs is not necessary because of the low prevalence of breast cancer among 
women of reproductive age. A systematic review did not identify any evidence regarding 
outcomes among women who were screened versus not screened with a clinical breast 
examination before initiation of hormonal contraceptives (15). The incidence of breast cancer 
among women of reproductive age in the United States is low. In 2009, the incidence of breast 
cancer among women ages 20-49 was approximately 72 per 100,000 women (95). 

Other screening: Women with hypertension, diabetes, hyperlipidemia, anemia, 
thrombogenic mutations, cervical intraepithelial neoplasia, cervical cancer, STDs, or HIV 
infection can use (U.S. MEC 1) or generally can use (U.S. MEC 2) POPs (5); therefore, screening 
for these conditions is not necessary for the safe initiation of POPs. 

Number of Pill Packs that Should Be Provided at Initial and Return Visits 

• At the initial and return visits, provide or prescribe up to a 1-year supply of POPs (e.g., 13 
28-day pill packs), depending on the woman's preferences and anticipated usc. 

• A woman should be able to obtain POPs easily in the amount and at the time she needs 
them. 

Comments ana-Eviaence Summary. The more p:itl packs given up to 13 cycles, fhe nigner 
the continuation rates. Restricting the number of pill packs distributed or prescribed can result 
in unwanted discontinuation of the method and increased risk for pregnancy. 

A systematic review of the evidence suggested that providing a greater number of pill packs was 
associated with increased continuation (23). Studies that compared provisio;~ of one versus 12 
packs, one versus 12 or 13 packs, or three versus seven packs found increased continuation of 
pill use among women provided with more pill packs (20:)-211). F owever, r::1e st·.1dy found that 
there was no difference in continuation when patients 1\'Clc prO\idcd or;e a:- : t:-; :.::;1 three packs 
versus four packs all at once (212). In addition to continuation, a greater n~:lll bcr of pill packs 
provided was associated with fewer pregnancy tests, fewer pregnancies, and lower cost per 
client. However, a greater number of pill packs (13 packs versus three packs) also was associated 
with increased pill wastage in one study (210) (Level of evidence: I to II-2, fair, direct). 

1 
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Routine Follow-Up After POP Initiation 
These recommendations address when routine follow-up is recommended for safe and effective 
continued use of contraception for healthy women. The recommendations refer to general 
situations and might vary for different users and different situations. Specific populations that 
might benefit from more frequent follow-up visits include adolescents, those vvith certain 
medical conditions or characteristics, and those with multiple medical conditions. 

• Advise a woman to return at any time to discuss side effects or other pn'11ler~:s or if she 
wants to change the method being used. No routin2 follow-up visit is requi1'ed. 

• At other routine visits, health-care providers seeing POP users should do the following: 
o Assess the woman's satisfaction with her contraceptive method and whether she has 
- any concerns about method use: 
o Assess any changes in health status, including medications, that wonld change the 

appropriateness of POPs for safe and effective continuec.: use based on U.S. MEC (e.g., 
category 3 and 4 conditions and characteristics). 

o Consider assessing weight changes and counseling women who are cor:cerned about 
weight changes perceived to be associated -vvith their contraceptive method. 

Comments and Evidence Summary. No evidence was found regarding 1vhcther a routine 
follow-up visit after initiating POPs improves correct o:· continued use. 

Missed POPs 
For the following recommendations, a dose is considered missed if it has been >3 hours since it 
should have been taken. 

• Take one pill as soon as possible. 
• Continue taking pills daily, one each day, at the same time each day, even if it means taking 

two pills on the same day. 
• Use back-up contraception (e.g., condoms) or avoid sexual illtercourse until pills have been 

taken correctly, on time, for 2 consecutive days. 
• Emergency contraception should be considered if the v.'oman has had ur :wotected sexual 

intercourse. 

Comments and Evidence Summary. Inconsistent or incorrect use of oral contraceptive 
pills is a major reason for oral contraceptive failure. Unlike COCs, FOPs inbi~it ovulation in 
about half of cycles, although this rate varies widely by individual (252). Peak serum steroid 
levels are reached about 2 hours after administration, followed by ra.Qid dist: ibution and 
elimination, such that by 24 hours after administration, serum steroid levels are near baseline 
(252). Therefore, taking POPs at approximately the same time ea.::1 day is important. An 
estimated 48 hours of POP use was deemed necessary to achieve :he contraceptive effects on 
cervical mucus (252). Women who frequently miss POPs should consider an cl~L~rnative 
contraceptive method that is less dependent on the user to 1le effective (~.g., IUD, implant, or 
injectable). No evidence was found regarding the effects cE n-:iss::.;.' P01?s avai~ c:o:s in the United 
States on measures of contraceptive effectiveness inclu:.lint; pregnancy, follicular c~evelopment, 
hormone levels, or cervical mucus quality. 

Vomiting or Severe Diarrhea (for any Reason or Duration) that Occurs 
Within 3 Hours After Taking a Pill 

• Take another pill as soon as possible (if possible, despite dis ·rmfort). 
• Continue taking pills daily, one each day, at the same t:me c; h dav. 

http://www.cdc.gov/mmwr/preview/mm\\Tht1~11:! .r._2(::=::·1 .l~t·':·, ,_ ·, 1=·: : •' 1 \\" 2/4/2014 
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• Use back-up contraception (e.g., condoms) or avoid sexual iP'-crcourse until2 days after 
vomiting or diarrhea has resolved. 

• Emergency contraception should be considered ifthc wom;-:: '1as h<lJ unprotected sexual 
intercourse. 

Comments and Evidence Summary. T\e"rctically, the cor' c-;;;~i·:c eficr;r:vcness of POPs 
might be decreased because of vomiting or Si2\'t:re dian· .ca. Lc:<~t:>e ;>f t:1e la~;;. d evidence to 
address this question, these recommendations are based on the recommendations for missed 
POPs. No evidence was found regarding the effects of vomiting or diarrhea on measures of 
contraceptive effectiveness, including pregnancy, follicular development, hormone levels, or 
cervical mucus quality. 

Standard Days Metho(1 

SDM is a method based on fertility awareness; nsers must avo;;; l''lprotr"ted sexual intercourse 
on days 8-19 ofthe menstrual cycle (253). Approximately ::J out: 100 \vome.l become pregnant 
in the first year of use with perfect (i.e., correct and consi~;tent) .. :of SDM (2!J:)); effectiveness 

1based on typical use is not available for this method 1-:-ut i:; exnc" ~ to ) ~ lov\'12 · '~1c.m that for 
perfect use. SDM is reversible and can be us,_:£ by-vvoL: :1 of;·:~ · ._, ~. ~ .. .I d( ~-· ·· ··t protect 
against STDs; consistent and correct use of male latex r· 'ndo;;:::; 1-c.iuccs the 1i~,!<: ;··n· STDs, 
including HIV. 

Use of SDM Among Women with Various Ivlenstrual Cycle Durations 
Menstrual Cycles of 26-32 Days 

• These women may use the method. 
• Provide a barrier method of contraception for protectic:: c· · · )::':- fL19 i:· :-:1~ wants one. 
• If she has unprotected sexual intercourse during df'y~ 8--:" ·~ .. i 1 r the··· 2 of emergency 

contraception if appropriate. 

Two or More Menstrual Cycles o; <~6 or> '2 I'"'y: \M~. tin"·--, · 1 Year of 
SDM Use 

• Advise the woman that the method might not be arpr()pri:· Lc for her because of a higher 
risk for pregnancy. Help her consider another method. 

Comments and Evidence Sum1nary. The probability of p;-r~nancy is increased when the 
_s--=t-n:-I-,al cydeis outsiae the range of26-32 (b.ys, even it--~·,:- .. · :1.:tcr 1 :·~xu·l ·ntercourse i-:cs __
avoided on clays 8-19. A study of7,60o menstrual cycles, i: ~~ ;. : ·· : i' ' "':11at · · o;1 cycle length 
and signs of ovulation, concluded that the theoretical effective:. ~: l)f ~-::: · M is: "('<ttest for 
women with cycles of 26-32 days, that the method i:..; s' il: eff· ,· · · ·T · ·meL ·.-. '(·occasionally 
have a cycle outside this range, and tl1at it ;s lcs~· efi ec• · · ··~ for.. . ~ ro: s : :1tly have 
cycles outside this range. Information from d2 :1y hor1:1 nal1:1c<,0uremc Lts sLu·,vs ~hat the 
timing ofthe 6-dayfertile window varies gre<1tly, even a:non;-'; women with rcgubr cycles 
(39,254,255). 

En1erger..cy Contrz..cr::ption 
Emergency contraception consists ofmetb·,ds that canl)e 1'sec1

' ~· IY:-''l1C:1 c:.c"e:· sexual 
intercourse to prevent pregnancy. Emerger:rT nntrace:;tir-- n · _> · · --e , .. , .. ··ir:g ranges of 
effectiveness depending on the method 2''r1 

· :: ,>;:: ')f ::c..:n~: .,. , ·::· q_J: ·:";arc available 
in the United States: the Cu-IUD and thrc="' ~Yl ·~~: ..:..' 2 .. ~ ... : ·::. 

-'-----m-e_n __ _ 

http://www.cdc.gov/mmwrlprevievdmn~'\Thtml':T6 .. '.J5a; .> . :' ' - ( .::: " ~ . 
. - ,, ' \\ 2/4/2014 
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Types of Emergency Contraception 
Intrauterine Device 

• Cu-IUD 

ECPs 

• Ulipristal acetate (UP A) in a single dose (30 mg) 
• Levonorgestrel in a single dose (1.5 mg) or as a split dose (1 dose of 0.75 mg of 

levonorgestrel followed by a second dose of 0.75 mg oflevonorgestrel12 hours later) 
_ _• Combined estrogen and progestin in 2 doses (Yuzpe regimen: 1 dose of 100 f.l.g of ethinyl 

estradiol plus 0.50 mg oflevonorgestrel followed by a second dose of 100 f.l.g of ethinyl 
estradiol plus 0.50 mg oflevonorgestrel12 hours later) 

Initiation of Emergency Contraception 
Timing 
Cu-IUD 

• The Cu-IUD can be inserted within 5 days of the first act of unprotected sexual intercourse 
as an emergency contraceptive. 

• In addition, when the day of ovulation can be estimated, the Cu-IUD can be inserted 
beyond 5 days after sexual intercourse, as long as insertion does not occur > 5 days after 
ovulation. 

ECPs 

• ECPs should be taken as soon as possible within 5 days of unprotected sexual intercourse. 

Comments and Evidence Summary. Cu-IUDs are highly effective as emergency 
contraception (256) and can be continued as regular contraception. UP A and levonorgestrel 
ECPs have similar effectiveness when taken within 3 days after unprotected sexual intercourse; 
however, UPA has been shown to be more effective than the levonorgestrel formulation 3-5 
days after unprotected sexual intercourse (257). The combined estrogen and progestin regimen 
is less effective than UP A or levonorgestrel and also is associated with more frequent occurrence 
of side effects (nausea and vomiting) (258). The levonorgestrel formulation might be less 

f-e fe~tiyejhan_U£A~lllfrng_Qb~~~women(25Z)~·-------------------------------------------

Two studies of UP A use found consistent decreases in pregnancy rates when administered 
within 120 hours of unprotected sexual intercourse (257,259). Five studies found that the 
levonorgestrel and combined regimens decreased risk for pregnancy through the fifth day after 
unprotected sexual intercourse; however, rates of pregnancy were slightly higher when ECPs 
were taken after 3 days (260-264). A meta-analysis oflevonorgestrel ECPs found that 
pregnancy rates were low when administered within 4 days after unprotected sexual intercourse 
but increased at 4-5 days (265) (Level of evidence: I to II-2, good to poor, direct). 

Advance Provision of ECPs 

• An advance supply of ECPs may be provided so that ECPs will be available when needed 
and can be taken as soon as possible after unprotected sexual intercourse. 

Page 41 of76 

. _ . __

~----

http://www.cdc.gov/mmwr/preview/mmwrhtml/rr6205a1.htm?s cid=rr6205a1 w - - 2/4/2014 



c. 

