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September 19, 2011
To: Members, Licensing Committee
Subject: Agenda Item 1. Review of Requests for Board Action to Become a

Board of Pharmacy Approved Accreditation Agency for Licensed
Sterile Injectable Compounding Pharmacies

The board has received requests from two additional organizations seeking to
become board-approved accrediting agencies for sterile injectable compounding
pharmacies. The two agencies are the Pharmacy Compounding Accreditation Board
(PCAB) and the American Osteopathic Association Healthcare Facilities
Accreditation Program (HFAP). These applications will be reviewed at this meeting.

At prior meetings of the Licensing Committee in 2010 and 2011, the board reviewed
all four entities that are currently approved to accredit these specialty pharmacies
that either must be accredited by a board-approved organization or possess a
specialty pharmacy license issued by the board.

As we have done before, Supervising Inspector Dang has inspected several
pharmacies accredited by these two applicant agencies. Her report will be provided
to you as soon as the Sacramento Office receives it or during the Licensing
Committee Meeting.

Background information on PCAB is provided as “Agenda 1 Attach PCAB
Application for CA.” And background information on HFAP is provided as “Agenda 1
Attach HFAP Application for CA.”

Background:

California Business and Professions Code section 4127 et seq. establishes a
specialized category of pharmacy licensure for pharmacies that are:

1. already licensed pharmacies, and

2. compound injectable sterile drug products.

These specialized pharmacies may be either hospital pharmacies or community
pharmacies. As a condition of licensure, these pharmacies must be inspected by the
board before initial licensure and each year before renewal of the license. This is the only
category of board licensure that requires annual inspections as a condition of renewal.

The board has over 240 such licensed facilities in California, and approximately 90
nonresident pharmacies with such permits.
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However, there is an exemption in existing law from this specialty category of board
licensure for pharmacies if:
e the pharmacy is licensed by the board or the Department of Public Health
AND
e the pharmacy is currently accredited by the Joint Commission on Accreditation of
Healthcare Organizations or other private accreditation agencies approved by the
board.

There are three accreditation agencies approved by the board: 1. Accreditation
Commission for Health Care, Inc (ACHC), 2. Community Health Accreditation
Program (CHAP), and Det Norske Veritas (DNV).

The board also has specific regulation requirements to be followed by all pharmacies
that perform sterile injectable compounding duties whether licensed by the board or
accredited by one of three accreditation agencies. At the beginning of 2010, the
board modified its regulations for pharmacies that compound medication. Included
in these requirements are modified requirements for pharmacies that compound
sterile injectable medication.

In 2003, the Licensing Committee developed criteria for approval of accreditation
agencies for sterile injectable compounding pharmacies under Business and
Professions Code section 4127.1, and generally that these criteria should assess the
accrediting agency's ability to evaluate the pharmacy's conformance with California
law and good professional practice standards and the following factors:

1. Periodic inspection -The accrediting entity must subject the pharmacy to site
inspection and re-accreditation at least every three years. (Note during 2011
discussions with the accrediting agencies, the board urged annual
inspections during the review process.)

2. Documented accreditation standards -The standards for granting
accreditation and scoring guidelines for those standards must reflect both
applicable California law and sound professional practice as established by
nationally recognized professional or standard setting organizations.

3. Evaluation of surveyor's qualifications -The surveyors employed to perform
site inspections must have demonstrated qualifications to evaluate the
professional practices subject to accreditation.

4. Acceptance by major California payers -Recognition of the accrediting agency
by major California payers (e.g., HMOs, PPOs, PBGH, CalPERS).

5. Unannounced inspection of California accredited sites -The board must

conduct unannounced inspections of two or more accredited sites and find those

sites in satisfactory compliance with California law and good professional
practice.

Board access to accreditor's report on individual pharmacies.

Length of time the accrediting agency has been operating.

Ability to accredit out-of-state pharmacies. Non-resident pharmacies are

eligible for licensure under the sterile compounding statutes and accreditation

should be equally available to both resident and non-resident pharmacies.
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During prior reviews of the accrediting agencies, board staff were directed to (1)
review and assess all accreditation agencies seeking board approval as accrediting
agencies for sterile injectable compounding pharmacies, (2) bring staff’s report to a
future Licensing Committee Meeting, and (3) bring the committee’s
recommendations to the board for action at a future meeting.

At this meeting, the committee will hear an assessment by Supervising Inspector
Janice Dang in her review of each of the two applicant agencies to assess a
pharmacy'’s ability to meet the board’s requirements for sterile injectable
compounding pharmacies.



August 30, 2011

Janice Dang, Pharm.D.

Supervising Inspector

California State Board of Pharmacy
1625 N Market Blvd, N219

B

Sacramento, CA 95834 PHARMACY
COMPOUNDING
ACCREDITATION
Dear Dr. Dang, BOARD

The Pharmacy Compounding Accreditation Board (PCAB) is pleased to submit an application for
recognition as a California accreditation organization for compounding pharmacies.

Included in this application you will find:

PCAB’s response to the California Board of Pharmacy’s application questions
* PCAB’s Standards Manual

* PCAB’s Guidance to Pharmacies Regarding Hazardous and Potent Substances and Primary
Engineering Controls

* List of PCAB accredited pharmacies in California
I will be representing PCAB at the Board meeting. Once you have had an opportunity to review these
materials, can we set up a time to discuss them, so that I may be fully prepared to address any questions
from the Board?

Please do not hesitate to contact me (joec@pcab.org or 866-377-5104 ex. 804) if you have any questions.

Sincerely,

%%@

Joe Cabaleiro R.Ph.
Executive Director

Pharmacy Compounding Accreditation Board

c/o Executive Offices | 2215 Constitution Avenue NW | Washington, D.C. 20037 | Phone 866.377.5104
www.pcab.org
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Pharmacy Compounding Accreditation Board Application For Recognition
As A California Accreditation Organization For Compounding Pharmacies

Introduction

The Pharmacy Compounding Accreditation Board (PCAB) began accrediting
compounding pharmacies in 2006. The primary mission of PCAB is to promote,
develop and maintain principles, policies and standards for the practice of
pharmacy compounding and to apply these in the accreditation of pharmacies to
improve the quality and safety of compounded pharmaceuticals provided to the
general public.

PCAB’s founding organizations and Board of Directors includes:

American College of Apothecaries
www.americancollegeofapothecaries.com

American Pharmacists Association
www.pharmacist.com

International Academy of Compounding Pharmacists
www.iacprx.org

National Association of Boards of Pharmacy
www.nabp.net

National Alliance of State Pharmacy Associations
WWWw.naspa.us

National Community Pharmacists Association
www.ncpanet.org

National Home Infusion Association
www.nhia.org

United States Pharmacopeia
WWW.USp.org

There are currently 125 accredited compounding pharmacies throughout the United
States. PCAB accredits pharmacies for sterile compounding, non-sterile
compounding or both types of compounding services. The application, survey and
accreditation process is described in more detail below.
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Responses

1. Periodic inspections: The accrediting entity must subject the pharmacy to site
inspection and re-accreditation at least every three years.

The PCAB accreditation process consists of a comprehensive application.
This application includes detailed demographics about the applicant
pharmacy. In addition the process involves uploading a series of Standard
Operating Procedures for review by PCAB.

As part of the application process PCAB performs license verification through
an NABP. Certain active disciplinary actions by state boards of pharmacy, the
FDA or other regulators may disqualify a pharmacy from PCAB accreditation.

Once the application process is complete, PCAB performs an on-site survey.
The on-site survey lasts a minimum of one day, but is based upon the
prescription volume and services the pharmacy provides. A busier pharmacy
may have an up to two-day survey with 2 surveyors.

During the on-site survey the PCAB surveyor evaluates compliance with the
PCAB standards. This evaluation includes personnel interviews, observation
of sterile and non-sterile compounding, record review including logs and
personnel records, review of SOP documents and evaluation of the facility
against established USP and PCAB standards for compounding facilities.

As a result of the on-site survey, the PCAB surveyor generates a written
survey report that is submitted to the PCAB central office. At the central
office, a registered pharmacist produces a report for the pharmacy detailing
the findings. If the pharmacy is found to be noncompliant with any PCAB
requirement, the pharmacy is provided with corrective actions to address the
noncompliance. The pharmacy is given a time frame in which to perform the
corrective actions. Documentation of the corrective actions must be
submitted to the PCAB central office.

Once the PCAB central office has received any corrective actions from the
pharmacy, an accreditation committee reviews the initial survey report and
subsequent corrective actions. The accreditation committee makes the final
decision on whether to award accreditation to a pharmacy. PCAB's
accreditation committee currently consists of 5 pharmacist members: A
representative from the United States Pharmacopeia (USP), National
Association Of Boards of Pharmacy (NABP) and 3 pharmacists who are
owners of compounding pharmacies and who are highly qualified experts in
compounding.
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Accredited pharmacies are resurveyed every 3 years. Therefore, at three-
year intervals the process described above is repeated for each accredited
pharmacy.

2. Documented accreditation standards: The standards for granting accreditation
and scoring guidelines for those standards must reflect both applicable
California Law and sound professional practice as established by nationally
recognized professional or standard setting organizations.

PCAB standards were developed with the participation of various authorities
in the field of pharmaceutical compounding. The PCAB Board of Directors
includes the following 7 organizations:

American College of Apothecaries
www.americancollegeofapothecaries.com

American Pharmacists Association
www.pharmacist.com

International Academy of Compounding Pharmacists
www.iacprx.org

National Association of Boards of Pharmacy
www.nabp.net

National Alliance of State Pharmacy Associations
WWWw.naspa.us

National Community Pharmacists Association
www.ncpanet.org

National Home Infusion Association
www.nhia.org

United States Pharmacopeia
WWW.USp.org

This application includes a copy of the PCAB standards manual and a
comparison of PCAB standards against California Board of pharmacy
regulations. It is PCAB's opinion that California Board of pharmacy reviewers
will find that PCAB Standards are consistent with California regulatory
requirements.
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3. Evaluation of surveyor’s qualification: The surveyors employed to perform site
inspections must have demonstrated qualifications to evaluate the professional
practices subject to accreditation.

PCAB surveyors are all registered pharmacists with extensive sterile and
nonsterile compounding experience. All PCAB surveyors have received initial
and ongoing training on conducting on-site surveys, standards interpretation
and the use of PCAB survey tools.

* Include how the surveyors are trained on California’s compounding
regulations and would they be able to determine if the pharmacy is
compliant with California laws.

Please review the attached comparison of California regulations
against PCAB standards. PCAB standards and California regulations
are very consistent in regards to requirements for compounding
pharmacies. If PCAB is selected as an accreditation organization, PCAB
will conduct training regarding those items where PCAB standards do
not address California regulation. These very limited items generally
relate to record retention requirements; however in meeting
California standards, the three year retention requirement would be
surveyed for.

e Include whether the surveyors are pharmacists, nurses, or other. If
other, please specify.

As noted above all PCAB surveyors are registered pharmacists with
compounding experience.

4. Acceptance by major California payors: Recognition of the accrediting agency
by at least one California healthcare payors (e.g. HMO’s, PPO’s, PBGH,
CalPERS).

PCAB accredits compounding pharmacies only, and therefore, if a
compounding pharmacy submits claims to insurance (and many don't), the
only "acceptance as an accrediting agency" PCAB has or needs is the fact the
pharmacy has a contract for prescription services with a payor. This is
somewhat different than the other accreditation services approved by the
California Board, who accredit healthcare services in addition to pharmacy
services. PCAB accreditation relates purely to pharmacy services, and as
such the relationships you mention above do not exist at the moment.

On the other hand, the Californian Board should note that PCAB Standards
very closely mirror California regulations. It should also be noted that
Pharmacist’s Mutual, an insurance company providing services to
pharmacies has recognized PCAB’s Standards [Note Pharmacist’s Mutual
does not sell into California however].
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The American Medical Association in policy 120.945, “recognizes the
accreditation program of the Pharmacy Compounding Accreditation Board
(PCAB™) and the PCAB™ Seal of Accreditation as a means to identify
compounding pharmacies that adhere to quality and practice standards,
including those set forth in the USP-NF, for the preparation of individualized
medications for specific patients.” A full copy of the AMA policy is available
at: http://www.ama-assn.org/ad-com/polfind/HIth-Ethics.pdf.

Include whether PCAB will notify the board of any serious noncompliance
requiring the board to follow up with an inspection.

PCAB will inform the Board when the PCAB accreditation committee notes
that noncompliance with PCAB standards or other practices documented by
the surveyor place the public at harm. In addition, PCAB can notify the Board
of those situations where PCAB denies or revokes a pharmacy’s accreditation.
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Comparison of California Regulations with PCAB Standards

California Requirement

Equivalent PCAB Requirement

Definitions (CCR 1735 and 1735.1)

(a) “Compounding” means any of the following activities occurring in a
licensed

pharmacy, by or under the supervision of a licensed pharmacist, pursuant to a
prescription:

(1) Altering the dosage form or delivery system of a drug(2) Altering the
strength of a drug(3) Combining components or active ingredients(4) Preparing
a drug product from chemicals or bulk drug substances

(b) “Compounding” does not include reconstitution of a drug pursuant to a
manufacturer’s direction(s) for oral, rectal, topical, or injectable administration,
nor does it include tablet splitting or the addition of flavoring agent(s) to
enhance palatability.

(c) “Compounding” does not include, except in small quantities under limited
circumstances as justified by a specific, documented, medical need, preparation
of a compounded drug product that is commercially available in the
marketplace or that is essentially a copy of a drug product that is commercially
available in the marketplace.

(d) The parameters and requirements stated by this Article 4.5 (Section 1735 et
seq.) apply to all compounding practices. Additional parameters and
requirements applicable solely to sterile injectable compounding are stated by
Atrticle 7(Section 1735 et seq.).

150

Authority cited: Sections 4005 and 4127, Business and Professions Code.
Reference: Sections 4005, 4036, 4037, 4051, 4052, and 4127, Business and
Professions Code.

Compounding

Traditional pharmacy practice which includes the preparation,
mixing, assembling, packaging, or labeling of a completed
compounded preparation (CCP) or administration device by
compounding personnel

(i) astheresult of a practitioner’s prescription order or
initiative based on the
practitioner/patient/pharmacist relationship in the
course of professional practice,

(ii) for the purpose of, or as an incident to, research,

teaching, or chemical analysis, and shall not be

dispensed for resale by a third party,

(iii) preparation of drugs or devices in anticipation of

prescription orders to be received by the

compounding pharmacist based on routine, regularly
observed prescribing patterns,

preparation of CCPs (completed compounded

preparation) for practitioner administration,

pursuant to state and federal regulations,

(v) preparation of Non-Legend CCPs (completed
compounded preparation), pursuant to state
requirements, and (vii) preparing CCPs (completed
compounded preparation) for both human and non-
food producing animal patients.

(iv)

Compounding Scope of Practice
Nonsterile Basic
Nonsterile Basic - compounding which involves the preparation
of a formulation containing two or more nonsterile commercially
available products employing basic pharmacy training skill sets,
as well as, defined policy, procedures and processes necessary to
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Comparison of California Regulations with PCAB Standards

assure quality and consistency of the completed compounded
preparation.

Nonsterile Complex

Nonsterile Complex - compounding which involves the art and
science of preparing a formulation using bulk drug substances,
drug products, and/or other excipients. These formulations
require complex procedures or calculations in their preparation
and include formulations that incorporate the use of potent or
hazardous pharmaceutical ingredients.

Sterile, Low and Medium

Sterile, Low and Medium - compounding which involves the
preparation of Compounded Sterile Preparations (CSPs) in closed-
system steps or procedures using a few basic aseptic
manipulations, as well as those Compounded Sterile Preparations
(CSPs) prepared via complex or numerous aseptic

manipulations for administration to one patient on multiple
occasions or to multiple patients.

Sterile, High

Sterile, High - compounding which involves the preparation of
sterile preparations from non-sterile ingredients or with a
nonsterile device.

Source: PCAB Standards - Definitions

The compounding pharmacist understands the definitions of integrity, potency,
quality and strength as defined in CCR 1735.1.

Standard 2.20 Pharmacist in Charge

There is a pharmacist in charge of the compounding activities who establishes
the scope of compounding practice for relevant staff based on the education,
training, and demonstrated competence. The pharmacist in charge supervises
all compounding personnel, assures that compounded preparations meet
SOPs, and maintains compliance with state and Federal regulations and PCAB
standards.
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Comparison of California Regulations with PCAB Standards

Compliance Indicators

*  The pharmacy provides documentation that the pharmacist in charge
has the education, training, and experience consistent with the
responsibilities and the scope of compounding practice performed in
the pharmacy.

*  The pharmacy demonstrates that the pharmacist in charge has
sufficient authority to carry out these responsibilities.

*  The pharmacist in charge demonstrates an awareness of these
responsibilities under applicable state and/or Federal law,
compounding practice within the pharmacy, and current USP
standards related to non-sterile and, if applicable, sterile
compounding.

*  The pharmacist in charge demonstrates an adequate knowledge of all
operations of the pharmacy relating to good compounding practices as
identified in the SOPs.

Standard 2.30 Staff Pharmacists

There are staff pharmacists to assure that compounded preparations are
prepared, packaged, labeled, stored, and dispensed according to SOPs of the
pharmacy. Staff pharmacists are responsible for patient counseling and/or
patient care services required by applicable state law or practice standards.

Compliance Indicators

The pharmacy provides documentation that staff pharmacists are
competent, as defined in the SOPs, to assure the quality of preparations
compounded, packaged, labeled, stored, and dispensed in the pharmacy.

¢  Staff pharmacists demonstrate adequate knowledge of operations
of the pharmacy related to the scope of compounding and
dispensing in which they participate or supervise.

¢  Staff pharmacists demonstrate their education and training in
good compounding practices.
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Comparison of California Regulations with PCAB Standards

¢ Staff pharmacists demonstrate that they are knowledgeable about
current USP standards related to non-sterile compounding.

¢  Staff pharmacists demonstrate that they are knowledgeable about
current USP standards related to sterile compounding, if
applicable.

¢  Staff pharmacists demonstrate knowledge of dispensing
requirements and procedures used in the pharmacy.

¢  Staff pharmacists are responsible for verifying that SOPs are being
followed for preparing compounded preparations.

¢ Staff pharmacists are responsible for direct supervision of all
compounding personnel.

Source: PCAB Standards Manual

The pharmacy prepares and stores a limited quantity of a compounded drug Addressed in the definition of compounding above:

product in advance of receipt of a patient specific prescription solely in such

quantlt}{ as is necessary to ensure continuity of care of an identified patient (iii) preparation of drugs or devices in anticipation of prescription orders
population as defined. to be received by the compounding pharmacist based on routine, regularly

observed prescribing patterns,

2.2. The pharmacy compounds a reasonable quantity of drug product that is
furnished to a prescriber for office use upon prescriber order as allowed in
CCR 17352 (c) that:

2.2.1. Is sufficient for administration or application to patients in the This is a California requirement. PCAB would train its surveyors to survey
prescriber’s office or for distribution of not more than a 72-hour supply. against this requirement for pharmacies licensed in CA.
2.2.2.1s reasonable considering the intended use of the compounded PCAB standard 8.20, Patient Education, element D, addresses this issue:

medication and the nature of the prescriber’s practice,
The pharmacy demonstrates that prospective drug reviews are conducted
2.2.3 Is an amount, which the pharmacy is capable of compounding in prior to dispensing compounded preparations.

compliance with pharmaceutical standards for integrity, potency, quality and
strength for any individual prescriber or for all prescribers taken as a whole.
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In addition, when reviewed as a whole, PCAB standards fully address the
pharmacy’s capabilities, and QA/QC systems in regards to 2.2.3.

2.3. The pharmacy does not compound medication until it has prepared a
written master formula that includes the following elements (CCR 1735.2[d][1-
6)]):

2.3.1. Active ingredients used.

2.3.2. Inactive ingredients used.

2.3.3. Process and/or procedure used to prepare the drug.

2.3.4. Quality reviews required at each step in the preparation of the drug.
2.3.5. Post-compounding process or procedures if required.

2.3.6. Expiration dating requirements.

Standard 5.00 Formulation Record and Compounding Record

The pharmacy uses a Formulation Record (FR) that assures the strength
quality, purity, integrity, and where applicable, sterility of the compounded
preparation. The pharmacy uses a Compounding Record (CR) for assuring
that the procedures employed to prepare compounded preparations are
consistent and reproducible. Compounding activities and processes shall be
subject to verification of preparations for strength, quality, purity, integrity,
and where applicable, sterility that meet or exceed compendial standards.

Compliance Indicators

A. The pharmacy demonstrates that the SOPs provide for
verification of strength, quality, purity, integrity, and, where
applicable sterility for all compounded preparations.

B. The pharmacy documents that, when available, it incorporates
into its FR those formulations and formulation procedures
developed, tested, and verified by non-governmental standard
setting organizations including, but not limited to the United
States Pharmacopeial Convention:

1. The pharmacy documents that it maintains a FR for each
compounded preparations.

2. The pharmacy identifies which compounding personnel
may enter new FR and edit existing FR.

C. The pharmacy provides documentation of a FR that maintains the
following information on preparations that it compounds:

1. Name, strength, and dosage form of the compounded
preparation;

2. Calculations needed to determine and verify quantities of
components and doses of active pharmaceutical
ingredients;

3. Description of all components and ingredients, and their
quantities;

4. Compatibility and stability information, including
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references when available;

5. Equipment used to prepare the compounded preparation,
when appropriate;
6. Mixing instructions that include, at a minimum: order of

mixing, mixing temperatures or other environmental
controls, duration of mixing, and other factors pertinent
to the replication of the compounded preparation;

7. Assigned beyond-use date of the compounded
preparation;

8. Container used in dispensing;

9. Packaging and storage requirements;

10. Quality control procedures; and

11. References used in the development of the FR, if
applicable.

2.4. The master formula for a drug product that is not routinely compounded by
the pharmacy is recorded on the prescription document itself. (CCR 1735.2 [e])

This situation does not apply to PCAB accredited compounding pharmacies, as
it is a violation of the PCAB Standard 5.00 above requiring every compound to
have both a formula record and a compounding record.

2.5. All chemicals, bulk drug substances, drug products and other components
for compounding are stored and used according to compendia and other
applicable requirements to maintain their integrity, potency, quality and labeled
strength. (CCR 17352 [g])

Standard 4.20 Handling, Storage, and Disposal

The pharmacy safely handles, stores, and disposes of all chemicals, drug
products and components according to compendial and other applicable
requirements. Appropriate storage of chemicals, components, and completed
compounded preparations shall be designed to maintain their strength, quality,
purity, integrity, and where applicable, sterility.

Compliance Indicators

A. The pharmacy has SOPs assuring that chemicals, components and
completed compounded preparations are maintained within
appropriate standards, as established by the current USP,

including:

1. Acceptable storage temperature ranges and temperature
monitoring and documentation procedures,

2. Contingency plans if conditions fall outside of acceptable
ranges,

3. Guidelines to be followed to determine if a component

has been compromised and when it should be destroyed,
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4. Procedure for handling and storing hazardous and potent
chemicals,

5. Individuals responsible for making decisions regarding
compromised components,

6. Quarantine specifications, including expired and recall
storage,

7. Disposal or return of expired components and completed
compounded preparations,

8. Storage and disposal of drug substances and drug
products used as components in the compounding of
preparations.

B. Storage containers include labels that include all relevant

information, including but not limited to drug name, strength, lot
number, date received, etc.

C. The pharmacy conducts periodic inspections to assure that
expired components and completed compounded preparations do
not remain in stock.

D. Storage of chemicals to be utilized for high-risk sterile
compounding are stored in a separate area according to current
USP <797> standards.

2.6. Compounded drug products are given an expiration date representing the
date beyond which, in the professional judgment of the pharmacist performing
or supervising the compounding, it should not be used. The “beyond use date”
of the compounded drug product does not exceed 180 days from preparation or
the shortest expiration date of any component in the compounded drug product,
unless a longer date is supported by stability studies of finished drugs or
compounded drug products using the same components and packaging. Shorter
dating may be used if it is deemed appropriate in the professional judgment of
the responsible pharmacist. (CCR 1735.2[h])

PCAB requires compliance with USP standards in regards to the assignment of
BUDs. Consistent with CA law, if the BUD will exceed USP standards, the
pharmacy must document the rationale for the extended BUD.

Standard 6.10 Beyond-Use Date
The pharmacy determines and assigns beyond-use dates to all its
compounded preparations.

Compliance Indicators

E. The pharmacy demonstrates that the SOPs provide for the
determination and assignment of beyond-use dating for all of its
compounded preparations.

F. The pharmacy demonstrates by inspection the use of beyond-use
dates on compounded preparations.
G. The pharmacy documents the rationale and sources used to
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establish beyond-use dates which exceed current USP standards.
H. The pharmacy documents how it communicates beyond-use
dating information to compounding personnel and the patient
and/or caregiver.
L. The pharmacy provides rationale for beyond-use dating which
exceeds current USP standards arrived at based on the
pharmacist’s professional judgment.

3.1. A record for each compounded drug product includes the following (CCR
1735.3[a][1-10]):

3.1.1. The master formula record.

3.1.2. The date the drug product was compounded.

3.1.3. The identity of the pharmacy personnel who compounded the drug
product.

3.1.4. The identity of the pharmacist reviewing the final drug product.

3.1.5. The quantity of each component used in compounding the drug product.
3.1.6. The manufacturer or supplier and lot number of each component.
Exempt from this requirement are sterile drug products compounded on a one-
time basis for administration within twenty-four hours to an inpatient in a
health care facility licensed under section 1250 of the Health and Safety Code.

3.1.7. The equipment used in compounding the drug product.
3.1.8. The pharmacy assigned reference or lot number for the compounded

drug product. 3.1.9. The expiration date of the final compounded drug product.

3.1.10. The quantity or amount of drug product compounded.

Element D of PCAB Standard 5.00 addresses this item:
Standard 5.00 Formulation Record and Compounding Record

The pharmacy uses a Formulation Record (FR) that assures the strength,
quality, purity, integrity, and where applicable, sterility of the compounded
preparation. The pharmacy uses a Compounding Record (CR) for assuring
that the procedures employed to prepare compounded preparations are
consistent and reproducible. Compounding activities and processes shall be
subject to verification of preparations for strength, quality, purity,

integrity, and where applicable, sterility that meet or exceed compendial
standards.

D. The pharmacy provides documentation of a Compounding Record (CR)
that maintains the following information on components of preparations
that it compounds to verify accurate compounding in accordance with the
FR:

a. Name and strength of the compounded preparation;
FR reference for the preparation;

c. Sources, lot numbers, quantities, and expiration dates of
components and ingredients;

d. Total quantity compounded and actual net measurements;

e. Name of the personnel involved in the compounding process
and the name of the pharmacist who approved the
compounded preparation;

f. Date of preparation;
Assigned internal identification number or prescription
number;

h. Equipment used;
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i. Assigned beyond-use date of the compounded preparation;
and

j- Results of quality control procedures (e.g. weight range of
filled capsules, pH of aqueous liquids, etc.).

3.2. The pharmacy maintains records of the proper acquisition, storage, and
destruction of chemicals, bulk drug substances, drug products and components
used in compounding. (CCR 1735.3 [b])

3.3. Chemicals, bulk drug substances, drug products, and components used to
compound drug products are obtained from reliable suppliers. (CCR 1735.3

[cD

3.4. The pharmacy acquires and retains any available certificates of purity or
analysis for chemicals, bulk drug substances, drug products and components
used in compounding. (This is not a requirement for drug products approved by
the FDA.) (CCR 1735.3 [c])

Standard 4.20 (See CA requirement 2.5 above) addresses this item. In addition,
PCAB Standard 4.10 also addresses these items:

Standard 4.10 General

The pharmacy maintains standard operating procedures related to the
acquisition, storage, usage and proper destruction of drug substances and
drug products, which are used as components in the compounding of
preparations. Drug substances and products used to compound meet official
compendial standards, if any, including current USP-NF standards, and are
accompanied by certificate of analysis, which documents the strength,
quality, purity and integrity of the drug substance.

Compliance Indicators

A. The pharmacy has SOPs governing the acquisition of all
chemicals, drug products, and components from reliable sources.
B. The SOPs provide that certificates of analysis be retained

electronically or in hard copy by the pharmacy for a period of not
less than two years.

C. The SOPs provide that certificates of analysis be reviewed by
properly trained personnel prior to the release drug substances of
chemicals for use in compounding.

D. The pharmacy documents that it uses appropriate suppliers as the
source of all bulk chemical ingredients, inactive ingredients or
excipients, and other components used in compounding. The
pharmacy obtains the following information from appropriate
suppliers:

1. FDA registered and inspected, if applicable;

2. Documentation indicating compliance with FDA current
Good  Manufacturing Practices

3. Proof of licensure in good standing with applicable state
and/or Federal regulatory bodies.

4. Ability to provide ready access to Certificates of Analysis
(CofA) and Material Safety Data Sheets (MSDS) with all
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bulk chemicals.

E. The pharmacy demonstrates that the SOPs address criteria for
identifying and using suppliers for devices, containers, and
closures used in compounding including complying with any
applicable compendial standards, if applicable.

F. The SOPs address contingency plans should an active
pharmaceutical ingredient, inactive ingredient, excipient, or other
component used in compounding become unavailable from any
supplier meeting the above criteria. The SOPs set forth an
adequate mechanism directing the pharmacist in charge to
employ professional judgment in receiving, storing, and using
such components from another quality source.

G. The pharmacy documents that it uses high quality active
pharmaceutical ingredients (APIs) for use in compounding that:

1. Meets current USP/NF grade substances. If not
available, then the use of other high-quality
sources, such as:

i.  Analytical reagent (AR),

ii. Certified American Chemical Society
(ACS), or

iii. Food Chemicals Codex (FCC) grade, are
permitted as sources of active ingredients
when appropriate.

iv. Dietary and nutritional supplements that
are “Generally Recognized As Safe”

2.  Meets other compendial standards, or

3. Are components of products that have been
approved by FDA or grand-fathered under the
Food, Drug & Cosmetic Act of 1938 (FDCA).

H. The pharmacy complies with the FDA’s “List of Drug Products
That Have Been Withdrawn or Removed from the Market for
Reasons of Safety or Effectiveness,” subject to the exceptions
provided in such list. Written SOPs exist to safeguard against the
use of such components in compounded preparations for human
patients.

I. The pharmacy demonstrates that it has a designated area for the
receiving and inspection of chemicals, devices, containers,
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closures, and other components or supplies used in the
compounding operation.

J. The pharmacy has SOPs that assure Material Safety Data Sheets
(MSDS) are properly maintained and readily retrievable.

K. The pharmacy has SOPs that outline the criteria for acceptance or
refusal of components.

L. The pharmacy demonstrates that upon receipt of a chemical or

drug substance, it is quarantined until the Certificate of Analysis
(CofA) information is verified by properly trained compounding
personnel and the MSDS information is assessed for review, as
necessary.

3.5. The pharmacy maintains and retains all records required in the pharmacy
in a readily retrievable form for at least three years (CCR 1735.3 [d]).

Federal and State laws vary in regards to records retention. In addition, a
pharmacy’s legal counsel and the types of patients it serves (for example,
pediatric patients vs. animals) may dictate the pharmacy’s record retention
policy. As such, PCAB does not have a specific standard addressing this item.

4.1. The label of the compounded drug product contains the generic name(s) of
the principle active ingredient(s). (CCR 1735 4[a])

4.2. The prescription label contains all the information required in B&PC 4076
and is formatted in accordance with CCR 1707.5. (CCR 1735 4[a])

Standard 7.30 Labeling
The pharmacy labels completed compounded preparations according to the
PCAB Labeling Guidelines.