U.S. Selected Practice Recommendations for Contraceptive Use, 2013 Page 42 of76 

Comments and Evidence Summary. A systematic review identified 17 studies that reported 
on safety or effectiveness of advance ECPs in adult or adolescent women (26). Any use of ECPs 
was two to seven times greater among women who received an advance supply of ECPs. 
However, a summary estimate (relative risk= 0.97; 95% confidence interval= 0.77-1.22) of five 
randomized controlled trials did not indicate a significant reduction in unintended pregnancies 
at 12 months with advance provision of ECPs. In the majority of studies among adults or 
adolescents, patterns of regular contraceptive use, pregnancy rates, and incidence of STDs did 
not vary between those who received advance ECPs and those who did not. Although available 
evidence supports the safety of advance provision of ECPs, effectiveness of advance provision of 
ECPs in reducing pregnancy rates at the population level has not been demonstrated (Level of 
evidence: I to II-3, good to poor, direct). 

Initiation of Regular Contraception After ECPs 
UPA 

• Any regular contraceptive method can be started immediately after the use of UP A. 
• The woman needs to abstain from sexual intercourse or use barrier contraception for 14 

days or until her next menses, whichever comes first. 
• Advise the woman to have a pregnancy test if she does not have a withdrawal bleed within 3 

weeks. 

Levonorgestrel and Combined Estrogen and Progestin ECPs 

• Any regular contraceptive method can be started immediately after the use of 
levonorgestrel or combined estrogen and progestin ECPs. 

• The woman needs to abstain from sexual intercourse or use barrier contraception for 7 
days. 

• Advise the woman to have a pregnancy test if she does not have a withdrawal bleed within 3 
weeks. 

Comments and Evidence Summary. Data on when a woman can start regular 
contraception after ECPs are limited to expert opinion and product labeling (27). Theoretically, 
the effectiveness of systemic hormonal contraception might be decreased when administered 
concurrently or in close succession because of the antiprogestin properties of UPA (266,267); 
these theoretical concerns do not exist for combined estrogen and progestin or levonorgestrel 
formulations of ECPs. The resumption or initiation of regular hormonal contraception after ECP 
in::v:ol::v:es-Gonsid€J;ation-of-th€-Iisk-fGr-pJ;€gnanGy-if-ECFs-fail-and-the-Iisk~-fGr-unin
pregnancy if contraception initiation is delayed until the subsequent menstrual cycle. If a 
woman is planning to initiate contraception after the next menstrual period after ECP use, the 
cycle in which ECPs are used might be shortened, prolonged, or involve unscheduled bleeding. 

Prevention and Management of Nausea and Vomiting with ECP Use 
Nausea and Vomiting 

• Levonorgestrel and UP A ECPs cause less nausea and vomiting than combined estrogen and 
progestin ECPs. 

• Routine use of antiemetics before taking ECPs is not recommended. Pretreatment with 
antiemetics may be considered depending on availability and clinical judgment. 

Vomiting Within 3 Hours of Taking ECPs 

-+----US€- t~nd€d,-----
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Understanding and Using the U.S. Selected Practice 
Recommendations for Contraceptive Use, 2013 

ABSTRACT: The U.S. Selected Practice Recommendations for Contraceptive Use, 2073 (U.S. SPR), issued 
by the Centers for Disease Control and Prevention is a companion piece to the Centers for Disease Control and 
Prevention's U.S. Medical Eligibility Criteria for Contraceptive Use, 2010. The U.S. Medical Eligibility Criteria for 
Contraceptive Use, 2010, provides guidance for which contraceptive methods are safe for women with selected 
characteristics and medical conditions, whereas the U.S. SPR offers guidance on how to use these methods most 
effectively. The American College of Obstetricians and Gynecologists endorses the U.S. SPR and encourages its 
use by Fellows; providers should always consider the specific clinical situation when applying these guidelines to 
individual clinical care. 

In June 2013, the Centers for Disease Control and 
Prevention (CDC) released the U.S. Selected Practice 
Recommendations for Contraceptive Use, 2013 (U.S. SPR) 
(1). This guidance is a companion document to the 
CDC's previously released U.S. Medical Eligibility Criteria 
for Contraceptive Use, 2010 (U.S. MEC) (2, 3). The U.S. 
MEC provides guidance for which contraceptive meth
ods are safe for women with selected characteristics and 
medical conditions, whereas the U.S. SPR offers guidance 
on how to use these methods most effectively. Simply 
stated, the U.S. MEC summarizes the "who" and the U.S. 
SPR focuses on the "how." Like the U.S. MEC, the 
U.S. SPR was adapted fr~m global guidance pubiished 
by the World Health Organization (4, 5). The American 

- College of Obstetricians and Gynecologists endorses the_ 
U.S. SPR and encourages its use by Fellows; providers 
should always consider the specific clinical situation when 
applying these guidelines to individual clinical care. The 
full guidance can be found at WINvv.cdc.gov/mmwr/pdf/rr/ 
rr6205.pdf. Updates can be found at vvvvw.cdc.gov!repro 
ductivehealth/UnintendedPregnancy/USSPR.htm. 

The U.S. SPR provides evidence-based guidance that 
addresses common but sometimes complicated issues in 
contraceptive management. The U.S. SPR is arranged by 
contraceptive method and includes recommendations 
for intrauterine devices (IUDs), implants, injections, 
combined hormonal contraceptives, progestin-only pills, 

standard days method of natural family planning, emer
gency contraception, and female and male sterilization. 
For most reversible methods of contraception, the U.S. 
SPR provides recommendations on the following: 

• What clinical information is needed before method 
initiation 

• What routine follow-up is recommended 

How to manage common problems, including regi
men nonadherence ( eg, late injections or missed pills) 
and side effects. 

The U.S. SPR addresses management of bleed
ing abnormalities with IUDs, progestin-only pills, and 
!;:!Xtended use of combined hormonal contraceptives. 
Additionally, the U.S. SPR provides guidance for how 
to be reasonably certain a woman is not pregnant before 
initiating contraception, for the initiation of contracep
tion following emergency contraception, and for when a 
woman can stop contraception. 

The U.S. SPR aims to reduce some of the barriers 
women may face to initiating contraception and using 
it effectively. For example, the U.S. SPR clarifies that all 
methods may be initiated at any time in the menstrual 
cycle ("quick start") if the provider is reasonably certain 
that the woman is not pregnant. Missing pills is a major 
reason for oral contraceptive failure leading to unin-



tended pregnancies; the U.S. SPR provides clear algo
rithms for what to do if women miss pills, as well as 
recommendations for provision of a 1-year supply of pill 
packs. 

Overall, the U.S. SPR provides guidance for contra
ceptive management that has the potential to improve 
contraceptive initiation and consistent and correct use, 
thus helping to decrease the high rate of unplanned 
pregnancies in the United States. The American College 
of Obstetricians and Gynecologists continues to support 
making oral contraceptives available over-the-counter as 
a potential way to improve contraceptive access and use, 
and possibly decrease unintended pregnancy rates (6). 
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pill use. Participants who did not understand a question on the medical checklist left it blank, 
and these responses were treated as missing values. Overall, self-screening or clinician
screening data were missing for three participants. Participants for whom data were missing 
were excluded from analyses requiring those responses. 

Agreement between the respondent's self-screen and the clinician screen was 98% or higher 
for each of the individual contraindications except for two. In the case of hypertension, 9% of 
the respondents were found to be hypertensive (systolic blood pressure~ 140 mm Hg or 
diastolic blood pressure~ 90 mm Hg) and did not know this to be the case. With regard to 
migraine headaches, 6% of the respondents believed their condition made them ineligible to 
use the pill, but the nurse practitioner did not assess their migraine as one involving aura, which 
is the true contraindication. 

We used logistic regression 
-~--~~~~~~-

models to assess the association 
----o-~· 

between selected demographic 
characteristics (including age, education, language spoken at home, recruitment site, parity and 
contraceptive use) and respondents' incorrect self-assessment of one or more contraindications 
to pill use. The coefficients in these models indicate that women age 35 and older had 
significantly higher odds of incorrectly self-reporting that they were eligible for pill use 
compared to younger women (p<0.05). Participants reporting Spanish as their primary 
language had lower odds of incorrectly reporting that they were eligible for pill use compared 
to English-speaking women (p<0.05). In addition, women who had completed at least some 
college education had lower odds of incorrectly reporting that they were contraindicated to 
oral contraceptive use compared to those with less education (p<0.05). Neither parity nor 
contraceptive use were significantly associated with the odds of either incorrectly reporting 
contraindications or incorrectly reporting pill eligibility. (Regression models not shown but 
available upon request). 

DISCUSSION 

In the population studied here, we found that 39.3% of women were contraindicated to oral 
contraceptives, a prevalence that seems surprisingly high. Shortridge and Miller examined the 
prevalence of contraindications to combined oral contraceptives in the US general population 
using data from the National Health and Nutrition Examination Survey (NHANES) and found 
that 16% of fecund women aged 10 to 51 were contraindicated to oral contraceptives. II Only 
nine contraindicated diseases were recorded in the NHANES dataset, and several prevalent 
conditions such as migraine with aura were not identifiable. The study from Washington found 
that among women presentinf to a family planning clinic, 4.6% were contraindicated to 
hormonal contraceptive use. While it is certainly surprising that the prevalence of 
contraindications is ten-fold larger in our sample, there are important differences between our 
study and the report from Washington. Eighty-eight percent of the women in the Washington 
study were seeking hormonal contraception, and 90% were between the ages of 15 to 30.7 Our 
population was-older, which increases the likelihood of being contraindicated to oral 
contraceptives, and a smaller proportion was using hormonal contraception, suggesting they 
were less likely to have been previously screened for contraindications. The prevalence of 
contraindications reported here is closer to that reported using data from a national health 
survey in Mexico, 6 although, like the report based on the NHANES data, that study was not 
able to include migraine with aura as a contraindication. 

A simple question asking a woman if she thought the pill was medically safe for her served as 
a poor screening test for being contraindicated to oral contraceptive use. Using a medical 
checklist of contraindications, women were more accurate in their self-assessments. One way 
to evaluate screening tests, known as Y ouden' s J, involves adding the positive predictive and 
negative predictive values and subtracting one.12 This value for the initial self-screening 

Obstet Gynecol. Author manuscript; available in PMC 2009 September 1. 
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Abstract 

Objective: To measure agreement between women's self-administered risk factor questionnaire and their providers' evaluation of their 
medical eligibility for hormonal contraceptive use. 
Methods: This was an anonymous cross-sectional study. Participants were women 15-45 years old who completed a 20-item self
administered questionnaire. Women were recmited from six public health family planning clinics in the Seattle Metropolitan area. A 
matching medical evaluation questionnaire was completed concurrently by each participant's health care provider. Using provider evaluation 
as the "gold standard" against which we compared self-reported medical history, we calculated participant-provider agreement with point 
estimates and 95% confidence interval (CI). 
Results: Of 399 participant and provider pairs, pa1iicipant-provider agreement was obtained for 392 participant pairs. The majority of the 
participants (90.3%) were 15-30 years old and 77.7% had used a hormonal contraceptive method for more than 1 year. The estimated 
proportion of the overall agreement was 96% (95% CI, 0.92-0.98). Women were more likely to report severe headaches (12.4% vs. 3.3%), 
possible pregnancy (7.3% vs. 3.5%) and smoking (6.2% vs. 2.1 %) than providers, but less likely to report smoking more than 15 cigarettes 
per day (2.6% vs. 9.2%) and irregular menses (6.5% vs. 9.9%). 
Conclusion: Overall, a high proportion of the women in this study completed our medical history questionnaire in concordance with their 
health care providers' same-day medical evaluation. Agreement on critical medical eligibility criteria such as hypertension was well above 
90%. For criteria on which there was disagreement, women were more likely to identify contraindications than were their providers. 
© 2006 Elsevier Inc. All rights reserved. 

Keywords: Hom1onal contraception; Self-screening; Risk assessment; Self-administered questionnaire 

1. Introduction 

Contraception plays a vital role in decreasing the 
number of unintended -pregnancies. Despite the safety 
and widespread use of hormonal contraceptives, present 
prescriptive practices in the United States often require a 
physical examination prior to the prescription or renewal 
of hormonal contraceptives. This practice can pose a 
barrier to the timely acquisition of highly effective 
methods. Moreover, breast and pelvic examinations are 
no longer deemed necessary for the initial prescription and 
safe use of combined hormonal contraceptives for asymp
tomatic women of reproductive age [1-6]. 

* Corresponding author. Tel.: +I 206 685 4128; fax: +I 206 543 3835. 
E-mail address: jsgardne@u.washington.edu (J. Gardner). 
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Neve1iheless, accurate medical history and blood 
pressure assessments are needed for the safe provision of 
hormonal contraceptives [2,7]._ In 2004, the World Health 
Organization convened its third consortium of a scientific 
Working Group to review and update the medical 
eligibility c1iteria for contraceptive use [2]. These criteria 
are classified into four categories based on conditions 
affecting eligibility for the use of each contraceptive 
method, ranging from Category 1, which indicates no 
restrictions for the use of the contraceptive method to 
Category 4, which indicates a condition that represents an 
unacceptable health risk if the contraceptive is used. Based 
on these criteria, Family Health International developed 
contraceptive eligibility checklists for the provision of 
combined oral contraceptives and depot-medroxyproges
terone acetate (DMPA) in community-based programs 
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[6,8]. These checklists were validated for use by community-
based workers and implemented internationally. 

We adapted the provider checklist for the initiation of 
combined contraceptives [6,8] and revised it for self-
administration for women seeking a prescription for 
hormonal contraceptives from community pharmacists in a 

feasibility study [9]. The resultant 20-item medical history 
checklist incorporated Category 1 classification of the 
World Health Organization's medical eligibility criteria [2]. 

The purpose of this study was to validate this checklist 
among a comparable population of women and providers at 

· · 1· · · ll d 
the local family plannmg c 1mcs. Speclfica y, we measure 

reement between -women~s~self-administered risk facto
questionnaire and their providers' evaluation of their 
medical eli cribility for hormonal contraceptive use. 

2. Materials and methods 

We pilot-tested the medical eligibility checklist with 
20 women at two public health family planning clinics 
and refined it for readability. Subsequently, we trans
formed this checklist (Table 1) into a questionnaire for 
validation and appended to it additional queries regarding 
demographic information such as age, education, family 
income and pregnancy history; a query of contraceptive 
history; and a question regarding the desired contraceptive 
method. The study protocol was reviewed and approved 
by the University of Washington Institutional Review 
Board and the Public Health Seattle King County Family 
Planning Program. 

Women of reproductive age (15-45 years), menstruating 
or at risk for pregnancy, and proficient in English who 
attended one of six public health family plannin~ clinics 
within the study period were given information sheets 
describing the study. The women were not necessarily 
seeking contraceptive-related services at the time of the 
recruiting visit. Clinic staff kept a daily log of the total 
number of clients seen, the number of women declining to 
participate and the number of women ineligible to pmtic
ipate. Following the women's verbal consent to participate 
in the study, a medical assistant or nurse instructed 
participants to complete a one-page anonymous question
naire, seal it in an attached envelope and place it in a locked 
box prior to seeing their providers. The women were given 
$5 gift coupons for completing the questionnaire. 

Each participant's medical provider completed a match
ing medical evaluation questionnaire immediately after the 
woman's clinic visit. The medical provider evaluation 
questionnaire mirrored that of the participant, with language 
modified slightly to incorporate medical terminology. For 
example, the phrase "high blood pressure" was replaced 
with "hypertension," and "blood clof' with "DVT," respec
tively, in the provider questionnaire. The only question 
that was notably stated differently in the provider question
naire was the question regarding participant's history of

Table 1 
Participant 20-item medical history questionnaire 

:.:.M:..:e..:dJ:.:..c:.:.al:.:.h:..:is:.:.to.:....ry.:.......;q!..:.u..:..es:.:.ti:.:.o:..:ns=-----------=-P.::art:...:i..:..ci.!:.p_an_t_R_es...!.p_o_ns~es
1. Do you have or have you ever had Y_ N_ 

breast cancer? 
2. Do you have a liver disease or jaundice 

(yellow skin or eyes)? 
3. Do you take pills every day for tuberculosis, 

Y_ 

y_ 

N_ 

N_ 
fungal infections or seizures? 

4. Do you smoke cigarettes? Y_ N_ 
(If "no" go to Question 7) 

5· Dfo you smkoke more than 15 cigarettes a day? Y_ 
6. I you smo e, are you 35 years of y_ 

age or older? 

N_ 
N_ 

~ Do-you- get-bad-headaches- that-make-you-fee!-y-~ --- -~N=-----
sick to your stomach or involve numbness, or 

make you lose the ability to see, or make it 
hard to be in light? 

8. Are you breast-feeding a baby right now who Y_ N_ 
is under 6 months of age? 

9. Do you have high blood pressure? 
10. Do you have diabetes (sugar in your blood)? 
11. Do you have gallbladder disease? 
12. Have you ever had a stroke, blood clot in 

Y_ 
Y_ 
Y _ 
Y_ 

N_ 
N_ 
N_ 
N_ 

your legs or lungs, heart attack or any 
heart disease? 

13. Has your father, mother, sister, or brother Y_ N_ 
ever had blood clots? 

14. Do you weigh more than 200 pounds? 
15. Are you in a wheelchair? 
16. Are you planning to have surgery in the 

Y_ 
Y_ 
Y_ 

N_ 
N_ 
N_ 

next 4 weeks? 
17. Has a doctor or nurse ever told you not to Y_ N_ 

take hormones? 
18. Do you have any other medical problem Y_ N_ 

or take regular medication that could prevent 
you from using hormonal birth control? 

19. Do you think you could be pregnant now? Y_ N_ 
20. Do you usually get your period every month? Y N 

 

-:-----ag r-~/ -------- ---

"' 

 

migraines. Whereas we provided a specific defmition for the 
type of migraine on which we were querying the partic
ipants (Table I), we asked the providers whether their 
participants had "chronic headaches or atypical migraines" 
with the assumption that the providers had the training and 
background to decipher the difference between migraines 
and an occasional headache. Providers were asked to 
respond to the 20 corresponding medical history questions 
and to determine whether the women could safely use 
progestin-only or combination methods. Medical providers 
completed the evaluation questionnaire for each participant 
after the clinic visit and prior to seeing their next patient, 
sealed it into an envelope and deposited it into the locked 
box provided for each site. 

Each clinic received between 65 and 70 preassembled 
questionnaire packets. No identifiers were collected from 
either the participants or the providers. A matching number 
on the participant and provider questionnaires linked the 
two forms. We provided in-service training to providers and 
clinic staff on the purpose of the study, data collection 
methods, and both participant and provider questionnaires at 
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all sites prior to data collection. No incentives were 
provided for the health care providers. All questionnaires 
and study logs were retrieved from each site at the 
completion of data collection. 

Questionnaire data were entered into a Microsoft® 
Access (Seattle, WA, 2000) database and analyzed using 
SAS 9.1 (SAS 9.1, SAS Institute, Inc, Cary, NC). 
Generalized estimating equations (GEE) were used to 
account for intraclass correlations. In order to account for 
within-provider correlations while simultaneously adher-
ing to the anonymous nature of the study, providers were 
asked to choose an alias and to use it consistently on all of 
the ·evaluation· questionnaires-they- completed;--TJnivariat
descriptive statistics were generated to characterize the 
study participants and to describe the overall distribution 
of responses. We used the point-estimate and 95% 
confidence interval (CI) to measure participant-provider 
agreement. The criteria used to define agreement included 
either "yes/yes" or "no/no" participant-provider responses 
to each question. 

Logistic regression was used to model the outcome 
variable of interest (participant-provider agreement) and to 
estimate agreement among subgroups defined by age, 
income, education and prior hormonal contraceptive use. 
In order to minimize the time required to complete the 
questionnaires and to restrict them to one page in length, we 
were unable to include the range of ethnic classifications 
used by the United States' Census Bureau to classify 
individuals into racial/ethnic categories and thus did not 
query the women on ethnicity. 

We expected that participant-provider agreement would 
reach 90% and that women's higher age, education, income 
and prior contraceptive use would be associated with higher 
participant-provider agreement. When constructing the 
confidence interval for agreement, the robust GEE standard 
error was used. The sample size was calculated to estimate 
participant-provider agreement with a 95% CI, ±5%. The 
within-provider correlation coefficient was specified at .1 0, 
the within-clinic correlation was specified at 0, and we 
assumed a cluster size of 30 participants per provider. Based 
on these assumptions, our target sample size was determined 
to be 400 participant-provider pairs. A p value of .05 or less 
was considered statistically significant. 

3. Results 

Questionnaires were completed within a 4-week period at 
all six study sites, between August and November 2004. Of 
the clients seen in the clinics during the study period, 356 
were judged to be ineligible (84 males, 253 non-English
speaking women, 19 women outside of the age range). Of 
the women invited to participate, 212 declined and 
399 agreed. Of the 399 participant-provider pairs, complet
ed questionnaires were returned for 395 pairs. Three women 
to whom questionnaires had been administered were outside 
the protocol age range (15-45 years) and were excluded 

from analysis. The following results are based on the 
analyses of 392 participant-provider questionnaires. Eigh-
teen Advanced Registered Nurse Practitioners completed 
the corresponding questionnaires, and on average, each 
provider completed 21 questionnaires, with actual comple-
tion rates ranging from 3 to 52 questionnaires per provider. 

Participant demographic characteristics are presented in 
Table 2. The estimated proportion of the overall participant-
provider agreement on the 20 medical eligibility questions 
was 96% (95% CI, 0.92-0.98). The overall percentage of 
agreement in response to screening questions was compared 
in subgroups of age (p=.l2), income (p=.30), education 
EP =.22)- and prior contraceptive use (p =.4 7-). Among these
comparisons, none was statistically significant, although a 
slight trend of higher agreement was apparent among 
women who had used hormonal contraceptives for longer 
than 1 year (data not shown). 

Participant-provider agreement was at or above 90% for 
17 of the 20 medical eligibility criteria with the lowest 
agreement for the question "Do you usually get your period 

. 
I 

I 
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1 
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Table 2 
Demographic characteristics of participants 

All women 
(N = 392), n (%) 

Age (y) 
15-20 
21-30 
31-40 
41-45 

English as first language 
Formal education 

s 8th grade-11th grade 
High school/GED-2 years of college 
4 years college-graduate training (;;:,2 years) 

Family income 
0-$15,000 
$15,001-$25,000 
$25,001-$35,000 
$ ;;:,35,001 

Gravidity 
Nulligravida 
Gravida 1 or more 

Parity 
Nulliparous 
Para 1 or more 

Lifetime hormonal method use" 
Oral contraceptive pills 
Injection (DMPA) 
Injection (combination) 
Transdermal patch 
Vaginal ring 
Levonorgestrel implant 
Levonorgestrel IUD 
Emergency contraceptive 

Length of method use 
Never 
<1 year 
>1 year 

185 (47.6) 
166 (42.7) 
34 (8.7) 
4 (1.0) 

341 (88.6) 

92 (23.6) 
270 (69.4) 

27 (7.0) 

189 (54.9) 
67 (19.5) 
36 (10.5) 
53 (15.1) 

210 (55.0) 
172 (45.0) 

267 (71.0) 
109 (29.0) 

277 (70.7) 
184 (46.9) 

12 (3.1) 

99 (25.3) 
29 (7.4) 

5 (1.3) 
13 (3.3) 

106 (27.0) 

20 (5.2) 
66 (17.1) 

299 (77.7) 

GED, general equivalency diploma. 
a Includes multiple responses. 



504 S. Shotorbani et al. I Contraception 73 (2006) 501-506 

every month" at 83.6% (Table 3). The direction of 
disagreement for selected criteria is shown in Table 4. 
Women were more likely to report severe headaches (12.4% 
vs. 3.3%), possible pregnancy (7.3% vs. 3.5%) and smoking 
(6.2% vs. 2.1 %) than were providers, but less likely to 
report smoking more than 15 cigarettes per day (2.6% vs. 
9.2%) and irregular menses (6.5% vs. 9.9%). 