Compliance Indicators

PCAB Labeling Guidelines

A. The primary label of each compounded medication prepared in response to
a prescription for a specific patient from a licensed prescriber includes a
statement notifying the patient that the medication has been compounded.
If space limitations or clinical reasons preclude inclusion on the primary
label, the information may be affixed through auxiliary labeling.' For all

1 For example, when there is concern that a label applied directly to the primary container may affect the quality of the compounded medication. In
such cases, the pharmacist may decide, in the pharmacist’s professional judgment, that the label and statement be applied in another manner, such as to

exterior packaging
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4 3. If requested by the patient, the prescription label is printed in 12-point
typeface. (CCR 1707.5[a])

4.4. The pharmacy is exempt from the prescription label requirements in CCR
1707.5. (B&PC 4076.5[d])Exemption approved by the board from:
to:

4.5. The container or receipt contains a statement that the drug has been

such prescriptions, the statement is prominently displayed in the
medication labeling.

“This medicine was specially compounded in our pharmacy for you at the
direction of your prescriber.”?

B. The following items of information, or a reasonable alternative, is included
on all compounded prescription labels:*

(1) Patient's name, and/or species, if applicable;

(2) Prescriber's name;

(3) Name, address, phone number of the pharmacy preparing the medicine;

(4) Prescription number;

(5) The medication’s established or distinct common name;

(6) Strength;

(7) Statement of quantity;

(8) Directions for use;

(9) Date prescription filled;

(10) Beyond-use date

(11) Storage instructions; and

(12) All state labeling requirements.

This item is not specifically addressed by PCAB standards.

PCAB would respect Board rulings in regards to exemptions, provided that the
exemption did not result in a violation of PCAB standards.

See Standard 7.30 Compliance Indicator A

2 Alternate language providing a clear designation that the medication has been compounded may be used, where, in the pharmacist’s professional
judgment, the welfare of the patient requires and the information is adequately and prominently communicated.

3 Label must be in conformity with applicable state, Federal, and compendial regulations and standards. Alternative placement may be acceptable if
determined necessary because of space requirement or, in the pharmacist’s professional judgment for the needs of the patient.
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compounded by the pharmacy. (CCR 1735 .4[b])

4.6. Drug products compounded into unit-dose containers that are too small or
otherwise impractical for full compliance with the requirements of [a] and [b]
are labeled with at least the name(s) of the active ingredient(s), concentration
of strength, volume or weight, pharmacy reference or lot number, and
expiration date. (CCR 1735 4[c])

As a matter of survey process, PCAB adheres to the requirements of USP
<681> Repackaging into Single-Unit Containers for Nonsterile Solid and
Liquid Dosage Forms.

PCAB generally requires adherence to the labeling requirements outlined in 4.6
and USP 681, except in those rare situations where the labeling may interfere
with the safe use or administration of the medication. In those situations,
PCARB still requires external labeling.

5.1. The pharmacy maintains a written policy and procedure manual for
compounding that establishes the following (CCR 1735.5 [a]):

5.1.1. Procurement procedures.

5.1.2. Methodologies for the formulation and compounding of drugs.

PCAB has various standards that address SOPs. Standard 1.40 is a general
requirement for an SOP manual:

Standard 140 Standard Operating Procedures

The pharmacy develops, maintains, follows, and periodically updates written
Standard Operating Procedures (SOPs) which address all aspects of the
compounding operation.

In addition, various individual PCAB standards outline certain specific SOPs
required by PCAB. Examples are noted below.

Standard 4.10, Chemicals, Components, and Completed Compounded
Preparations, General, various elements:

A. The pharmacy has SOPs governing the acquisition of all
chemicals, drug products, and components from reliable sources.
B. The SOPs provide that certificates of analysis be retained

electronically or in hard copy by the pharmacy for a period of not
less than two years.

C. The SOPs provide that certificates of analysis be reviewed by
properly trained personnel prior to the release drug substances of
chemicals for use in compounding.

D. The pharmacy demonstrates that the SOPs address criteria for
identifying and using suppliers for devices, containers, and
closures used in compounding including complying with any
applicable compendial standards, if applicable.
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5.1.3. Facilities and equipment cleaning, maintenance and operations.

5.1.4. Other standard operating procedures related to compounding.

5.3. The policy and procedure manual includes procedures for notifying staff
assigned to compounding duties of any changes in process or to the policy
and procedure manual. (CCR 1735.5[c][1])

Standard 5.0, Formulation Record and Compounding Record, Element A:

A. The pharmacy demonstrates that the SOPs provide for verification of
strength, quality, purity, integrity, and, where applicable sterility for all
compounded preparations.

Various PCAB standards address this requirement. For example:

Standard 3.10, Facilities and Equipment, General:

A. The pharmacy has SOPs for each piece of equipment used in the
compounding process that addresses cleaning, maintaining,
calibrating and verification according to compendial standards or
manufacturers’ standards. At a minimum, the SOPs include
documentation that equipment is regularly cleaned, maintained,
calibrated and verified according to compendial standards or
manufacturers’ standards.

Standard 3.20 Non-Sterile Compounding:

A. The pharmacy has SOPs for cleaning and maintaining equipment
and for the establishment of cleaning and maintenance schedules.

Standard 3.20, Sterile Compounding:

A. The pharmacy has SOPs for cleaning and maintaining equipment
and for the establishment of cleaning and maintenance schedules.

As noted above, various PCAB standards establish requirements for specific

SOPs.

This item is addressed by PCAB’s Standard 2.10, Personnel, General:

A. The pharmacy has SOPs for educating, training, and assessing the
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5.4. The manual includes documentation of a plan for recall of a dispensed
compounded drug product where subsequent verification demonstrates the
potential for adverse effects with continued use of a compounded drug
product. (CCR 1735.5[c][2])

5.5. The manual includes procedures for maintaining, storing, calibrating,
cleaning and disinfecting equipment used in compounding and for training
on these procedures. (CCR 1735.5[c][3])

5.6. The manual includes documentation on the methodology used to test
integrity, potency, quality and labeled strength of compounded drug
products. (CCR 1735.5[c][4])

competencies of all compounding personnel on an ongoing basis,
including documentation that compounding personnel is trained
on SOPs.

Standard 7.20 Internal and External Recalls

The pharmacy has procedures for the appropriate and timely recall of
dispensed compounded preparations where subsequent testing or other
information demonstrates that the compounded preparation does not meet its
declared strength, quality, purity, and, where appropriate, sterility and
bacterial endotoxin limit.

Compliance Indicators:
A. The pharmacy demonstrates in the SOPs a recall procedure which
consists of:

1. A procedure to determine the distribution of any
compounded product, the date, quantity of distribution,
quantity , dosage, and to identify patients receiving
compounded preparations in a manner sufficient to allow the
recall to be timely and effective based on severity,

2. A method of timely informing prescribers, patients and/or
caregivers concerning recalls based on severity,

3. The necessary information to identify patients affected by a
recall is readily retrievable.

B. The pharmacy documents the implementation of a recall, including
procedures concerning the disposition and reconciliation of the recalled
preparation.

Standard 6.20 Potency

Compounded preparations meet established and/or compendial requirements
of strength, quality, purity, potency and stability throughout the period for
intended use when stored as labeled.

Compliance Indicators

A. The pharmacy’s SOPs satisfy current USP standards regarding
potency and microbiological integrity of compounded preparations.
B. The pharmacy provides documentation that it complies with all

applicable state and Federal regulations regarding strength, quality, purity,
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5.7. The manual includes documentation of the methodology used to determine
appropriate expiration dates for compounded drug products. (CCR
1735.5[c][5])

potency and stability throughout the period for intended use of
compounded preparations.

Standard 6.10 Beyond-Use Date
The pharmacy determines and assigns beyond-use dates to all its compounded
preparations.

Compliance Indicators

A. The pharmacy demonstrates that the SOPs provide for the
determination and assignment of beyond-use dating for all of its
compounded preparations.

B. The pharmacy demonstrates by inspection the use of beyond-use dates
on compounded preparations.

C. The pharmacy documents the rationale and sources used to establish
beyond-use dates which exceed current USP standards.

D. The pharmacy documents how it communicates beyond-use dating
information to compounding personnel and the patient and/or caregiver.

E. The pharmacy provides rationale for beyond-use dating which
exceeds current USP standards arrived at based on the pharmacist’s
professional judgment.

6.1. The pharmacy maintains written documentation regarding the facilities and
equipment necessary for safe and accurate compounded drug products to

include records of certification of facilities or equipment, if applicable.
(CCR 1735.6[a)])

6.2. All equipment used to compound drug products is stored, used and
maintained in accordance with manufacturers’ specifications. (CCR
1735.6[b])

6.3. All equipment used to compound drug products is calibrated prior to use to
ensure accuracy. (CCR 1735.6[c])

Various PCAB standards address these requirements:

2.10, Personnel: The pharmacy demonstrates that it continually assesses its
staffing needs relevant to all elements of the compounding and dispensing
process including environmental and equipment maintenance.

Standard 3.10, Non-sterile compounding, address 6.1-6.4:

Standard 3.10 General
The pharmacy has facilities and equipment sufficient for the safe and accurate
compounding of preparations.

Compliance Indicators
B. The pharmacy demonstrates that the size, type, and quality of
facilities and equipment in the pharmacy is adequate to safely and
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A.

A.

accurately compound preparations in the amount and type relative
to the nature of compounding that is performed in the pharmacy.
This should include procedures for the control and containment
of powders during compounding.

The pharmacy has SOPs for each piece of equipment used in the
compounding process that addresses cleaning, maintaining,
calibrating and verification according to compendial standards or
manufacturers’ standards. At a minimum, the SOPs include
documentation that equipment is regularly cleaned, maintained,
calibrated and verified according to compendial standards or
manufacturers’ standards.

If the pharmacy handles hazardous materials, it demonstrates that
its SOPs are adequate to protect personnel based on volume and
scope of compounding performed.

Standard 3.20, Non-Sterile Compounding, also has elements addressing
equipment:

The pharmacy demonstrates that any equipment and surfaces
involved in the compounding process is appropriately cleaned
and/or sanitized before and after compounding activity as
appropriate to prevent contamination.

The pharmacy has SOPs for cleaning and maintaining equipment
and for the establishment of cleaning and maintenance schedules.

Standard 3.30, Sterile Compounding, also has addresses equipment:

The pharmacy demonstrates that any equipment and surfaces
involved in the compounding process is appropriately cleaned
and/or sanitized before and after compounding activity as
appropriate to prevent contamination.

The pharmacy has SOPs for cleaning and maintaining equipment
and for the establishment of cleaning and maintenance schedules.

Standard 5.00, Formulation and Compounding Record, requires documentation
of the equipment used:
A.

Equipment used to prepare the compounded preparation, when
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6.4. Documentation of each calibration is recorded in writing and maintained
and retained in the pharmacy. (CCR 1735.6[c])

appropriate;

This item is addressed as part of the onsite survey processes. During the onsite
survey, PCAB surveyors review evidence of compliance with PCAB standards
by examining logs and other documentation. Initial applicants are required to
have a 3 month track record of logs complying with PCAB requirements.
Accredited pharmacies must maintain compliance throughout their
accreditation period.

7.1. The pharmacy maintains written documentation sufficient to demonstrate
that pharmacy personnel have the skills and training required to properly
and accurately perform assigned responsibilities relating to compounding.
(CCR 1735.7[a)])

7.2. The pharmacy develops and maintains an on-going competency evaluation
process for pharmacy personnel involved in compounding. (CCR
1735.7[b])

7.3. Documentation on any and all such training for pharmacy personnel is
maintained. (CCR 1735.7[b])

7.4. Pharmacy personnel assigned to compounding duties demonstrate
knowledge about processes and procedures used in compounding prior to
compounding any drug product. (CCR 1735.7[c])

PCAB has several standard related to orientation, competency, initial and on-
going training:

Standard 2.10  General

Supervision and level of personnel is sufficient to assure the safety and
integrity of

compounding. All personnel affiliated with compounding in the pharmacy are
competent to perform their assigned duties.

Compliance Indicators

B. The pharmacy provides a written description of the
responsibilities and functions of all compounding personnel.

C. The pharmacy has SOPs for orienting and training new
compounding personnel, including temporary and contracted
employees.

D. The pharmacy has SOPs for educating, training, and assessing the

competencies of all compounding personnel on an ongoing basis,
including documentation that compounding personnel is trained
on SOPs.

E. The pharmacy demonstrates that it continually assesses its
staffing needs relevant to all elements of the compounding and
dispensing process including environmental and equipment
maintenance.

There are similar standards for the Pharmacist in Charge, and for staff
pharmacists. (Standards 2.20 & 2.30)
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In addition, PCAB requires compliance with USP 797 sterile compounding
competency assessment requirements, such as fingertip testing and process
simulation testing.

The competency of all staff should be continually evaluated and documented.
Staff competency can be evaluated through a combination of various means,
for example:

By direct observation: A pharmacy may develop checklists to evaluate
particular activities, such as operating a balance and/or capsule machines.

By testing: A pharmacy may develop written tests to verify competency in
pharmaceutical calculations and unit conversions.

As a direct result of other pharmacy quality control activities: For example, a
pharmacy may send products to outside laboratories for testing. In addition to
confirming product quality, the results of these tests can be used to document
the competency of the individual that made the product. Media fill testing and
touch plate results may also be used to verify competency.

PCAB requires documentation of the above, and the onsite survey includes a
personnel record review.

8.1. The pharmacy maintains as part of its written policies and procedures, a
written quality assurance plan to monitor and ensure the integrity, potency,
quality and labeled strength of compounded drug products. (CCR 1735.8[a])

PCAB Standards 1-8 are in essence a quality assurance plan. In addition, the
following three standards address QA/QC/QI. The entire language of each
standard is not included here for brevity, only the standard statement:

Standard 9.10 Quality Assurance (QA) Activities

The pharmacy has in place and adheres to a written quality assurance plan
that, at a minimum on an annual basis, verifies, monitors, and reviews the
adequacy of the compounding process. Quality assurance activities assure
that compounded preparations meet criteria for identity, strength, quality,
purity, and, where appropriate, sterility and bacterial endotoxin limit.

Standard 9.20 Quality Control (QC) Activities
The pharmacy has in place and adheres to a written quality control plan.

Standard 9.30 Quality Related Events (QREs)
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The pharmacy has in place and adheres to written SOPs for documenting and
handling QREs.

Standard 9.40 Quality Improvement (QI) Activities
The pharmacy has in place and adheres to a quality improvement plan that is

designed to
*  objectively and systematically collect data about the operations of the
compounding process;

*  evaluate this data and its effect on patient care;

*  propose and select resolutions to identified problems;

* and collect data on whether the selected resolution(s) has/have the
intended effect.

The following two standards specifically address quality and sterility of
preparations:

Standard 6.20 Potency

Compounded preparations meet established and/or compendial requirements
of strength, quality, purity, potency and stability throughout the period for
intended use when stored as labeled.

Compliance Indicators

A. The pharmacy’s SOPs satisfy current USP standards regarding potency
and microbiological integrity of compounded preparations.

B. The pharmacy provides documentation that it complies with all applicable
state and Federal regulations regarding strength, quality, purity, potency
and stability throughout the period for intended use of compounded
preparations.

Standard 6.30  Sterility

Compounded preparations adhere to established and/or compendial
requirements of sterility and bacterial endotoxin limits, throughout the period
for intended use when stored as labeled.

Compliance Indicators
A. The pharmacy’s SOPs satisfy current USP standards regarding sterility
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8.2. The pharmacy’s quality assurance plan includes the written procedures and
standards for the following:

8.2.1. Verification, monitoring and review of the adequacy of the
compounding processes as well as documentation of review of those
processes by qualified pharmacy personnel. (CCR 1735.8[b])

8.2.2. Qualitative and quantitative integrity, potency, quality and
labeled strength analysis of compounded drug products. (CCR
1735.8[c])

8.2.3. Such reports are retained by the pharmacy and collated with the
compounding record and master formula. (CCR 1735.8[c])

8.2.4. Scheduled action in the event any compounded drug product is
ever discovered to be below minimum standards for integrity,
potency, quality or labeled strength.(CCR 1735.8[d])

and bacterial endotoxicity of compounded sterile preparations.

B. The pharmacy provides documentation that it complies with all applicable
current USP standards, state and/or Federal regulations regarding
sterility and bacterial endotoxin limits of compounded sterile
preparations.

Standard 6.30Sterility

Compounded preparations adhere to established and/or compendial
requirements of sterility and bacterial endotoxin limits, throughout the period
for intended use when stored as labeled.

See Standards 9.10-9 above.

See Standards 6.20 & 6.30 above.

As previously noted PCAB requires written evidence & a track record of
compliance with all standards. Collating with the MFR and CR is not a
specific PCAB requirement because PCAB gives pharmacy’s the opportunity
to collate and file the data in a manner that best suits the particular pharmacy’s
needs. However, PCAB can honor this CA requirement.

See Standard 9.30 above related to Quality Related Events.

The pharmacy has a board issued Licensed Sterile Compounding permit or has
current accreditation from the Joint Commission on Accreditation of

This item will be addressed by the approval of PCAB by the California Board
of Pharmacy.
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Healthcare Organizations, or other board approved accreditation agency.
(B&PC 4127.1[a] and 4127.1[d])

10.1. The pharmacy contracts to compound a drug for parenteral therapy,
pursuant to a prescription, for delivery to another pharmacy.

10.1.1. The contractual arrangement is reported to the board within 30 days of
commencing that compounding.

There is no PCAB standard that specifically addresses this item, as PCAB
standards generally focus on quality assurance/quality control and quality
improvement. It appears these items are best addressed by a Board inspection.

11.1 If the pharmacy compounds sterile injectable drugs from a nonsterile
source, the pharmacy has a designated area or clean room for the preparation of
sterile products that has one the following:

11.1.1 An ISO class 5 laminar airflow hood within an ISO class 7
clean room. A positive air pressure differential in the clean room that
is relative to adjacent areas; (B&PC 4127.7[a])

11.1.2. An ISO class 5 clean room (B&PC 4127.7[b])

11.1.3. A barrier isolator that provides an ISO class 5 environment for
compounding. (B&PC 4127.7[c])

11.2. The clean room walls, ceiling and floors are made of non-porous,
cleanable surfaces and the room is well ventilated (CCR 1751)

11.2.1. The laminar airflow hoods and clean room are certified annually;
(CCR 1751)

11.2.2. Supplies are stored in a manner, which maintains integrity of an
aseptic environment;

11.2.3. A sink with hot and cold running water; (CCR 1751)

11.2.4. A refrigerator of sufficient capacity to meet the storage
requirements for all material requiring refrigeration. (CCR 1751)

PCAB requires compliance with USP 797 Standards. California law is
consistent with USP 797 Standards. PCAB validates compliance with these
requirements during the onsite survey.

Standard 3.30 Sterile Compounding

The pharmacy that compounds sterile preparations maintains facilities that
provide for minimization of interruption, avoidance of contaminations, and an
exclusive area for compounding of sterile preparations.

Compliance Indicators

A. The pharmacy has an area for aseptic compounding of sterile
preparations that meets current USP <797> standards.
B. The pharmacy demonstrates that it organizes work flow to

minimize interruption of compounding staff during the
compounding process. Traffic from employees not involved with
compounding is minimized.

C. The pharmacy demonstrates that it maintains facilities and
procedures adequate to avoid cross contamination and
contamination by dust and other particulates in the compounding
area.

D. The pharmacy demonstrates that any equipment and surfaces
involved in the compounding process is appropriately cleaned
and/or sanitized before and after compounding activity as
appropriate to prevent contamination.

E. The pharmacy has SOPs for cleaning and maintaining equipment
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and for the establishment of cleaning and maintenance schedules.

F. The pharmacy documents that it performs periodic environmental
tests of the aseptic environment according to current USP <797>
standards.

G. The pharmacy documents that it monitors and tests sterile

compounded preparations for sterility, bacterial endotoxins,
pyrogenicity, and strength of ingredients potency according to
current USP <797> standards.

12.1. Pharmacy records are made and kept for sterile injectable products
produced for future use (pursuant to section 1735.2), in addition to record
requirements of section 1735.3, contain the name, lot number, amount, and
date on which the products were provided to a prescriber. (CCR 1751.1[a])

12.2. Records for sterile products compounded from one or more non-sterile
ingredients are made and kept and contain the following: (CCR 1751.1[b][1-6])

12.2.1. The training and competency evaluation of employees in
sterile product procedures;

12.2.2. Refrigerator and freezer temperatures;

12.2.3. Certification of the sterile compounding environment;
12.2.4. Other facility quality control logs specific to the pharmacy’s
policies and procedures (e.g., cleaning logs for facilities and

equipment);

12.2.5. Inspection for expired or recalled pharmaceutical products or
raw ingredients; and

Addressed by the previously mentioned PCAB standards requiring a
compounding record. In addition the following Standard would require
compliance with 12.1:

The pharmacy adheres to state, Federal, and compendial requirements related
to packaging, labeling, dispensing, and delivery for administration of
compounded preparations.

Finally, previously mentioned Standard 7.20, would require keeping these
records for the purposes of a recall.

Please see the responses to 7.1-7 4.

Please see the responses to 6.1-6.4.
Please see the response to 11.1.

Please see the responses to 6.1-6.4.

Standard 4.20, Handling, Storage and Disposal, Element C, addresses this item:
The pharmacy conducts periodic inspections to assure that expired components
and completed compounded preparations do not remain in stock.
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12.2.6. Preparation records including the master work sheet, the

preparation work sheet, and records of end-product evaluation results.

Please see the responses for 2.3 & 8.1.

13.1. In addition to the labeling information required under Business and
Professions Code section 4076 and CCR 1735 .4, the pharmacy’s compounded
sterile injectable product labels contain: (CCR 1751 .2[a-d])

13.1.1. Telephone number of the pharmacy, unless dispensed for a
hospital in-patient;

13.1.2. Name and concentrations of ingredients contained in the
product;

13.1.3. Instructions for storage and handling; and

13.1.4. A special label that states “Chemotherapy — Dispose of
Properly” for all cytotoxic agents.

PCAB Standard 7.30 addresses labeling. This standard applies to both sterile
and non-sterile compounds. See response at 4.1.

Required by 7.30, Compliance Indicator B (12): All state labeling
requirements.

See above. PCAB requires compliance with USP 797, which states: Labels on
CSPs (Compounded Sterile Preparations) list the names and amounts or
concentrations of active ingredients, and the labels or labeling of injections
(see Preservation, Packaging, Storage, and Labeling in the General Notices
and Requirements) list the names and amounts or concentrations of all
ingredients (see Injections).

Addressed by 7.30, Compliance Indicator B (11): Storage instructions.
Disposal is addressed by Patient Education Standard 8.20: The pharmacy has
suitable written materials to provide the patient or caregiver with information
on the appropriate use of compounded preparations, if applicable.

PCAB interprets the above standard as including instructing the patient on
proper disposal of medications. The evaluation tool PCAB surveyors use to
conduct an onsite survey contains the following compliance element for the
above standard:

The pharmacy’s training program ensures that patients and caregivers
understand the proper storage, handling, use, and disposal of CSPs.

PCAB interprets Standard 7.10, Packaging, Labeling, and Delivery for
Administration and Dispensing, Element B (12) as addressing this item:
Compounded preparations are packaged and labeled for the safety of the
patient.

14.1 The pharmacy has a written manual documenting the policies and

Please see the response at 5.1.
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procedures associated with the preparation and dispensing of sterile
injectable products and, in addition to the elements required by section
1735.5, includes: (CCR 1751 .2[a][1-7])

14.1.1. Compounding, filling, and labeling of sterile injectable
compounds;

14.1.2. Labeling of the sterile injectable product based on the intended
route of administration and recommended rate of administration;

14.1.3. Equipment and supplies;
14.1.4. Training of staff in preparation of sterile injectable products;

14.1.5. Training of patient and/or caregiver in the administration of
compounded sterile injectable products;

14.1.6. Procedures for the handling and disposal of cytotoxic agents;

Please see responses at4.1,11.1,5.6,2.3, & 8.1

See 4.1

See 5.1.3

See 7.1

Standard 8.20 Patient Education

A pharmacy complies with state and Federal patient education and counseling

requirements.

Compliance Indicators

A. The pharmacy’s SOPs include a responsibility to provide
education and counseling to patients and/or caregivers,

B. The pharmacy demonstrates that it offers and provides to
patients and/or caregivers education and consultation.

C. The pharmacy has suitable written materials to provide the

patient or caregiver with information on the appropriate use of
compounded preparations, if applicable.

D. The pharmacy demonstrates that prospective drug reviews
are conducted prior to dispensing compounded preparations.

Addressed by Standard 3.1Facilities and Equipment, General, Element C: If the
pharmacy handles hazardous materials, it demonstrates that its SOPs are
adequate to protect personnel based on volume and scope of compounding
performed.

Standard 4.20, Handling, Storage and Disposal, Element D: Procedure for
handling and storing hazardous and potent chemicals.
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14.1.7. Quality assurance program; and

14.1.8. Record keeping requirements.

14.2. Ingredients and compounding process for each preparation is determined
in writing and reviewed by a pharmacist before compounding begins.
(CCR 1751.3[b])

14.3. Policies and procedures address the disposal of infectious materials
and/or materials containing cytotoxic residues and include cleanup of
spills in conformance with local health jurisdictions. (CCR 1751.3 [c])

14 4. If compounding sterile injectable products from one or more non-sterile
ingredients, the pharmacy has written policies and procedures that comply

with the following: (CCR 1751.3[d][1-3])

14.4.1. Policies and procedures are immediately available to all compounding
personnel and board inspectors (CCR 1751.3[d][1]); and

14.4.2. All compounding personnel have read the policies and procedures, any
additions, revisions, and deletions before compounding. (CCR 1751.3

[dizh

14.5. Policies and procedures address the following: (CCR 1751.3 [d][3] [A-
KD

14.5.1. Competency evaluation;
14.5.2. Storage and handling of products and supplies;

14.5.3. Storage and delivery of final products;

Please see the response at 8.1.
Please see the response at 3.1 and 6.1. In addition, this item is covered in

various other elements of this application.

Please see the response at 2.3.

Please see the response at 14.1.6 above.

Please see the response at 5.3 above.

Please see the response at 5.3 above.

Please see the response at 5.3 above.

Please see the response at 7.1.
Please see the response at 2.5.
Please see the response at 2.5, and Standard 7.10:

Standard 7.10 Packaging, Labeling, and Delivery for Administration
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14.5.4. Process validation;

14.5.5. Personnel access and movement of materials into and near the
controlled area;

14.5.6. Use and maintenance of environmental control devices used to
create the critical area for manipulation of sterile products (e.g.,
laminar-airflow workstations, biological safety cabinets, class 100
clean rooms, and barrier isolator workstations;

and Dispensing
The pharmacy adheres to state, Federal, and compendial requirements related
to packaging, labeling, dispensing, and delivery for administration of

compounded preparations.

Compliance Indicators
The pharmacy demonstrates that it complies with applicable state,
Federal, and compendial dispensing requirements related to the packaging,
labeling, dispensing, and delivery for patient administration of the

preparations that it compounds.
The pharmacy demonstrates and documents that:

A.

1.

Compounded preparations comply with
compendial standards regarding packaging,
labeling and dispensing, when applicable,
Compounded preparations are packaged and
labeled for the safety of the patient,

Compliance with HIPAA and state confidentiality
laws and regulations, if applicable,

Procedures for packaging and shipping
compounded preparations are verified
periodically to assure the integrity of
compounded preparations throughout the
shipping process,

Packaging and shipment of hazardous substances
protect shipping personnel and end users.

Please see the responses at 5.6,7.1, & 8.1.

Please see the response at 3.30.

Please see the response at 3.30.
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14.5.7. A regular cleaning schedule for the controlled area and any
equipment in the controlled area and the alternation of disinfectants.
Pharmacies subject to an institutional infection control policy may
follow that policy as it relates to cleaning schedules;

14.5.8. Disposal of packaging materials, used syringes, containers, and
needles to enhance sanitation and avoid accumulation in the
controlled area;

14.5.9. For sterile batch compounding, written policies and procedures for
the use of master formulas and work sheets and for appropriate
documentation;

14.5.10. Sterilization; and

14.5.11. End-product evaluation and testing.

Please see the response at 3.30. Also note that the survey tool PCAB surveyors
use to evaluate compliance with this standard includes the following evaluation
element: The pharmacy demonstrates that any equipment and surfaces
involved in the compounding process has been appropriately cleaned and/or
sanitized before and after compounding activity to prevent contamination.
PCAB evaluates compliance with this requirement against cleaning and
disinfection parameters required by USP 797.

Please see the response at 2.5. PCAB surveyors also evaluate compliance with
this requirement by direct observation of sterile compounding activities during
the on-site survey.

Please see response at 2.3.

Please see the response at 8.1.

Please see the response at 8.1.

15.1. The compounding environment meets criteria specified in the pharmacy’s
written policies and procedures for safe compounding of sterile injectable
drugs. (CCR 1751 .4[a])

15.2. Only those who are properly attired pursuant to (CCR 1751.5) are
allowed in the clean room during the preparation of sterile injectable products.
(CCR 1751.4[b])

15.3. All equipment used in the designated area or clean room is made of easily
cleaned and disinfected material. (CCR 1751 .4[c])

15.4. Exterior workbench surfaces and other hard surfaces in the designated
area, such as walls, floors, ceilings, shelves, tables, and stools are
disinfected weekly and after any unanticipated event that could increase
risk of contamination (CCR 1751 .4[d])

Please see the response and 8.1

Please see the response at 8.1. In addition, The tool PCAB surveyors use to
conduct the on-site survey includes the following evaluation element:
Personnel demonstrate the proper procedures for garbing, gowning and gloving
when performing sterile compounding.

Please see the response at 8.1. This is consistent with the USP 797
requirements for which PCAB requires compliance.

Please see the response at 8.1. This is consistent with the USP 797
requirements for which PCAB requires compliance.
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15.5. The preparation of parenteral cytotoxic agents is done in accordance with
Section 505.12.1 of Title 24, Chapter 5, of the California Code of
Regulations and includes: (CCR 1751 .4[e])

15.5.1. A laminar airflow hood, which is certified annually £ 15.5.2.
Certification records are maintained for at least three years.

Please see the response at 8.1. This is consistent with USP 797 requirements
for which PCAB requires compliance. In addition, the PCAB requirements for
handling of hazardous materials have been addressed throughout this
document. Attachment A is PCAB’s guidance to pharmacy’s regarding the
handling of hazardous materials. It further outlines PCAB requirements.

16.1. When preparing cytotoxic agents, gowns and gloves are worn.(CCR
1751.5[a])

16.2. When compounding sterile products from one or more non-sterile
ingredients and a barrier isolator is not used: (CCR 1751.5[b][1-5])

16.2.1. Clean room garb is donned and removed outside the designated area;
(CCR 1751.5[b][2])

16.2.2. Individuals in the clean room wear a low-shedding coverall, head cover,
face mask, and shoe covers; (CCR 1751.5[b][1])

16.2.3. No hand, finger, or wrist jewelry is worn or if the jewelry cannot be
removed, it is cleaned and covered with a sterile glove; (CCR 1751.5[b][3])

16.2.4. Head and facial hair is kept out of critical area or covered (CCR
1751.5[b][4]); and

16.2.5. Gloves of low-shedding material are worn. (CCR 1751.5[b][5])

Please see the response at 15.5 above.

17.6. The pharmacy follows a written program of training and performance
evaluation designed to ensure that each person working in the designated area
has the knowledge and skills necessary to perform their assigned tasks
properly. This program of training and performance evaluation addresses the
following: (CCR 1751.6[e][1][A-J])

17.6.1. Aseptic technique;

17.6.2. Pharmaceutical calculations and terminology;
17.6.3. Sterile product compounding documentation;
17.6.4. Quality assurance procedures;

Please see the response at 7.1.
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17.6.5. Aseptic preparation procedures;

17.6.6. Proper gowning and gloving technique;

17.6.7. General conduct in the controlled area;

17.6.8. Cleaning, sanitizing, and maintaining equipment used in the controlled
area;

17.6.9. Sterilization techniques;

17.6.10. Container, equipment, and closure system selection.

17.7. Each person assigned to the controlled area successfully completes
practical skills training in aseptic technique and aseptic area practices. (CCR
1751.6[e][2])

17.7.1. checks involving adherence to aseptic area policies and procedures.
(CCR 1751.6[el[2])

17.7.2. Each person’s proficiency and continuing training is reassessed every
12 months. (CCR 1751.6[e][2])

17.7.3. Results of these assessments are documented and retained in the
pharmacy for three years. (CCR 1751.6[¢e][2])

Please see the response at 7.1

PCAB’s requirements are consistent with USP. For high risk sterile
compounding, this may include reassessments every six months.

This is a California specific requirement.

8.1. There is a written, documented, ongoing quality assurance program
maintained by the pharmacy that monitors personnel performance, equipment,
and facilities, and the pharmacist-in—charge assures that the end-product
meets the required specifications by periodic sampling. (CCR 1751.7[a])

18.2. The Quality Assurance Program contains at least the following: (CCR
1751.7[a][1-4])

18.2.1. Cleaning and sanitization of the parenteral medication
preparation area;

18.2.2. The storage of compounded sterile injectable products in the
pharmacy and periodic documentation of refrigerator temperature;
18.2.3. Actions to be taken in the event of a drug recall; and

18.2.4. Written justification of the chosen expiration dates for
compounded sterile injectable products in accordance with CCR
1735 .2[h]).

Please see the response at 8.1.

PCAB Standards 1-8 are essentially a quality assurance/quality control
program addressing these items. Comments regarding specific items are
below.

18.2.1-18.2.4 Have been previously addressed.
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18.3. Each individual involved in the preparation of sterile injectable
products successfully completes a validation process on technique
before being allowed to prepare sterile injectable products.(CCR
1751.7[b])
18.3.1. The validation process is carried out in the same
manner as normal production, except that an appropriate
microbiological growth medium is used in place of the actual
product used during sterile preparation. (CCR 1751.7[b])
18.3.2. The validation process is representative of all types of
manipulations, products and batch sizes the individual is
expected to prepare. (CCR 1751.7[b])
18.3.3. The same personnel, procedures, equipment, and
materials are involved. (CCR 1751.7[b])
18.3.4. Completed medium samples are incubated. (CCR
1751.7[b])
18.3.5. If microbial growth is detected, the sterile preparation
process is evaluated, corrective action taken, and the
validation process is repeated. (CCR 1751.7[b])
18.3.6. Personnel competency is revalidated and documented
at least every 12 months, whenever the quality assurance
program yields an unacceptable result, when the
compounding process changes, equipment used in the
compounding of sterile injectable drug products is repaired
or replaced, the facility is modified in a manner that affects
airflow or traffic patterns, or whenever aseptic techniques are
observed. (CCR 1751.7[b])

PCAB requires compliance with USP 797 Standards in regards to validation
testing. USP 797 is consistent with California requirements.

19. Current and appropriate reference materials regarding the compounding of
sterile injectable products are maintained or immediately available to the
pharmacy. (CCR 1751.8)

PCAB Standard 3.11 Addresses this item:

Standard 3.11 References

The pharmacy maintains reference materials that are current and relevant to
the compounding performed in the pharmacy and in accordance with state
regulations.

Reference materials are readily accessible to personnel responsible for
compounding of preparations.

Compliance Indicators
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The pharmacy has access to references that meets state laws in
which the pharmacy is licensed or registered and includes all
current and applicable USP standards.

The references are available and accessible to all compounding
personnel.

The pharmacy demonstrates that the reference materials are
current and relevant to the type of compounding performed in the
pharmacy.

The pharmacy demonstrates that compounding personnel are
trained in the use of reference material and that compounding
personnel use reference material in compounding practice.

Attachment A: PCAB Standards
Attachment B: Powder Containment Guidance Document

Attachment C: List of California Accredited Pharmacies
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Standard 1.00 Regulatory Compliance
Standard 1.10 Facility

The pharmacy is licensed or registered with relevant state and Federal regulatory
authorities to operate a pharmacy and if applicable, dispense controlled substances.

Compliance Indicators

A."  The pharmacy lists the state(s) in which it is licensed or registered to operate a
pharmacy, including all licenses or registration numbers.

B." If the pharmacy dispenses controlled substances, it provides documentation that it
is registered with the Drug Enforcement Administration (DEA).

C."  If the pharmacy ships or intends to ship medications to residents of states that do

not require non-resident pharmacy licensure during the period of accreditation,
the names of those states are be listed.

D." The pharmacy demonstrates that its employees have access to pharmacy rules and
regulations of all states where pharmacy services are being provided.

E." Ifthe pharmacy has a pending regulatory action, it notifies PCAB within thirty
(30) days.

Standard 1.20 Personnel

All personnel including pharmacists, technicians, students, temporary personnel, and
those affiliated through contractual or other arrangements who are engaged in
compounding and dispensing in the pharmacy are licensed, registered, certified, or
otherwise credentialed, if applicable, by the states in which they practice, by an
appropriate licensing agency, certifying agency, school of pharmacy, or other body.

Compliance Indicators

A."  The pharmacy provides documentation that all pharmacists, technicians, students,
temporary personnel, and those affiliated through contractual or other
arrangements who are engaged in compounding and dispensing in the pharmacy
are licensed, registered, certified, or otherwise credentialed, if applicable, by the
states in which they practice, by an appropriate licensing agency, certifying
agency, school of pharmacy, or other body.

B."  The pharmacy provides evidence that its Standard Operating Procedures (SOPs)
address the process for verifying the credentials of new independent
contractors/employees.

Standard 1.30 External Standards

The pharmacy compounds according to standards of practice adopted by its state board
of pharmacy and/or national practices and standards adopted by non-governmental
standard setting organizations.
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Compliance Indicators

A."  The pharmacy demonstrates that its SOPs provide that the compounding is
performed in accordance with state and/or national practice standards.

B."  The pharmacy demonstrates that it has access to all current and applicable
standards of the United States Pharmacopeial Convention (USP).

Standard 1.40 Standard Operating Procedures

The pharmacy develops, maintains, follows, and periodically updates written Standard
Operating Procedures (SOPs) which addresses all aspects of the compounding
operation.

Compliance Indicators

A."  The pharmacy provides a copy of its SOPs manual with a table of contents.

B."  The pharmacy demonstrates that the SOPs are readily available to and accessible
by all relevant compounding personnel.

C."  The SOPs contain a “policy on policies” which may include:
1."  Identification of the individual(s) in the organization that have authority to

approve SOPs and subsequent edits to SOPs;
2."  Outlining the process by which SOPs are approved;

3."  Recording the date new polices are implemented;
4."  Establishing and maintaining an indexing system to facilitate reference
and retrieval of SOPs by staff;
5."  Document the review, revision, and archiving of existing SOPs.
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Standard 2.00 Personnel
Standard 2.10 General

Supervision and level of personnel is sufficient to assure the safety and integrity of
compounding. All personnel affiliated with compounding in the pharmacy are competent
to perform their assigned duties.

Compliance Indicators

A." The pharmacy provides a written description of the responsibilities and functions
of all compounding personnel.

B."  The pharmacy has SOPs for orienting and training new compounding personnel,
including temporary and contracted employees.

C."  The pharmacy has SOPs for educating, training, and assessing the competencies

of all compounding personnel on an ongoing basis, including documentation that
compounding personnel is trained on SOPs.

D." The pharmacy demonstrates that it continually assesses its staffing needs relevant
to all elements of the compounding and dispensing process including
environmental and equipment maintenance.

Standard 2.20 Pharmacist in Charge

There is a pharmacist in charge of the compounding activities who establishes the

scope of compounding practice for relevant staff based on the education, training, and
demonstrated competence. The pharmacist in charge supervises all compounding
personnel, assures that compounded preparations meet SOPs, and maintains compliance
with state and Federal regulations and PCAB standards.

Compliance Indicators

A."  The pharmacy provides documentation that the pharmacist in charge has the
education, training, and experience consistent with the responsibilities and the
scope of compounding practice performed in the pharmacy.

B."  The pharmacy demonstrates that the pharmacist in charge has sufficient authority
to carry out these responsibilities.
C."  The pharmacist in charge demonstrates an awareness of these responsibilities

under applicable state and/or Federal law, compounding practice within the
pharmacy, and current USP standards related to non-sterile and, if applicable,
sterile compounding.

D."  The pharmacist in charge demonstrates an adequate knowledge of all operations
of the pharmacy relating to good compounding practices as identified in the
SOPs.
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Standard 2.30 Staff Pharmacists

There are staff pharmacists to assure that compounded preparations are prepared,
packaged, labeled, stored, and dispensed according to SOPs of the pharmacy. Staff
pharmacists are responsible for patient counseling and/or patient care services required
by applicable state law or practice standards.

Compliance Indicators

A."  The pharmacy provides documentation that staff pharmacists are competent, as
defined in the SOPs, to assure the quality of preparations compounded, packaged,
labeled, stored, and dispensed in the pharmacy.

B."  Staff pharmacists demonstrate adequate knowledge of operations of the pharmacy
related to the scope of compounding and dispensing in which they participate or
supervise.

C."  Staff pharmacists demonstrate their education and training in good compounding
practices.

D."  Staff pharmacists demonstrate that they are knowledgeable about current USP
standards related to non-sterile compounding.

E."  Staff pharmacists demonstrate that they are knowledgeable about current USP
standards related to sterile compounding, if applicable.

F."  Staff pharmacists demonstrate knowledge of dispensing requirements and
procedures used in the pharmacy.

G."  Staff pharmacists are responsible for verifying that SOPs are being followed for
preparing compounded preparations.

H."  Staff pharmacists are responsible for direct supervision of all compounding
personnel.
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Standard 3.00 Facilities and Equipment

Standard 3.10 General

The pharmacy has facilities and equipment sufficient for the safe and accurate
compounding of preparations.

Compliance Indicators

A"

The pharmacy demonstrates that the size, type, and quality of facilities and
equipment in the pharmacy is adequate to safely and accurately compound
preparations in the amount and type relative to the nature of compounding that is
performed in the pharmacy. This should include procedures for the control and
containment of powders during compounding.

The pharmacy has SOPs for each piece of equipment used in the compounding
process that addresses cleaning, maintaining, calibrating and verification
according to compendial standards or manufacturers’ standards. At a minimum,
the SOPs include documentation that equipment is regularly cleaned, maintained,
calibrated and verified according to compendial standards or manufacturers’
standards.

If the pharmacy handles hazardous materials, it demonstrates that its SOPs are
adequate to protect personnel based on volume and scope of compounding
performed.

Standard 3.11 References

The pharmacy maintains reference materials that are current and relevant to the
compounding performed in the pharmacy and in accordance with state regulations.
Reference materials are readily accessible to personnel responsible for compounding of
preparations.

Compliance Indicators

A." The pharmacy has access to references that meets state laws in which the
pharmacy is licensed or registered and includes all current and applicable USP
standards.

B."  The references are available and accessible to all compounding personnel.

C."  The pharmacy demonstrates that the reference materials are current and relevant
to the type of compounding performed in the pharmacy.

D."  The pharmacy demonstrates that compounding personnel are trained in the use of
reference material and that compounding personnel use reference material in
compounding practice.
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Standard 3.20 Non-Sterile Compounding

The pharmacy that compounds non-sterile preparations maintains facilities that provide
for minimization of interruptions, avoidance of contamination, and reduction of the
potential for contamination of the compounded preparation.

Compliance Indicators

A, "

B_ n

The pharmacy has a dedicated, exclusive area for general, non-sterile
compounding that meets current USP <795> standards.

The pharmacy demonstrates that it organizes work flow to minimize interruption
of compounding staff during the compounding process. Traffic from employees
not involved with compounding is minimized.

The pharmacy demonstrates that it maintains facilities and procedures adequate to
avoid cross contamination and contamination by dust and other particulates in the
compounding area.

The pharmacy demonstrates that any equipment and surfaces involved in the
compounding process is appropriately cleaned and/or sanitized before and after
compounding activity as appropriate to prevent contamination.

The pharmacy has SOPs for cleaning and maintaining equipment and for the
establishment of cleaning and maintenance schedules.

Standard 3.30 Sterile Compounding

The pharmacy that compounds sterile preparations maintains facilities that provide for
minimization of interruption, avoidance of contaminations, and an exclusive area for
compounding of sterile preparations.

Compliance Indicators

A, "

B, n

The pharmacy has an area for aseptic compounding of sterile preparations that
meets current USP <797> standards.

The pharmacy demonstrates that it organizes work flow to minimize interruption
of compounding staff during the compounding process. Traffic from employees
not involved with compounding is minimized.

The pharmacy demonstrates that it maintains facilities and procedures adequate to
avoid cross contamination and contamination by dust and other particulates in the
compounding area.

The pharmacy demonstrates that any equipment and surfaces involved in the
compounding process is appropriately cleaned and/or sanitized before and after
compounding activity as appropriate to prevent contamination.

The pharmacy has SOPs for cleaning and maintaining equipment and for the
establishment of cleaning and maintenance schedules.

The pharmacy documents that it performs periodic environmental tests of the
aseptic environment according to current USP <797> standards.

The pharmacy documents that it monitors and tests sterile compounded
preparations for sterility, bacterial endotoxins, pyrogenicity, and strength of
ingredients potency according to current USP <797> standards.
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Standard 4.00 Chemicals, Components, and Completed
Compounded Preparations

Standard 4.10 General

The pharmacy maintains standard operating procedures related to the acquisition,
storage, usage and proper destruction of drug substances and drug products, which are
used as components in the compounding of preparations. Drug substances and products
used to compound meet official compendial standards, if any, including current USP-NF
standards, and are accompanied by certificate of analysis, which documents the strength,
quality, purity and integrity of the drug substance.

Compliance Indicators

A."  The pharmacy has SOPs governing the acquisition of all chemicals, drug
products, and components from reliable sources.

B."  The SOPs provide that certificates of analysis be retained electronically or in hard
copy by the pharmacy for a period of not less than two years.

C."  The SOPs provide that certificates of analysis be reviewed by properly trained
personnel prior to the release drug substances of chemicals for use in
compounding.

D."  The pharmacy documents that it uses appropriate suppliers as the source of all
bulk chemical ingredients, inactive ingredients or excipients, and other
components used in compounding. The pharmacy obtains the following
information from appropriate suppliers:

1."  FDA registered and inspected, if applicable;

2."  Documentation indicating compliance with FDA current Good
Manufacturing Practices
3."  Proof of licensure in good standing with applicable state and/or Federal
regulatory bodies.
4."  Ability to provide ready access to Certificates of Analysis (CofA) and
Material Safety Data Sheets (MSDS) with all bulk chemicals.
E."  The pharmacy demonstrates that the SOPs address criteria for identifying and

using suppliers for devices, containers, and closures used in compounding
including complying with any applicable compendial standards, if applicable.
F."  The SOPs address contingency plans should an active pharmaceutical ingredient,
inactive ingredient, excipient, or other component used in compounding become
unavailable from any supplier meeting the above criteria. The SOPs set forth an
adequate mechanism directing the pharmacist in charge to employ professional
judgment in receiving, storing, and using such components from another quality
source.
G."  The pharmacy documents that it uses high quality active pharmaceutical
1ngredlents (APIs) for use in compounding that:
1."  Meets current USP/NF grade substances. If not available, then the use of
other high-quality sources, such as:
" Analytical reagent (AR),
ir. " Certified American Chemical Society (ACS), or
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iii. " Food Chemicals Codex (FCC) grade, are permitted as sources of
active ingredients when appropriate.

iv."  Dietary and nutritional supplements that are “Generally
Recognized As Safe”
2."  Meets other compendial standards, or
3."  Are components of products that have been approved by FDA or grand-

fathered under the Food, Drug & Cosmetic Act of 1938 (FDCA).

H."  The pharmacy complies with the FDA’s “List of Drug Products That Have Been
Withdrawn or Removed from the Market for Reasons of Safety or Effectiveness,”
subject to the exceptions provided in such list. Written SOPs exist to safeguard
against the use of such components in compounded preparations for human
patients.

I."  The pharmacy demonstrates that it has a designated area for the receiving and
inspection of chemicals, devices, containers, closures, and other components or
supplies used in the compounding operation.

J."  The pharmacy has SOPs that assure Material Safety Data Sheets (MSDS) are
properly maintained and readily retrievable.

K." The pharmacy has SOPs that outline the criteria for acceptance or refusal of
components.
L."  The pharmacy demonstrates that upon receipt of a chemical or drug substance, it

is quarantined until the Certificate of Analysis (CofA) information is verified by
properly trained compounding personnel and the MSDS information is assessed
for review, as necessary.

Standard 4.20 Handling, Storage, and Disposal

The pharmacy safely handles, stores, and disposes of all chemicals, drug products and
components according to compendial and other applicable requirements. Appropriate
storage of chemicals, components, and completed compounded preparations shall be
designed to maintain their strength, quality, purity, integrity, and where applicable,
sterility.

Compliance Indicators

A. The pharmacy has SOPs assuring that chemicals, components and completed
compounded preparations are maintained within appropriate standards, as
established by the current USP, including:

1."  Acceptable storage temperature ranges and temperature monitoring and
documentation procedures,

2."  Contingency plans if conditions fall outside of acceptable ranges,

3."  Guidelines to be followed to determine if a component has been
compromised and when it should be destroyed,

4."  Procedure for handling and storing hazardous and potent chemicals,

5."  Individuals responsible for making decisions regarding compromised
components,

6."  Quarantine specifications, including expired and recall storage,

7."  Disposal or return of expired components and completed compounded
preparations,
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8."  Storage and disposal of drug substances and drug products used as
components in the compounding of preparations.

B."  Storage containers include labels that include all relevant information, including
but not limited to drug name, strength, lot number, date received, etc.

C."  The pharmacy conducts periodic inspections to assure that expired components
and completed compounded preparations do not remain in stock.

D."  Storage of chemicals to be utilized for high-risk sterile compounding are stored in

a separate area according to current USP <797> standards.
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Standard 5.00 Compounding Records

Standard 5.00 Formulation Record and Compounding Record

The pharmacy uses a Formulation Record (FR) that assures the strength, quality, purity,
integrity, and where applicable, sterility of the compounded preparation. The pharmacy
uses a Compounding Record (CR) for assuring that the procedures employed to prepare
compounded preparations are consistent and reproducible. Compounding activities and
processes shall be subject to verification of preparations for strength, quality, purity,
integrity, and where applicable, sterility that meet or exceed compendial standards.

Compliance Indicators

A"

B‘ n

The pharmacy demonstrates that the SOPs provide for verification of strength,
quality, purity, integrity, and, where applicable sterility for all compounded
preparations.

The pharmacy documents that, when available, it incorporates into its FR those
formulations and formulation procedures developed, tested, and verified by non-
governmental standard setting organizations including, but not limited to the
United States Pharmacopeial Convention:

1."  The pharmacy documents that it maintains a FR for each compounded
preparations.

2."  The pharmacy identifies which compounding personnel may enter new FR
and edit existing FR.

The pharmacy provides documentation of a FR that maintains the following
information on preparations that it compounds:

1."  Name, strength, and dosage form of the compounded preparation;

2."  Calculations needed to determine and verify quantities of components and
doses of active pharmaceutical ingredients;

3."  Description of all components and ingredients, and their quantities;

4."  Compatibility and stability information, including references when
available;

5."  Equipment used to prepare the compounded preparation, when
appropriate;

6."  Mixing instructions that include, at a minimum: order of mixing, mixing

temperatures or other environmental controls, duration of mixing, and
other factors pertinent to the replication of the compounded preparation;

7."  Assigned beyond-use date of the compounded preparation;
8."  Container used in dispensing;

9."  Packaging and storage requirements;

10." Quality control procedures; and

11." References used in the development of the FR, if applicable.

D. The pharmacy provides documentation of a Compounding Record (CR) that
maintains the following information on components of preparations that it compounds
to verify accurate compounding in accordance with the FR:

1."  Name and strength of the compounded preparation;
2."  FRreference for the preparation;
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3."  Sources, lot numbers, quantities, and expiration dates of components and

ingredients;
4."  Total quantity compounded and actual net measurements;
5."  Name of the personnel involved in the compounding process and the name

of the pharmacist who approved the compounded preparation;
6 Date of preparation;
7. Assigned internal identification number or prescription number;
8."  Equipment used;
9."  Assigned beyond-use date of the compounded preparation; and
10." Results of quality control procedures (e.g. weight range of filled capsules,
pH of aqueous liquids, etc.).
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Standard 6.00 Beyond-Use Dating, Potency, and Sterility
Standard 6.10 Beyond-Use Date

The pharmacy determines and assigns beyond-use dates to all its compounded
preparations.

Compliance Indicators

A."  The pharmacy demonstrates that the SOPs provide for the determination and
assignment of beyond-use dating for all of its compounded preparations.

B. The pharmacy demonstrates by inspection the use of beyond-use dates on
compounded preparations.

C. The pharmacy documents the rationale and sources used to establish beyond-use
dates which exceed current USP standards.

D."  The pharmacy documents how it communicates beyond-use dating information to
compounding personnel and the patient and/or caregiver.

E."  The pharmacy provides rationale for beyond-use dating which exceeds current

USP standards arrived at based on the pharmacist’s professional judgment.

Standard 6.20 Potency

Compounded preparations meet established and/or compendial requirements of strength,
quality, purity, potency and stability throughout the period for intended use when stored
as labeled.

Compliance Indicators

A."  The pharmacy’s SOPs satisfy current USP standards regarding potency and
microbiological integrity of compounded preparations.

B. The pharmacy provides documentation that it complies with all applicable state
and Federal regulations regarding strength, quality, purity, potency and stability
throughout the period for intended use of compounded preparations.

Standard 6.30 Sterility

Compounded preparations adhere to established and/or compendial requirements of
sterility and bacterial endotoxin limits, throughout the period for intended use when
stored as labeled.

Compliance Indicators

A."  The pharmacy’s SOPs satisfy current USP standards regarding sterility and
bacterial endotoxicity of compounded sterile preparations.

B. The pharmacy provides documentation that it complies with all applicable current
USP standards, state and/or Federal regulations regarding sterility and bacterial
endotoxin limits of compounded sterile preparations.
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Standard 7.00 Completed Compounded Preparations

Standard 7.10 Packaging, Labeling, and Delivery for
Administration and Dispensing
The pharmacy adheres to state, Federal, and compendial requirements related to

packaging, labeling, dispensing, and delivery for administration of compounded
preparations.

Compliance Indicators

A."  The pharmacy demonstrates that it complies with applicable state, Federal, and
compendial dispensing requirements related to the packaging, labeling,
dispensing, and delivery for patient administration of the preparations that it

compounds.
B."  The pharmacy demonstrates and documents that:

1."  Compounded preparations comply with compendial standards regarding
packaging, labeling and dispensing, when applicable,

2."  Compounded preparations are packaged and labeled for the safety of the
patient,

3."  Compliance with HIPAA and state confidentiality laws and regulations, if
applicable,

4."  Procedures for packaging and shipping compounded preparations are

verified periodically to assure the integrity of compounded preparations
throughout the shipping process,

5."  Packaging and shipment of hazardous substances protect shipping
personnel and end users.

Standard 7.20 Internal and External Recalls

The pharmacy has procedures for the appropriate and timely recall of dispensed
compounded preparations where subsequent testing or other information demonstrates
that the compounded preparation does not meet its declared strength, quality, purity,
and, where appropriate, sterility and bacterial endotoxin limit..

Compliance Indicators:

A. The pharmacy demonstrates in the SOPs a recall procedure which consists of:

1." A procedure to determine the distribution of any compounded product, the
date, quantity of distribution, quantity , dosage, and to identify patients
receiving compounded preparations in a manner sufficient to allow the
recall to be timely and effective based on severity,

2." A method of timely informing prescribers, patients and/or caregivers
concerning recalls based on severity,
3."  The necessary information to identify patients affected by a recall is
readily retrievable.
B. The pharmacy documents the implementation of a recall, including procedures

concerning the disposition and reconciliation of the recalled preparation.
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Standard 7.30 Labeling

The pharmacy labels completed compounded preparations according to the PCAB
Labeling Guidelines.

Compliance Indicators

PCAB Labeling Guidelines

A."  The primary label of each compounded medication prepared in response to a
prescription for a specific patient from a licensed prescriber includes a statement
notifying the patient that the medication has been compounded. If space
limitations or clinical reasons preclude inclusion on the primary label, the
information may be affixed through auxiliary labeling.' For all such prescriptions,
the statement is prominently displayed in the medication labeling.

“This medicine was specially compounded in our pharmacy for you at the
direction of your prescriber.”

B."  The following items of information, or a reasonable alternative, is included on all
compounded prescription labels:’
(1) Patient's name, and/or species, if applicable;
(2) Prescriber's name;
(3) Name, address, phone number of the pharmacy preparing the
medicine;
(4) Prescription number;
(5) The medication’s established or distinct common name;
(6) Strength;
(7) Statement of quantity;
(8) Directions for use;
(9) Date prescription filled;
(10) Beyond-use date
(11) Storage instructions, and
(12) All state labeling requirements.

C. The following information, or a reasonable alternative, is included with all
compounded medication:

1 For example, when there is concern that a label applied directly to the primary container may affect the
quality of the compounded medication. In such cases, the pharmacist may decide, in the pharmacist’s
professional judgment, that the label and statement be applied in another manner, such as to exterior
packaging

2 Alternate language providing a clear designation that the medication has been compounded may be used,
where, in the pharmacist’s professional judgment, the welfare of the patient requires and the information is
adequately and prominently communicated.

3 Label must be in conformity with applicable state, Federal, and compendial regulations and standards.
Alternative placement may be acceptable if determined necessary because of space requirement or, in the
pharmacist’s professional judgment for the needs of the patient.
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This medicine was compounded specifically for you in our pharmacy to fill
the prescription your prescriber wrote for you. It was specially made to
meet your individual needs. For this reason, no standardized information
or literature is available with your prescription. If you have not done so,
please discuss this medicine with your pharmacist or prescriber to assure
that you understand (1) why you have been prescribed a compounded
medicine, (2) how to properly take this medicine, and (3) the interactions,
if any, this medicine may have with any other medicines you are taking.

Compounding is a long-standing pharmacy practice that allows
prescribers to treat their patients’ individual needs without being
restricted only to off-the-shelf medicines or devices. This medicine was
prepared in our compounding pharmacy to meet the specifications
ordered by your prescriber.

1. Call your pharmacist or prescriber if:
¢ You experience any side effects.
¢ You are taking additional medicines that may interact with this compounded
medicine.
¢ You have allergies or other medical conditions that should be noted.

2. Call our pharmacists if:
¢ Information on the label is not clear to you.
¢ You have any concerns regarding precautions, ingredients, or proper
sStorage.

Our pharmacists are available to address any additional questions or
concerns.

D. The following language is included on the primary label of each
package compounded for use in the practitioner’s office. If space
limitations or clinical reasons* preclude inclusion on primary labeling, the
information may be affixed through auxiliary labeling. In either case, the
statement is prominently displayed in the medication labeling.

“This medicine was compounded in our pharmacy for use by a licensed
practitioner only. This compounded preparation may not be resold.”

4 For example, when there is concern that a label applied directly to the primary container may affect the
quality of the compounded medication. In such cases, the label and statement should instead be applied to
exterior packaging.

© 2010 Pharmacy Compounding Accreditation Board Page 17 of 25
Edition 7.3 PCAB™ 06012010



Standard 8.00 Prescriber Communication and Patient
Education

Standard 8.10 Prescriber Communication

The pharmacy communicates with prescribers about preparations that are compounded
for their patients.

Compliance Indicators:

A."  The pharmacy has SOPs which address:

1." A method to assure that, if it is not unmistakably evident or not indicated
on the original prescription or order that the medication is to be
compounded, it is confirmed with the prescriber that the preparation will
be compounded,

2. A method to disclose to prescribers all ingredients and methods of
compounding as may be necessary in the event of an adverse event or
possible untoward reactio

B."  The pharmacy demonstrates that such communications with prescribers occur
regularly.

Standard 8.20 Patient Education

A pharmacy complies with state and Federal patient education and counseling
requirements.

Compliance Indicators

A."  The pharmacy’s SOPs include a responsibility to provide education and
counseling to patients and/or caregivers,

B."  The pharmacy demonstrates that it offers and provides to patients and/or
caregivers education and consultation.

C."  The pharmacy has suitable written materials to provide the patient or caregiver
with information on the appropriate use of compounded preparations, if
applicable.

D." The pharmacy demonstrates that prospective drug reviews are conducted prior to

dispensing compounded preparations.
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Standard 9.00 Total Quality Management
Standard 9.00 Total Quality Management

The pharmacy has in place and adheres to a plan for total quality management that is
designed to assure, verify, and improve the quality of its compounded preparations and
related services.

Standard 9.10 Quality Assurance (QA) Activities

The pharmacy has in place and adheres to a written quality assurance plan that, at a
minimum on an annual basis, verifies, monitors, and reviews the adequacy of the
compounding process. Quality assurance activities assure that compounded
preparations meet criteria for identity, strength, quality, purity, and, where appropriate,
sterility and bacterial endotoxin limit.

Compliance Indicators

(NOTE: Documentation of adherence to PCAB Standards 1 through 8 will provide
evidence of a quality assurance plan)

A. The pharmacy provides evidence of investigation(s), if any, regarding the
appearance of deviation or actual deviation for standardized compounding
procedures, and how these deviations were investigated, evaluated, corrected, and
documented, including deviations discovered prior to the dispensing of the
compounded preparation.

B. The quality assurance plan provides that any compounded product that fails to
meet quality standards, specifications, or other relevant quality control criteria
will be rejected.

Standard 9.20 Quality Control (QC) Activities

The pharmacy has in place and adheres to a written quality control plan.

Compliance Indicators
A. The pharmacy maintains SOPs related to its QC activities and has designated
personnel responsible for QC activities.
B. The pharmacy demonstrates that its QC plan references how compounded
preparations meet current USP standards for strength, quality, purity, integrity,
and where applicable, sterility and bacterial endotoxin limit.

Standard 9.30 Quality Related Events (QREs)

The pharmacy has in place and adheres to written SOPs for documenting and handling
OREs.

Compliance Indicators

A. The pharmacy’s SOPs address the investigation, documentation, and resolution of
QREs, and steps to avoid similar QREs.
B. The pharmacy demonstrates that these SOPs are being followed.
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C. When appropriate or required by law or regulation, QREs are reported to
appropriate agencies.

D. Pharmacies are encouraged to report adverse drug events (ADE) to FDA’s
Medwatch system or a patient safety-organization (PSO) as defined by the Patient
Safety and Quality Improvement Act of 2005.

Standard 9.40 Quality Improvement (QI) Activities

The pharmacy has in place and adheres to a quality improvement plan that is designed to
e objectively and systematically collect data about the operations of the
compounding process;
o evaluate this data and its effect on patient care;
e propose and select resolutions to identified problems;
e and collect data on whether the selected resolution(s) has/have the intended

effect.

Quality improvements are incorporated into SOPs, employees are trained in their use,
and improvements are communicated to patients and prescribers, where appropriate.

The pharmacy uses data and findings from its QA, QC, and QRE monitoring and
reporting to identify quality improvement priorities.

Compliance Indicators

A. The pharmacy maintains SOPs related to its QI activities.

B. The pharmacy demonstrates that its QI activities includes the collection of
QA, QC, QRE and other data to identify priorities for improvement.

C. The pharmacy provides examples of communicating QI activities to patients
and prescribers, when appropriate and applicable.
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Appendix

Definitions

Balance, Analytical
An electronic Class A balance with a readability of 0.1mg or lower.

Balance, Electronic
An electronic instrument utilized for weighing components used in the
compounding process.

Beyond-Use-Date
The date after which a compounded preparation is not to be used and is
determined from the date the preparation is compounded.

CCP - Completed Compounded Preparation
A preparation made by the compounder pursuant to a valid prescription order, that
is in its finished state, and which is ready to be dispensed to a patient or
prescriber.

Compendial Standards
Standards contained in the United States Pharmacopeia—National Formulary
(USP-NF) or other official compendium as defined in the Federal Food Drug and
Cosmetic Act.

Compliance Indicator
A guide to the interpretation of a standard to be used by surveyors, pharmacy
owners and staff to determine how a standard should be applied. Compliance
indicators are not “laws” or strict rules, they are guidelines. The failure to adhere
to one indicator does not mean the pharmacy failed the standard to which it is
applied. Likewise, meeting all indicators may not necessarily mean the standard
has been “passed”.