Respondents were asked which method of birth control 
they would like to use. Three hundred forty participants 
(87.8%) selected a hormonal method of birth control, 22 
(5.6%) were tmdecided, 13 (3.3%) selected a nonhormonal 
method and 13 (3 .3%) did not want to use birth control (data 
not shown):- Of-those- selecting- a hormonal -method;-

37 (1 0.9%) marked more than one method, including 16 of 
the 19 participants who had marked "emergency contracep-
tive pills." We also wanted to assess whether women would or 
could differentiate between progestin-only and combination 

Table 4 
The direction of unadjusted participant-provider medical history agreement 
for selected variables 

Participant marked Participant marked Agreement 
"yes"; provider ~'no"; provider 1l (%) 
marked "no" marked ''yes" 

Smokes >15 4 (2.6) 14 (9.2) 237 (92.9) 
cigarettes" 

Smoke cigarettes 24 (6.2) 8 (2.1) 355 (91.7) 
Has severe 48 (12.4) 13 (3.3) 327 (84.3) 

headaches 

Possible pregnancy 
Irregular mensesb 

28 C7.3) 
25 (6.5) 

14 (3.5) 
38 (9.9) 

341 (89.2) 
321 (83.6) 

_" Particjpapts_~ncl_pr(J'I'iders wereinsli'Ilc:ted_t()_~>kip_!he:segue~ti<>_ns_if__ 
nonsmoker. 

h For purpose of presenting the results on this table, we have reversed 

the response order to be consistent with the direction of all other responses 

and to reflect presence of irregular menses. 

-1~------ --- -------~ 

Table 3 
Unadjusted participant-provider medical history agreement 

"Yes" participant Agreement" Number 
responses ofpairsb 

11 (%) n (%) 

1. Jaundice/liver disease 1 (0.3) 390 (1 00) 390 
2. Breast-feeding 2 (0.5) 389 (100) 389 
3. Diabetes 1 (0.3) 391 (100) 391 
4. In a wheelchair 0 (0) 390 (100) 390 
5. Breast cancer 1 (0.3) 391 (99.7) 392 
6. Gallbladder disease 3 (0.8) 389 (99.5) 391 
7. Stroke/blood clots 4 (1) 388 (99.5) 390 
8. High blood pressure 4 (1) 388 (99.5) 390 
9. 235 years old 7 (3) 258 (99.6) 259 

and smokingc 
10. Daily meds 2 (0.5) 386 (99.0) 390 
11. Told not to take 4 (1) 384 (98.9) 388 

hormones 
12. Planning surgery 6 (2) 383 (98.7) 388 
13. >200 lb. 43 (11) 379 (97.2) 390 
14. Other medical 7 (2) 373 (96.6) 386 

problems 
15. History of blood 23 (6) 370 (95.6) 387 

clots with a first 
degree relative 

16. Smokes > 15 25 (10) 237 (92.9) 255 
cigarettesc 

17. Smoke cigarettes 143 (37) 355 (91.7) 387 
18. Possible pregnancy 49 (13) 341 (89.2) 383 
19. Severe headaches 67 (17) 327 (84.3) 388 
20. Irregular mensesd 95 (24) 321 (83.6) 384 

" Agreement on these questions is based on "yes/yes" or "no/no" 
provider-participant responses, except for the conditional questions 
regarding smoking. 

b Total number with response by both provider and participant. 
c Participants and providers were instructed to skip these questions if 

participants were nonsmokers. Agreement for these questions is based on 
''yes/yes," "no/no" or when both participants and providers left the 
questions blank. Missing responses ~ defined by missing responses from 
either participants or providers ~ were excluded from analysis. 

d For purpose of presenting the results on this table, we have reversed 
the response order to be consistent with the direction of all other responses 
and to reflect presence of irregular menses. · 

methods, so we provided a secondary scale of questions for 
women selecting pills as their desired method. One hundred 
fifty-seven women (46.2%) selected pills, whereas 58 women 
and 14 women selected "pills with estrogen" and "pills with 
progestin only," respectively. 

Medical providers were asked to evaluate their partic
ipants' ability to safely use progestin-only or combination 
methods. According to this evaluation, 381 (96.9%) of the 
participants could safely use a progestin-only method and 
374 (95.4%) could safely use a combination method. 
Altogether, 40 reasons (with multiple reasons for some 
participants) were given for women not currently seeking or 
having used hormonal contraceptives in the past 6 months. 
The most common reasons reported by providers included 
"pregnancy, possible pregnancy or seeking pregnancy," 
"seeking nonhormonal methods (condom or abstinence)" 
or "other'' such as "partner with vasectomy," "IUD copper'' or 
"refuses hormonal method." None of the reasons provided 
included a medical condition that was outside of the 20-item 
medical history questionnaire. 

4. Discussion 

Overall, a high proportion of the women in this study 
completed our medical history questionnaire in concordance 
with their health care providers' same-day medical evalu
ation. Participant-provider agreement on critical medical 
eligibility criteria such as hypertension, history of stroke, 
blood clots and breast cancer was well above 90%. For 
criteria on which there was disagreement, women were 
more likely to identify contraindications than were their 
providers. 

Questions that in general generate discrete responses, 
for example, the presence or absence of gallbladder disease, 
yielded the highest agreement, albeit these conditions were 
rare among this population. Conversely, questions regard
ing more subjective queries such as menstruation patterns 
or smoking habits generated greater disagreement. Other 
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studies have found similar areas of discordance [ 1 0-14]. 
In this study, the query regarding women's menstrual cycle 
produced the highest disagreement. This is most likely 
due to the high rate of DMPA use, the frequency of 
irregular menses and possible pregnancy among this 
young population. 

Participants were more likely to respond in the affirma-
tive to our query of severe headaches than were providers to 
check the presence of the medical diagnoses of "chronic 
headaches or atypical migraines" as stated on the provider 
questionnaire. The difference in the wording of this question 
between the two questionnaires may account for some of 
-discordance: Specifically,-the-explicit-wording ·of this
question as posed to the participants (Table 1) may have 
elicited a higher positive response from the women than 
from the providers. Conversely, providers may not seek or 
assign these diagnoses as frequently as they may be present, 
despite the high prevalence of migraines present among 
young women [15-17]. Nonetheless, this question warrants 
a closer examination in future research to ensure both an 
unnecessary exclusion from effective contraceptive methods 
and a proper diagnosis of the condition, if present. 

Women were more likely to report a possible pregnan-
cy than were providers. Participants completed their 
questionnaires prior to receiving the results of a pregnan-
cy test, whereas providers completed their evaluation 
questionnaires after seeing their patients. Thus, the 
difference in the timing of the two questionnaires may 
have resulted in some of this disagreement. However, the 
direction of disagreement indicates that women would be 
more likely to exclude themselves from initiating a 
hormonal method on the assumption that they may be 
pregnant. Therefore, in order to ensure a timely stmi and 
to prevent a gap in contraception, prescribers may wish to 
request or advise a pregnancy test concurrently with 
prescribing a hormonal method. 

Our study population was primarily composed of young, 
low-income women of various educational backgrounds. 
Furthermore, the public health family planning clinics from 
which we collected data provided access to women of 
diverse ethnic backgrounds representative of the King 
County population [18]. Similar to national estimates of 
contraceptive use [19], the majority (94%) of our study 
participants had ever used some form of hormonal contra-
ceptives. Very few participants were first-time contraceptive 
users (5.2%), although 17% had used hormonal contra-
ceptives for less than 1 year. While this study sample 
includes many experienced contraceptive users, it is 
nonetheless an important population to study as there can 
be issues related to safety of ongoing use and eligibility for 
refills can change over time. This study was also not solely 
limited to women seeking hormonal contraceptives. We 
examined the overall agreement among the small subset of 
women who had never used hormonal contraceptives and 
found no statistically significant difference in agreement. 
However, we did find a slight trend of higher agreement 

-is

among women who had used hormonal contraceptives for 
longer than 1 year. 

A limitation of this study is that participants are already 
integrated into the health care system and many are veteran 
hormonal contraceptive users. Because of this survivorship 
bias, many are also healthy women without the presence of 
the range of medical risks that may be found in the general 
population. Therefore, more disagreement may occur in 
populations where chronic diseases are more prevalent. 
Unfortunately, we were unable to collect the reasons for 
which women declined to participate in this study, as that 
subset of women would have provided some insight into 

-any selection bias -that may be-present. Moreover, our study--
excluded non-English-speaking women who may have had 
a different understanding of the questions presented. 

In an effort to increase access to contraceptive methods 
or prescriptions, family planning experts have recommen-
ded either a switch from prescription-only to over-the-
counter access or an increase in the number and expansion 
of the types of prescribers of hormonal contraceptives 
[20-22]. The expansion of prescriptive authority to non-
physician health and social service professionals such as 
pharmacists, public health nurses or social workers could 
provide an additional avenue for women to obtain their birth 
control methods and expedite or facilitate contraceptive 
service delivery while providing an opportunity for counsel-
ing. Counseling is of particular importance for certain 
populations who may need more information and reassur-
ance regarding method side effects and safety concerns [23]. 
Women who purchase hormonal contraceptives through the 
Internet [24] could also benefit from the implementation of a 
more accurate and validated screening process, thus 
increasing safety of method use. 

In conclusion, self-reported medical history is a 
valuable epidemiologic and diagnostic tool of increasing 
impmiance as health care efficiencies are being sought in 
various clinical settings [13,25-28]. Our self-screening 
questionnaire assesses a woman's risk for honnonal birth 
control use, which highly corresponds with providers' 
assessments for medical eligibility of hormonal contracep-
tive use. We recommend the next research step to include 
an ·"actual use study'' to assess whether women at various 
risk levels - those living with chronic disease, non-
English-speaking women, new start users, among others -
who self-screen for medical eligibility for hormonal 
contraceptives actually select, start and use their contra-
ceptive method safely and effectively. 
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The Customers 

Characteristics: 
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• Fertile women between 15-45 fears 
• High smartphone distribution 
• Healthy and resourceful individuals 
• Highly familiar with subscriptio~ services 
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The Market 
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Denmark- 420.000 wome~ 

• Estimated total market value iOM$/year 
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The Distribution 
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• Partnership with a market leader with direct 
access to majority of the target groulp 
(Currently in final stages of negotiation) 

• Pharmacy partnership to manage thle 
distribution 

• If partnership model fails then fundi~g needed 
for marketing and distribution purpo~es 
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VACCINE  AGE GROUP  19-21 years 22-26 years 27-49 years 50-59 years 60-64 years ≥ 65 years

Influenza 2,* 1 dose annually

Tetanus, diphtheria, pertussis (Td/Tdap) 3,* Substitute 1-time dose of Tdap for Td booster; then boost with Td every 10 yrs

Varicella 4,* 2 doses

Human papillomavirus (HPV) Female 5,* 3 doses

Human papillomavirus (HPV) Male 5,* 3 doses

Zoster 6 1 dose

Measles, mumps, rubella (MMR) 7,* 1 or 2 doses

Pneumococcal 13-valent conjugate (PCV13) 8,* 1 dose

Pneumococcal polysaccharide (PPSV23) 9,10 1 or 2 doses 1 dose

Meningococcal 11,* 1 or more doses

Hepatitis A 12,* 2 doses

Hepatitis B 13,* 3 doses

Haemophilus influenzae type b (Hib) 14,* 1 or 3 doses
*Covered by the Vaccine Injury Compensation Program

For all persons in this category who 
meet the age requirements and who 
lack documentation of vaccination or 
have no evidence of previous infection; 
zoster vaccine recommended regardless 
of prior episode of zoster

Recommended if some other risk 
factor is present (e.g., on the basis of 
medical, occupational, lifestyle, or other 
indication)

No recommendation

Recommended Adult Immunization Schedule—United States - 2014
Note: These recommendations must be read with the footnotes that follow

containing number of doses, intervals between doses, and other important information.