Component
Any ingredient intended for use in the compounding of a completed compounded
preparation (CCP).

Compounding Personnel
Any person involved with the compounding of a CCP (completed compounded
preparation).

Compounding
Traditional pharmacy practice which includes the preparation, mixing,
assembling, packaging, or labeling of a completed compounded preparation
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(CCP) or administration device by compounding personnel

(1) " as the result of a practitioner’s prescription order or initiative based on
the practitioner/patient/pharmacist relationship in the course of
professional practice,

(i1) " for the purpose of, or as an incident to, research, teaching, or chemical
analysis, and shall not be dispensed for resale by a third party,

(ii1) preparation of drugs or devices in anticipation of prescription orders to
be received by the compounding pharmacist based on routine,
regularly observed prescribing patterns,

(iv) preparation of CCPs (completed compounded preparation) for
practitioner administration, pursuant to state and federal regulations,

(v) " preparation of Non-Legend CCPs (completed compounded
preparation), pursuant to state requirements, and (vii) preparing CCPs
(completed compounded preparation) for both human and non-food
producing animal patients.

Compounding Scope of Practice
Nonsterile Basic
Nonsterile Basic — compounding which involves the preparation of a formulation
containing two or more nonsterile commercially available products employing
basic pharmacy training skill sets, as well as, defined policy, procedures and
processes necessary to assure quality and consistency of the completed
compounded preparation.

Nonsterile Complex
Nonsterile Complex - compounding which involves the art and science of
preparing a formulation using bulk drug substances, drug products, and/or other
excipients. These formulations require complex procedures or calculations in
their preparation and include formulations that incorporate the use of potent or
hazardous pharmaceutical ingredients.

Sterile, Low and Medium
Sterile, Low and Medium - compounding which involves the preparation of
Compounded Sterile Preparations (CSPs) in closed-system steps or procedures
using a few basic aseptic manipulations, as well as those Compounded Sterile
Preparations (CSPs) prepared via complex or numerous aseptic manipulations for
administration to one patient on multiple occasions or to multiple patients.

Sterile, High
Sterile, High — compounding which involves the preparation of sterile
preparations from non-sterile ingredients or with a nonsterile device.

Compounding Pharmacy
A pharmacy with staff skilled in the art and preparation of customized
medications to meet specific patient and/or practitioner needs.
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Critical Process
A process that is essential to assurehe quality of the compounded preparation.
(Examples would include properly weighing or measuring the components, etc.)

Discussion
A narrative guide to the standard. It may be a window on the intent of the
standard and/or a suggestion to the pharmacy of ways to go beyond the standard
itself to serve its patients in additional ways. Often it is just a discussion of the
general area covered by the standard. They are designed as an aid to the
pharmacy in understanding the area covered by the standard.

Equipment
Any tool, device, container, structure or machine, movable or immovable, used in
the preparation, measurement, storage or dispensing of a CCP (completed
compounded preparation).

Error (or Err)
A quality related event (QRE) that reaches the patient and is no longer in the
pharmacy’s control. It is a failure of quality.

Near-Miss
A quality related event (QRE) that does not reach the patient. It represents a
success story for the QI activities (See PCAB Standard 9.50) in that even though a
mistake may have occurred, the mistake was caught before it reached the patient.
The system worked.

Non-Legend CCP (completed compounded preparation)
A CCP (completed compounded preparation), labeled, handled and prepared in
accordance with all applicable state and federal laws, that does not require a
prescription order to sell to the consumer, and which is not for resale.

Orientation Program
Program, described in the pharmacy’s written policy and procedure manual,
designed to familiarize compounding laboratory staff with the operations of the
pharmacy compounding lab.

Pharmacist in Charge
A pharmacist currently licensed by the board who accepts responsibility for the
operation of the pharmacy in conformance with all laws and regulations pertinent
to the practice of pharmacy and the distribution of drugs, and who is personally in
full and actual charge of such pharmacy and personnel. The term “pharmacist-in-
charge” will also be defined by individual state pharmacy practice acts and
regulations pursuant to these acts.

Pharmacy
Premises, laboratory, area or other place:
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1. "Where drugs are offered for sale and the profession of pharmacy is
practiced and where prescriptions are compounded and dispensed; or

2. "Which has displayed upon it or within it the words "pharmacist,"
"pharmaceutical chemist," "pharmacy," "apothecary," "drugstore,"
"druggist," "drugs," "drug sundries" or any of these words or combinations
of these words or words of similar import either in English or any sign
containing any of these words; or

3. "Where the characteristic symbols of pharmacy or the characteristic
prescription sign "Rx" may be exhibited.

Purified Water
Water purified by distillation, reverse osmosis, deionization, ion exchange,
filtration, or other suitable purification procedure.

Practitioner Administered Compounds (PAC)
A CCP (completed compounded preparation) prepared as the result of a
prescription order, or initiative based on the triad relationship in the course of
professional practice, by a licensed practitioner for administration by a
practitioner for diagnostic or therapeutic purposes.

Prescription Order or Initiative
An order to be filled by a pharmacist for prescription medication issued and
signed by a practitioner in the authorized course of professional practice

An order transmitted to a pharmacist through word of mouth, note, telephone or
other means of communication directed by such practitioner.

Quality Assurance*
The planned and systematic activities implemented in a quality system so that
quality requirements for the pharmacy’s compounded preparations services are
fulfilled.
Examples of quality assurance activities processes in the pharmacy setting include
training staff to assure proper operation of equipment, developing master
formulation records to assure standardized compounds, and using and verifying
compounding process records prior to dispensing to assure that each batch is
made correctly and consistently.

Quality Control*
The observation techniques and activities used to fulfill requirements of quality.
Examples of quality control in the pharmacy include the sampling of sterile
preparations for sterility and bacterial endotoxin limits, and the outside laboratory
testing of compounded preparations to verify strength, purity, and other
parameters.

Quality Improvement*
An ongoing effort to improve compounded preparations, services, or processes.
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These efforts can seek incremental improvement over time or breakthrough
improvement all at once. "

Examples of quality improvement activities in the pharmacy include identifying
the cause of failure when a compounded preparation fails a quality control test,
developing and implementing methods to prevent the failure, and continued
testing to verify whether the improvements eliminate the problem.

* NOTE: The definitions for Quality Assurance, Quality Control, and Quality Improvement were
developed based on information from the American Society for Quality — www.asq.org

Quality Related Event (QRE)
Any event occurring in at any point in the prescription process over which the
pharmacy could exercise some level of control. A quality related event may be an
error or a near-miss. A QRE may be made at any level, including the prescriber,
nurse or a member of the pharmacy staff. They are generally preventable adverse
medical events.

Reconstitution
For purposes of these guidelines, the term compounding does not include mixing,
reconstituting, or other such acts that are performed in accordance with directions
contained in approved labeling provided by a product’s manufacturer.

Triad Relationship
Practitioner, patient, and pharmacist relationship in the delivery of healthcare.

Training Program
Process that assures that a staff member has demonstrated competency before
being assigned to that task.

USP <795>
Chapter <795> Pharmaceutical Compounding-Nonsterile of the United States
Pharmacopeia. It is the general non —sterile compounding standards chapter of
the USP and can be found in the USP Pharmacists’ Pharmacopeia.

USP <797>
Chapter <797> Pharmaceutical Compounding-Sterile of the United States
Pharmacopeia. It is the general sterile compounding standards chapter of the USP
and can be found in the USP Pharmacists’ Pharmacopeia.

Utensils
Simple instruments utilized in the compounding process.
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PCAB Guidance to Pharmacies Regarding
Hazardous and Potent Substances and
B Primary Engineering Controls

PHARMACY
acereoimanion.  This document is designed to provide guidance to pharmacies
"O8PT " regarding PCAB requirements for powder and fume containment
devices in pharmacies that handle hazardous or potent drugs. Every

pharmacy practice is unique and site-specific considerations should be addressed
when implementing the suggestions outlined in this guidance document. Please
email CONTACT@PCAB.ORG with any questions and recommended

improvements to this guidance document.

Introduction

PCAB requirements for protective equipment and procedures for non-sterile
compounding are primarily addressed in standard 3.00, Facilities and Equipment.

Standard 3.10 states, “A. The pharmacy demonstrates that the size, type, and
quality of facilities and equipment in the pharmacy is adequate to safely and
accurately compound preparations in the amount and type relative to the nature of
compounding that is performed in the pharmacy. This should include procedures
for the control and containment of powders during compounding.”

“C. If the pharmacy handles hazardous materials, it demonstrates that its SOPs
are adequate to protect personnel based on volume and scope of compounding
performed.”

Standard 3.30 states,

“A. The pharmacy has an area for aseptic compounding of sterile preparations
that meets current USP <797> standards.”

“C. The pharmacy demonstrates that it maintains facilities and procedures
adequate to avoid cross contamination and contamination by dust and other
particulates in the compounding area.”

For sterile compounding, PCAB requires compliance with USP <797> standards
that address compounding with hazardous materials. Compliance Indicator F
states “If the pharmacy practices aseptic sterile compounding, it has an
appropriate area for compounding of aseptic preparations that meets or exceeds
USP <797>.

In order to meet the requirements of the above standards, PCAB requires
pharmacies that handle hazardous substances to have appropriate primary
engineering controls (Biological Safety Cabinets-BSCs) designed to protect the
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operator from exposure to the hazardous substance. This requirement is
consistent with NIOSH and OSHA standards and recommendations.

Non-Sterile Compounding

For non-sterile compounding, a Class | BSC, a device designed to protect
personnel and the environment from hazardous and potent drugs is required.
Class | BSCs are available in various sizes and configurations from a variety of
vendors. These devices are sometimes called vented balance safety enclosures
or powder hoods.

In order to meet PCAB, NIOSH, and OSHA requirements weighing and
compounding of hazardous and potent drugs must occur in a type | BSC.
Optimally, Class | BSCs should be vented to the outside. However, devices that
are designed to recirculate room air are acceptable.

Regardless of whether a pharmacy purchases a class | BSC or designs and
constructs a device in-house, PCAB surveyors will ask for documentation that
device meets standards for operator protection.

In addition, there are testing protocols for Class | BSCs that include air flow and
filter leakage tests. Devices should be tested upon installation and annually to
assure they are working correctly.

Sterile Compounding

Sterile portions of the sterile compounding process such as weighing must, at a
minimum, be performed in equipment meeting the requirements above for non-
sterile compounding. The equipment must be situated in an environment meeting
USP 797 standards.

Sterile compounding with hazardous or potent drugs must occur in a Class || BSC
or compounding aseptic containment isolator (CACI), devices designed to protect
personnel and the environment from the hazardous material, and the product from
bacterial or particulate contamination.

For pharmacies that compound a significant amount of hazardous substances, the
class Il BSC must be located in a minimum ISO Class 7 environment that is
physically separate from other preparation areas. This environment should have
negative pressure relative to the outside environment of not less than 0.01 inches
of water.

A CACI must be located in an ISO Class 7 or 8 environment that is physically
separate from other preparation areas. This environment should have negative
pressure relative to the outside environment of not less than 0.01 inches

In cases where the pharmacy only prepares a small volume of hazardous drugs,
the use of two tiers of containment, for example, a Class Il BSC or CACI and the
use of closed system transfer devices is acceptable.

PCAB Guidance Document - Hazardous & Potent Substances Version 1 - June 2010
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ISO environments must be tested every 6 months as required by USP <797>.
Protective equipment such as Class | BSCs must be tested upon installation and
annually to assure they protect operators as intended.

Storage

Hazardous drugs should be stored separately from other inventory, preferably
within a negative pressure room.

Frequently Asked Questions

Our pharmacy rarely works with hazardous substances; do we need primary
engineering controls?

Yes.

Our pharmacy provides our staff with masks, respirators and other personal
protective equipment to work with hazardous drugs, is this Ok?

Yes...but PCAB, NIOSH and OSHA all recognize that personal protective
equipment is not a substitute for primary engineering controls. PPE is an adjunct
to primary engineering controls, and should be available in case of spills or
accidents. PCAB will not accept personal protective equipment as a substitute for
primary engineering controls.

Our pharmacy designed its own primary engineering control, is this
acceptable?

Yes, provided that the device has passed appropriate testing by a qualified
outside testing service.

Our pharmacy performs serum/saliva/air or other types of testing for
hazardous substances and has never had a problem. Are we exempt from
the requirements for primary engineering controls?

No. PCAB, OSHA and NIOSH require primary engineering controls regardless of
any other precautions.

Additional Information/Resources

IACP Hazard Alert: Compounding with Hazardous or Potent Pharmaceuticals.
www.iacprx.org.

NIOSH: Preventing Occupational Exposure to Antineoplastic and Other
Hazardous Drugs in Health Care Settings. www.cdc.gov/niosh/docs/2004-165/

OSHA: Controlling Occupational Exposure to Hazardous Drugs.
www.osha.gov/dts/osta/otm/otm_vi/otm_vi_2.html
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Koshland Pharm: Custom Compounding Pharmacy
301 Folsom Steet, Suite B

San Francisco, CA 94105

(415) 344-0600

Fax (415) 344-0607

www.koshlandpharm.com

Leiter's Pharmacy

1700 Park Ave. Suite 30
San Jose, California 95126
(800) 292-6773
www.LeiterRx.com

McGuff Compounding Pharmacy Services, Inc.
2921 W. MacArthur Blvd., Ste. 142

Santa Ana, CA 92704

(877) 444-1133

www.mcguffpharmacy.com

Pacifica Pharmacy

23560 S. Madison #112
Torrance, CA 90505

(310) 530-0831
www.pacificapharmacy.com
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Anchor Drugs Pharmacy

161 South Spruce Ave

South San Francisco, CA 94080
(650) 360-5300

Fax (650) 360-5301
www.anchorpharmacy.com

Central Drugs Compounding Pharmacy
520 W. La Habra Blvd.

La Habra, CA 90631

(562) 691-6754

Fax (562) 694-3869
www.anypharmacy.com

Corona Specialty Pharmacy

1280 Corona Pointe Court, Suite #114
Corona, CA 92879

(951) 278-1008

Fax (951) 278-1009
www.CoronaSpecialtyPharmacy.com

Golden Gate Pharmacy

1525 East Francisco Blvd, Suite #2
San Rafael, CA 94901

(415) 455-5590

Fax (415) 455-9039
www.ggvetrx.com

Hartley Medical Center Pharmacy
113 W Victoria St

Long Beach, CA 90805

(562) 595-7548

Fax (562) 595-9855
www.hartleymedical.com
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Parkview Pharmacy

8283 Grove Avenue, Suite 105/107
Rancho Cucamonga, CA91730
(909) 981-0956

Fax (909) 981-8409
www.parkviewrx.com

The Remedy Pharm

23811 Hawthorne Blvd
Torrance, CA 90505-5907
(310) 375-06551
www.theremedypharm.com

San Ysidro Pharmacy

1498 East Valley Road

Santa Barbara, CA 93108
(805) 969-2284

Fax (805) 565-3174
www.sanysidropharmacy.com
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NOTE! Please use this enclosure as a replacement for the original Chapter 25
PHARMACY SERVICES/MEDICATION USE — Compounding Sterile Preparations
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PHARMACY SERVICES/MEDICATION USE - COMPOUNIMNG STERILE PREPARATIONSE
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A phurney way prepsre and store a Bosfied
auantity of g compounded doug procdact in
advanie oi tecaipt of 2 pationt-speaiiic

presaiition whers zud seleby ins
quatiily ¥s 15 neCCessaly o connre cuntinnity
ol care Tor an identified population of
paticws of the phanswoy based on e
dovesnoniod history of preseriphons for dind
patien] popalsiion, [0 COR 17352

15.84.04 Provistun o Componuded Brug
Produacts te a Preseviber for Olfice Use,
(Bilective 067 HD

A Ppeazarabile quantisy” of 4 compoundd
deieg product may be fysisled o a
presoriber {or sffice use upoen presoriber
srder. where ¥reasonuble guantity™ i that
amwrsyd of compouuded drug product that

Seifonplanator.

Sellexrdasmiony,

Boonuenis and Obyervaiions

J ¥erity thai un diug prodool by
compounded prioy (0 reacipt of 2 valid
proseriplion.

2, Veorify thal il linwled quantities of a
samponnded drug product s preparcd [
advanee 0 recelpt of o pafien) spocifie
prescription that e quasiily ix based uu
a ducumenied listory of preseriptions
for that o specific patien! popoisfion

frocrumcits and hisevations

T.¥erily tlud i & cospounded deug
srpduct is [nrmished fo g prosoriber foe
olfice use Dt i

g s suflichend inquantily for the
patiend(s}
B Iy pessenable considering the

ull eomnplianes
4 - Non-complingn,
NA Conpoundiog
ol perinrmoed at the
facility.

il copplinmes
A = Nuseamplunce,
MA Compounding
nol porformed a the
Taailsiy.

ad ai 1he fsciliy,

2HRE

Healthears Facihiies Avcreditalion Program (TIFAP]

Ageradiintian Reygiras

Heaitlusmie Foetlithey

T
L



PHARMACY SERVICES/FIEDICA TION USE - COMPOUNDING STERILE PREPARATIONS

_(Suppteient lor Culitornia Hospitals)

|

i
jas

BUANDARD 7 B0 BMENT

EXEPLANATION

SOORING PROCEDURE

SCORE

{ s sellivien] for admieloation or
application to paticnts U e prescriber’s
aflive, or for distrtbution of net woss tlan g
Fa-four supply B the prescriber’s pationts,
a3 sstistad by the groseriber; aud

H
b

{5 rensonable considering the Intonded
vse ol (he eompoundad ncdication and the
sutere of (he presoribied’s raclice; and

{5 or ey gadividun) proseriber aud for all
prevoribers lekes ag 3 whals, is az amownl
which fhe pharascy i sapable ol
sempomsiing i comspline with
Pharsseautienl standazds for indegrity,
poleney, gustity and strongth of the
canpoundivg drog meoduel, 16 CCR

1735 He) 1)(Z303;

AR.04ES Weilien Master Porinula
Hecord, (Cifective A1)

A diug prodnet shnll ot o compounied
widil the pharnacy s frst prgpared
written msater wluuls vecord i includes
ab least Ui following clamems:

{DACtve ngredicnts o be veed,
2inaeive inpiredients o be uned,
{NProcesy andlor precedure seed 1o propare
the drug,

EHCuality reviews sgutied al cach slep in
prepaution of te doug

{3 Past-compounding provess or rocsdores
rojuired, i =y,

(s pimdion datine requiremes,

16 COR L735,2HdY 1-8)

Selfgplanaiosy,

ntended use of the medicalion
e 35 wilhin e capubiiiies 0 he

plmrnmcy fuflowing

plarmssestionl stancaids

Dacsments anl Obseryatioas

Verily thst a written master
formuln rocord is prepared prior
i ding nroduets being
comuponidad thal juclades st s
wininnnn elemenly .

e

190 1 Na

I 8yl campliance
4 Noycomplisngs,
A Componnding
ol porformed af Ui
Tanikity,

Aty

Heaithonre Faoildios Acoreditating Progrom (HEAP;
Acoreditation Requivesonts lor Hesithoare Fauilitics

25-

=2


http:25.04.05

PHARMACY SERVICES/MEDIWCATION LSE - COMPOUNDING NPERILE PREPARATIONS

(Supplement for Calilornia Flospitals)

SUANDARD/ DLIEMENT EXPLANATVION SCORING PROCTDURE BERE
ScHexplanalory, Documenis aud Ohservationg | TR 4 NA

25.04.06 Master Forowla Becord on
Prespription, {Eifestive 07/06/00;

Pagre e phanniey does el routinely
cotpauad # navlictddr drag producl, the
master Bomuin cocord o st produet owy
be recolded on the prosciiption document
asell 14 COR 163820

25,144,684 Responsibilitivs ¢f the

The pharmanist porfnnuing O superviging
conpusrding is respopsible for fhe
inteerity, polency, qrality, and inbeled
streagth of & compooicd drop product
antit it is desponsed. 16 CCR 1733245

258407 Btorage of Compoauling
Cumpouenty, {ellcelve 1748/10)

All chewicnls, balk diug substaees, drug
prodocls, and sther componenis usegd for
drug compouuding shnil be stored mxd usee
acvording o comperdia and other
appicable veguirements m mantain their
miegnity, poisoey, gualily, and hboled
stramgth, 16 COR 1735, 2(g)

250488 Drag Bxpivaiion Dale, (Filective

07/00/115

Bvery compouniiod diug product sisl! he
given o expiration date repregenling the
date beyoul which, is tie profassionsd
Iudpmend of the phanuscist porfareung or
supervising the congpounding, H should not
be usad. This “beyond use dare™ uf the
soanpmntled drug cveduct shall pot saceed
1RO days feom propacadion oy e shotlest

Setlcaplaminey.

Scll-exphaasiory.

Sotfexplanaiony.

Lo Werily whether the pharmacy
bLias Deeusions ko vesosd the
wator Torthnda o6 e
prosription docwment isell

Bocamennis and D hssreatigns

E. Vonily that there is o phariacis)
igentified for wlf shiflz ol e
pharmacy.

Bocamenis and Ghssrvations

1. Verify dal conpounding
eolmpoiets are stored aud ssod
#8 Approprisie,

Bocupeuts and {imervations

b, Verity shal sl compounded
drug product is given an

piration date

Yoo Wegily that dale dous sl
excesm] LB duys imiess
supporied by stubilily stediey.

I = gl compliange
4 = Non-complinnee.
HA Componiding
nof povinrmed af s
faciiily.

{5

I Fall compliance
4 = Won-smnphianee,
NA Compouiniing
unl purionmed ¢l the
[ncHity.

=1 i
f = Nom-complinpoe,
NA - Compounding,
vl perforied s
Faniily,

L= Fult complinnes
4 MNim-complinies
MA = Compounding
a0t purformed af the
fuciliy,

Pt

Heulbtheare Faciliies AvoredHation Progran (HUAF)
Aceredilntion Requitenwas lor Hualtheare Facililics




FUARMACY SERVICES/MEMUCATION USE - COMPOUNBING §TERILE PREPARATIONS
Supplemeond ler Califorain Ilospitalsy

STANDARD F ELEMBNT HXPLANATION SCORING FROCEINEE SCORE

cxpivation date of sny coumponent i the
cosppounded drup product, unlzee o jongor
date 1s wupponied Ly stabilily studizs of
Haished drags or catnpounded drog
praxiucts using the same sompunznis sl
packsging. Shorter dating than sel Torth in
s subwection may be used iU s Joemad
approprise in the professional kdgemeni of
e rospoasible phanmnucis!,

6 CCR 17352000

2R.04.89% Responsibilifies of Pharmacist, Selayplanaiory, DBocuments aud Observations E S 4 NA
{(HfTective 7AM/0) 1 == Fall conypliance
Yhe phavnmcist performing or wpervizing Ferify 1hat e there §s an 4 = Nog-remplisice.

compouiding ig respaasible for e proper ileniilio:! responsible NA - Compeunding
Prepaeation, laheling, siorase, sivd delivery shgrmacigl, ao! perlonned s the
of e cosmpaunded drog pradast, facility,
OO 1735740
25,84 11 Phannacist Sell-assessniend Sell-oxplpmiory. Bocamenty waud Gbservailons { 4 nA
Foeny (Blective 077067161 b= Full compiasce
Privr o sHowing any disg product o he Lo Verily el a sellamsegsment 4 - Nopeconmplianes,
. the shermaeigl- Torm has been conprlelad for NA = Blerile
apcharge shul! coinpivie o sell-ossessien ench plishnscist-lu-chiange, compouhing ol
forn for compoungding pharmacies 2. Yerily that o soli-asgessnon periinued
developed by the board of phamoecy (fasm o hae boon campladed
To-39eey, HGTL Vit (o contains o Lrereaitar vucl odd nambered

fvst section applieaile tooall comppouiding, year,
antd # socsond seation applivable w sterile
wynoiable compounding. The first section
Wisi be eontpleted by He plarmacist-ine
eharpe before any slerlic injeviable
eotnpoululing is perdormed 1o the plannacy,
Fhe upolicable seotions of the sl

smnent shinl] subsegeently be comploied

we ity Folodd-numbered cacl vear,
willihy 30 days of the slart ol w now
Rt Liewlthears bacililies Avorsditalion Program (HFAD)

e
B

Acerediiation Requirenenis for Heallhoure Faclliton
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PHARMACY SERVICESMEDICATION URE - COMPOUNDIRG §TERILE PREPARATIONS

Supplenen( for Califorgia Hospiials}

STARDARI? ELUMENT

FXPLANATION BUGHRING PROCH

BURE

BOORE J]

pharnacisi-necharge, and within 30 days of

Hie issuanee =f 3 sew phatuscy Hoemse,
The primary [angese of the sell asscesment
is iu promole compliange aoegh soll-
axpoynaiien aud alucalion

16 COR 73520

fAuhority cited: Sectjons 4003 and 41727,
Busmesy and Professiony Code. Referenes:
Secliogs 405, 4036, 4037 4051 4032, snd
4127, Busianess and Professioned Cade )

25461 1 Rpeprdicee ping of Compowgided

Dryg Products, (Tifpative G708/ 10

Bor wach conponaded drog prodaet, de
pizarmsey roeords shall pchade:

(1) The spaster Grmuln tevord

{2¥Vhe date the drag produchwas
sonnprenied.

(N 1he weatity of the pharisagy persaune
wha sowpounded the drug product,
(4 The wlenhity ol e sharmacisl rey tewing
the el drug praducl,

£5YThe quantily of each camp ot usaed i
sowpounding the deeg nrodict

(6)The manufucturer and iof sunsher o eacl:

gornponei. Hthe mmnafaciusy none i
Mi,‘;zmzc;!aljl\, witvzilabte the nome of the
suppier ny be substiteied. Sxempl o
the requitemenis w this paiseraph are
siertle products eompamded on a ous-tine
basis for sshmisishralion within beenly-Fong
Acurs (o s apaiiont tiru boslib egre fauitity

ifz,uz\a i wldur seation 1250 ol (e Flealth
wd Safety o

(i Ju' m;~|;= ;mzm’ sed 0 compeunrding (he
¢ P O duct.

Kol cxplumiory,

1. Verily ted foreach

songpounded drug pooduot ihe

Brecameats nigd Ohservations

phargaacy records inclndg the

teu {153} e Hated.

i
1= {faif complianes
4 = MNon-cosplispee

MA (_,azlx|mundiug
uet pegipraed al the
faeility,

2009

Healtheare Pacilines Acerediiation Frogram 1IF AR
Avpreditation JRegutronenis fon Heaithesre Fasililios



http:PI,IAR;\1,A.CY

PUARMALY SERVICENMEDICATION USE - COMPOGUNDING

Supplemcat for Califorwia Housialsd

STERILE PREPARATIONS

STANDARD/ FLEMIENT

EXPLANATIN

SCHLNG PROCEDURE

SUORE

ERVA pharmwcy asvipned reference ov lal
aumber for the compounded drug product,
{9V cxpivstion dute of (e [nsd
compounded diug peoduct.

PG he quantily of waowsl of dreg sroduct
coapanxhad.

VO CCR PPN 1)

Z’i 412 R t’i‘()i‘(i¥ QI C{J Iil[_lfjl}liifi'iig

}.}iﬁdif&s}&.ﬂ..h nm;ii wwininin reenids of the
g avnisition, stomge, sad dustnastion
of climnicals, bolk dog substauces, drug
pieslngts, and compopenis uscd i
corpounding, 16 CCR 1715 40)

2513 Componading Coniponenis
biningd [rom Reliabic Supplicrs.
{Fffective G706/ 163

Clasioals, balk Lllu;N sibsbaness, dug
prociueis, aisd componads need o
compomad dmug pr oducls siedt e ablated
Ceern ellabie S%i;‘%})izﬁf-‘s. The phavay shall
aeguire and reiatu any svailible cestilicatos
o urity o0 analysis for chenionds, bulk

dng subsiances, druy producis, and
conpponesis el 0 compounding.
Certificates ol punity or aaatysis are not
required loe products ai are approved
tHee Food und Breg Adviinisionlion
16 CUOR U130

by

2R .14 Record Beleniinn, (Sllective
07l 10}

Plarmacivs shall imamtian aud reinbieall
recortli regqiied by his adicle ig the
plwnaey i teadide rolriovable foroe lor al

Seifoxpluulory.

Rell-esplanatory,

Self—explamiory,

1Yocanzesis auid Hiservalisns

b Verify the pharmucy muingaing
records ul Hie acauisition,
giopage, and doegraction of
sefpounding Compoaails ax
listod

Dacwiments s Ohservalions
£ A how e plaroiey verifies §
ubaing L,oiuprzzzmizm

pompenents Fraueinbic
suppiers,

Pacwments nl (rservadions

o WVerity thal veleniion records are
imainiained g readlidy
relripvaisia foun for ai ess

4 NA
Hommplinace
4 N;)ijwé().:i‘ii?izgitzb-\,.
NA -~ Steril
sopuutding e
perionmed

4 MNA

= Full complisies
4 - Nog-oonnidisnee,
MA . Rletile
compomxinngg et
performed

23 A NA

L Full compliancg
4 Nowoonpliauce,
MA = Stevibue
compragrading ol

2EHE

Heahicars Facililies Acorediiation Trogram (HIFAP)
Acergsdiiation Requurenients foi Healthewre Faellities
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PHARMACY SERVICES/MEDCATION USE - COMPOUNDING STERILE PREPARATIONS

ASuppleisent for Culiforats Howpitals)

STANIARL B EMENT EXPLANATION SCORING PROUCEDLIRL SCURE
teast three yeurs front the dale e vecurd iluee yeurs from the dsie the perlie

was oreates] 16 TOR U735 ,3{d)
Anthomiy gited: Sections 4683 and 417,
Pusiness wued Prolbsddong Code, Heferenne
Rechoms AU0S 4030, 4037 4051, 4052, and
4137, Baslieae and Professions Coede

22,04, 15 Lakbethg of Compouuded Hrng
Praducls, (Blective 62A4510)

I addisen 10 the luboliug ufonnaiion
requires smder Bugluess and Profbssions
Cadde seclion 4078, the Inbel ula
copnpouiled diuyg srodust shall verialy the
gecrio rmmela) ol e prlaciomd aclive
mpredieni{sy, 16 CCR 1738 445}

28,9410 Restonsiide Plharmaey |isted,
(Efuutive G706/ 140}

A statesneni that ibo drup bas been
compounded by the pharmaoy shuil be
mednded on the container oy on e reeeiyd
provided W the paticsst, 36 COR T8 400

280407 Minimum Labeling of Sail
Coatgivers, (Miocuve F/OOTE

Drag prodects compounded inlo wik-dise
conlaiiness thal gre (00 snmil oF niherwiye
impractival o full sownpliance with

P4 44 L5 aubdivisious fud ancl (b} of 16
COR 1735 a1 shaidl be belod with al
teast Lhe smmefs) of the aclive grediont(s).
sonveulraling of strenath, volwoe or weiphl,
tharnmey releranee or lof wumbor, and
expimtion dale

16 CUR 1733 480)

Scif-exphumivry,

Sollexploputory.

Seltexnlanalory.

recort wis creafer

Drcanreids aid Observatisns

£ Worify thaf lebels conain the
peswwic name(s) of e peincipal
active ingredient(s).

Bacaments amd Obsorvations

1. Wiy hal a stdaeni s
inuiudod on the conlainer o o
the recuipt pravided o the
prttanl,

Docnmieiis aud Obscrvations

Yorify sinall aostainess e
fsbeled with al Jeast tie
iwingds} of the aclive
ingredivatisy, concentialus uf
strenglh, volans of weight,
pharmacy referenee o fol
numher, and expiralion dala.

bl ceiiplianee
4~ Baj-compiianee.
MA = Siurile
eoupouieding not
payfontied

4 4 N4

‘uhi complinpes
4 = Nuscompliance,
MNA = Sterile
compotilg aet
porformed

ow,

4 MA

Ve ludl congsdiance
4 MNou-coplisnce.
NA Campouading
not pertoemed ot th
(asiiily.

200

Healhoare Paclillics Avvrediiation Piowmu (HEAID
Arcrcditativg Resulremenis for Healthears Facilities




PHARMACY SERVICES/MEBICATION USE - COMIOUNBING STRRILE PREPARATIONS

{Supplement far Caliluroin Hospiinle

STANDARD /T BMENT

HAPLANATRIN

SCORING PROCEDURY

SCOaE

(Anthority olied: Scodions 4003 and /137,
Business mud Prolessions Codde, Beference:
Seciions 40035, 3030, 4037, 81, 4052,
AF76 and 4127, Business wnd Professions
Cloele )

25414 18 Cowpouanding Palicies and
Procetdurey, (Evelive 0700410}

Any phavsmey onpaned fu somponnding
sil] pezindati a written policy aml
proceduie mmnual for ou paadiag ihat
extblishes 1) prsoiremoul procedores, 2)
mothedulogivs for e Grmalation aad
compounhing of drugs, 33 Foilities sed 43
equipinant clealing, 33 mainlenance, 8}
opaidion, sud Ty other stapdand ancmting
prosedures relaled o componding.

Lo COR 17335.54)

250419 Policy and Procedore BManual
Heview, (Gilective O705/10)

The peliey snd provedure muiml shadl be
restierwad onr s anhwial basis by the
plrartmacist-be clmroe wwd shall be apdated
whenever cliupcs i processes are
iplemented, 16 QU TT35.5¢h

25.484.29 'olicy mud Procedure Manual -

The sulicy sud procedure seanuel shall
inviude the fnllowing:

rhii

{yProcedires o solifving sfaff sasipred (o
comnpounding duties ol way clinngas in
provesscs 01 0 the poliey aud procahae
TSR

Scli-explunmtory,

Selifexplanmary.

51
oL}

caplunpiony.

scamenly ol Bbhservaiious

1, Verifythere is 2 weitien policy

zud procodute masgal da
confaing gt leas! the six {63
baste remuived elements,

Brocumenis aad Ohservations

Lo ¥Worlly tha the poliny and
procedure manal g veviewed
at leas! on an arnaal basis and
uprlsfosd ag necessary,

PBocuments and Observalions

£ Verily the poliey asd procedurs
ausnal mcludes the five {5}
regutrand olemenis

PO A NA
P Fal compliaace
= gne ol the
elesiens missing
A=Twoolm

e of
the elemonis missing,
MA = Stz
gempounding et
vered

P Full comslinnses

4 - Bolcomplianee.

MA = Bierile

sompomnding nol
vl

2 4 NA

£~ Pyl comphiance
4= Mo conistinneg.
MNA Componnding
at porformd al the
fheiily.

2009

flealthicare Factlilios Acerahintion Program (HEAP}
Avorediialion Requirements For Hoealtheare Pasililes


http:Cf)Ht�l.l.tl
http:25.04.ZU

PHARMACY SERVICUS/MEDUATHON USE - COMPOUNDING STERILYE PREPARATIONS

iSupplenwnt Tor California Hospitais)

BTANDARD / GLEMENT EXPLANATION

SUORING PROCEDBURL

SUORL

{9 ccumentation of 1 plan [or recall ol s
disprised scompounded dug nproduct where
subseguaid verifionifon deumisiinies the
polendial K sdverse offests with continued
use ol & congounded drug prodaci.

{37V he procedures for pmintaining, storing,
calibratting, clesmiag, and disinfecting
sgiipment used in compomuloy, wd for
fralidzg on thase procedures as parl of e
sta T wwining aind compsizney evalialion

},?rkl GURE,

{diiecmmentation of the methodology uscd
ter feat fnleprity, polonoy, guality, and
labcied sireugth ol compoundied drug
producis,

{5 documentation of the methodology used
to delermine appropinie expiration dalsg
for comnpaunded drig products,

I CCR 735500033

{Auiborily ofted: Seclions JUGS and 1127,
Ruginess snd Protessions Codo, Hefaraper:
Sections 4005, MG 4007, 4051, 4052, sud
4177, Business ! Profossions Code )

2E84.21 Componnding Facdiies amd Setlagplosaiory.

Lgnipment. Tifteclive 07/467/ 10
Any pharmsey engagsd in coipoi
st nmintsin witlien docunentation
regmrching the Lacilites and equipment
poessgnry fol sale aad ssourale
comspounded diug peoducts. Where
nppiteable. ihisshall inelude reeords of
pertifieatronisl of (holities or vetpmoenl.

g

I Ve

Dacunsenls and CGbservaiians

'y there by wribion
dovwmention regarding e
facddisies mud equipment beivg
asminlained oy safe and

sentate vontounding ol drug

prowiuety,

IRREOE
i Faltcomplianse
4 = MNogecoanphance,
NA = Rierile
aopoanding bol
perlopied

gLt Tleaithonre [Mactiiies Accvedilation Progrs

LHEAT

Aceretitation Requirenends o Dleaitieas Faeitilics
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PUARMACY SERVICES/MEDICATHMN USE - CONPGUNDING STERLE PREFARATIONS

(Suppiement for Californin Hospitals}

STANIARL/ FLEMENT

LXPLANATION

STORING PROHIFUURE

SCOLRE i

LG COR 133600

IR04.22 Nlantenance of Bquinmeud,

{BHentive B7A00M10)

Any cgrapmoend wged jo compound drog

vroctucts shal bo slored, used, gpd
mudilalned o accondance wih
manuiscturers' snacifisition,

16 CRE I73568(0)

{Anthorily ciied: Scetions 4005 aud 4127,
Sasiness and Professions Codo, Reforoges:
Heolwas 4005, 4000, AG37, 4031, 4932, ad
4127, Bugdusss ind Professions ol

25.04.33 Tralging of Coamipounding 8{afl,

{ficelive G7R0/1

Ay plrasiimcy cogiaged a sonpounding

shall smiainiabe wiilion doowsettion
sulficient to ot il ph

perssme] e the shills apd wning
re

gegmonntiing, [0 COR 1T 7y

RRGY

ired ie propeity and scourately porform
their sasigned respansiinlilios reluting o

{Eflvctive DTG

The phaacy shall dovelop und maluiais
w e poing comipeienoy evalimtion mrovesy

fur phamweoy sersoune! ievelved in
conponnding. and sludl mnintain
dosumodistion of any and sl o

pharmacy personoe,
(6 U VP3RS

nng

relaiad to compoonding nadertakes by

Sell explonaiory.

Beloaplamiory.

Sulfcexplansiory.

Tracuments aud (bservations

L Verihy ad equipment used to
compuinid degg prody

i {8 4%
storad, wsed, and watainzd i
aceordance with mmnufaciorers”
swecilivalions.

Decunmwiis ond Ohservalisas

{0 Yunly dee phuannacy has
ricords of siefl skills wd
wnining vebiied (o thelr jobs
vesposhililes

Boemmenis givd Obhservalions

1 v ihe phavpsgy Lisg an
paing compotoney evalualion
[ T4I0SS.
2. Verily that the pleuiirey las

decumettation of sy and al
truining related fo
coempounding,

LR 4 NA

b Full conpiianue
4 = Nop-cumplinaee,
NA = Stenile
eosnpotnd g sl
sorforgd

i 4 NA

- Futh eompliance
4~ MNo-complisncs,
NA — Sterile
carzpainding nol
parfvrmed

i
1

by 1 NA

= Fott couphancy
# -~ Mo-cormlinnee.
MNA - Sl
componnding nol
prerloned

2049

Healihcare Facilitios Accrediation Program (IFAD
Accreditution Reguiiainunis for Heabheare Pacililies



PHARMACY SERVICES/MEDICATION USE - COMPOUNDING STERILYE PREPARATHONS
_{Suppleazent for California Hospitals)

}
ll STAMDAND Z VLEMINT EXPLANATION _ SOQRING PROCEDURE SCORE |

L A = R - = = = g 7 H

2504250 ersange] Donansleated Seif caplansiory.
FKavwiedee, (Difostive 07/06/10

Phannacy pootonng sssigned 1o

conpourmliog dubies siml! demonstrate

knowledie abou! processes aigl procedures

wged I compounding any drag product.

V6 CORITH5He)

fAnthurity ool Soudiens 4003 and 4127,
Livsness aid Professions Code. Balorcnos
Suealives 4005, 4ua, 4037, 4051, 4035, and
F127, Buxiases and seolossions Loded

250424 {‘unuwimz}iam £3ualily Beli-exghanniony,

Assumuuee, {-looiive G706/

Any pharmaey eagaged in comnounding
siwll maintin, as pral of fi wriltea policies
and procedugs, o witey quality sssurance
nhan desipued i peiitor gt cnsure the
Brtearity, potoncy, gualily, asd labeled
strengils o exmpounded dnag grodecis,

16 CUCR 1795.5(8)

IR 0427 Dunhily Assuranue - Wrillen Sethexptanaiory.
Progeilures and Ducumentaiion,

{RiTecibve OGN

‘Uhe quality assaenace plan shatt include

widiiss procedures o verification,

nonitoring, aind review of e udequacy of

the ‘,0111|atz<zz£f.!:nf' procosses mud shialf alse

Pocunicits aud Obhservafioas

Voo Wity thet senards e
mainiaiosd regasding siafl
demonsivation of knowiledge
sbust provess and procedores
for pumpoundiag aoy drug
preduct,

Ducunenty and Obvervations

i Verdy the pharmucy haz »
sritton gualily essuvance plan
fesignesd 1o mendlon wd snsure
sllegrity, poleney, guelily, and

fabeled sirengih ol compousicd

drug prudoeis.

2. Worily that phammey QAP s
tneon porafed il the hospitadl
wiids QAP progrant

Docasssils amd Obsorvations

L. Werity the QA plan inclides
wrilieil provsduees oy
verifiosiion, rEsoting
rowew of the adequuney of the
'ozzs;}ou g provcsses,

3 4 NA

{ = Full coamdianes
4 = Non-coinpiism,
MHA - Siurtle
smpading
vt

Fod o NA
T conpiinnee
4 Noeo-compliance,
BA = Sloriles
vompoigting i
peylormed

| BT 4 na

l-ie] somplisnee
4 = Non-complivnee,
NA Genprounding
vol porfamed at the
fauility.

ineludy writien documepiation of review of 2. Vorify the QA plar ineTudus

Hhase pronesses by gualified plursecy review uf he [)ii;i:CS:\}t‘«‘i Iy

gersniel, gualilied phasnacy perseoueh,
16 COR 171550

200 Floglthauwrn Fuvilities Averedialion Programn: AT

Ascredifation Reguiremends Tor Healthoare Fasihiios

]
L
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PHARMACY SERVICES/MEDRTATHON LIS

E-COMPOUNINNG STERILE PREPARATIONS

STANIYARD / LLEMIT

EXPLANATION

SCORING PROCEDURE

SeORy

25,44 28 Dunlitaiive and Quaoidative
Analysis sad Reparis, (Blfovtive
SG61M)

The guabily asswianee plas shall vlude
wrillea siuneldards or cuabiaiive amld
guantitedive infegrity, polancy, guality, and
tubeled sirength mmbyyis of compounded
g praducis. Al gualiative and

e

sulitative noalysis teprig for
compoundat drup prodocts shall be retained
by the plarmacy end ¢ollated with the
cosnpoanding record and masior fomnde,
TR 1739 8(0

25.04.2% Gunditv Assnraave — Yritien
Frocedures i Praduets Below Mintnmm
Btasclards are entifiod, (kfeciive
5500/10)

The ity assurance e shall inclndea
wrilten procedure lor sehednled sohivnin
e ovenl any componaded drup product is
ever dixcoverad 1o be below mjnimun
shawdasds Tor indeeniiy, sofeney, qusliiv, o
Jabwled strengtle 10 COR 1735 84d)

258540~ Inlrodugtion. These HEAP
stupsdnrds or Compouading Rierile
Proparations are oross relemased o e
Calitoreis Code of Repulations {CUR)
Seation 16, Aiicie 7, Slerile hyociubls
Conpounding, 1751 Siorile Infootable
Congponnding Area [y Paventoral Solndiens
througiy 173 L 12 Oblipations of » Pliarmey
Fusishing Porisbin Containess. Also

splanalory,

hetfexplanaiory,

Sellexplamiors

_%NJE

Brocessents sud Observations

. Verily die 24 planmcludes
werrilon simrsdardy oy quadiladive
sk quantilative saalysiz of
afeggity, poteincy, guslity, aivd
{abreind strongth of cumpounded
s produns,

Verily that the elated ropuaris
are redsined and cothsed with
e compownding recurd and
magies Trmule,

Dovuments and (Hiservations

V. Vendy the G4 plan includem o
wrttten procednm for seheduled
setien i the event any
castpounded diug product s
ey discovarad (o be brkoew
athnimoeas signdards (or
wmlogrily, peiency, auulity, of
fbalod mireigih,

Fhese standnrdy we soneed below
ihrough saview ol HEAP standands
2305401 tyough 250347

il somplianee
4 - Nou-sengpiingee,
sA Uomponsidios
ot performed at i
faciiiy,

| BB 4 NA

I = Faii contisne
4= Non-complisnec.
NA — Slorile
copounding ot
periurpd

Healdware Maeililics Avorsdilation Program (HIFAP)
Acclodiistion Hequirements for ileallhicare Yraciliilas

i
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PRARMACY SERVICES/MEDICATION USE - COMPOUNDING STERILE FREFARATIONS

{(Supplement for Califernis Hospitals)

STANDARD DEEMENT

BXPLANALION

SCORING PROCEDURE SCORH

rofproncad we Titde 24 Regulutions Sce.
ABUA T Componading Area For Parentersl
Sotutions, Sec. S05.1 2 Phaimackess
Compeiding Area bor Pavepiesal
Solulivns, zd 505,121 Plynnacies;
Laminar Flow Biglogical Safoiy Cabingl,

ALy phanmmey engaged i compoundig
3%@2?@ iiectable drug penducty shall
comtorn to (he parameters and rec
statod by Article 4.3 (Seotion 1735 et seq.),
ap; ahicable o sl sompounidiog, aud sbail
aigg confomn & e parametors and
sequirements stated by Asticle 7 {seation
1781 e seg ), apphicable selely o sivrile

ujeciatie componndiag,

25658 Storile Dricetable Compnundine
gres for Parcnferal Sclutions,

Fhe plarmaey shall bave o desiputed sren
for the pt'f‘;z;‘:'aiés‘zzz af sierile injeatalde
acrducts which shall moet e GHowing
snnd.a.:l& HUUR 1751

{1} Clean Hoom amd Wodk Station
Reguirements, shall e is sceordance with
RBeeting 450A 2.1 o Tigle 24, Pari 2,
{hantor AA ol ile California Code of
Repulbations, 16 COR 1751(ai 1)

(23 Walls, ceidings and Foors shall be
consluet '=*<¥ i noonrdunce with Section
490431 of Title 24, Purt 2, Chapter 4A. ol
the C&i._?{}m\ L ode of roguiationg,

§COR U512

{3} He ventiluted B s nawnner i socordance

virpnmnix

Sec. 481A.3 CA Cade ol Reguintian
Compeunding Area foy Pavestderal
Seinfions, The plameaey shall have g
deaiyuated area for the prepasation ol
sieriie products lor dispensing whish
shadh

o briaceovtpsce with Federal Standard
209(0), Clean Roenand Work Sation
Reguirenssnts, Conlrolted Havirounent,
as apiproyed by the Commissiog, Federal
Supply Bervice, General Services
Adminigination moet standards Tor olass
FO0 HEVA (high eificiency parliculaie
airy flteved air sued ge honbnar air Rew
bood or olean soom,

2. Uave getr-porous and cleanable
;ﬂll'l.au:x.s, watle, Doal mul ooy

coverings.

—_—
Zi&‘

DOCUMENTS AND 3 4 NA
UBSERVATHING il conplinge

A = Nor-comypdin,

MA Compounling

aod perfurmat al e

foility,

oWorify that sompeunding aresis a
Cleall roeun,

2. Verily that walls, ceilings nud floois
winde of non-porous, cleaosbie swefaces,

3 Verily that the arca well veniiluled,

4, Vepily thal lanuusr alr fow hoods and

sloalt voont are vorti ed anpoeily,

5. Werily that supplics are stored hra
manzer which amintaing inegsity ol wn
asepiic eavircament.

4 Werify thal theve 18 g sink wilh bol
aud eold running water is losiled 1 the

2004

Fleabihears Paoilitdes Accredi]

Averedifaiing Reguirenienls fof He

o Program (HITAT)

weare Facilides

..-—-—;a



PHAHMACLY
{Supptewenl Tor Undiforuls Hospiials}

SERVICES/MEBICATION USE - COMPOUNDING STERILE PREPFARATIONS

PAMBAN HFLEMENT

LXPLANATION

SCORING PROCEDRURE

SCUIRKE

with section 505,17 Title 24, Part d, Claepster
5ot ii“a,{ e;uu. nﬂ f mir‘ of Ragululivns,
16 COR ¥73 1aM3)

(4% Bo eartiliod snpspily by = qualified
leginvichs who s Gunifiar witly the mstods
anel procediees for certilang kaningr aly
Ao hoods snd clean room reguiremenis,
aeeordance with stnadards adopied by te
United Stalen Gepurg! Barvices
Adminiziration. Corlifieation reeords muis
ho rolaised for ai lcast 3 years,

15 LOR 17510040

{3} The plarmacy shall be wravged in
accordance wih Secllon 498A 7 of Uile 24,

Part 2, Clunter 44 ol the Calilbrsia Code of

Regulations. Homs relaled o the
comprasnlhig of slerifc injecinble products
wititis the i'(il‘fz}“}f?ll’l{jil‘ﬁ asen shall be slored
1 such o way as (0 maiaeio Ui hdogrly of
an eseplic zivitonment,

16 COR 175 1{ud 5}

(6) A st shiall be ncladed i aseondance
will Section 4904 3.4 il 24, Part 2,
Chapier 1A of the California Code of
Reguiations. 16 CCR 178 HRG)

€71 Theve shatl be g reliigerator anddor
Frecyer ol sufliciont capacily 1o scct the
sinmape raquieass Bor sl malerial
requiring rebrigernion 1G CUR 175188V

{Autharily ead Sation 4605, Duginess
arsd Professiona] Coder and Se
188440, Healihoand Salety Cade

& Phe pharowwy shall be arranged in
sk nnner Gt the ninar fow
Liond is looatal in an ares which is
exposed s wenimal rallic fTow, and &
separule fon: aoy aren vsod oy bk
sworaze of Hems not related Lo the
sompounditg of parenteral soluticns.
here shall b sufficient gpace, well
separated G the laminar-Gow hoad
area, fur Uwe slovspe af hulk maiorialk,
SOUIDeNL L wazie nmicrials

1. A sink with hol avd cold ranning
watler nuust be witlihe the parenderal
solulion cotapoumding area or adjacont
fe i

See, 565,12 CA Cude of Regalation

Pharmneies: Cemponnding Ares fur

farenieral Soluilens. The phacmacy
sinit uve a desipiued arce fou the
prepanaiion of sierile products Loy
sHspensing which shatk

I B3¢ veniiluled is u grmer nat
inteilering with lomicar aic flaw,

Sec. 305121 CA Codi ol Reguiation

Phaywacies: Lamingr Fiow Biologieal

IO

Salv{y Calsinel. Inall b

prepariug purentam] cytotexic apents, all
comnposniing sisii be conduciad sithin

a vertilied Class I Tepe A or Class 1
Pypo 13 verticn] lnmizar ab [low hood
wilk bag Be-bag ol design. The

pliarma

iy g ansure that centasainslod

clean roon

T. Verify that theve is a reftigorator of
szli Helent capachty o meel he sivisge
regquirgrucnts for sl mmaterials requiring
refiigeration present i e olesn rouin,

2, Verily gt there i an 80 ouss &
{rbees HO0) lnmingr 2w How hood witlidn
a I8y olae T (10084 clesn sooin (with
o pusifive sl prossure diffescuatind
refatlve 1o adiseest arcas

R

Thoro iz an 150 closs 8 {olasy 1007 clonn
e with poailive i pressare
dillercitial relative W adivount niaas
(4114

Fhare {5 o bander isolator thal provides
an 1807 class 5 (chuse 1007 onvivonmund
{or sorpounding.

2009

Pealtheare Faetittles Accreditgtion Progeaiu (TIFAF)
Acoreililation Reguivesienls for Tushboare Facilities

25

70
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PIARMALY SERVICESMEDICATION USE - COMPOUNDING STERILE PREFARATIONS

Suppieament fur Calilorota fospiials)

STANDARD /14 EMENT

FLPLANATION

SCORING PROCELIRYE SCORE

AR08 87 Vacllity and Eawiptien|
Siandards for Reepite Injeriabic
Copwmoumiing from Nou-Slerile
lupredionts,

{2) No sterile injeotable produs shail e
sreprred 1 s kagwn, of reagonably

sheaid be koown, dal (e compouding

in the pharmasy™s writen poficics amd
progedures for the safo compounding of
sherile iectable drug producis.
PG OUR 1750080}

{b} During the preparation of steile
injeciehle products, aecess (o the designated
ek e cleamoom g be linded o dose
mdividuals wha are propesty stfirad.

(6 CUR 1751 0Hby

() Add euaipment wsed i o dosignaied
area o clesosty nasl b auade of g
memtorial That cin be catily cleaned and
disindocicd. 16 CCR 1751 61

{4} Exierior workbeneh surfiees and other
faie soviaows b (he desipaded avea sucli sy
walls, [Teors, veilings, sliclves, @ables, ad
stoads, st he disisfectal wockly amd aflor
auy uamidicipated oveat that coukd incesse
the risk of coptumination

fo COR TR DHE

fAuihorily clicd: seetion 40035, Busness wind

s pepunis
pressasrs arn leak oghl

Sall Lxplanaiory

fm avg sador posiiive aiy

DOCHMENTS S
INTERVIEWS b Full compliamee
OBSERVATIONS 4 - Nurecomphisuce
NA Compounding
ned pregdonnad at e
i Yerthy thal ne stovile desilubie fauitiy.
produst i prepared i 34 s knowa or
reasonably shoukl have boon knws
the sompounling eaviesunent fuils o
mieat eritovia spoci e in the phavn
wittlen policies and procedores for Hie
safe compounding of storile njeciables
dive products,

.
ey s

2. Voolly that seecss fo the desipnated
aluz of clean Yonn 5 Hnied L (hose
Udivicdusis sl are properly aiiived,

3. Yerdly thut all equipmont used in e
sd aree 0 eleun rooy 8 nae ol
an he easily cleansd and

desipl
jnaterial it
disinfzated.

4. Verily st sxierior workbeaich
supfaves and ol hard surfaces i the
designatad area such as walls, Hoors,
geilingy, shelves, mbles and sionks are
sinfvocied weekly and aiier any
vnantieipmiod ovent shal could oredse
sk of vontamination,

Peolvasional Code. Reltronce: Sevtion
2000 tHoeallheme Facililles Actreditsiion Progran JIHFAR)
Acsreditalion Reguirements [or Healthenrs Facilitiey 23



PHARMALY SERVICES/MEINCATION USE -

_{Nupplement for California Hospitals)

CONMPOUNDING BTERILE PREFARATIONR

! BUANDARD / BLEMENT FXPLANATION NG PRGOEDLRE SCORE
40415, Bustness aid Frofessicus Uode and
Scution RO4(0), Health and Saleiy Codal}
150803 Writien Poligies sad Pracedures  Self Lixplapatory BOCUMENTS ) ,3% 4 NA

(PP,

Wreitton pelicies asd prucedures assockded
with the plurmacy s prepartion and
dispeasing of slertle fufoelable products
shatd| inslade, but ot be Hnlled o

{1} Compeundieg oy and fabeliug of
sterile wjesinble soiapounds.
P CCR TTILONM D

(2) Lakoiing of e sterile bjesiable product

based on U intended rouic of
athnlmistration aud resommended mwmic of
adimnstaation. 16 CUR J73000(0)2)

{3y Lguipment amd supplies,
W5 CCR 1731830 n

14} Trabrlisg of stalf ts the proparation of
sierdlc mjostable producis.
16 COR 175102 a)1)

{51 Pencadures T imulling oytofoxi
agenis, 10 CCR 17505 a0

(6} Curaliy assurance progisns.
16 COR 1I81.020aH0)

{73 Berord keeping seaulrenents.
V6 OO IR LY T}

i Authonity clicd: Seclion 40405, Business
ar! Professions Code. Referencs: Bechng

Venrfy that policies !
feast G [odlowing wreas oxisl and are

being Howeid

{(A) Conpounding, Mg, sad Ribcling
ol slerile injesiable cowponnds.

(13} Dabeling .; the sgorthe infeciabic
presduct Based on e iondad roule of

admisdsiration and reeomuendud rate of

adiministeation,
(Y Bouipoien! sl supplics,

(i) Pratuing of stafl i G preparatind
ol glenle iaicciahle products,

{¥3 Frocedurey {br haadifeg oyloloxic
agens,

(MCiuality Assurance Perfounaiee
B pu verIeRE progran,

{1} Feoord keoping reguivameanls,

and provcdures s al

il copplianee

4 - Nopcompliance.

MNA Copmpounding
aod nerformcd of the
fauilily

2608

Heslificase Facilities Accreiintion Progran (HFAP)
Accredifation Hequircoienis Jor Hrealileure Factliton

2.

Fa
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PHARMACY SERVICES/MEICATION USE - COMPOUNDING STERILE PRERARATHING

{Supplenteat oy £ilorain Hospials)

STANDAR /BT EMENT DRPLANATION SOORING PROCEUR KR
4005, Business aind Profassiong Uode)
FERER G PP tnevedienis and Seiiterplanatory. BOUUMENRTS H . 4 MNA
Conjpmueding Process. (b Tlic INTIRVIEWS i H complian

egndtents nud (be i::{.'z}'z';pnii_?ﬁ;izaw prucass
tor cacl preprration pust be detvrmined i
writing boelore compoundisg begins ad

Grast e reviewed by o phanacist, 1§ 0CR

F751.02b)

{Auihorily oited: Sectm 4005, Buginess
apal Professions Code. Relorones: Suction
4005, Busineay und Prafessious Code

ZRG503 PP Injeciable Producls Irem
Nog- Herile Inecedienis,

Pharmacios compounding sterde ijestable
praducty ot one o7 moe noss sterile
snprodiznts must liave g wzz e, poticies
amwd procedures thal comply with the
loliowing;

£y Adl waitten polieios and proceduras
shalt o jaupedialely available to all
pessoanz] involved i these activitics
sl bomd nspectons.
16 OUR [751.0X e 1)

{7y Al pursaanel fovelved imust road the
patiedes nad procedures belom
compounding stertle injectable
products, sud uny addilons, revigioas,
and defelions to the wrillen policios nad
srpceduves st be conwnnivaled
alf persosnel invedved fa sterile
compordisg,

DASERVATIONS

i Vorify that thers jx v notiey fr
cotnpounding process.

2 ¥Werily that the ingredients asd the
sulgouwnding mrocess for cach
preparation Ao dotermived 8y wriling
buibie componnding beging aud
reviewed by o gharmacist

Seil Daplanatory. BOCUMENTS
L Werify thal writion policius are
avadable io ull porsennel invelved in
these aclvilies.

2. YVerily that all wisdT bave nond e
pulisiss nod provedures belore

sompoumbing sieride injeciabic products,

Verily that any sddilions, revivions, @
deledlons s the woiier polisies and
srocednres have besa communioded 10
all persegnel involved o sierile

COMDOUTAY.

3. Vesdy policies and provedres g
address ot doust he fellowling:

£4Y Sis il eompetency cvalatione,

(B Storage wnd handhg of produeis
aml supplies,

2005

Healtheare Pacilities Aceredilalion Progans (HPAR}
Aczrediiation Reguarements for Healtheare Facilitis

4 -5 Nomrcouphanee,
HA - Bortde
componiling qo!
purlernwsd

304 NA

oo Full complinnes
4 = Ron-eompliance.
BA Uampounding
so! porfored atde

fagitity
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PHABMACY SERVICES/MEBCATION USE - COMPOUNDING STEILE PREPARALIONS

eSupplenient foe Calilornis Hospitals)

STANARD / LLLMENT

EXPLANATION

SCORING PRACEDURH SCORE

OO VIS L2y

() Doelicies wml procedures must addreas o
leasi the filowig
(A} Computeney ovalualion,

{13 Stvrage md andling of products
srdd supplics,

401 Storage aad delivory of Tinal
prawdunte

183} Peocoss validation

{81 Porsonne| aceoss mmd movemaenl of
gtz futa and near te controlled
area.

{1y Use and paiztonanee of
environmenind conlrnl devices used o

croatle the orbive! gres for munipulation
ofsrerile prodocts {e.p., lmninae

wirtlow worksatgons, bologieal safeey
cabineiy, class 100 cleanrcoms, and
berrber isolalor worksintions),

(05) Begular vleaning schadule for e
vontrelied ared unid wuy cqaipsnent in
the confraled sren and Ue aliernatian
ol disinfectasis, Phaomcios sabloct o
a inxiifufional iidection conlrd poticy
say [ollow that pelivy as il ielales 1w
clagniug scheduios amd e allernaiion
of disszsloctanls 1 Bew of complying
with thiy subdivision.

(113 {sispossi of packeging matorial
used syringos, sontains, and deeiles o
vohinee ssnitsbion and avid
gorumulintions i the controlled sree.

11 oy sterife bateh compoundivg,
weitian polivies and procedures sust b
esiablshd Tor e use of magler
rnmbas and work shicefs and £

(G Btorane and delivery of fisal
procuct,

{121 Mrocess walidulion,

{10y Porsouned neewss mud woveinent of
materiady 1610 gl near e compoundisg
BIGA.

(7 Use ared maintenancs of
suvirosneaial vanlrol devices used w
preale the oriical mron [y mecipulation
of sterile products {o.g, laminar aiy How
warkstalions, Hlulogival safoly cabineg,
shass 100 eleny oo, md bBarrisy
isnlation worksiations)

(03 Reputay cieaning seiwdiie for the
conlrolied avew ol any couipiacit in the
controlied arcy amd the altemation of
disinfoctands {pharnacies subjret 1o 4
tstiulional infection conlvol polay may
fattow thal policy,

{11} Disponal 0f prelaging miaievialz,

used syrhiges, coniainees. and necdies (o
erthanes saiation and avoid
seciinten ia e controtled aren,

{11 Por sterilc batols somponding,
writien policies sad provedures wnst be
exinhlishud Tor the vse of mustor
Formulay and work sheols and Jor
spproprteie Jocuneniation

() Bleritization provedurss exist

2300

althceyie
Averaditativ

Fyoilities Accredifation Progioum (11EAP]
Rearirements oy Henithoars )iae

fiem _ 5.



PHARBMACY SERVICERMEDIIATION USI - CONPOGUNING STERILE FREPARATIONS
{Sapplesnnnt for Califoryia Hospilals)

i . o Mf‘i
;[- STANDARD / 14 HMENY FXPEANATION RCORING PROCHDURY SCGRE

gpproprniale decunicigation
(1Y Sturitizalion
R bnd- pradoct evaluation amd leslusg,

16 COR 1781 0%0)(1)

{Autherity etled: section 4003, Business and
Professious Code, Refereucs: Raalion 40303,
Dusiness and Profagsions Code}

FR.45.00 Labeling Heguirements,

L adedision 1o sxisting labohng
roqitilensanis, o phansicy which
ctznpannds sterile products shall incheds i
fallowing infornmtion o the nbels
thuse produsis:

(83 Tetephone pumber of the plarnuey,
eveep for sterilc innjesinble produeic
cigpensed for hipatienis ol d hospital
vhasizsey.