Figure 1. Recommended adult immunization schedule, by vaccine and age group1

Report all clinically significant postvaccination reactions to the Vaccine Adverse Event Reporting System (VAERS). Reporting forms and instructions on filing 
a VAERS report are available at www.vaers.hhs.gov or by telephone, 800-822-7967.
Information on how to file a Vaccine Injury Compensation Program claim is available at www.hrsa.gov/vaccinecompensation or by telephone, 800-338-2382. 
To file a claim for vaccine injury, contact the U.S. Court of Federal Claims, 717 Madison Place, N.W., Washington, D.C. 20005; telephone, 202-357-6400.
Additional information about the vaccines in this schedule, extent of available data, and contraindications for vaccination is also available at  
www.cdc.gov/vaccines or from the CDC-INFO Contact Center at 800-CDC-INFO (800-232-4636) in English and Spanish, 8:00 a.m. - 8:00 p.m. Eastern 
Time, Monday - Friday, excluding holidays.
Use of trade names and commercial sources is for identification only and does not imply endorsement by the U.S. Department of Health and Human Services.
The recommendations in this schedule were approved by the Centers for Disease Control and Prevention’s (CDC) Advisory Committee on Immunization 
Practices (ACIP), the American Academy of Family Physicians (AAFP), the American College of Physicians (ACP), American College of Obstetricians and 
Gynecologists (ACOG) and American College of Nurse-Midwives (ACNM).

Immuno- HIV infection Heart Asplenia (including 
compromising CD4+ T lymphocyte disease, elective splenectomy 

count 4,6,7,8,15conditions Men who Kidney failure, chronic and persistent 
(excluding human have sex end-stage renal lung disease, complement Chronic 
immunodeficiency < 200 ≥ 200 with men disease, receipt chronic component liver Healthcare

VACCINE  INDICATION  Pregnancy virus [HIV])4,6,7,8,15 cells/μL cells/μL (MSM) of hemodialysis alcoholism deficiencies) 8,14 disease Diabetes personnel
1 dose IIV or 1 dose IIV or LAIV Influenza 2,* 1 dose IIV annually LAIV annually 1 dose IIV annually annually

1 dose Tdap each Tetanus, diphtheria, pertussis (Td/Tdap) 3,*
pregnancy Substitute 1-time dose of Tdap for Td booster; then boost with Td every 10 yrs

Varicella 4,* Contraindicated 2 doses

Human papillomavirus (HPV) Female 5,* 3 doses through age 26 yrs 3 doses through age 26 yrs

Human papillomavirus (HPV) Male 5,* 3 doses through age 26 yrs 3 doses through age 21 yrs

Zoster 6 Contraindicated 1 dose

Measles, mumps, rubella (MMR) 7,* Contraindicated 1 or 2 doses

 Pneumococcal 13-valent conjugate (PCV13) 8,* 1 dose

Pneumococcal polysaccharide (PPSV23) 9,10 1 or 2 doses

Meningococcal 11,* 1 or more doses

Hepatitis A 12,* 2 doses

Hepatitis B 13,* 3 doses

Haemophilus influenzae type b (Hib) 14,* post-HSCT recipients only 1 or 3 doses

These schedules indicate the recommended age groups and medical indications for which administration of currently licensed vaccines is commonly 
indicated for adults ages 19 years and older, as of February 1, 2014. For all vaccines being recommended on the Adult Immunization Schedule: 
a vaccine series does not need to be restarted, regardless of the time that has elapsed between doses. Licensed combination vaccines may be 
used whenever any components of the combination are indicated and when the vaccine’s other components are not contraindicated. For detailed 
recommendations on all vaccines, including those used primarily for travelers or that are issued during the year, consult the manufacturers’ package 
inserts and the complete statements from the Advisory Committee on Immunization Practices (www.cdc.gov/vaccines/hcp/acip-recs/index.html). Use of 
trade names and commercial sources is for identification only and does not imply endorsement by the U.S. Department of Health and Human Services.

Figure 2. Vaccines that might be indicated for adults based on medical and other indications1

For all persons in this category who meet the age requirements and who 
lack documentation of vaccination or have no evidence of previous infection; 
zoster vaccine recommended regardless of prior episode of zoster

Recommended if some other risk factor 
is present (e.g., on the basis of medical, 
occupational, lifestyle, or other indications)

No recommendation*Covered by the Vaccine 

Injury Compensation Program



5. Human papillomavirus (HPV) vaccination (cont’d)
•	HPV4	is	recommended	for	men	who	have	sex	with	men	through	age	26	

years for those who did not get any or all doses when they were younger. 
•	Vaccination	 is	 recommended	 for	 immunocompromised	 persons	

(including those with HIV infection) through age 26 years for those who 
did not get any or all doses when they were younger. 

•	A	complete	series	for	either	HPV4	or	HPV2	consists	of	3	doses.	The	second	
dose should be administered 4 to 8 weeks (minimum interval of 4 weeks) 
after	the	first	dose;	the	third	dose	should	be	administered	24	weeks	after	
the	first	dose	and	16	weeks	after	the	second	dose	(minimum	interval	of	
at least 12 weeks).

•	HPV	vaccines	are	not	recommended	for	use	in	pregnant	women.	However,	
pregnancy testing is not needed before vaccination. If a woman is found 
to be pregnant after initiating the vaccination series, no intervention 
is needed; the remainder of the 3-dose series should be delayed until 
completion of pregnancy. 

6. Zoster vaccination 
•	A	single	dose	of	zoster	vaccine	is	recommended	for	adults	aged	60	years	

or older regardless of whether they report a prior episode of herpes zoster. 
Although the vaccine is licensed by the U.S. Food and Drug Administration 
for	use	among	and	can	be	administered	to	persons	aged	50	years	or	older,	
ACIP recommends that vaccination begin at age 60 years. 

•	Persons	aged	60	years	or	older	with	chronic	medical	conditions	may	be	
vaccinated unless their condition constitutes a contraindication, such as 
pregnancy	or	severe	immunodeficiency.	

7. Measles, mumps, rubella (MMR) vaccination 
•	Adults	born	before	1957	are	generally	considered	immune	to	measles	and	
mumps.	All	adults	born	in	1957	or	later	should	have	documentation	of	1	or	
more doses of MMR vaccine unless they have a medical contraindication 
to the vaccine or laboratory evidence of immunity to each of the three 
diseases. Documentation of provider-diagnosed disease is not considered 
acceptable evidence of immunity for measles, mumps, or rubella. 

Measles component: 
•	A	routine	second	dose	of	MMR	vaccine,	administered	a	minimum	of	28	
days	after	the	first	dose,	is	recommended	for	adults	who:	
— are students in postsecondary educational institutions; 
— work in a health care facility; or 
— plan to travel internationally. 

•	Persons	who	 received	 inactivated	 (killed)	measles	vaccine	or	measles	
vaccine of unknown type during 1963–1967 should be revaccinated with 
2 doses of MMR vaccine. 

Mumps component: 
•	A	routine	second	dose	of	MMR	vaccine,	administered	a	minimum	of	28	
days	after	the	first	dose,	is	recommended	for	adults	who:	
— are students in a postsecondary educational institution; 
— work in a health care facility; or 
— plan to travel internationally. 

•	 Persons	 vaccinated	before	 1979	with	 either	 killed	mumps	 vaccine	
or mumps vaccine of unknown type who are at high risk for mumps 
infection (e.g., persons who are working in a health care facility) should 
be considered for revaccination with 2 doses of MMR vaccine. 

Rubella component: 
•	For	women	of	childbearing	age,	regardless	of	birth	year,	rubella	immunity	

should be determined. If there is no evidence of immunity, women who 
are not pregnant should be vaccinated. Pregnant women who do not have 
evidence of immunity should receive MMR vaccine upon completion or 
termination of pregnancy and before discharge from the health care facility. 

Health care personnel born before 1957: 
•	For	unvaccinated	health	 care	personnel	born	before	1957	who	 lack	
laboratory	evidence	of	measles,	mumps,	and/or	 rubella	 immunity	or	
laboratory	confirmation	of	disease,	health	care	facilities	should	consider	
vaccinating personnel with 2 doses of MMR vaccine at the appropriate 
interval for measles and mumps or 1 dose of MMR vaccine for rubella. 

8. Pneumococcal conjugate (PCV13) vaccination 
•	Adults	aged	19	years	or	older	with	 immunocompromising	conditions	

(including chronic renal failure and nephrotic syndrome), functional or 
anatomic	asplenia,	cerebrospinal	fluid	leaks,	or	cochlear	implants	who	
have not previously received PCV13 or PPSV23 should receive a single 
dose of PCV13 followed by a dose of PPSV23 at least 8 weeks later. 

•	Adults	aged	19	years	or	older	with	the	aforementioned	conditions	who	
have previously received 1 or more doses of PPSV23 should receive a dose 
of PCV13 one or more years after the last PPSV23 dose was received. For 
adults	who	require	additional	doses	of	PPSV23,	the	first	such	dose	should	
be	given	no	sooner	than	8	weeks	after	PCV13	and	at	least	5	years	after	
the most recent dose of PPSV23. 

•	When	 indicated,	PCV13	should	be	administered	 to	patients	who	are	
uncertain of their vaccination status history and have no record of previ-
ous vaccination. 

•	Although	PCV13	is	licensed	by	the	U.S.	Food	and	Drug	Administration	
for	use	among	and	can	be	administered	to	persons	aged	50	years	or	
older, ACIP recommends PCV13 for adults aged 19 years or older with 
the	specific	medical	conditions	noted	above.	

Footnotes
Recommended Immunization Schedule for Adults Aged 19 Years or Older: United States, 2014
1. Additional information 

•	Additional	guidance	for	the	use	of	the	vaccines	described	in	this	supplement	
is available at www.cdc.gov/vaccines/hcp/acip-recs/index.html. 

•	 Information	on	vaccination	recommendations	when	vaccination	status	is	
unknown and other general immunization information can be found in 
the General Recommendations on Immunization at  
www.cdc.gov/mmwr/preview/mmwrhtml/rr6002a1.htm. 

•	 Information	on	travel	vaccine	requirements	and	recommendations	(e.g.,	
for hepatitis A and B, meningococcal, and other vaccines) is available at 
http://wwwnc.cdc.gov/travel/destinations/list. 

•	Additional	information	and	resources	regarding	vaccination	of	pregnant	women	
can be found at http://www.cdc.gov/vaccines/adults/rec-vac/pregnant.html. 

2. Influenza vaccination 
•	Annual	vaccination	against	 influenza	 is	 recommended	 for	all	persons	

aged 6 months or older. 
•	Persons	aged	6	months	or	older,	including	pregnant	women	and	persons	
with	hives-only	allergy	 to	eggs,	 can	 receive	 the	 inactivated	 influenza	
vaccine (IIV). An age-appropriate IIV formulation should be used.

•	Adults	aged	18	to	49	years	can	receive	the	recombinant	influenza	vaccine	
(RIV) (FluBlok). RIV does not contain any egg protein. 

•	Healthy,	nonpregnant	persons	aged	2	to	49	years	without	high-risk	medical	
conditions can receive either intranasally administered live, attenuated 
influenza	vaccine	(LAIV)	(FluMist),	or	IIV.	Health	care	personnel	who	care	
for	severely	immunocompromised	persons	(i.e.,	those	who	require	care	in	
a	protected	environment)	should	receive	IIV	or	RIV	rather	than	LAIV.	

•	The	 intramuscularly	or	 intradermally	administered	 IIV	are	options	 for	
adults aged 18 to 64 years. 

•	Adults	aged	65	years	or	older	can	receive	the	standard-dose	IIV	or	the	
high-dose IIV (Fluzone High-Dose). 

3. Tetanus, diphtheria, and acellular pertussis (Td/Tdap) vaccination 
•	Administer	1	dose	of	Tdap	vaccine	 to	pregnant	women	during	each	

pregnancy (preferred during 27 to 36 weeks’ gestation) regardless of 
interval since prior Td or Tdap vaccination. 

•	Persons	aged	11	years	or	older	who	have	not	 received	Tdap	vaccine	
or for whom vaccine status is unknown should receive a dose of Tdap 
followed by tetanus and diphtheria toxoids (Td) booster doses every 10 
years thereafter. Tdap can be administered regardless of interval since 
the most recent tetanus or diphtheria-toxoid containing vaccine.

•	Adults	with	an	unknown	or	incomplete	history	of	completing	a	3-dose	
primary vaccination series with Td-containing vaccines should begin or 
complete a primary vaccination series including a Tdap dose. 

•	For	unvaccinated	adults,	administer	the	first	2	doses	at	least	4	weeks	apart	
and the third dose 6 to 12 months after the second. 

•	For	 incompletely	vaccinated	(i.e.,	 less	than	3	doses)	adults,	administer	
remaining doses. 

•	Refer	to	the	ACIP	statement	for	recommendations	for	administering	Td/
Tdap as prophylaxis in wound management (see footnote 1).

4. Varicella vaccination 
•	All	adults	without	evidence	of	immunity	to	varicella	(as	defined	below)	

should receive 2 doses of single-antigen varicella vaccine or a second 
dose if they have received only 1 dose. 

•	Vaccination	should	be	emphasized	 for	 those	who	have	close	contact	
with persons at high risk for severe disease (e.g., health care personnel 
and family contacts of persons with immunocompromising conditions) 
or are at high risk for exposure or transmission (e.g., teachers; child 
care employees; residents and staff members of institutional settings, 
including correctional institutions; college students; military personnel; 
adolescents and adults living in households with children; nonpregnant 
women of childbearing age; and international travelers). 

•	Pregnant	women	should	be	assessed	for	evidence	of	varicella	immunity.	
Women	who	do	not	have	evidence	of	immunity	should	receive	the	first	
dose of varicella vaccine upon completion or termination of pregnancy 
and before discharge from the health care facility. The second dose should 
be	administered	4	to	8	weeks	after	the	first	dose.

•	Evidence	of	immunity	to	varicella	in	adults	includes	any	of	the	following:	
— documentation of 2 doses of varicella vaccine at least 4 weeks apart; 
— U.S.-born before 1980, except health care personnel and pregnant women; 
— history	of	varicella	based	on	diagnosis	or	verification	of	varicella	disease	

by a health care provider; 
— history	of	herpes	zoster	based	on	diagnosis	or	verification	of	herpes	

zoster disease by a health care provider; or 
— laboratory	evidence	of	immunity	or	laboratory	confirmation	of	disease.	

5. Human papillomavirus (HPV) vaccination 
•	Two	vaccines	are	licensed	for	use	in	females,	bivalent	HPV	vaccine	(HPV2)	
and	quadrivalent	HPV	vaccine	(HPV4),	and	one	HPV	vaccine	for	use	in	
males (HPV4). 

•	For	females,	either	HPV4	or	HPV2	is	recommended	in	a	3-dose	series	for	
routine vaccination at age 11 or 12 years and for those aged 13 through 
26 years, if not previously vaccinated. 

•	For	males,	HPV4	is	recommended	in	a	3-dose	series	for	routine	vaccination	
at age 11 or 12 years and for those aged 13 through 21 years, if not 
previously vaccinated. Males aged 22 through 26 years may be vaccinated. 



9. Pneumococcal polysaccharide (PPSV23) vaccination 
•	When	PCV13	is	also	indicated,	PCV13	should	be	given	first	(see	footnote	8).	
•	Vaccinate	all	persons	with	the	following	indications:	
— all	adults	aged	65	years	or	older;	
— adults	younger	than	65	years	with	chronic	lung	disease	(including	

chronic obstructive pulmonary disease, emphysema, and asthma), 
chronic cardiovascular diseases, diabetes mellitus, chronic renal fail-
ure, nephrotic syndrome, chronic liver disease (including cirrhosis), 
alcoholism,	cochlear	implants,	cerebrospinal	fluid	leaks,	immunocom-
promising conditions, and functional or anatomic asplenia (e.g., sickle 
cell	disease	and	other	hemoglobinopathies,	congenital	or	acquired	
asplenia, splenic dysfunction, or splenectomy [if elective splenectomy 
is planned, vaccinate at least 2 weeks before surgery]); 

— residents of nursing homes or long-term care facilities; and 
— adults who smoke cigarettes. 

•	Persons	with	 immunocompromising	conditions	and	other	 selected	
conditions are recommended to receive PCV13 and PPSV23 vaccines. See 
footnote 8 for information on timing of PCV13 and PPSV23 vaccinations. 

•	Persons	with	asymptomatic	or	 symptomatic	HIV	 infection	 should	be	
vaccinated as soon as possible after their diagnosis. 

•	When	cancer	 chemotherapy	or	other	 immunosuppressive	 therapy	 is	
being considered, the interval between vaccination and initiation of 
immunosuppressive therapy should be at least 2 weeks. Vaccination 
during chemotherapy or radiation therapy should be avoided. 

•	Routine	use	of	PPSV23	vaccine	is	not	recommended	for	American	Indians/
Alaska	Natives	or	other	persons	younger	than	65	years	unless	they	have	
underlying medical conditions that are PPSV23 indications. However, pub-
lic health authorities may consider recommending PPSV23 for American 
Indians/Alaska	Natives	who	are	living	in	areas	where	the	risk	for	invasive	
pneumococcal disease is increased. 

•	When	indicated,	PPSV23	vaccine	should	be	administered	to	patients	who	
are uncertain of their vaccination status and have no record of vaccination. 

10. Revaccination with PPSV23 
•	One-time	revaccination	5	years	after	the	first	dose	of	PPSV23	is	recom-

mended for persons aged 19 through 64 years with chronic renal failure 
or nephrotic syndrome, functional or anatomic asplenia (e.g., sickle cell 
disease or splenectomy), or immunocompromising conditions. 

•	Persons	who	received	1	or	2	doses	of	PPSV23	before	age	65	years	for	any	
indication	should	receive	another	dose	of	the	vaccine	at	age	65	years	or	
later	if	at	least	5	years	have	passed	since	their	previous	dose.	

•	No	 further	doses	of	PPSV23	are	needed	 for	persons	vaccinated	with	
PPSV23	at	or	after	age	65	years.	

11. Meningococcal vaccination 
•	Administer	2	doses	of	quadrivalent	meningococcal	conjugate	vaccine	

(MenACWY-D [Menactra]) at least 2 months apart to adults of all 
ages with functional asplenia or persistent complement component 
deficiencies.	HIV	 infection	 is	not	an	 indication	 for	 routine	vaccination	
with MenACWY-D. If an HIV-infected person of any age is vaccinated, 2 
doses of MenACWY-D should be administered at least 2 months apart. 

•	Administer	a	single	dose	of	meningococcal	vaccine	to	microbiologists	
routinely exposed to isolates of Neisseria meningitidis, military recruits, 
persons at risk during an outbreak attributable to a vaccine serogroup, 
and persons who travel to or live in countries in which meningococcal 
disease is hyperendemic or epidemic. 

•	First-year	college	students	up	 through	age	21	years	who	are	 living	 in	
residence halls should be vaccinated if they have not received a dose on 
or after their 16th birthday.

•	MenACWY-D	is	preferred	for	adults	with	any	of	the	preceding	indications	
who	are	aged	55	years	or	younger	as	well	as	for	adults	aged	56	years	
or older who a) were vaccinated previously with MenACWY-D and are 
recommended for revaccination, or b) for whom multiple doses are 
anticipated. Meningococcal polysaccharide vaccine (MenACWY-CRM 
[Menveo])	is	preferred	for	adults	aged	56	years	or	older	who	have	not	
received	MenACWY-D	previously	and	who	require	a	single	dose	only	(e.g.,	
travelers).

•	Revaccination	with	MenACWY-D	every	5	 years	 is	 recommended	 for	
adults previously vaccinated with MenACWY-D or MenACWY-CRM 
who remain at increased risk for infection (e.g., adults with anatomic or 
functional	asplenia,	persistent	complement	component	deficiencies,	or	
microbiologists). 

12. Hepatitis A vaccination 
•	Vaccinate	any	person	seeking	protection	 from	hepatitis	A	virus	 (HAV)	

infection and persons with any of the following indications: 
— men	who	have	sex	with	men	and	persons	who	use	injection	or	non-

injection	illicit	drugs;	
— persons working with HAV-infected primates or with HAV in a research 

laboratory setting; 
— persons with chronic liver disease and persons who receive clotting 

factor concentrates; 
— persons traveling to or working in countries that have high or inter-

mediate endemicity of hepatitis A; and 

12. Hepatitis A vaccination (cont’d)
— unvaccinated persons who anticipate close personal contact (e.g., 

household or regular babysitting) with an international adoptee 
during	the	first	60	days	after	arrival	in	the	United	States	from	a	coun-
try with high or intermediate endemicity. (See footnote 1 for more 
information	on	travel	recommendations.)	The	first	dose	of	the	2-dose	
hepatitis A vaccine series should be administered as soon as adoption 
is planned, ideally 2 or more weeks before the arrival of the adoptee. 

•	Single-antigen	vaccine	formulations	should	be	administered	in	a	2-dose	
schedule at either 0 and 6 to 12 months (Havrix), or 0 and 6 to 18 months 
(Vaqta).	If	the	combined	hepatitis	A	and	hepatitis	B	vaccine	(Twinrix)	is	
used, administer 3 doses at 0, 1, and 6 months; alternatively, a 4-dose 
schedule may be used, administered on days 0, 7, and 21 to 30 followed 
by a booster dose at month 12. 

13. Hepatitis B vaccination 
•	Vaccinate	persons	with	any	of	the	following	indications	and	any	person	

seeking protection from hepatitis B virus (HBV) infection: 
— sexually active persons who are not in a long-term, mutually monoga-

mous relationship (e.g., persons with more than 1 sex partner during 
the previous 6 months); persons seeking evaluation or treatment for 
a	sexually	transmitted	disease	(STD);	current	or	recent	injection	drug	
users; and men who have sex with men; 

— health care personnel and public safety workers who are potentially 
exposed	to	blood	or	other	infectious	body	fluids;	

— persons with diabetes who are younger than age 60 years as soon as 
feasible after diagnosis; persons with diabetes who are age 60 years or 
older at the discretion of the treating clinician based on the likelihood 
of	acquiring	HBV	infection,	including	the	risk	posed	by	an	increased	
need for assisted blood glucose monitoring in long-term care facili-
ties,	the	likelihood	of	experiencing	chronic	sequelae	if	infected	with	
HBV, and the likelihood of immune response to vaccination;

— persons with end-stage renal disease, including patients receiving 
hemodialysis, persons with HIV infection, and persons with chronic 
liver disease;

— household contacts and sex partners of hepatitis B surface anti-
gen–positive persons, clients and staff members of institutions for 
persons with developmental disabilities, and international travelers 
to countries with high or intermediate prevalence of chronic HBV 
infection; and

— all adults in the following settings: STD treatment facilities, HIV test-
ing and treatment facilities, facilities providing drug abuse treatment 
and prevention services, health care settings targeting services to 
injection	drug	users	or	men	who	have	sex	with	men,	correctional	
facilities, end-stage renal disease programs and facilities for chronic 
hemodialysis patients, and institutions and nonresidential day care 
facilities for persons with developmental disabilities. 

•	Administer	missing	doses	 to	complete	a	3-dose	 series	of	hepatitis	B	
vaccine to those persons not vaccinated or not completely vaccinated. 
The	second	dose	should	be	administered	1	month	after	the	first	dose;	the	
third dose should be given at least 2 months after the second dose (and 
at	least	4	months	after	the	first	dose).	If	the	combined	hepatitis	A	and	
hepatitis B vaccine (Twinrix) is used, give 3 doses at 0, 1, and 6 months; 
alternatively, a 4-dose Twinrix schedule, administered on days 0, 7, and 
21 to 30 followed by a booster dose at month 12 may be used. 

•	Adult	patients	receiving	hemodialysis	or	with	other	immunocompromising	
conditions	 should	 receive	 1	 dose	of	 40	mcg/mL	 (Recombivax	HB)	
administered on a 3-dose schedule at 0, 1, and 6 months or 2 doses of 20 
mcg/mL	(Engerix-B)	administered	simultaneously	on	a	4-dose	schedule	
at 0, 1, 2, and 6 months. 

14. Haemophilus influenzae type b (Hib) vaccination 
•	One	dose	of	Hib	vaccine	should	be	administered	to	persons	who	have	

functional or anatomic asplenia or sickle cell disease or are undergoing 
elective splenectomy if they have not previously received Hib vaccine. 
Hib vaccination 14 or more days before splenectomy is suggested. 

•	Recipients	of	a	hematopoietic	stem	cell	transplant	should	be	vaccinated	
with a 3-dose regimen 6 to 12 months after a successful transplant, 
regardless of vaccination history; at least 4 weeks should separate doses. 