B0 COR 175020

i) Name and concontimlions of wgredianty
condtatied il wovile jociaile preadust
o CoR 1751 %k

{3 hustrestions for seorsue wzd bandiing,
16 COR (TS 2

(il All epintngic agesia shuil bear » special
tzhel which sisios “Chesatherapy-Thspose
of Properiy ™ 16 COR 175124

¢ Auifirily calod: Baction 4495, Desiness
augd Prolessions CUode Belerance: Sectaing
4005 Business aipd Professions Cade )

Hellcexplanntory.

frrcluding docnsneststion of storifivata
reguils)

(E3 Fod prodhuct evaluaiion and {esting

OLLAS,
DOCUMENTS tIBER 4 Na
IMTERVIEWS £ = Fal comyplinge
GUSERYATIONS A = Besl-pomphanee,
NA Compouding
I Verify that Inbehs inclsle telephone wd perfonmsd o e

wumber 0f pharmacy {uxewpiion: slexile Dottty
Injectable produuts dispansad Jor
ihalionds =g hoanibd),

2 Voerify it isbals inciude the nae
Al consaniubion of gredienis
contained i e produst

o

3. Verify that nshiuctione oxist lor
stovage and liznaliog of woducs,

4. Yerily lhat eytoloxic agenis bomra
specind label which slalos
*Chomuborapy-dispose of Properly.”

e Ligaitheare Feoilliies Acorodiiation Peopram (HIAD)
Acerudiiation Reguiremenis lor Healilicare Facililizs a5 &

4o
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FHEARMACY SERVICESATIEDICATION USE . COMPOUNDING STERILE PREFARATIONS

Hupplement lor Califoraia Wospiiais)

HTANDARD/ ELEMENT

EAPLANATION

SUOGRING PROCEDURE RUORE

2505687 Reoordiieepinig Coapounding
Sterile Ligiestables for Pufure Use,

{1} Phaninscies compounding sierile
ngmolable products oy Lilure nae pursuand
i wection P710.0 shall, i additton o those
records seagsived by section 17162, lave
rsovds tndicating the same, bl sundwr,
amount, and daie oo whick e producis
ware provided 1o a preseriber,

16 COR 78130

I5.85,08 Recovds fo e Muiniained for g
Least Throe Years,
The following vece

g sl be snaiinined
for al lausl thiee yoars:
[ COR AL

(13 Vhe Gadaing snd compeisacy svadualion
el emplovers In siertie produel procerdures.
{2} Balvigorator wixd freeger lomporahes.
(3} Certitiention ol the sterile compounding
environieni,

4% Uther favility gualily conin
gpeeilic o the plurmaey’s pul
prasedses {e.n, eleaning loge [
argl Cppmers}

£33 haspoction for expirod o rovatled
sharmaceniivn) prodocis or mw ingedioats

Laciizties

(6} Prepuration reconds including the masier

work shieet, e preparalion work sheet, and
recordy of end-prodact evaluation resulis,

(Anifority clled Seclicr AGUS, Business
and Profzssivn: Code, Reluence: Soelion
4435, Business nug Feolessions ade}

Sef oxplumaiory,

These reconds ars regpired i addition o
e requirenenis of 250507 (18 CCR

FETIR P

DOCUNENTS i . 4 NA
INFERVILEWS £ Tultoompliancs
UBSERVATIONS 4 Non comphianoe.

N~ Sterife
cennmouuling no
perfonued

I Vel thel pharopcies sempouoding
sterile joctable products for foluin use
shali also uve reeomds dicaling the
s, lof numbzr, mmoust, aud daie on
witich the proadusts were provided o the
presuriber

BOCUMENTS { 4 NA
INTERVIE WS i Pull soiplisies
OBSERVATIONS A = Nogecosnplisnes,

HA Sperile
comppinding sol
gerfonmd

£ Verdfy that nalitunancs of recordas for
thren venres cido

{AY Tepdniny sod compelency ovaluation
of eraployecs in slerile prodoc
procubes,

133 Religerator amd freoa
lemperaiuies monHored il
dominziiond,

{7y Cortification of the sterile
conpuunding envisoruent ooous o
repulariy sehosdoled hasis according o
wiillon policies amd procedores,

LY Onver Tawdlity gualify control Jogs
specific te the phatlitacy™s petictes anl
srocedures are wamined (0.4, sleaning
tios sk equibmciih

foms {or (it

2009

Healhoare Factliil

Acerediiztion Pragram (LIFAP)

Acereditulion Reguirements {or Heshibuara Factliiios

t

e



PIARMACY SERVICES/MEBICATION USE - COMPGUNDING STERILE PREPARATHINSG

iSupplemsent lor Califurniz Hospitaly)

STARNDARD / FLEMENT EXPLANATION KCORING PROCEDURE sSCORE

23,8509 Keeprd Keening Heouirenients
{cunf’d}

Plunnaomes shall maintain veeords of
validalion processes a6 roquired by Seotion
E75 170 for Baee vears, 16 TR 175 34

{Authorily vitad: Sechion 1008, Buslness
ane] Proinss Coda Reference: Ssaiion
4505 Bustices and Prolossions Code

505,48 Altire,
{2} When preparing evictosic sagenly, gowny
aied ploves shalf be wors,

16 COR 1751 41a)

€03 Whey campounding stavlo products
Do pne or more nou storiie sgredients the
Gollowing standards must be mel

16 UCR 1751408

£17 Clemyoom gar eonsisiing of u low-
shacding soverall, boad cover, face ik,
and slioe covers ot by work inside (e
desiprated area st all fwes

{23 ¢Cleanroom card mes! b donned aod
resceved oitstde the dosipeaied arcas.

£33y Hand, Hnper, amd wrist sgweelny must be
eliminatod. i lowelry canuti be removed

Sew alnidards 250417 qod 25,0414

Lelloxnlanaiory,

{¥) Inspecdon reoasds [or sxpived or
reeattod phastucoulieal products or raw
fugrethiongs,

(173 Prepacntion reeords meluding Hie
traster work siwet, the prepaation werk
shaet aod soeords of end produst
evilaati

BOCUMENTS
OBSERVATIONS

I Yerily tha records of validation
process ae dessribad in 23404003 wnd

2801 |4 ave mnlintzioed [ur g feasl thres

VUL,

DOCHMENTS
INTERVIEWS
ORSERYATIONS

1. ¥Verily thet when propuring oyiolovic
agely, gowiy and gloves sre worn,

For sompowiding storile products Foi

L of e nou-stethe inaggdionts;

2. Verily dhat aledn room garb consisls
af a loweshedstsng coverall, Tead sovey,
face mask, aul shoe sovers wast be
worp mside the designstod area at all
fiios,

3, Verity that clean rosm garly is donned
and reaoved oylside the destzuated
arca.

g A TA

¢ Fudl complianes
4 Hun-comuplance.
NA Bwrile
compoundig nol
pregfarmed

3 4 NA

T Fudteompiinnoe
40 Nopconyplianee,
NA Compuoassding
ol pericemned af the
Tactlity,

2HIY

{ealibenee Pacllitizs Acoreditniion Progran (TIFAD)
Aceredinlion Beniremands [or Heallleaos Facilitics




PLHARMACY SERVICH
Supileanend [ve Calilornin Hospitaind

SMEBICATION USE - COMPOUNDING STERILE PREPARATIONS

==
STANDARDY / CLEMENT PAPLANATION SCGRING PROCEIIRY ; SCORL

teen 1 omust be eicaghly vleaned ad

coversd with a stertls glove. 4. Vorify tua band, Figer, and szl

(4) Head and facial hair st be kaptout of jewelry most be removad [ jewelry

the cetlivad arug or be coveierl, cunnol be removed, the jowelry nnes he

{33 Gioves madde of fow-shedding mastesiuls thoraphly cleaned and covered with a

sre requred, sforie glove,

£y Phe reguirements of this subdivision do 5. Verily that head and Lacial bair wokep!

nob appdy i s barrier Bolutor iy vsed o ol ol the eviticad areg or is coverml

copound sterile injevtablc producis Fom

e af fore Bail-slerije iagredients, 6. Worify that proleclive gloves sinde of

io COK 178 L) feweshedding malorials are maubed.

{Anthoniy ciod: Seezion 1005, Business 7 Heview policy on aitive Tor

amd Professions Code, Bederanee: Scotion preparation of oylolunic agenls,

4003, Busgess aud Professions Tode)

ZR.05 41 Training of Stall, Palivsi, and Sell-explanutory, DOV ENTS i 4 NA

Carvegiver, INTERVIEWS e Ball complisace

(e Consudion shadl Be svailable o the
palient anddor prinary ciregivey suntoming
prapear uge of steride infeclable producis and
redatod supplivs Masished by the phanmacy.
16 COR 1751.53()

(b} Vha plurmaciai-in-charge shadt e
responsible 10 cosure all pharuusey
ersennsd cigaping i compounding steriic
injeciable deag modiscts shall bove truining
anl denionsteated corpelence s the sale
faudlog and compounding of stariie
fnfoniible products, Parustoral solutions
hipleting ovioloxic ngenis i e plamiacy
compounds products with eyistoxie ayenty.
1o COR 1731400

ted Eeeortds of traiuiog aned demonstiaied

OBSERVATIONS 4 Noseoouphianes.
MA Compounding
3. Venly U consullntion Is available not perforped al the
te he putient alor prieary caregiver faeily.
cwmmerning proper ase of storde
injeclobie products and rolzted supplicy
furidshed by the pharnacy,

3. YVerily that G pharmacist in charge
ensarss el gl personne! snguging in
campeaniing statlle lujectuble diug
pradusls have beew frnined and
depoustiralo on-poiag coppeience ia the
sall hudiimg and compounding of
sterih ixjoctable drug prodogis inclnding
c¥inloxie ageds

2 Verily that records of raining aod

209 Hlenlihears Paeilitioy Acereditation Program (E1FAP)
Averedilaiion Begurremenls for Healihoare Faciiitics 25-

)
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PUARMACY BERVICES/MEBICATION USE - COMPOUNBING STERN.E PREPARATIONS

L BEANDARD 7 BLEMENT

SCORIRG PROCEDURE SOORY

somnpeicnee shind he available [or sach
individual aad shall be reluined o theoe
yoars bovoud i peviid of ampluvmeni.
i COR 751 5(08

{¢} The phanmacisi-ir-chaige shall e
respazsihle o cusure the conlisuing

sompctesce ol phannucy posonned engaged

i cettponasdiog sienle ljeclable prodocts

to COR 175 1)

{Auihority ciled: Seclion 405, Busipesy
and Professions Ucde. Relorcnsy: Sectivg
40035, Pusiness ml Pig g Coda.)

25.05.12 Fraining of Staft R

fe} farmacies Ha! componnd slerile
araducis ot one of o pon-sigrikc
Ingradianly mest coupdy will tha llowing
Ak soguironmosis

£11 The phistracy waust egighlish wid hliow
A writton program ol ratung and
parlrmsire cvalation designed b onsut
that each persas workisg In (e degiguaied
srea hus e lnowledge und skils necessary
i6 porfonn thalr asstgned tasks aroperly,
This program of raining asd perisrmnee
evabuai lon muest address al lease Hie
foliowisg;

£AY Asepiic 1eakanaue,
{8 Pharoucentiond o
tuitsnology.

{07 Siorle produet caunperiding
dosumentalion

s

ut

Sell explanaiory.

o o T T T T et

demonsivated compeiones sie availuhle
st eaeh lndividual ad are vetained {or
duen yeurs bayond the peded of
emniovingnt

DOCUMENTS { 4 hA
INTRRYIEWY [ = #ail suinphisue

ORSERVATIONK 4 - Nup-compliause,
NA Conmouiding

1 Verily thai phanuscies have an aol perionmed al the
extablshed and (ollow o wiltien propram faviiiy,

ol traimne perionmance evaluation

desipned f: ensomr Gt cocl person

working o e desigimied swea has the

kenowlodge and skills neveszary to

nerierm Hel sssigned osks propetly.

2. Verlly that the program ol raining
and evalmgiion sdideesses the lollowhg:
asspiic (Cehnigee, pharmacentical
caleuimtions/lerminalogy, sterle produgt
vomnpresting Joctmantation, guality
assupanes procadutes, sseptic
preparalion procedures, propor gowning
and gloving lechuigues, gooeal conducl
i the confrelled aren,
clepsiagfruniiizine and mainlaining

H

2009

Ticid theuye Facilites Avored lation Frogrom (HFAP} ) ) . . . 4G,

Acerctioiion Rogubigments fay Healuare Factitiey 23- !


http:l!m'l'lc(~gg)!lll.rl
http:25.U5.12

FUHARMACY SERVICES/MEBICATION USE - COMPOUNIING STERILE PREPAEATIONS

iSuppiesient [or Culifsrain Hospilals)

BETAMNALRD /I

ERTNY ERPLANATION

FRING PROCH:D

SEORE

(I Quality prsurance provadoros,

£33 Aseplie prepmoelion Drovedres.

{¥'3 Proper gowaing ad glaving jvolnsge,
{07 Genmal conduat o he sostenlled sies,
(H) Cleaning, sumilising, oud maislainng
aguipmenl uscd 2 the conirolled seen

{1} Sterilivotion teehnigues.

(1} Containem, cquipmeni, and closure
syslom selection.

{23 Pach person ussizied e e confrolicd
area st successiully conplowe poacticat
skills unining is sseptic lechnige aud
mseplic wrop practices. Hvalon Gor aus
inelude wiil sting amd 3 writlel
ptoloco] of periodio routine perfevmce
chetks Involying adherence W aseptic aoca
policies and mrovsedures. Bach person’s
proficieacy and coutiinelng waining nomis
sl be roasessgad overy 17 wonths,
Resulls of thesy assessments wisst be
dovusmmented and retaivod i the phactscy
lor e vears,

£5 COR 1730 3del {A-Dand {23

(Auibority cliod; Bectiog 4005, Business
and Peofeasginge Code, Reference: Scolion
HEIS, Business and Professions Unds.)

sxplansiory,

250513 Digposn] of Waste Matevinl,
Pharmacivs componnding sterile igoectable
prosinels shall bave writton policies md
provodures [or the disposat ol Infeciions
nialerials msddor malesiads containing
syialoxic reskives, The provedures shall
inchude elennup of spifts and shati be in
conftmance with ool ealih hwtsdiction,

eaquimaent ased i (he contrgiivd arey,
sterilization ‘eclhalmess, condaier,

cipuiprrent oud closure syzien selesiion,

A Verily that such person assigasd o
e constrolled aves st succaseliuly
curuptate prachical skills traming In
asenlio wehsigus and asepiie goes
mactices.

4, Yerify that evalangions iwlwle wrilien
esting wnd 8 wrtden protocod of puriodic
cordiile peefonmasee cicoks Urvelving
sdheieien o ageplic aron policies gl
procedyras.

A Verlfy Unat cach person’s prodiciency
aid continging lrainisg soods is

reassessed overy 12 inoutis

f. Veorify tha
are doonin
pharasey o three yoars.

adin of sialf aysessnieniz
T and retatasd 8 the

POUUNENTS
IMVERVIELWS
OBSERVAFIONS

L. Verify that phagoasics compording
ile injectaitde wodnels hnve writien

policies mud provesiures Bor (he disposal
of mivetious maleriais sedfor materials

Sien

4 Nor-gomphiance.

MA = Slrte
componding not
peritred

0 Heubtheare Faciiitios Acorodilnlion Progran (ITFAY)
Averediation Reguiranents for Healticare Pactlities
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PHARMACY SERVIUES/MEPICATION USK -

8npplenten! lor Calilornia Hospitais)

COMPOUNDING STRIULE PREPARATIONS

STARNDARD / HLEMENT

EXPLANATION

SEONUNG PROX

SRR SCORE

OUR 7516

fAUlmy citen] Beciinn 4005, Husiveas
and Drolossions Cude Reloroime: Scoton
ADBE, Pesimess mud Prolessions Code)

TREZ. M Gualily Assurauce sl Process
Yalidation for Persanael, Vquipment sod
Facilities {OAL,

There shall be o documenied, negoing
galily sesuvanes program st mepion
passianel posfonuaace, equipsen, and
factfises. Tho end product shall be
examiust ona p \x!zs; sampling Dasis g
defsspamed] by the pharsocisi-in-alnree o
sesune Hsnd oL mests reqitived spenilinslions.
The Qunlity Assurance Program shall
mwivgde at fosst the ollowing:

(13 Clenning an! sandtization of the
pareniedsl madisatton propaalion area.
121 e slorage of componndsd steriie
Imf:'*?"zsﬁft: produets it phanusey and
aerindic doonuenialion of refrigersior
lemperaluie,

€1 Actiong (0 bo taken 1 the evont of o
drog reonil

(4} Writlen fustificuticn of the choszen
sxpiration dales tor compuamicd stsrile
Hijcviable producis,

Fo CUR 1751 73 143

(Auatharily cited: Scetion 4003, (Tugiess
and Professions Cude, Reforence: Section
4008, usiness aned Professions Code

contsiniag ovtoloxg rosid

2 Verify tal procedures behido
sicanap of spils and are  conlorinanes
wiih focal health urisdiction,

DBOCUMENTS g o 4 NA
INTERVIEWS i=i Full cos s lisuoe
DRSERVATIONS 4 ?‘sée,;z:---c.ﬁjupﬁmic&_

NA Compounding
I Vellfy that the phamey hes a ot poriomsed ol Ui
dosmnonted, onpolne euality sssurance Ll
prograns that monilors "‘é,f%{rulr‘i.
rlormance, squipent wnd fcihitios,

Yerily tt the pharmacy QAP
program iy meerponsed o the ospid
wide QAP program.

Yerily ihat he cud prodaulis
eu-max‘z} an o perfcdic satnpling jasis
an detarised by e pharmacst G
clitrge 0 assne that i moets reguived
spustlicaliom.

3 Vel tial he quality ssstrance
pregran incldes:

fa} Clianing snd sanitization of s
pareisteral nrediculion grejprarsiam oo

b} Tl slorage of compounded
parstiol predupcts in i%z{; abwrzacy aud
perlodin dovneiaiion of
refrigoyulodiiecsor lomperidurg,

(v} Sleps ko i the ovont of 2 diuy

Y

Healhoare Factlitios Aceseditation Program ([1FAP] 4
don Reguiromnents For Fleallleass Vacilities 75

Averedil
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PREARMALY SERVICESMEBICATION USE - COMPBOUNDING STERILE PREPARATIONS

{Sappioionl {or Califernia Hospiisis)

STANDARI/ BLUMENT EXPLANATION SCORING PROCIDURE Je0n ;
ienail
L8 Writter Jusiifioslion o the chesan
sxpintian dales for conpennded alerike
firfeotable drug produes,
280515 QA Porsonnc] Valjdalian Seiliowplanaiory. POCUMENTS ! !:m 4 NA
Process (cgnl’dl INTERVIICWS b Tal! complianee
Euel individuad ovoived I the propasation ORSERY ATIONS &0 Non-compiance,
of steyile hpeatable produsts must Ma Cenipowidiag
suctass{ully compivte a vatidaiion process P Werily that encly individua! mavelved wel peylimned al ihe
e lephmigue befiwe beinw wllowod 1o a1 the proparation of slertle jngectable {uciliiy.
srepaie steride Gnociable produets, The products has suoccssilly compleied s
validalon progess shall be carvicd out i the validaiion provess ou fechnigoos for
satie sunnser g noncid grodection, wxeept preparing sterile injectable proshucts,
dat an appreprisie idurobinioginat growils
mredinm i st i gloe of the actud 2. Wesiy thal the pigovss x aried o
prochaed used duiing stestie preparation. The i1 the same muer a8 uoinl
vadicabion process shindl he cepissentutive of prisdisstion.
alt types of ssripilations, prasheis sl
Batel sizes e instividual is expevied io 3 Verily thal the validation provess is
grepere. The smne pesmounel, procedurss, represertative ol ull lypes of
conipenesd, and walosdaiz are velbeod, nmipulations, products and bateh sizes
Campleisd srediim samples must he e tudividual i oxpocled (0 propare.
bnnbuted, W oncrobizl growih ig detecisd,
theg the storile proparation procoes mnst by 4. Vortly that the same pessonnel,
evahunted, somreclive achion Bigen, and the procedures, cquipiieul, sl paatendy wie
validation process repested. Personnel mvelved.
cotupelency st be roeyalunivg af lsasgi
seery hwolve outhy, whenever Wi gqaabity 5 Verily at modisy samples ae
SSSUPRLOSE PIOERUT yiekls an unaccepiable inenbaiad,
resali, whet the compunnsding piocess
ehangon, oguigent used i the &, Vorily shat H sdorobinl growth i
sofupuinding of siertle fgjectable deug detecled, the stertle propavalion process
groducts 1y repaired o eplnced, s ety g evahniod, corresiive gotion taken, wd
is modifisd oo macner et atieols plillow ihe validation process is repeatad,
ar Iral¥is pailoms, or whoercvey bupioper
24 Healihoare Favililics Acergdiation Progmam (HIFA)
Acersdiation Hequircmess Tor Healilioare Facil 25
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PUHARMACY SERVICES/MEDICATION USE - COMPOUNDING STERILE PREFARATIONS

{(Supplement for Califorida Hospilals)

STANDARID/ BLIEMENT

EAPLABRATION

SCORING PROCUEDURE

aseptic teehnicoes are claervad,
hihution must be dovaneted,
Fib}

16 COR 175174

fAuthwrity vited Secilios 4005, Busiuoss
sud Prolbssions Uode, Refereme Bection
44353, Busitioty amd Professions Codel}

25405.46 OAP] Produels Testiue for
Sterifity and Peroereny {ouni’d}

Proich praduced siedlle mlecible ding
produsis copmoennded Bom oie o more
non-slerle inpredienis shull e subjec! @
ad end product toeliug Jor starillly
angd pyrogens sad shsll be guaraniines] walil
(e ead producl desting conlinmy sierility
and woveplable lovels of pyrogous.

6 CCR 1751 7}

dooetm

{Autliority cited: Scoljon 40035, Thusiness
and rofessions Code. Refecence: Seciion
4005, Business and Prolessioos Code)

259507 Componnding Stevile Priduely
Purchased Brom Specisity Compamuding
Pharmagies,

1 the facility purehased sierile compaunded
peoducts frou a specially comjpousding
pharmmcy, the factlily mast oblain and keep
A recands einhng, bul ot Hidted o,

Seff-exphagiuory,

Sel e plunntory,

7, Yorily thal personnsl conpslay
reevaipnicd of leost svery twelve
wmoatls, whon over the guabity asstrance
progeant vickds we mmoceptable resall)
whien the cosppounding process chanpes,
st ased fo e compeseding of
steviie nfeciable drog produdds is

repaired of replaced, s Doibiy is
modiiied I u mume dut alfocts sirliow
ot ailio paticrns, or whesever Impropor
asaptic technigaes ass observed,

£ Verily tmf the reovaluntions are
docupeniad.

POUUMERTS
INTERVIEWS
OBSERVATIONS

LT
aing
oah ol the

{roms oawe o e don-sterile wpeadionts
are suhivet o documeitied end produced
tosling for sterilily wsd pyrogens,

2. Verify each balch is quarantined nalil
ihe end product {asiing confir stertlity
and wcceplable levels of pyropens.

NOCUMENTS [ 5 1 NA
INTERV WS [ = Fudl eonydianee
CGRSERVATHINS a = Mo compliauce
MA - The Bactlily
LoWerify that the phermesy obteivsd aml dees aod purabase
refaing quality assurance festiog oo e slavile priluets fom
spreeraily volupounding phain speatalty

iGN
FAEN Y

Fats 3t

cuve Facilities Acoreditation Pregrs
ditalion Neguiranes

1 (HIFAT)

s for Healthears Cacthiiey
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PHARMACY SERVICES/MEDICATION USE -

iBupplesuent [pr Calitorain Huspilais}

COMPOUNDING STERILE PREPARATIONS

STANIDARD / BLEMENT

HEPLANATION

SCOHRING PROCEIURE

BOORN

sigrility and pyrogey togting fom the
componndiog pharaey. Such records
miesl be foapst on Te For o mindma of threg
VOuE,

250538 Referenve Malevialy,

Fhero slall B curvent and wppropriate
reference maierials regarding the
C"a?;}aurd"up ol sterile injectable prodegs
foeatoed i oy immedisioly avatluble (o the
pharmagcy, (6 (R 17510

{Anthority cited: Soetion 4008, Dusiness
andd Professions Code, Refermee: Sullf}n
4008, Busiisss and Prolsssions Code

2R.ESEY Maraishing: fg Darenterad Patient

at Home.

Sudsieet i the Bolowiug conditiong

Heorsed phammaey may Nirnish o a l:u'm,
borith 2 Igt‘lwy ficensed untder provision of
Chmpter 8 {comimaneing *d tr section 1723
or Iivsmions 2 of (he Tlonith anst Sufuly

Coded or w & bosplen leonsed vmler
gravisions of Cliaplor 8.2 (conaeneing
with sootion 1745 of Dvision 2 ol'the
Nesi: and Sefefy Code) dunperous disgs
for parentersd Serapy other tan conrolied
gubgtances, in a portable containes {by
[ovaishoyg (o palients s home Tov
emerguney beallon o adjustment of
paveateral diug berapy by the home bealih
apoiey of Huossed tQspict,

OUR U750

{Auherity sifed; Seolion S0U5, Busloews
an 1"1'01"(3.‘,\:;.;\5%3« (-hdu‘ Refersmne: Soction

iexlanmiony,

Self explanatory.

Tor storifity and pymogeas,

IHICUMENTS
IMNTERY LIOWH
OBSERYATIONS

Verily that thorg ove corred gl
spprepriaio rellyonse nedorisls
regaiding e compounding of storile
fgectable prodacts lgesigd wor
imiediiely availabic fo Hie pharmaey.

DOCHMENS
EVIERYVIEWS
OBYERVATIONS

i Betermiue whiothor the pharimsey
furpishes dangerous drugs for parenierat
theragy other s conigolied sibstances,
to bowwe lcalth agencies or hospioes,

341 ves wbove, dotermbis [ ihe drugs
e transported In poriabie coudaisorns,

compoandiog
plwmmelos,

G O N
i = Fall complinoce

4 - Nyp-coraptipnee.

A Compougding
vod porfrmed at e
faciily,

: 4 BEA
Po¥ell conpdianee

4= Mop-complianes

NA Cowmpounding
frmed al the

fnoility.

MNA = Facilily does
ol provide
sompoded sferile
proparations fi
home uge by Lhe
‘!le.iin' i

Nrvres
Pt

Featihease Farililiey Avorgditation Progsan: (F1FAP)
Accrediation Bequiremesis Yo Healihears baeifities
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PHARMACY SERVICES/MEDICATION DSE - COMPOUNDING STERILE PREPARATIONS

{Sugplentent for Calilernta Lospitals)

SVANDARD / BLEMENY

LXPLANATION

SUOHING PROCUEIIRE

SCORE

4005, Business and Profpssions Undo

25.05.20 Furnishiug to Parenlvral Patdent  Seilesphinniony

#{ Hoane — Pariable Canialng
Preparation and Haudling, feuni'd)

The pharmuey, haviag owaership and
responsibilily for the portable conlainers,
shall cnsure that sach pogtable caniainey Iu

in seeh o nwogen tha! o e
ol senl mngt be brokess L pain wevess b
e dhrugs,

{33 under the elfctive vl o' s
registerod nurse, plarnucisi or deftwery
person at el times when not in the
phanmnacy;

(4} fabeled ou the outside of the coutainer
with a list ol the contunls:

(5] mainiained al an appropriate
temperature aecording o Uniled States
Pharmacopsia Standands {1995 23

Ao, sad protected sl sl e from
® L rutnres that veuh! daonge the
e 16 CCR 17510 §)

{Authority eited: Seclion 03, Bousinoss
and Professions (ode, Hel D Beglion
B Bosiness and Professions Code}

25.45.21 Farnishing o Home Heallh
zencics and Licensed Hosnloes

Portable Contalner Conlont Yolpme,

‘The porluble container may codain up

£1y Mkl of U.O9% sodinm chiluride
ar copainese of 8 sl

lbraveng

Seiloxphuabory,

BOCUMENTS
INTERVIEWYS
OBSERVATHING

Vorily thal ench portable confainer
[, Senshod by w seplvtored pharmaciad;
2. senlad inosuch g nuanor el 2

tasperroc senl st bo brokow o zadn
acoess 1o e drugs,

3. vnder e alfeclive conttod ol &
registered muse, phamacist ov delivery
prersenr gl all teies when not i the
plarvacy;

4, labeled oo the outside ol U container

wiily 2 list ol e contonts; s

S mnintaised ot ag anpropriaie
LA TR LA

PBOCUBMENTS
CPRRVIEWS
OBSERVATIONS

Verily that the noriuble eontatusss et
the voline thnits dosuribed i the
stachard,

: A RA

i P conplaeae
4 = Nouw-cumpliange.
NA Componnding
not parformed ul the
fwuihiy.

NA L Faeility dous
sod provisde
coinpountiad stede
proepaations ]

lor

nic vse by e

3 1 NA

b= Pl eomplanes
4 = Mogecnmpliance
NA Compounding
st porfurnied af the
faaiitty.

WA Paoility doss

SHG Hoalthoore Faclities Averedtiiaiion Peagiam (HP AT}

Ascrzdiintion Bequircinents for Healtheare

1

ueitines

o
L
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I’iiﬁlié\-’h‘\{“{ "*’Q?RVIC‘I?%‘I\’I if‘I}i{“’A'i‘E{JN UBE - COMPOUNIING STERILE PREPARATIONS

STANIDARD / ELEMENT

EXPLANATE

$30

STOIRNG PROCHDURE

ROGKEE

delerancd by the phamsmoy;

(43 10000 . ool 5% dexiross nywtey
isjection in confaiers of A siqe detormiied
by the shamusy;
(371 two vigls ol ugokinose SG3 unily,
PG COR 1781 1 3

(Auihordy ciled: Seclos 4005 aud 4057,
Rusiness aud Pralossions Code. Reforence:
Secton 0 A0I7 408 and 4332
Lusiness and Projessions Code)

25.05.22 Pucnishing 1o Mome Heatih
Ageuvics and 1dcensed Hospices
Povizhie Coutainer Modiatous (canld}
Lnch of the following ilems shall e i
soubal wposed containers; the lunushing
f;‘-wi:mw may suledd say or all of these
iﬂ:.pm;t & ehrmnt nup ko fve dosage unils
for inclusion i the soaled porible
consings

{AY heparis sodion look Tesh 168
saitsfml ;

{133 heparin %[}({iliiil ok Fush 10 upitefimd
(C) epinophrine 11T, solution 11000

¥ }c’r‘n epbine PO solodon 10
£y diplenlydramine L 3ngimd
'fg,. methylprednisolioss 123mp/2nmi

() normsd ssbine, proverved, up 0 30wl
vials;

{13 zz:iie;:, ;

whal 2wl
il ﬁjuwz g

(1} pl‘o{;iu(zqse 2N I{.lmg,;‘;a}f_;
{1 promelinaac 23mg/vml;
{13 dextrose Q5pms/Sihul;

(M) civeagon Tmghnl,

Solf-oxpruatory,

BOCUMENTS
INTERYVIEWS
OBSERVATHONS

FoVoenly thal (e izm- s Histed o e
staicherd, W ngad, ave Hinieed to [ve
dosage nis e [lt‘lldl"if‘ Tonininer

i the plarnaey verificd
W ildnj.__{ﬁiz.‘s;is graye and

2. Delenming
thal tho speci]

guanlities o be included i the poriabl

contatpel are Hstod in the home healih
sgency’s or luensed hosplec™s poliey
anel provodires.

nei pravide
compuinded sterle
gropalations i
fiong use by {ic
patiunt.

EY

: 4 HA

t— il eoapnlingee
4 Mon.campidisnge.
HA Dompounding
ferl periuonied at the
faotlity,

NA Facilily doos
ned prosvisde
camponded storile
prepasabions ko
homne use by the
palleng,

240y

Heulthoore Facliitlon Acure

elitalion Progren (HY AP

fusrgditation Reguavmonts For Healibeare Faetliiles
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PIARMACY SERVICEMMEBICATION USE - COMPOUNDING STERILE PREPARATHONG

_{Supplement for Culifornia Hospitals)

1 STANDARD / HLEMENT

FXPLANATHON

SCORING PROCEIRIRE

SOOgRE

{N) Insudin (e} TOU maizdnid;
{o3 hancdantide U, Smpfhul;

(1) T osemide 180

13 EMLA Cream Sem Ll

(10 fidonaing | gporcant >0fm sk
HG CCR 17511 W) AR

N

The phannacy shall ensura tha! The specific
dangerous divgs and quaniitios Lo oo
inciaded it e porlublie coniainer ave listed
i (he fenre hoslih ageney’s or Ucensed
hospive’s vcéic;«' wid proceduies.