•	Hib	vaccine	is	not	recommended	for	adults	with	HIV	infection	since	their	
risk for Hib infection is low. 

15. Immunocompromising conditions 
•	 Inactivated	 vaccines	generally	 are	 acceptable	 (e.g.,	 pneumococcal,	
meningococcal,	 and	 inactivated	 influenza	vaccine)	and	 live	vaccines	
generally are avoided in persons with immune deficiencies or 
immunocompromising	conditions.	 Information	on	specific	conditions	
is available at http://www.cdc.gov/vaccines/hcp/acip-recs/index.html. 
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Pharmacists Protocol for Dispensing Nicotine Replacement Products 

Senate bill 493 (chapter 469, statutes of 2013} permits pharmacists to furnish nicotine replacement 
products approved by the Food and Drug Administration for use by prescription only in accordance 
with standardized procedures and protocols based on a statewide protocol adopted by the California 
state board of pharmacy and the medical board of California. On the following page is the approved 
protocol. Pharmacists may use this protocol after they have completed 1 hour of continuing 
education credit in Tobacco Cessation (a requirement ofthe new law). The protocol was prepared to 
comply with the statutory requirements established by senate bill 493. 

The statutory pmvisions for pharmacistsfurnishing Nicotine Replacement Products is California 
Business and Professions Code section 4052.9. 

Protocol for Pharmacists Furnishing Nicotine Replacement Products 

Authority: Section 4052 of the California Business and Professions Code authorizes a pharmacist to 
furnish nicotine replacement products pursuant to a protocol approved by the Board of Pharmacy 
and the Medical Board of California. Use of the following protocol satisfies that requirement. 

Purpose: To provide access to nicotine replacement products within required limits and ensure that 
the patient receives adequate information to successfully use the products to stop tobacco use. 

Procedure: When a patient requests nicotine replacement products the pharmacist will provide brief 
counseling based on the SA's (Ask, Advise, Assess, Assist, and Arrange) and address the following: 
• If you have previously tried nicotine replacement products, did you experience any adverse 

effects? 
• Are you over 18 years of age? 
• Are you pregnant or plan to be pregnant? (if yes, do not furnish and refer to obstetrician) 
• Have you had a recent heart attack or any heart procedures within the last 2 weeks? 
• Do you have any history of arrhythmias? 
• Do you have any chest pain? 
• Have you been diagnosed with temporomandibular joint (TMJ) disorder, or do you wear 

dentures? (If yes, avoid gum.) 
-D~'•-- o-you-ha~e-an.y_bistor_y_o_f_aiLe~:gLc_rbloJ.tls_(_e__,_g" nasal allergies)l_(!f_yes, avoid nasal spray.) 

• Do you have any history of asthma or COPD? (If yes, avoid inhaler and nasal spray.) 

The pharmacist will furnish nicotine replacement products from the list of products specified in this 
protocol (see Table "Medications for Smoking Cessation"). 

The pharmacist shall provide the "Key Facts about Nicotine Replacement Therapy" fact sheet, and 
review any questions the patient may have regarding nicotine replacement products 

Fact Sheet: The pharmacist will provide the patient with a copy ofthe current Nicotine Replacement 
Products fact sheet approved by the Board of Pharmacy. 

-+----
~-------
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Referrals and Supplies: If tobacco cessation services or nicotine replacement products are not 
immediately available at the pharmacy or the the pharmacist will refer the patient to another 
nicotine replacement product pharmacist and/or the California Smokers' Helpline. 

Documentation: Each prescription authorized by a pharmacist will be documented in a patient profile 
as required by law. 

Training: Prior to furnishing nicotine replacement products, pharmacists who participate in this 
protocol must have completed a minimum of one hour of continuing education specific to Tobacco 
Cessation. 

Situations for referral: 
• Women who are pregnant or are planning to be pregnant 
• Patients with significant cardiac concerns (e.g. myocardial infarction within the previous 2 

weeks, serious underlying arrhythmias, serious or worsening angina pectoris) 
• Patients with uncontrolled mental health conditions 



.. , .. ····:/ 

Key Facts about Nicotine Replacement Therapy 

What is Nicotine Replacement Therapy? 

Nicotine replacement therapy works by providing nicotine in lower amounts that a 
person usually gets from smoking cigarettes. Nicotine replacement therapy is used to 
help prevent withdrawal symptoms that many people experience after quitting smoking. 
Using nicotine replacement therapy with behavioral counseling can increase your 
chances of success. 

Types of Nicotine Replacement Therapy 

There are many different types of nicotine replacement therapy. Your pharmacist can 
help to select the best one for you. 

• Patches 

• Gum 
• Lozenge 
• Inhaler 
• Nasal spray 

How to Use Nicotine Replacement Therapy 

It is important to use any form of nicotine replacement therapy as recommended by your 
pharmacist. Most nicotine replacement therapies should be used on a regularly 
scheduled basis, not as needed, especially during the first 6-8 weeks of use. 

Follow Up While Using Nicotine Replacement Therapy 

Be sure to let your primary care provider know that you are using nicotine replacement 
therapy. 

Other Resources 

1 800 NO BUTTS -The California Smokers' Helpline is a free statewide service. 

Smokefree.gov -A website created by the US Department of Health and Human 
Resources that provides free information. 

----+-------



Nicotrollnhalerz Nicorette1, Generic NicoDerm CQ1, Generic Nicotrol NS2 

Rx Nicotine patch +nicotine gum 
OTC OTC (NicoDerm CQ, generic) Rx 

Nicotine patch +nicotine lozenge 10 mg cartridge 2mg,4mg Rx (generic) Metered spray 
Nicotine patch + nicotine nasal spray delivers 4 mg inhaled original, cinnamon, fruit, mint, orange 7 mg, 14 mg, 21 mg 0.5 mg nicotine in 50 meL 
Nicotine patch +nicotine oral inhaler (24-hour release) aqueous nicotine solution nicotine vapor 

• Recent (:5 2 weeks) • See precautions for individual agents • Recent (:52 weeks) myocardial • Recent (:5 2 weeks) myocardial • Recent (:5 2 weeks) myocardial 
myocardial infarction infarction infarction infarction 

• Serious underlying arrhythmias • Serious underlying arrhythmias • Serious underlying arrhythmias • Serious underlying 
arrhythmias • Serious or worsening angina • Serious or worsening • Serious or worsening angina pectoris • Serious or worsening angina 

pectoris pectoris pectoris • Serious or worsening • Pregnancy3 (Rx formulations, 
angina pectoris • Temporomandibular joint disease • Pregnancy3 and bre;astftaeqiin~ category D) and breastfeeding • Underlying chronic nasal , 

disorders (rhinitis, nasal • Bronchospastic disease • Pregnancy3 and breastfeeding • Adolescents (<18 years) • Adolescents (<18 years) 
polyps, sinusitis) • Pregnancy3(category D) 

• Adolescents (<18 years) 
• Severe reactive airway disease and breastfeeding 
• Pregnancy3 (category D) and • Adolescents (<18 years) 

breastfeeding 
• Adolescents (<18 years) 

151 cigarette :$10 minutes after waking: 151 cigarette 90 minutes waking: > 10 cigarettes/day: 1-2 doses/hour 6-16 cartridges/day ReseNe for patients smoking >10 cigarettes/day: 

4mg 4mg 21 mg/day x 4 weeks (generic) (8--40 doses/day) Individualize dosing; initially 
7" cigarette >30 minutes after waking: 151 cigarette >30 minutes I waking: 6 weeks (NicoDerm CQ) One dose = 2 sprays (one in use 1 cartridge q 1-2 hours 

Long-acting NRT: to prevent onset of severe withdrawal 
symptoms 

2mg 2mg 14 mg/day x 2 weeks each nostril); each spray delivers 
• Best effects with 7 mg/day x 2 weeks 0.5 mg of nicotine to the nasal 

Weeks1-U: Weeks 1-U: continuous puffing for 20 mucosa 
1 piece q 1-2 hours 1 lozenge q 1-2 hours minutes 

~0 cigarettes/day: 
Weeks7-9: Weeks7-9: • Maximum 14 mg/day x 6 weeks • Initially use at least 6 

1 piece q 2--4 hours 1 lozenge q 2--4 hours - 5 doses/hour or 7 mg/day x 2 weeks cartridges/day 
Weeks 10--12: Weeks 10--12: - 40 doses/day • Nicotine in cartridge is 

1 piece q 4--8 hours 1 lozenge q 4--8 hours • May wear patch for 16 hours if patient • For best results, initially use at depleted after 20 minutes 
experiences sleep disturbances least 8 doses/day of active puffing • Maximum, 24 pieces/day • Maximum, 20 fozt3natas/da~ (remove at bedtime) • Do not sniff, swallow, or inhale • Inhale into back of throat • Chew each piece slowly • Allow to dissolve slowly • Duration: 8-10 weeks through the nose as the spray or puff in short breaths minutes for standard; 10 • Park between cheek and gum when is being administered for mini) • Do NOT inhale into the peppery or tingling sensation • Duration: 3-U months lungs (like a cigarette) but appears (-15-30 chews) 

"puff' as if lighting a pipe 
• Resume chewing when tingle fades 

• Open cartridge retains 
• Repeat chew/park steps until most potency for 24 hours 

of the nicotine is gone (tingle does • Occasionally rotate to 
• No food or beverages 15 not return; generally 30 min) areas of the mouth 

minutes before or during 
• Park in different areas of mouth • No food or beverages use 

before or during use • No food or beverages 15 minutes • Duration: 3-U months 
before or during use • Duration: up to 12 

• Duration: up to 12 weeks 

• Nicotine patch 
21 mg/day x 4-6 weeks 
14 mg/day x 2 weeks 
7 mg/day x 2 weeks 

PLUS 

Short-acting NRT: used as needed to control breakthrough 
withdrawal symptoms and situational urges for tobacco 

• Nicotine gum 
2 mg: 1 piece q 1-2 hours as needed 

OR 

• Nicotine lozenge 
2 mg: 11ozenge q 1-2 hours as needed 

OR 

• Nicotine nasal spray 
1 spray in each nostril q 1-2 hours as needed 

OR 

• Nicotine inhaler 
1 cartridge q 1-2 hours as needed 

-~~~---~~---- --1----
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• Mouth/jaw soreness 
• Hiccups 
• Dyspepsia 
• Hypersalivation 
• Effects associated with incorrect 

chewing technique: 
- Lightheadedness 
- Nausea/vomiting 
- Throat and mouth irritation 

• Might satisfy oral cravings 
• Might delay weight gain 
• Patients can titrate therapy to 

manage withdrawal symptoms 
• Variety of flavors are available 

• Need for frequent dosing can 
compromise compliance 

• Might be problematic for patients 
with significant dental work 

• Patients must use proper chewing 
technique to minimize adverse 
effects 

• Gum chewing may not be socially 
acceptable 

• Nausea 
• Hiccups 
• Cough 
• Heartburn 
• Headache 
• Flatulence 
• Insomnia 

• Might satisfy oral 
• Might delay weight gain 
• Easy to use and conceal 
• Patients can titrate 

manage withdrawal 
• Variety of flavors are 

compromise mn1nli'm~-" 
• Gastrointestinal side 

(nausea, hiccups, 
might be bothersome 

• Local skin reactions (erythema, • Nasal and/or throat irritation 
pruritus, burning) (hot, peppery, or burning 

• Headache sensation) 

• Sleep disturbances (insomnia, • Rhinitis 
abnormal/vivid dreams); • Tearing 
associated with nocturnal • Sneezing 
nicotine absorption • Cough 

• Headache 

• Provides consistent nicotine • Patients can titrate therapy to 
levels over 24 hours rapidly manage withdrawal 

• Easy to use and conceal symptoms 

• Once daily dosing associated 
with fewer compliance problems 

• FDA-approved for use in 
combination with bupropion SR 

• Patients cannot titrate the dose • Need for frequent dosing can 
to acutely manage withdrawal compromise compliance 
symptoms • Nasal/throat irritation may be 

• Allergic reactions to adhesive bothersome 
might occur • Patients must wait 5 minutes 

• Patients with dermatologic before driving or operating 
conditions should not use the heavy machinery 
patch • Patients with chronic nasal 

disorders or severe reactive 
airway disease should not use 
the spray 

• Mouth and/or throat irritation 
• Cough 
• Headache 
• Rhinitis 
• Dyspepsia 
• Hiccups 

• Patients can titrate therapy to 
manage withdrawal symptoms 

• Mimics hand-to-mouth ritual of 
smoking (could also be 
perceived as a disadvantage) 

• Need for frequent dosing can 
compromise compliance 

• Initial throat or mouth irritation 
can be bothersome 

• Cartridges should not be stored 
in very warm conditions or used 
in very cold conditions 

• Patients with underlying 
bronchospastic disease must 
use with caution 

• Provides consistent nicotine levels over 24 hours 
and patients can titrate therapy to manage 
withdrawal symptoms and situational urges for 
tobacco 

• Research studies suggest combination therapy 
provides a small, but meaningful increase in 
success rates compared to NRT monotherapy 

• Attractive option for patients who have previously 
failed treatment with NRT monotherapy 

• See advantages listed for individual agents 

• Increased cost of therapy 
• See disadvantages listed for individual agents 

1 Marketed by GlaxoSmithKiine. 
2 Marketed by Pfizer. 
3 The U.S. Clinical Practice Guideline states that pregnant should be encouraged to quit without medication based on insufficient evidence of effectiveness and theoretical concerns with safety. 