Lo COR Y5 L1 HDNS

{Antlmnly ciied: Section 4008 aud A7,
Business and Profassions Code, Beloronos:
Seolion 4040, JUS7, 4081 aud 4732,
Buesigess and Prolossions Code

pi A iﬁ-u ii’m‘aishim_ f l-lnilw i’imlri_l

Pariable {‘{}lzhl}itel i{g;,tz chmns (ceat’d)
{ e phartiaey shall not supply a portable
gouluiagr 1o o huime healtl ageney or

lHesraed Bospios wieh dovs nob:

{1y ingdesasul and apintais policies gl
procudes for

{A% the stozape, (cianpmygiure stshilily snd
traipsgertation o (e porkable cordainer;
{83} the fwaishing of dougeroux drags frem
L prorfabshe somstainer upou i wrilicr or
el suthorizetion ol 8 groseribon and

£003 2 specific reatipend protonal [or fhe

addiiin
i the pogtable comainer.

tien ol cach sucdlcaiio: conlg el

Selfoxplanatory,

BOCUMENTS
INTERVIEWS
ORSERVATIONS

i Voiify that the bome health aganey or

liosgice u{ziian 24 pz,rif_hl(‘ container s
e approns wooetliges
wldrassigg the {*fﬁxzzm‘r s o) the siandard.

2. Voriy thal e #7P are seviewed at
feast awnsally and roviged as appropriste
by the appromiate nfividuals,

i ! wif von y ‘huzlw

4 tiopcomplivnee,

2\ A, (1}% ?}{)1][\( {12%
st peviprnied ol e

vitify doss
i provide
eonnpaded slerile
preparaiions for
bt e by the
iR

200

Heaithanre lociliies Ascrediation Progrs

LIFAP;

Assreclilation Reguirenients Ty Heahtbome Facilgies

25-
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PHARMAUY SERVICER/MEDICATION USE - COMPOLUNING STERILE PREFARATIONS

(Rapplemeni fpe Colifornia Hospitals)

STANDARDY/ LI EMENT !

LXDPLANATTION

SCORING PROCEDLIL

BOORE

B COR 1781 e iNA O

(23 huve the nodici padures and
wotocols reviewed aud revized (a8 necded;
annnatly by u group o prolessional
perssmal ineisaing 1
sargech, & pharnasist and 8 woisiered
RETELN

P TOR 17513 e

A copy ol these polioies, procoduley and
prafosed shall be maiished by the
foynistng pharmaoy from eaeh howse healih
npensy ur lsensod Tospice Tor which de
pharnzey funiighes posiuble coniaiuors,
TR TR

¢ Authortty clisd Scelion 4065 and 4037,
Busmness and Profesgions Code, Relerones:
Srotion 404D, 4057, 4081 aod 4332,
Uusiness and Profossions Code}

1548524 Paratshine {e Home Health
Avencige anl Fidrensed Jhuspices —
Polwies aad Procedures st HHA ur
Hospice sl Have in Place {caat’(

[it caseg whovs a deug has been
whninitiered [0 8 pationt pursant o the
arsl eeder of s teonsed pieseriben, the
pharnsoy shall cnsure et the oral ovder i
mpnodiateiy writlen dowin by o rogigiered
nirse o plraoancist asd conmaaicslod 8y
copy of fax willis 24 boewrs (o 1w
farpishing pharmiaoy, with g copy of e
mressribor-gizncd docunei! lorwarded o
the dispensing phanauey within 24 duys,

HEOUR TS

Soifenplenaiory,

BOCHMERNTS
INTERVIEWS
OBSERVATIONS

L Venty thatl oral onders foy nedioation
are imunenibaiely writien dow By o norse
o 7 pharineci and sosunicaied by
copy of fax within 24 houns w the
fwraishing pllarmaey, with s copy of i
proseyibor-sigied docameent [ovwarded
o the digpensing phannucy wilbin 20
duys,

2. Vorily thal withip soven davs (168
fronies) afley ihe sen! bes boeoy hroken on

NA Uisupomding
mt perfved afl the
IERHEY

WA Focliy does
net provida
pempounded sieriie
prepurations sy
fennie use by the
paticnl,

24300 tizalthesre Pacilites Acwraditalion Progeans (HEFATP;
Sooredilation Requissents fon Healtloare Dacilities

25-

3

{‘:,Q

L



PHARMAUY SEQVICES/MEBICATION USKE - COMPOUNDING STERILE PREPARATIONS

_{Supplement for Califorsis Hospitals;
= :

]

L BEANDARD J ULEMUNT EXPLANATION SCORING PROCLBURE T_ SUGRE
the purlable confuings. e boe heslth

e phatmaey shatl cosure that within ageney's divecior of mupsing sorvice oF

sovel dys (168 buus) alior the sea! bas sugistered nurse cimployed by the botse

Geun beokes ou e porlable conbdner, the heaith agoeney ov licensed hospital

Lo bealth ageney’s divoctor of pursing relurns ke couteiner (o the {umishing

service or ¢ repisieved puise aploved hy pharniacy,

the howe beatih ageney or Heensed Lospios

velulas the costaiier (o the fenusidag A Vuerily that G furalsldog phanmasy

ghmrminey. Vhe lesishlop phaciuey ghall then perlusing s veniory of e diugs

resy porforin s lwvensory of the drugy usad uretd o the contoiner, snd 1 e

from e contaloes, and 11 the eollaines will sotlainer will be revsel, resioeks nid

Do rensud, ! restock and resedd the reseals the contabuer before U g again

sonfeiey hefurs i by ngain Aunished o e furmshed o the herne heslil ageney o

hesuie health agoncy or Hoeusad hospics, {ivenged peepive,

6 CLCR ITSETH

(Aaborily cited: Seetion 4003 wnd 4057,

Busiiess and Prodessious Code, Beferency

Soclion 4840, 4057, 4081 wisl 4332,

Rusiness anid Prolissions Code

24858258 Vurgishing o Hoe Ilenlth Self explopaiory. BOCUMENTES PRAE g Na
Apencies gnd icensed Haspives - INTERVIKWSE Ee fulf complinnee
Tolicics gud Procedares that Forpishieg GRSERVAFIONS 4+ MNop complinnce,
Phaesracy saust g ve i Place feanCd} B Componnding
Pha Qnaching pharmacy shalt lave wiillen Vortly that the pharmacy fes wrhion 1ot pexforsoed al s
policies and procedurss for fhe saatents, nodivies amd procedures Jor ibe conteitie. lrelify,

packagiog, invertory moviforing, labeling nackuaging, inventory enitoring, NAC Pacilily does
and #torags mslrustions ol e puriabie Iabeting and siotuge nstrucions ol e uod provide .
copnaiger. 16 COR 17500 1) porlable gonlginus. epmpunded slerile

prepaiaiions for

(Authonily cited: Seobion 4005 aud 4057, hoime uxc by lhe
Bugisess and Professions Codo, Reforenes:

Ssction 4540, A7 4081 sad 4232,

Businges angd Prolessions Code)

TRE5.20 Furuizhing ig Homg Leulth Seflasplruntory, BOCLENTY I

W66 Healthunrs Paciliies Ascredifation Piogram (HEAP)

Accreditation Reqrranenis (or Heakheare Vacilitics 25
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FHARMACY SERVHIES/MEDIUATION DSE - COMPOUNDING STERHNLE PREPARATIONS

_iRapplement lor Califorain Huspitais)

[
STANDARD / i EMENT

EXPLANATION

BCOGRING PROUEIDUIRE

SCORLE

Ageavies noul Ticenyed Hospices - Hefuen
of Pavinble Containers {eont’d)

The Dirnishing phammacy shall snsurs that
e o health gpenny or Leonsed hospice
refurng (e porinbic coniainms to e
{urnishing pitarmacy =1 Joast every 60 days
Lorr verefieation of product guakity, quuniiy,
imteerity and vepiration dafes, o within
soven daye {165 brors afler the seal bas
beon brokan, 16 CUR 17300

{Authorily cited: Ssction 4005 sud 4057
Bnsinesy and Professivns Code. Refermuce
Soction 4040, 40537, H18 7 and 4532,
Buosiaess o Profossious Code )

Asencies ang Lisensed Hospives -
lnventory amd Records $he Furnishing
Plesrmmmey piust Wave b Phece, (coni’dd
The lurnisiiag plurmney shatl amiistaby g
curyen| nvestory ang yocord of alf fens
piaced o and turnishesd from (e poriable
cominingy. I CUR 1751 LHD

CAnhoriy ited: Section 4808 and 30387,
Brasiness aud Professions Code. Balersnon
Roviion 4040, 4057, 4081 and 4332,

Busivae aud Professiens Opda)

250528 Oblizstions of 3 Pharsiney
Vuraisliing Porisbie Containers

() A Heause) pharnmoy shnll nol lssue
novtalis condniners Lo sy howme hoalih

sgency of licersed kogpice madess the home
healih ageney o heensed hospies conprhey
with the provigions of section

Seil oxplanaiory.

Belf-explavaiory.

INTERVIEWS
OFRSERY ATHONS

Yerily (! the phanmacy ensuses dud the
Ao tealih ageney o Heoieed hosploe
returns Hhe portable conssiners do the
fumshing phacmacy ol least gvery 60
days [or vorifmation of product quality,
guaniily, lntegnity sud expiation dafes,
or withir soven days {168 houm) afiz

the seal us boen broken.

DOCUMENTS
IMTERVIEWS
OBSERVATEINS

Yerily Uu the fusmishing phanwscy
muintaing corrent wveuiory and resod
of aif oms placed fuin and furnjsied

frony the portuble coatainer.

BOCUUBENTS
INTERVIEWS
OBSKRYATHINSG

VarHyitimt Ui Beensod pharmscy doss
uot sue porlabie condalnors o suy
Brene Bt ageney of Beensed liogpice

E-Full Compliamen
4 Mon conmpiian
A = Faeility doeg
ved pravide

compoundest sicrile

PROpArEoN
Dcsue use by te
Pilicnf

i

rility doss
130 proviie
conpeded sterile
crepirabioss foy
G vse by Hic
Paiien,

; 4 NA

b - Full conupliance
4 = Map-cunpiiance.
NA Campounding
nof periormed al the
lagiiity,

2N

Healthenee Faoititios Acoredisation Popgrmu {

GEADS

Ascredifntion Reguirements (or Hoslthonre Vacliifies
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PHARMALY SERVICES/MEMCATION USE - COMPOUNDING STERILE PREPARATIONS

(Sappiemend Bn Callferia Hospiialsy

SUANDIAHD / BLEMENT

DAPLANATION

SCORING PROCEDURED

SUOGRE

Apencios and Licensed Hospices ~ Relaon

of Portable Coglafoers {gant’d)
The furuisling phavieey sl cmare s
the herse health z’!g@;a_a,; o Heensed hospics
ettty the porinlde vondaiins o the
Hrnishing panrtiacy of loast overy 64 days
Tor verification ol product quality, quantity,
integrily and expiration daies, or within
seven days (168 hours) alier the seal has
been broken, 16 COR PZSE TR}

fAuthority ebed: Seotlon 4005 apd 4057,
Buaiess aud Professions CUode. Reforency
Boction 4040, 4057, 4081 and 4332,
Husines and Professions Code )

TRARTT Furuivhing o Hwne Henlth
Agencies and {icensed Hospices —
Invondory snil Records {ie Furnishiag
Pharmacy must Have in Place. {eond )
Tl farnishing pharigacy shail naintaia g
cuprant nveniory aud record ol all itemy
laced iule aud furnished from the portable
conluiner. 1o CCR VI3

tAuihority oied: Scetion 4005 and 4037,
Business amd Foolossions Code. He
Section 440, 4057 4081 and 4331
Business gl Profossdons Unde )

EE FoleN

{&'} A Heensed ;}fi;ﬂz'mac}-‘ shall 1ol issue
grtabls comtaliers gy o Tealils

ey o7 lisgised bospiev uiless e home
healls sgeney or livsised bosplce camplies
witlt the srovisions of section

Seiferplmziony.

Solloxplnasiory,

INTERVIEWE
VQHREERVATIONS

Vorily thut the pharmacy ensurcs that the
e leadlliagotey or Lveased hospics
returns the portably containers {o the
Tacmisling plarmaey at least cvery 00
dhays Lov verifiention of produci qualily,
guaniity, inlggrity and sxpiration dales,
o withiy seven dave (A8 hours) alicr

Use send bies boeun brokane,

PDOUHMENTS
INTERVIEWS
GRESERVYATIONS

Verily thal the Turnishing pharmacy

misiniging current fuveniory and record
al‘all items placed it and funished

Do the porinbie eontainer

DOCUMENTS
INTERVIEWS
OQBEERVATIONS

ol dssue partable coutaniers o any

home headth agency or leensed hospice

il the censed plrrnaey docs

i1l Cranplianee
4 Monecmngrhang
NA tacilily dees
Sl provite
cotpputmded st
prepavations for
Lo nse by the
pratieni.

Ali

E oA NA
el Complisne
4~ Morecomplianl
NA -~ Facility does
ol provide
cotmpounded slevik
prapavations for
horne wae by ihe
palient.

b ol conplience
A= Non-compliance.
NA Compounding
ot performed o e
Eclity.

20ge

Healthoare Facitities Acereditaiing Prograrg (HEAL)

Acerediation Requisersnis [

21 Hemdibicare lacibiliss
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PHARMACY SERVICESMEBICATION USE - COMPOUNNG STERILE PREFAUATIONS

Supplement for California Tlospitaisg

STANDARL/ ELEMENT

PRPEANATION SCORING PROCEDURD

NOCORE

16 CCR 1751.12(a)

€03 A liceased phanuacy shall coase to
fernish povislie copfuiners 1o o hene heabily
ageuey ur licensed huspiue iUthe home
Bl
connsly with provisious of section

HCCR 17311200

spency or Boemsed bosnice doss ot

fAUloriy citeds Seotion A803 wmul 4037,
Tusiness e Brafossions Cote. Beferenre:
Sectlony 4044, 4087 4081wl 4132,
Bustoesy und Professain Code}

vitless e o benllh sgeey ov
Heonsed Bospice complios with e
provisiong of

16 COR TS 24, e

15 COR 178112000

2R

Hembthoure Pacilitios Accoreditation: Program (AP}
Acorodiiaton Rogquiremonty Tor Hoealtheare Pacilitios






PHANMACY SERYICES/MEDICATION USE

STANDARL / BLEMENT

EXPLANATION

SCORING PROCTIHIRE

SCORE

258080 Pharmusentien] Seyvices,

The hosprital sivst have pharsmceuticod
survices that smevt e needs rgff?w PIenis.
The mstitidion svast kave a pharnacy
diresied by @ registerad pharmanist or g
drney stovege area sraler compeient
sugervision, The medical siafl is vesponsible
Jor deveioping policies and procedures thas
meinimize diug errors. This fusction nav be
defegated to the haspitad s orgositeed
pharmaceutical yervice, 48225

Mudication crrevs nre a substantial
senreee of morbidity snd moyiality in the
hospitaliced seiting. Thevefore, the
developmenid of polieies and procedures fn
niinimize medication errets must be
based ou aceepfed profossionad prineiphes;
cxternal aleris aud proactive review of
Faciiily reporiod nnd reviewed adverse
drag oventx. Itinimporiaat is Nag vew
iypes of mistakes and conthivally
improave sud vefine processes, based en
the analysis of what weat wrony
1. [ligh-slert moedivalions—dosing Hmils,
adnrinislution guidelines, packaging,
abeling end stovage

2 Linitieg dee variely of madicalion-
redaied devices and cquipnien
30 Avalability of curronl medicalion

inlramtion

4. Availability of phacmacy capertisa.
Pharmacist avaiiabifity ex-call whon
Pharamsey docy nol oporsis 2447,

Provision of pharmaceuiiond servives
st meed e nesds of e patients’
fherapeniic goal by prometiag a salc
medication s process that ensures
aptimai seleclion of modications, doses,
desage form, lreguneney, rente, duration
of ilesupy and that substantially reduces
orellminases sdverse drup evenis and
duplioation ol freahusat

The hospita!™s pharmacy nust be
divsciod by a registersd phanmacist
Piarmaceatioal servives would
fachade:

»  The procoring, manulaeturing,
companniling, packuaging,
dispensing, ordering, distributing,
disposititn, use, and
administration of «if medications,
bivlegicals, chemicals and the use
of medication related devices.

«  Provision ol medication-related
informatton te howspital health
vare professivnals and patienss
gecossary 1o uplintize thevapealic
onteanies,

«  Provision of phuwnsicentics] eare,
Pharmaceuntical earz ix delined ax
e divect, responsiide provision
of medication-reiated care for e
purpose of achiesing definlic
otepmes thal improve n petieni’s
guality of Hfe while minisdzing
patenf risle,

INTERVIEW, OBSERVATION,
BOCUNMENT REVIEW,
FHLE REVIEAY
.
CHART REVIEW

Inferview the Chief Plannac st o7 the
individual delegated o B:AGU the
funciicns.
Review poiicies and procederes, the
Brmmbary, muvutes of the ruscting whors
plasmasy msues are discussed and the
pharmacy JAP! plan,

Observe for complinnee with pharmacy-
retated policies apd procedures.
inferview salf o determing their
famifiarity wilh pharmacy-reinted
poticiss and procedures.

YVaorily

L Tither e Medivgl 8aff o
pharmacy has developed policies
and procedures.

2. The purpose of pharmaceutionl

polivics amd proceduces s o

minimize dng corgrs.

Policies addross all 13 issues

defined in the stendard.

4. Pharmacy Is responsible for
midication adminisimtion
Hwpuehout the orpanivaiion,
inpaitent and cutpatiend care,

5. The hasphal’s phurinacy services
ure infegrated into ils hospital-wide

L)

i 203 4 KA

§ oyl comnplinnoe

2 Accepiabls

Comiance

A — Muiatal Compiime.
4 = Fgsiy cenpplianic,

3 Sundardization of prescribing awd LJAF] program.
200 Healibuare Facilities Accrodifation Prograng (FIFAF)

Accreditation Requivements for H saithesnre Faciliies
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PHARMACY SERVICES/MEDICATION US#

STANDARD/ LEMENT

DXPLANATION

SCOIING FROCTIDURE

SOORD

&,

i

cotnniancation praclices (o sxhede
+  Avoidames of dangerois
abbrevinlicm
s Blements of a complote order
desa, sirength, Uiy, roue,
requency, #nd rale.
*  Alest systeus for took-alike cod
sound-alike drog names
«  Useof Bcility approved pre-
prinled cider sheets whenover
pagsible
Orders 1o “rosulie provieus odors” are
proniliie:d
A voluslary, st paaitive roporting
syslsm to monilor and repert adverse
cruy cvents Hnohiding wmadication
criprs and adesrse dog roncticts)
The proparalion, digiglbuiion,
adiinistvation and proper disposal ol
lrzardons sucdionlions
Prrug recails and exivead aletls

i That palicet-gperific tlruslion i

resdity aeconsible to il individuly
inwolved i provision of pharmsace sical
{are,

P, Identifieation of whesn weight-hased

doaing for pediitric populations is
reepived

Hanciions of Pharmacenibenl Care are

the:

2 Collection and orgunizaton of
patient-specific infarmation

& Determinalion of the peoyence of
medication-lherapy problsms
both petesiist gnd actual

c.  Sunrmary if {he patieot’s
madieation relafed health care
needs

4. HMentification and specificatisn of
pharmacotherapeatic gonls

. Develeprment of a
pharmacatherapeudio regimen

£, hnplemenintion of o moniterieg
plan o coliaboration with the
patieat, i applicabie, and asther
healil care profossionals

2. Muonitoring fhe offects of the
phar ouesiliorapentie teghmen

h. Redesigniog the reglnien and
mwsitering plan as indicated,

The bospiiul may ulilive » anil dose
sysien: ndbvidual proserpiion, ftoor
stook systes o a eombinalion of thess
svalehy, nroporly siosd.

Pharmacesdicat services snust be

6. Drugs and bislesicals sre siored in
acocrdance with maaafaciurerz
dirertions and State and Foderal
requirennts

Records have sutficient defail 1o

folaw the Now of control {tam

eniry tlroaph dispoasation

B, Fployees provide phassiaccutionl
servives within thelv seope of hiense
gl ednpation

9. The hosphial has 4 means Lo
incorpovate exlomal aleris smbior
revonunendatons from nationel
ssmirrintions amd sovenmnontal
agencies By roview snd pelicy and
DINCedBIe Fuvision,

10, Policies are consisient ia application
throughaut the hespital.

L Tho ehargmey direcior perlodically
monitors implemantation of pohcies
and proceduses

12, ¥olicies and proceduses wre curent

13, The phamuncy is respousibic for the
procurenerdt, distribution and
soairel ol all medication producis
used in the hospiial {nchsding
medication-related devicesy for
mpationt zud owlpatien] cure. This
tnciudes ALL hospHat departments

wad

12, Reguiremonts fop veview and revisijon e ¢ . ; M
based on fuetfily-gerorated repurts of azilm;u‘}s[cr\cs,l i z%ceerdauf.uchwit!z and Iocations.
sclverse drug events and QAP sosepied prolessional principles.
aciivities, ' Accepiod professiovl principles Lipon review ol patient clinical yecords,
tncludes cosapharce wilh applilcable are issues with regard o provision of
13, The hiospital must have a pharmacist  Fedecal and Swte laws, rogulations, and - phanmiceutical sorvices idewtifiod?
leader that has an aclive role on (he  Buidefines governiog pharmaseutionl o s (he facility aware of the
2000 Healtheare Waciilivy Acerediiation Progrons (1H7AP)

Acerediaiion Requiremends for Healihoare Facilitics
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PUHARMALY SERVICES/MEDICATION DSE

STANDARD ELEMENT

BXPILARNATION

SCORING PROCEDURE

SOORE

adminisication leadership team,

The pharmacy Tender shoudd vepart to
the RO or COG NG M on the
sase argahizational level a5 the
CEGCOOY, have a (ilie consistenl
wilh others reporting fo (kat

1 gsrganizaiiowal fevel.

services, ax wall ag, stendurds or
rogopgendations promoeted by
nigtionally weeognized professioeal
organizatioss. Agencles gus
arganizations could nclude FI3A, B,
Asnrican Socicly of Heaith-Systen
Tharmacisis, e

The hospila phanuacy veiviee rast by
sstegealod into e hospiinl-wide QAP
program,

The pharmacy leader nesi be
appropriately pousitioned within the
Genanizalion o ensure fhe best

utilization of his or her expertise i all

ebecisions regarding muedication use,

When the pharmary lesder reports
direcily v the CHO or COO eather
Elan inaifiple Iayors of managemenl,
the quality and thncliness uf
fiuformation exchange mprove
significanily, Pharsacy leaders cay
be more actively engaged tn oritiest

decision waking and more sffective in

helping the organization address
rapit change,

Mote: Each asrgapization may have n

stighily ditferent leadership siructare.

The inteal of (s sfandmrd is to

eliininste reporting layers bebween the

pliarmscy directar and e CEO.

fgues?
s Was there » [aflure to imploment
4 policy wiwd procedune?

DOCUMEN REVIEW

1. Raeview Organizational Chart

2. leview pulicy and provednres
iy determine pharmaeise role
znd respansibilifies.

3. Review Iob Descripiion

4. Minules frem Leadership
mpetingy lor atfendanes and
Jiscussion,

2009

[fealtheare Tacilities Accreditation Program (HFAP)
Accroditalion Regairsments for Healibenre Faviliiss
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PHARMACQY SERVICES/MEDICATION LSE

STANDARII/ ELEMERNT

EXPLANATION

SCORING PROCEDURE

SCORL

25.00.01 Liccusure,
Each phavmucy location i Hoensed oy
reguived by Suse law,

I the pharmacy providss retadl aulpaliont
dispeising it is also Heensed for this uoti-
vily, i required.

2560482 Permits & Corlificatiany,
Permity oud corfifications required by law
are survent Tor s phsnmmiey locations,
These are bovated withie the pharmacy arcs
ard posicd, ¥ roguired by Iaw.

The hospilal should have policicy and
procedures to getively identify
putentisi sud actan] ndverse drag

eyents, Proaclive idendiication ¢onld

incindde direct observation of
medieatios administration, review of
patient’s clinfesi recards,
wentification of patient signals [hat
woulf warrzut immedinte roview of
paticnl’s medication (herapy and
impicmenintion of mediculion use
cvaluniion studies,

The lospitat should have a meuns to
gnsorporaie extornal alerts und/er
reeapmnendaticns fron wational
associations and governmental

ageneles for review und faciity policy

fd procedhure révision
cousideraiions,

Maosi slaies require hospital pharmasies
 be leensed separately [Tom e
taritite. Bome stalos remsire rotal)
Plntnsaey Heonses for ouipsiiont
Hspenging oves 3f this is limited io
emplovoe presoripiious,

Fromite muy chade bat wre not Hmited

»  Dirug Baforceniedi Aguney,
s Siute condroiled substanes;

®  Tax free alcobiol:

o Phargwost preceptor for Infern
praciideneis.

OBSERVATION
YVerily that the § o %) isfare covenl
areet prominenily posied, [Oflen, stades
reguire reissue i lxs event of o chango

in pharmacy divecfor) Hroguired by the

siate, leetsc(s) i posted.

ORSERYATION

Varify

1. Pernils and oegiiffcalions are
cwrront and posted for all phanmacy
focations,

Z. Pormiis exist forall peguired
gotivities,

P28 4 Na
1 Fulicompliance.
2 Biuerse wavent g
sl posted i ai
Hcaiisng.

4 Liensc Noi cimest @
all waiions.

12 8 4 NA
| Fedi comphbianee,
2= Mol bui upt ol
gostael 3 Cretpuered

g A pormmik s vl
caprad £ avatiable,

260t

Healthesse Facilitles Accroditation Propram (1IPAM
Acvreditation Requiremenis Tor Healihware Facilitivs
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PHARMACY SERVICES/MEDICATION USE

STANDARD/ BLIIMENT XPLANATION SCORING PROCEDURE SCORE
3. [frequired by the state, permits are
posled.
25.00.03 Scope of Service. The patient mix and acuity drive the DOCUMENT REVIEW 1 23 4 NA

['he hospital provides pharmacentical
services appropriate to [he scope of service
of the facility.

250004 Manapemend.
A full time, part time, oi consuliing

pharmacist must be responsible for
developing, supervising, and coordinating
all of the activities of the pharmacy services.
482.25(a)(1)

scope ol seryices.

Depending on the size and complexity of
the service the pharmacy director may
be less than full time.

In any svent, the pharmacy dircetor is a
state licensed pharmacist with thorough
knowledge ol hospital pharmacy
praciice and management.

A gingle pharmacist must be responsible
for the overall adininistration of the
pharmiacy seryice. The job descriplion of
the pharmacist shall ¢learly state the
responsibilitics of this individual which
include:

»  deycloping,

*  supervising, and

»  coordinaling all the activilies of

pharmacy services.

2009

&
OBSERVATION

QObserve physical space, equipment.

Review (he scope of service statement

Verily:

1. The scope of service statemend
identilics thie needs of the patients
served.

2. Pharmaceutical services are
appropriate to meet the needs of
patients.

FILE REVIEW,
DOCUMENTATION REVIEW,
&
INTERVIEW

Review the implementation of the chiel
pharmacist’s responsibilities through
review of meeling minutes, schedules
and logs, the job descriplion, and the
evaluation/compelency validulion
Process.

Verity:

I.  Current state licensure for all
pharmacists, including the director,
serving the facility.

2. All pharmacy staff function within
ain appropriale, approved scope of
praciice.

= Services match e
seope of serviee
idenlilicd needs.

4 = Services do nol nwewt
the scope ol service
idenlilivd necds.

1 = Fully compliant

4 - One license is not
currend {avallable O

4 = Pharnmey slall e
Nnctoning outside ol an
appropriate approved
seope ol practice, OR

4 = Lhiel pharmaces)
delined responsibililics
do ol et slabdard Q1R
4 = Pharmaey divector s
nol invalved i all
conmnillees where
medication relaled
palicics and procedures
are heing developed.

ITealthcare Facilitics Accredilation Program (HI'AP)
Accredilation Requirements for Healtheare Tucilities
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PHARMACY SERVICESBHIEDH ATION LEE

STANDARD / ELLMUNY

EXPLANATION

SCOMUING BROCEDURE MCORE

220048 Sisffing,

Pl pharmacy sarvice st fove an
adfeysrale nusber of personsel fo ensure
gieality pharsmanesiico] servives, induding
smerpency services, £32.05(0%2;

The planmaoy diresior will be actively
iivilved 1 those commitises
rasponsible for establisling medioation-
related policies and proecduies,

Plisrmacisis and pliarmuey feshnicians
sl porfoons their dutiex within the
seope of thelr Beoease and education.

Professionud eiteria, Fedoral and State
regulatiots (and Hoensing auts) gutde the
fanillly requirenents o staff

There must be aulficient pesrsounel (0
respend to ile pharmaccubeal peeds of
ihie paticnt popuiation Daing servixl. The
phanmacentical services staff mnst e
sulficien i fypes, nambers, sid tralning
io provide quality services, including 24
bour, T-day cmsrgency soveryge, o
thoro s an arrangesent br cmergaicy
scTvices, as deteri e by the needs ol
the patienis and as spocified by ihe
madieal sigtf

The mumber of pharmacists endfar e
nomiber o boues of services provided by
vharmaciste ut the bospilal, or at each
Ioeation of the hospitd that provides
pimvnscsioal services, mast moot and
be i acsosdance with the aeeds of its
pastents and swesptad profossingal
princigles (wy pregviously defined), sl
relieet e seope and eonplexity of e

The pharmacy divcctor is aotively
invalved 111 those eommilices
sesponsible for estallishing
medioation-related policies and
procedures.

DOCUMENT REVIEW,
INTERVIEW.,

R 4 Mzz({v'npnm{ t

OBSERVATION

Pdeternine:

L.

The stafling mix and mubor ig
adequaty o provide the fevel of
servics sppropriate (o the isstiviion,
mcinding 24 bonr, 7-duy emerye
covardpe, of e s a0 arrangemeni
{5 CRISTZELLY SUTVIDES, 88
delormined by the needs of the
patients and ax specilied by the
megdical sl

There are sufficient poersonnel ©
srovide acouraie and Hmely
maBeation delivery, saatre acouraie
aned sufe oedication administration
aud to provide appropriate olinieal
services 88 well sy ihe partivipstion
i gontlnuous guaily pupiovees
progrons thal mest ! T noeds of the
paticol popdation being served.

Tlealficare Tacilities Accreditation Peogean {HEATD)

Acvreditation Requiremesis

: for Healthonsn Faciliies

254



PHARMACY SERVICES/MEDICATION LSE

EXPLANATION

REANDARD / ELEMINT

SCORING PROCEDURE

SCORL

PAK: R
Current and cocurate records must be Tept
af the receipt and disposiion of all
schedifod gy, 482,286

Componends of g record systorn i mainiain

Bospitnl’y pharmacentionl services.

There must be sufficiont wuvhers and
types of porsonnel o provide acouraiv
and timcly medication delivery, cneure
deeurgée apd safe medication
adminisizalion and o provide
appropriale ciisical services ag well as
the participagion in conlinuous quality
inprovement progisms thal meet the
neads of the palient population being
served.

A Cpornebusl® tavenlory i3 sabisisined
Dhsirisation and inaveesl of seheduled
drugs throvzshout the fueilily iy
eontralled and rovosds gro mamiained
and revonwiled., Desdroction and wagte
revords are muinds ined asd soaiored,

Seheduled Dras,

current and accursie reeords oF the receipl
and dizposiiion o scheduled drugs inglude:

i

!‘-.'}

009

Aczountability procedarses (0 ensore
anntrol of e distribution, use, and
disposition ol al! seheduiad drugs
Records of the receipl ang disposilion
of aif scheduled drugs must be corent
and rrast be accurale

Heeords sace te movoment of
scheduled <rags dhraughout the service
The pharmacis s responsible for
determizuing thil 2l drag records are s
order and that an zecount of all
schndufed drugs is mainiaived and
reconuiied.