Pregnant smokers should be offered behavioral 1 
interventions that exceed minimal advice to quit. 

I 

I Abbreviations: NRT, nicotine replacement therapy; OTC, mll=>r-th<>··"n' (non-prescription product); Rx, prescription product. 

For complete prescribing infonnnation, please refer to manufacturers' package inserts. 

Copyright© 1999-2014 The Regents of the University of r.::~lifnrni::~ All rights reserved. Updated December 5, 2013. 
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Pharmacologic Interventions 

At first look, nicotine replacement therapy appears to be the treatment of a disease with its cause. The 
rationale, however, is well established. Observations on the beneficial effects of nicotine replacement in 
abstinent smokers were first made in 1967 (Lucchesi et al. 1967), and the process has its medical 
precedent in the use of methadone for opiate dependence. Nicotine use, in the form of 10 or more 
cigarettes a day, provides continuous neuroexposure (Benowitz 1993). The resulting tolerance and 
physical dependence produce classic withdrawal symptoms (USDHHS 1988). As Benowitz (1993) has 
summarized, "Nicotine replacement therapy serves primarily to break the daily addiction cycle by 
relieving withdrawal symptoms, thereby facilitating behavioural modification that is necessary for 
permanent smoking cessation" (p. 158). However, as will be discussed later in this chapter, recent data 
suggest that nicotine replacement may be effective without behavioral support or counseling. A number 
of candidate delivery systems have now been extensively evaluated with clear and consistent results. In 
addition, nonnicotine pharmacotherapies for treatment of tobacco use are now available. 

Nicotine Polacrilex 

Nicotine polacrilex (nicotine gum) was approved by the Food and Drug Administration (FDA) for use as 
an aid to smoking cessation in a 2-mg dose in 1984 and in a 4-mg dose in 1994. The nicotine in the gum 
is bound to an ion-exchange resin. Chewing the gum liberates the nicotine, which is absorbed through 
the buccal mucosa. Currently, both doses of nicotine polacrilex are approved for use as over-the-counter 
preparations by adults. The package insert instructs patients to use the gum as needed with the 
constraint that they not exceed a daily dose of 20 pieces of 4-mg gum or 30 pieces of 2-mg gum. 

Efficacy 

With more than 50 studies on its efficacy, nicotine gum is the most extensively investigated 
pharmacologic treatment for smoking cessation. This body of research has been summarized by several 
major meta-analyses (Lam et al. 1987; Cepeda-Benita 1993; Silagy et al. 1994; Tang et al. 1994). The 
most recent meta-analysis (Fiore et al. 2000) is summarized in Table 

4.3. All meta-analyses found the gum to be effective in helping smokers quit. 

Lam and colleagues (1987) performed a metaanalysis of nine randomized, controlled trials of the 2-mg 
nicotine gum. These authors performed separate analyses on the trials conducted in specialized smoking 
cessation clinics and on those conducted in general medical settings. In the specialized clinics, cessation 
success was greater with nicotine gum than with placebo gum. In general medical practice settings, 

ho wever; nicotine gum-was-no-more sLtccessfulthan-placebo gum;-both-types of gum were mar~-

successful than usual care. The authors suggested that participants at the specialized cessation clinics 
had greater success because such participants may have been more motivated to quit and may have 
received more intensive adjuvant behavioral support than those at the generalized settings. The authors 
also speculated that patients who seek treatment in specialized clinics may be more physically 
dependent on nicotine and thus more likely to benefit from nicotine replacement than the average 
patient seen in a general medical clinic. 

Cepeda-Benita (1993) performed a meta-analysis of 33 trials of the 2-mg gum. As in the review by Lam 
and colleagues (1987), the trials were categorized according to whether the adjuvant behavioral support 
was intensive or brief and according to whether the control group used placebo gum or no gum. Pooled 
estimates of efficacy were derived for short-term (0-8 weeks after treatment) and long-term (12 ± 2 
months) outcome measures within each category. Effect sizes were not systematically related to the 

----t------ _______ _ 



type of control treatment used but were related to the intensity of behavioral support provided. When 
used in intensive interventions, the gum was associated with greater abstinence success than the 
control treatments at both long-term and short-term follow-up. When used in brief behavioral 
interventions, however, the gum outperformed the control interventions only at short-term follow-up. 
The author concluded that nicotine gum is an effective aid to smoking cessation but questioned its long
term value in the absence of adjuvant psychosocial support. 

In the context of a larger review of available nicotine replacement therapies, Tang and colleagues (1994) 
performed a meta-analysis of 28 randomized, controlled trials of the 2-mg gum and 6 randomized, 
controlled trials of the 4-mg gum. The authors found that among participants recruited through 
advertisements to attend specialized cessation clinics, the 2-mg gum was associated with an 11-percent 
increase in success over control treatments. However, among 
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smokers who were directly invited to participate in a general smoking cessation trial conducted by a 
nonspecialist physician, the 2-mg gum increased abstinence success by only 3 percentage points over 
control conditions. Consistent with the analysis by Lam and colleagues {1987), the authors suggested 
that these findings reflect (1) the greater motivation of the smokers who referred themselves (i.e., 
responded to advertisements instead of being directly invited), (2) the greater degree of nicotine 
dependence in the self-referred group, and (3) the more extensive encouragement and more detailed 
instructions provided by therapists in the specialized settings in which the self-referred smokers were 
treated. 

Six of the 28 trials of the 2-mg gum (Fagerstrom 1982, 1984; Jarvik and Schneider 1984; Areechon and 
Punnotock 1988; Hughes et al. 1989b; Jensen et al. 1990) reported abstinence success as a function of 
nicotine dependence as assessed by the Fagerstrom Tolerance Questionnaire (described later in this 
chapter). The authors aggregated these data and found that the 2-mg gum improved cessation success 
by 16 percentage points among smokers scoring high (indicating considerable nicotine dependence) on 
the Table 4.3. Meta-analyses of efficacy (estimated odds ratio and abstinence rates) for seven 
pharmacotherapies used in tobacco dependence treatment 

Pharmacotherapy 

Number of 
study groups 

Estimated odds ratio 
{95% Cl*) 

Estimated 
abstinence rate 
(95% Cl) 

_r_()_pion SRt (_n_=_2_+_,_)

Placebo 2 1.0 17.3 

Bupropion SR 4 2.1 {1.5, 3.0) 30.5 (23.2, 37.8) 

Nicotine gum, 2 mg (n = 13) 

Placebo 16 1.0 17.1 

Nicotine gum 

Nicotine inhaler (n = 4) 

18 1.5 (1.3, 1.8) 23.7 {20.6, 26.7) 

~------'::::Bup  _______________________ _ 



Placebo 

Nicotine inhaler 

4 

4 

1.0 

2.5 (1.7, 3.6) 

10.5 

22.8 (16.4, 29.2) 

Nicotine nasal spray (n = 3) 

Placebo 

Nicotine spray 

3 

3 

1.0 

2.7 (1.8, 4.1) 

13.9 

30.5 (21.8, 39.2) 

Transdermal nicotine 

(the nicotine patch) (n = 27) 

Placebo 

Transdermal nicotine 

28 

32 

1.0 

1.9 (1.7, 2.2) 

10.0 

17.7 (16.0, 19.5) 

Clonidine (n = 5) 

Placebo 

Clonidine 

6 

8 

1.0 

2.1 (1.4, 3.2) 

13.9 

25.6 (17.7, 33.6) 

Nortriptyline (n = 2) 

Placebo 

Nortriptyline 

3 

3 

1.0 

3.2 (1.8, 5.7) 

11.7 

30.1 (18.1, 41.6) 

*Confidence interval. 

tSR =sustained release. 

=!:Number of studies. 

Source: Fiore et al. 2000. 
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	Updated June 2012.  This summary sheet only contains a subset of the recommendations from the US MEC.  For complete guidance, see: http://www.cdc.gov/reproductivehealth/unintendedpregnancy/USMEC.htm
	Most contraceptive methods do not protect against sexually transmitted infections (STIs).  Consistent and correct use of the male latex condom reduces the risk of STIs and HIV.
	I = initiation of contraceptive method; C = continuation of contraceptive method; NA = Not applicable
	* Please see the complete guidance for a clarification to this classification: www.cdc.gov/reproductivehealth/unintendedpregnancy/USMEC.htm
	‡ Condition that exposes a woman to increased risk as a result of unintended pregnancy.

	Key:
	1        No restriction (method can be used)
	2        Advantages generally outweigh theoretical or proven risks
	Theoretical or proven risks usually outweigh the advantages
	3 
	4        Unacceptable health risk (method not to be used)
	Implant
	Injection
	Condition
	LNG--IUD
	Copper-IUD
	Age
	Menarche to <40=1
	Menarche to <18=1
	Menarche to <18=2
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	Anatomic
	abnormalities 
	Anemias
	Benign ovarian tumors
	Breast disease
	Breastfeeding
	(see also Postpartum)
	Cervical cancer
	Cervical ectropion
	Cervical intraepithelial neoplasia 
	Cirrhosis
	Deep venous thrombosis 
	(DVT) /Pulmonary   
	embolism (PE)
	Depressive disorders
	Diabetes mellitus (DM) 
	Diabetes mellitus (cont.)
	Endometrial cancer‡
	Endometrial hyperplasia
	Endometriosis 
	Epilepsy‡
	Gallbladder 
	disease
	Gestational trophoblastic 
	disease
	Headaches
	History of bariatric 
	surgery‡
	History of 
	cholestasis
	History of high 
	blood pressure 
	during pregnancy 
	History of pelvic surgery
	HIV 
	Hyperlipidemias
	Hypertension 
	Inflammatory bowel disease
	Ischemic heart disease‡
	Liver tumors
	Malaria
	Multiple risk factors for arterial cardiovascular disease
	Obesity
	Ovarian cancer‡
	Parity
	Past ectopic pregnancy
	Pelvic inflammatory 
	disease
	Peripartum cardiomyopathy‡ 
	Postabortion
	Postpartum (in breastfeeding or 
	non-breastfeeding women, including
	post-cesarean
	section)
	Pregnancy 
	Rheumatoid 
	arthritis
	Schistosomiasis
	Severe dysmenorrhea
	Sexually transmitted infections (STIs)
	Sexually transmitted infections
	 (cont.)
	Smoking
	Solid organ 
	transplantation‡
	Stroke‡
	Superficial 
	venous
	thrombosis
	Systemic lupus erythematosus‡
	Thrombogenic mutations‡
	Thyroid disorders
	Tuberculosis‡ 
	(see also Drug Interactions)
	Unexplained vaginal bleeding 
	Uterine fibroids
	Valvular heart 
	disease
	Vaginal 
	bleeding
	patterns
	Viral hepatitis
	Drug Interactions
	Antiretroviral therapy 
	Anticonvulsant therapy
	Antimicrobial 
	therapy

	Sub-condition 
	Combined pill, patch, ring
	Progestin-only pill
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