The record system, defizeated in

DOCUNENT REVIEW,
INTERYIEW &
OBSERVAVION
Roeview g sampiz of (6} nervotio balance
shoets reprosentanve of ancsthesta, BR,
GF ub, pharmacy, and from nussing care
unite, Obgerve for withessod waste /
destruation and haianeed inveniory,

Sofeet two drogs frons e inventory and
complete a drug count with 2 registered
murse o pharmueist,

Verily:

1. The perpetsal inventory is
fratitaince.

2. There is a record gystern in place

fhat provides infoonaiion an
controfied subsimnces i a readily
reiriovabie gumer, aod roviow
rocovds o determine they offonively
irace movenent llroughoul Gxe

123 4 N&
T Maivehe vosirel
wEBety,
FE BN
Moy o
1 - AE lsestion
fikciocdent B the

drig aivioisscs
BIGCOSS

toi oiird WL
dediversione

i dues sof
effecilvely conisod reesip
sk ehislribudion

Licaltheurs Fasitities Accreditation Pro
!

Accrediation Hequiremenls for {iealibenre

sram {HEARY

Taciiifios
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PHARMACY SERVICKS/MEMCATION USE

STANDARE/ ELEMHENT EXPLANATION SCORING PROCTEDURE SCORE
poiicles and procedures, tucks hospilul,

movaraent of dll schedoled dnigs from
the point of entry inia the bespliad to e
point of deparkare either Uroeugh
sshinistration Lo the pationt,
destraction or return o the
manufaciures, This system provides
doouentation o4 schoduled drugs fna
reagdily sefriovable manner w fotlitade
reconciliation of the receipt and
disposition ol i scheduled druzs,
6, Al drsgreeords aie in arder and an
wnocenniyd of all sehoduled drugs i
mutabnined amd sy discrepancies in
soppt sre revoneiiad pronptly
The Dospiial systen s cupable of
readily idendilying loss or diversion of
aii conirolled sirbsances insuchi a
manney ag [0 ninimize the dme e
berween the actial loss or diversion o
the tme ol dolechion and determingiion
af the exien! of [oss or diversion.
% Facility policies ad procedurus should
minimize schedulod dng diversion,

bt

IB.00.07  Spucg Beguicgnents.

Sufficiont space perils Go orderly

There s wlequale space allocaled o enhancs  slomge of e ntoriss,

the seoupity ol inventories.

Sepmyate stovage bor Schedfule Tl drogs

Cxist

3o These s an effochive provess for
reeoneiidation and disposal.

4. The pharmaeis! is secounlable for
nzgimtenance ol all drag roeords and
reconeiiation

3. Vaeility policy and procedores
sinimize scheduled drup diversion,

123 4 KA
te Full gosndiaeee,
3 - Spuee inadugy
4 = Sehoduind drups o
ACOLES

ORSERVATION
Tniorview staff o detormine thedr
Gunjirarity with pharmacy-reiated
paoticies and procodures,

Yerify:
1. Npace sHoestion aliows fur
orderly storage of inveutery,

1. Schedule H inventory i stored

2009

{foulthicare Favtlites Acorediintion Progra {HEAP)
Accreditation Requirenenis for Healthuare Facilities
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PHARMACY SERVICES/MEDNCATION LSE

STANDARD / HLEMENT

LXPLANATION

ROORE

SCORING PROCEDURE

258000 Medicatosn Coulrol &
Digdrilinbion,

In piider £ provide pationt suftiy, drugs ond
Bicdogicaly senst be controlicd end
divtributed in povardvsee with applicabie
standards of praciios consistent with
Foderal and Siate low.

442 250}

The pharmacisl, in consadiation with
appropriate hospital stafl zud
comnitizes, develops and iploments
puidelines, protovols, policies and
precedures Loy e provisios of
pharmuasesticn) services that mmsure
pationt saliety theough the appropriste
sontrol and distribution ol medicalions,
medivationrelated devices and
bivlogicnis.

Hich-Risk Medications / I'atients

For wglesisk medicaiions sred bigh-nisk
[t iens {nediairie, gorisirie, ov pativnls
with terel o bepalte lnpaitmend) thove
stiould be systemy b place 1o minimize
advere divi ovente,

Sueh syetems could inclnde bl are ot
Hmited [0 chocklis, dose limils, mee
printed ordors, special packaping,
special abeling, doublechecks and
writtes guidelines,

“Higl risk modiations” are thuse
imedications involved g high
poreetiage of medicalion sreoss ared or
critivad evegds and medicalions that carry
2 highey risk for ahuse, emrors, or other
advers putcones,

Fists of high-risk ar higisslort drogs are
avgilable from such orpanizalions as the

i i

separately amd double Inckad.

L2334 WA

f - Full ponpdiance

DOCUMENT REVIEW
&
OBSERVATION

Yerify,
There processes in place (o

i, Lhmilb drug sescenirslions,
parfioutarly hizhslort digs like
Morphine aod hepasin,

2. Liimif sveess fo concondmisd
sadulions {poisdun chlopds,
sagdhum chloride concentrat{ong
grouior B 0.6%%),

tnplemeniation

4w Uty spud

sty bulion of
sasdalion does nod mees
secentabtin simdus,

3. Muonioe medicoalion therapy,
[Loport serious adverse drug
renclions,

2. Pesvent sounthovized uyspe and

disgggbnion of medicagon,

£, Reirfeve srd resiove a drag revall
wohuding settfiontion of palienis
thal bave heen jmpactod 25 well as
thuse thal would order dispenss o)
adniiuister the medication,

Are these policies being implemented?

Bientily amnd assess the goalily assurance
procedures [or the preparstion of sierile
products.

Peterining
1. The pharsmoy s tavolved in the
geatuation, use and maniloring of
dhrup delivery systoms,

oalthears Facilifies Acereditalion Pro g {1IFAP}

Acercditation Reouivemonis for Tealthoore Facilitios
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PHARMACY SERVICESMEDICATION LST

STANDARD / BLEMUNT

FXPLANATION

SCORING PROCEDURE SCORE

Tnstirale for Sate Medivation Practices
(ISP} aexd the Uniled Sialos
Plarumapoeia (I8P},

Hxaraples ol high-risk drugs roay
neinde:

Investigationa! drugs,
Controlied medisniions,
Medications nol on the
approved FI2A Hat,
Medisaliony with a navow
theranenlio sy,
Bayehotlicrapentic imedicationy
el lok-alike/sound-zlike
medications and

Those now % the markel or
new o the hompial,

Review of Orders

Al medication vrders are rovigwed for
approptluteness by a shatmuclst efrig

the arder

{w dispensed, skoypt in

emergenuies. The reviow shoakl

include:

t.  Approgriaioness,

2. Therspestic duphication,

3 Appropilafesess of diay, dose,
freguency, rose angd mothod of
sininisiration,

4, Poiential intoractions,

% Real or poiontial allergias or
sensitividies,

&, Variation [rom eritoris [ use and

7. Ober contrandicalions.

fRe]

26049

Floattheoare Pacilitivs Accreditation Program (HFAD)

adnuinisiration devices and
antontcd diag dispensiog
machines,

The cvalualion awd monitoring
shiuld melude the potential oy
medicalion srrows,

Medication sinrage arcas arc
perfadivally zspecied ' make
asre medivaiions are properly
gisred,

Averedilmtion Ruquircments for [ealthcare Pacilities 3510
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PHARMACY SERVICES/MEDICATION UST

STANDARI 7 ELEMINT

HXPLANATION SUORING PROCEDURE

SCORE

Maonjter Eflcets of Medicutions

The ¢ffesis of medications 1musi b
menitored iv mininsize wlverse ovents
wewl assure approprizteness, Tho
rrn{oring prosess incudos:

g Chaleul and laborabory dula o
eviahiaty elficacy wal anticipate o
wyaluate loxicily and adverse
cifecis

b Physical siges and clinicsd
symplonny robovant @ the
patient’s medication tharapy

6. Aszessing the patiesis” own
perceptions ubout side sffoes,
and percerved officacy.

Sterile Preparaiion

Sterde producis should be preparad and
lulseded B a qutiable envircament by
appropriately teained and quali{ted
rersonnel,

Emergency Medicailen Kits

The phassmey should partisipuie in
hospital declslony abouf emergeny
medication ks, Phe supply and
srovision of cmergency medications
stored In the kil most bo songisteal with
standards of praciice and wppropriate for
a specificd age group or disaase
realinent as well as consisten! with
applicable Fedora! und State laws,

Antemsind Drug Bispensiog
Macihines

2009

Heultheare Tacilities Accredilstion Program (AP
Acereditation Recuirements for Healthoars Fasilitios
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PHARMACY SERVICES/MEDHCATION USE

STAMIDIAR Y/ BLEMENT

EXPLANATION SCORING PFROCEDURL

SCORE

The pharmacy should be mealved in be
eviifuation, sve amd modtoring of droy

dolvery systems, sdminist

o dovices

amd aufosated dong- dispensing

machives. The evalug

130n wnil

moniloring shonhd Include thie potential
for trlicalion vevers,

Report Sdverse Reactions

There mmst e 2 process (o report serbous
advernse drug reactions fo the FDBA i
avcordanes with the Med Wakch
program.

Medications From Home

There is a polloy (hal adidiesses e nse
of medications broupht inte the hospital
by paftents or thelr fnmilies,

Iuvestisational Medications

Thare s a process sad polivy to easuee
that wnvestizational wedivations inchide
ihie folowing:

-

A wrliton procass for reviewing,
approving, supervising, aud
moiioring investigatioml
nradivations specifying ted wheil
phirmacy servioes aic provided, the
phanmacy voniraiz the storaga
dispessing, labeling, wad
distribufion of the fnvestigaiional
medicudion.

The hospital pharmuey must stsore tha)
modicalion orders gro avouste sud ihal

2005 Flealthvare Facilitioy Accrediintion Progrum {HFAF)
Ageradilation Regsdrements for Healtheare Pacilifies
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PHARMACY SERVICES/MEDICATION USE

STANDARD/ FLEMENTY

EXPLANATION SCORING PROCFDURTL

SORY

madiculions are wehnbslered s orderod
Tl pharmay shioudd fnve o system s
reconcile medioations tha! are ag
adiministercd, that enain i the pationt's
sedication drawsr, sk, sfc, whon the
pimpmaey ventores pationt
medications or regtocky patied
mudicalions. The gharnicy shoukd
determine the resson the medications

wOrs f usod,

2541482 Supervisipn of Pharmacy L
Activiticy,

S compounding, packaging and dispeasing

of drugs aod Diolsgivels syt he ander tha
suprervision of o phavisacist and performed
consistent with Federal gnd Shate fws.

A32.I5(B3(1)

Modientions must be propared
sufety Safe preparation procedures
st melude:

W Buly the pharmacy pomaouds
of mhnines ail stonle
mcdicalions, HEravenisg
ahmixdures, or other drugs
axcept i energencios of when
not foasihis (for cxunple, when
the product’s siability is shec)

b Safety matvrials wnd equipmon!
ave uged whon proparing
bazasdous medizations, k all
focaliony

#. Wherever inedicatinng are
piepared, slaff i techniguos
Lo sssure soeuracy i
mecicution greparation

d. Siafl use sppiopriaie echnigoes

i grold soulamiuation denng
preparadios meluding using
clean or serile echmigue as
approprlale, madniaining clean,
wiluilerad, al fasctionsily

OBSERVATION, INTERVIIW
&

DOCUMENT REVIEW

A, Roview polivios wnd procedures;

B Interview sharmacy amsf hospital
st ff b detmepnine how Jrugs and
biologivals are prepured and
siapunsed,

O Observe on sile dispensing und
componnding operalionsy

D Roview rocosds of drugs und
bislagioaly raaoved from the
phanmey by non-phanmacy
perseanei; and

H. Ingpect drog serage areas.

Vi
1, Oniy pharmacisls of phanmacy

supirvised persanoel compoud,

tzbel and dispesse drags or
bisdogicals in aceordanco with
Singe and Foderal laws und
reguiaiivis aud 2z acupied
sational prineiples.

1234 KA
1= Fudl complianee
A - Provesses doaot
supporl gl
cospmmling avd
dipamsing of
mnliesifons

P

[icalthoase Facilities Accredifation Progrm {HFAP

Avercdifavnn Heguiremenis for Heabilware bacibitéss

25.13
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PHARMACY SERVICES/MEDHTATION USE

SUANDARD / HLFMENT THPLANATION ROORING FEOCRDURE

SCORN

sepuate areas for produc

preparation to minimiss 2. Policies and procedures are
potentisl conlamination, using a constslently implericnied.
lagninmy qitllow hood ar other

approprisie covironment while

propwring any slavonons

ashnixtere o the phanwacy, apy

sterile produst made fon aos-

=terile piedienis, of ay setile

predact tha! will nol be psed

within 24 hours, and visually

ingpecting the integrity ol the

medicalions.

[

Medications anst be dispenscd

safely gs woll as moct the necds of

the paticnt

n,  Ompntitios are disponsed which
ssininize diversion and
potestiz! wlverse events while
mecting the needs of patients,

b, Medications are dispensed in a

tinsely nranner. The hospital

mst have a system that enstires

that orders are received and

medications are Jelivenud

protrptly for thooly distribution

i pabionis

Muodicaiion v dispemsed by the

mos ready Lo sdministor form

aveifakble,

d. A commistent packing systent is
ki) i

e.  All enncerns, issues or
quesiious are claified wiils the

)

Aceredifaiios Neaviremenis for Heshibonre Facilitioy



http:Ao:rcditaliO.i1

PHARMACY SERVICES/MEDICATION USE

STANDARD / LLIMENT

EXPLANATION

SCORING PROCEDURE S8CORIE

25.01.03 Security of Medications,

Consislent wilh stafc and [cderal

requiremnenls, in the pharmuacy axd

throughout the facility:

{0 All drugs and biologicals must be kept
in a secure area, and focked when

appropriate. 482.25(b)(2)(1)

2. Drugs fisied in Schedwles I, HL TV, and
Vaf the Comprehensive Drug Abuse
Prevention and Control Act of 1970
miest be Kept Tocked within a secure
area. 482.23(h)(2)(ii)

3. Only authovized persommel may have
aeeess to locked areas, 482.25(6)(2) (i)

2009

individual prescriber before
dispensing.

Supervision of Nou-1harmacists
A pharmacist verifics the work of a non-
pharmacist prior to the drug / biological
leaving the pharmacy / dmg room,

Mechanisms are in place to assure thal a
registered pharmacisl is accountable for
all medicalions leaving the pharmacy
scrvice. A Pharinacist reviews
medication orders prior (o delivery to (he
patient [oor / uwi.

Tlie security of dmgs and biologicals is
cusential to patient safety, U'hus, all
drups and biologicals must be stored in a
manner to prevenl access by
unauthorized mdividuals.

Only authorized persommel may have
access Lo locked arcas.

All drups and biologicals must be kepl
i a secure area and focked when
appropriale. Ilospilals have the
flexibility o determine the most
elfeclive way Lo sale guard non-
controlled drups and biologicals when
they arc not laocked.

The terim “locked when appropriate™
applics to:
a.  Schedule TL T, TV, and 'V drugs:

Healthcare Facililies Accreditation Prograin (HFAP)

DOCUMENT REYIEW 1 2 3 4 NA

Determine all required policies are in 1 — Secure.
place. 4 — Not seeure,

OBSERVATION
While (ouring each palienl care area
including the Emergency [epariment,
Critical Care units, Pediatrics, Operating
Room, Labor and Delivery, and
ouipalicnl services, delermine by
inspection whether all medications are
stored in a manner that prevenly
unauthoriced access.

INTERVIEW
Deiermmine il the facilily identilies whal
porsomel ay have access 1o
medicalions.

Accreditation Requirements for Healtheare lacilitics 25-15
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PHARMACY SERVICES/MEIHCATION USE

STANDARD / ELEMENTY

EXPE ANATION SCORING PROGCEDURN

SOORE

1y These calegories of deogs must
be locked within a seoured acen,
regardiess of whether the pationl
cace nres is stafled.
2y Vhese drogs sl be in a lovked
stoenge eabingt, carl, oie,,
boonted within a sceurad or
fovkond mica
1 Bohedale 1 U1 1V and WV dnegs
casget be left on a shelfor fell
in an uniccked cabinel £ carnt
within a locked operating room,

Lnd

b, Now-contrailad subsiances:
Thes category drug rnwst be secured
at all Hmox and locked whenr
pution] cure area is not sialfed,

a. A medication is considered secure
whoer unauthorized persons are
prevented from oblaining acioss,

b Asarea would gencrally be
congiderad 3 “secure ares” when
stal are nutively providiae palient
vaie of preparing fo receive mtionts,
£.g., sotting up [ e surgical
pmrovaiure by advanes of patient
arrival,

Hospital palicics are i place for he
following:
4 Procederes for sforage of nop-

Healthonme Pacilibes Acoredifalion Progymn (IFAD)Y
Accradiintion Roguiremenls for Healtheprs Facilitics


http:Fl~cihl.ec

PHARMACY SERVICES/MEBICATION [ISE

SUYANDARD  HLEMENY

EXPLARKATION

SCORING PROCEDUEE

SCORE

20054

il.

t

conirglied drage and biologicals
whein deliveriag pationd care,

Moeusares for sale guarding drugs
ast biologicals to prevent tumpering
amd nivimize diversion,

Storage and momtoring of diugs,
biclogleals, and carss focked and
witloskued in all palienl sress o
onsure afient safely,

Ideniitication of the “scoore” araas
of the haspitel, e.g., aperiting room,
Iabor and deliver,

fdentilication of ssthoricod
sndividaads thal have accoss to
locked and sconred areay, based on
aeed and Slatc ad loual lyw. Poliey
also definos those individaals that
regiige superyision duiing
prrfarmanee of routins dotiey, e,
fsugekoepers.

Sateguarding, vauslorring and
avaiiabilily of keys o e locked
slorags urea,

Opursiing Booms and Saites

A

| hie opurating room silie would be

sonstiered:

£y Secare whoen the suile is stallsd
ansed the sindl are avtively
providing patiesl care.

Healthomre Favilities Avcreditalion Program {HFAP)

Ascraaditating Regniremeats for Lcwltheare Facil

itieg

2517
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PUARMACY SERVICES/MEDICATHON URE

STANDARD / FLEMINT

EXPEANATION

SCORING PROCEDLRE

SCORE

h.

£

2) HWEFE secared when ibs entire
sulle {& not oparational or
plierwise not i use (0.,
during weekends, affer hoursh.

When the 08 suite is closed or
otherwise nod in ase, 8§ cxpecked
that al} drups and biologivals be
focked. The hospital mest lock the
cuiire suife gad;

1) Lock nes-mnbile caris
confaining drugs aul
tiologicals, or

2} Lok mobile cariy cogtaining
drogs and biologiosls witlin a
lovked roow. o,

3y Laock drugs snd biotogionls
within 4 seouse arca,

When individual operating rooms

are closed or st i use, hospilals

ate cxpected {u

i} Lack non-mobile carls
confaiming dvuys and
biclugical, aud

23 Lack mchile carts conlainng
drugs and biclogicals withina
iowkod roo.

Schodule L HE 1Y, and V drags
sl be o locked stotage cabinet,
cart, eie., Inoated within g secured
or focked area. These drags camol
e left oua sholl o loff i ag
valocked cabinct / ot wallun a

2009

Healiheure Faciltioy Acoreditahng Program (TITAPR}
Avereiitation Reyuivemen's for Headtheare Faeililios



PIIARMACY SERVICES/MEDICATION USE

STANDARD / ELEMENT

EXPLANATION SCORING PROCEIURE

SCORL

[ocked operating room.

Schedule II, I, IV, and V drugs
must be locked within a secured
arca, regardless of whether the
palicnt care arca is staffod.

Authorized Persons

i

Only authorized personnel may
have access o (he locked area.

Persons without legal access (o

drugs or biologicals:

[} Cannol have uvnmonitored
dceess to drugs or biologicals.

2y Cannot have keys to medication
storage rooms, cards, cabinets,
or conlainers.

Whenever persons without Jegal
access o (he drugs or biologicals
have unmonitored access to or could
ain access to the drugs or
biologicals stored in an arca, the
hospital in hot in compliance.

Moedication / Anesthesia Cary

d.

When not in use, nursing
medication carts, ancsthesia carts,
ahd other medication carls
containing drugs or biolepicals must
be locked and stored in a locked
storage room or secured location,
per hospital policy.

2009

Healtheare Facilities Accreditation Program (HIFAP)
Accreditation Requirements for Healtheare Vacilitics

25-19



' FPHARMACY SERVICES/MEDICATION T8E

STANGARD KWLEMENT EXPLANATION SCOWNG PROCEDURY SCURE

b, 12 carl coniadning drugs or
; biologicals Is in vse st wadocked,
somuone with legal vecess o the
drugs and bielogicals in the cerd
surst be closs by and divectly
moniforing tho curt. Thal purson
counitd be a purse, a plysicha o
other individuad who Jn ascurdanes
with Nate and Foderal Jaw and
hospifal policy hag legal averws (o
lie deugs and hinlogicals in the carl.
That person msust momlor (e car
and be awa of other people’s
aciivities noar the cant. Hedshe g
tesponsible for the socority of the
drogs and biclogiouls in the oot

G, Whon sat in use, medication
coniainers that arc mobile or weadily
pftable must be stored in a locked
soat, wonitored oestion, or
securud kooation Lhut will eusure the
secusily of the diugs or biolagicals,

Palient sell-Adminisication of
Bledicaiinons

Hospital policies describe the processes
for ensuring safe and supurate sells
adminisirntion ol incdications, as
allowed by Stais and local law.

Hedside inpdications {e.g.,

nitrestyrerine, inhalers) wust be secored
to prevept other patients or visilors from
sernpering or removing these drigs from

2008 Heatihearg Facilitiesy Accreditstion Program [HFAP)
Accreditmion Reguirsments [or Healihanre Pacilities 2x-20



PHARMACY SERVICES/MEDICATION USE

STANDARD/ ELEMENTY

EXPLANATION

SCORING PROCHDRURE

SUORFE

2501004 Pharmacy Securily,
At iy, the sharmaey fs squipped
wiil locidng eefrs,

250105 Iuveniory Muniapement Svstem,

Cnstddeied, mifslfabaled or offierwive pnasebly

dirtias and bilolugioafs wusé ot he pogiieblie
Jor putiont uge, 482, 23bY D

Hhe phurisacy director §s responeiltle for
establishing mechmmsms [or ropine review
ol alt deug inventoriey o the building and
for logging nveltory sequesiored related o
these issues, The destruction and / of vohis
ol reoadled or wnusable drops s Hhe
respormibilily of e pharmacist,

shie Dadside,

Policies are iy piace Rox {he salc and
accupsic sdpduisirgtion of incdications,
including provesses tor

I, Beours bedside medications
Ergure muicnt competencs with
selfadmiistration of modication.

¥

Tie phavmacy is focked when noi
stafled. Koy inveniores or aceesy codes
are wirieily contralled. 1 M umesanl” rick
15 boreeived, megsures are iasbon fo
respond,

The hospital mugd have 2 nhiarmacy
labeling, tospechon, smd inveniory
mdmpemett systan thad ensuros it
galehuied, isiubolod, oF olhorvise
srmsuble drugs snd blodogicals are oot
wvailable fur patent use,

Mechanicms exist o idenhiy products
due to vxpire. All hug mveniures,
inehiding thase i “erash cara®, ele, are
inspected s twant mostiy oy products
remdy {0 ouidate.

Recaliz drugs are pulled from fnvestory
inuedmtcly aind lundled seconrding to
FDVA and mansiiciurer regurgienis,

OBESERVATION
&
INTERVIEW
Lveatuaie the socuuly of e pharmacy.
1o e grew By sgoure from
unagiBorized eniey,
2. Hovs, scoucdy cades, and cagis are

PARTL

INFERVITW
{¥senss wilh the pharemeist (he iethods
Jowr deatinyg with aging dated producis,

CRSERVATION
Obuerve soversl gtorage arias for
mautfaciurer’s onidates. {Refrigerators
and froovers are oflen Yoverlooked" by
staff}

Vorify:

b, The sumpection proceduse for
checking sutdated [ anusable
thruegs and wmedications is
zonsislent with palicy.

2. Cuuidated or recuilod products arc

124 4 NA
L= S
4 = Nt separe

1234 NA
Do ol soempitouee,
3 One wnidaie o

fprogerly Filseiod dvay

JFESITR

4 - Nuioomplinnec

G4

]

Healthcare Fauilitieg Accroditation Program (HEAP)

Acoreditalions Reguivements [or Healthoare Faciitsy

)
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PHARMACY SERVICES/MEDICATION USE

STANDARD / FLEMENT

EXPLANATION

SCORING PROCEDURD

SCORE

230700 Pharmacy Access,

Hhen g pharmacist is pef genilable, drgs
gt Dioiapicaly mast be removed from the
pharminy or sierage area vale by personngd
designated in the policies of the medical
sinff and pharmacenticol
nceordance with Federad and State e,
482 25(h)(4}

weiee, i

Houiine afler-hours agcoss

pharmacy by non-phannacisis for aceess
o medivating shoukd be minimized and
chmimated as pauch ax possible.

The wre ol well-designed night cabinets,
alter-hours modication eaps, and other
raetheads muy preelude the need For non-

sequsstesed froar poneral
inventories o provedt leissns,
Onielated Soedulke L and 117 deugs
are seqoesiered separatoly from
susseheduled drags.

3. lach patient’s mnodivation is
appropriaiely nbeled with &l
naine, presenber’s pame, sttungth
and guantily of ibe drag dispanssd,
Apprapiale avcessory and
cantionmy slaloments me meluded
as well as the expuation dale,

4. Floor steck msdicaiions are lnbelzd
with nawme and sirength of the g,
ot and control numbor o
cguivalent, and cxpirtion dale,

5. ifthe umil dase system is afatized,

verily thai eagh single unit dose

package bigrg:

«  Namwe and sireng of the diag,

s Lot and coiirol manber
cuivatent, angd

o Hxpimatign dale.

OBRSERYATION
&
DOCUMENT REVIEW
Review policios relative te after-hiours
access (o pharmacy,

Yiew the “after-bours” medication
withidrawal log for at feast three different

I 23 4 K&

I = All glenngis meb
2 - Polivics &

T orare 0 aes
0t shubard, but disig
sernvad i nal

but sta :
eduental o prasesses aie

i

2009

flealthoare Farilities Acoreditaton Proman: (HFAP)

Averedilation Regubomenlys for Haaitdonre Paoilitios

2522
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PHARMACY SERVICES/MEDICATION USE

STANDARD / CLEMENT

EXPLANATION

SCORING PROCEDURE

SCORLE

pharmacist stall to enler the pharmacy.
Policies and procedures musl be
consistenl with [cderal and Stalec Law.

When non-pharmacist health care
prolessionals are allowed by law and
regulation to obtain medications after the
pharmacy is closed, the following
safegnards are applied:

l.  Access is lunited lo those
medications approved by the
hospital

2. Only trained, designated
preseribers and murses are
pennitled access

3. A quality control process is in
place to prevent medicalion
relrleval errors.

4, A qualilicd pharmacist is
availuble on-call or al another
localion to answer questions or
provide medications beyond those
aecessible W non-pharmacy stafl

5. The process is cvaluated
regarding access issues and

6, Change is implemented to reduce
access [requency

Medication removals [rom the pharmacy
or clrug cabinet:
o Arcrecorded and
*  Arein quanlities sufficient only to
dose until a pharmacisl can
revicw the order and the removal
record. (This activity is 1o be in

2009

nighis.
Verily:

1.

h

6.

The policy limitls aceess into the
Pharmacy by anyone other than
RN or physician.

Entries in the “after-hours”
medlication withdrawal log should

indicate the patient’s nane and nol

"to stock supply”.

The quantily removed is mot grealer
than that needed for immediate use.
The name of the "pharmacist on
call" is reacly identified.

A retrieval aceuracy validation
process is in place; unil stall are
able to articulate (hal process.

A pharmacist routinely reviews the
removal activity and correlates lhe
removal with current medication
orders in the paticnt medicalion
prolile.

The pharmacist routinely revicws
the cottlents of the alier-hours
supply (o determine il'it is adequale
o mect the aficr-hours needs of the
hogpital,

Healtheare Facililies Accreditation Progran (HFAI)

Accreditation Requirements for Healtheare Tacifitics

ot consislen(ly
uplemented.

4 Unaclhorized stali
accessing e plaimaey
alter hours Q1L

4 - O-howrs phavimacsy
aecess is roaline.
ElTective effotts have nol
leen implemented Lo
reduce aecess needs. OR
4 - Pharnwey access is
i resivicted W approved
drugs only,
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PHARMACY SERVICES/MEBICATION LSE

STANDARD / NLEMENT

EXPLANATION

SCORING PROCEDURE SCGARE

IE00H7  Astenstic Stop Medicutinn
Oetiors,

{rwgy and binlogloads noi speeificelly
preserihad g o thine and 7 or number of
doges st auimmatically he siopped ufter
rgasonabile thwe dot 5x predeterminegd by the
medica! staff. 482 23{83)

The Prolessinngad Medical 84ait, via Polioy
ant / or Rules snd Hegudationy, establishes
Haw frames for Mlime fmitiag of
medivation erden, Thers ate mechativns
for swtomasicaily disoontinning wedications
which are writtess wx 2 "tme liniled” order,

"preparation for immedinie dusing
anty”; dispensing by pen-
phavpmeisls is nol ponnified)
Seane siates prokibit casy into the
pharmacy proper unless a
pharmacis( is prosent thus
requring use of "night” cosets ov
drug cuphoacds for aller hours

supply,
» Al gfler-hour withibrawals wre
logued,

Drups anst Dlologicals ordered a5 singhe
dosc, or as » epecille number, are
dispensad wid adanistored s orderad,

Rupgestod "maxinaal® time franes for
speeifie groups of drugs are ideutificd
which reuuice rovlow prior io rencwal oy
autormic step,

The pracéitionsy is (o be sotiited prior o
such suteinatic stog,

Drugs usually includad with the
sukomatie stop provedare inclode:

s Aniisiotics,

»  Dlia Schedulos [ 1IN, 1E],
HIN, and IV,

Oxyiocics,

Anlicosgiisni
Corboosioroids, mud
Aumti-npoplastics,

. * ¥ =

1 2 3 4 KA
[ — Al sy in pakiey
spetoedtes a0 e m
prmstice.

1= Hotdisationy no
doig gusisionily

4 Antoinziic S
ovibes ol Asldrusset.

DOCUMENT REVIEW
Review pllarmacy policies o
provederes and Mettical $1211 Rules /
Ruegilations that address those issnes,

OBSERVATION
Ubserve ihie mochanissm emploved by e
pharmacy wid nurging servive fo alert
practilioners of inpending awionaiio
slap drders.

Yerily:

{. Phurmacy / medical stafl pelisies
are in place Hint sdhdroess antematic
step medicniion erders,

2. Modication arders are anismatically
reviewsd and renewal 15 reguested or
a automaiis siop is instituted in
sucordanoe with the dme Game
approvesd by the Professional
Medicat 81aff

3. Practitionery are notifie] before
thee drug is awlomatically stoppeall,

Licalthears Faciities Accrediabion Program (HEAP)

Acercdifaiion Reguirenents o Healiwnre Vocilities 2524
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PHARMACY SERVICES/MEDICATION HAE

BUANDARIF ELEMENT

EXPLANATION

SCORING PROCEDURE

ROORE

250008 Breg Reacliong &
Adwiinistiniion Brrovs &
Incemusatibilities.

Dirug edmisdisteation erveny, adverse drig
seaelions wad Incampaliniities must he
inunediately reported to the aifesding
Shysivian aad I cpprapriate, 1o ihe hospized
wile guafiy asrance performance
iaprovenent srovrom, 48225000
There wilist be g haspited provedurg for
Feporting ansfuston seociions, adiorse
drisg reections, and arrors i adhininistation
af drigs, 482,23 (O]

Aymximal Ume fame uehas 21 - 38
davs} Fou ol oiher drugs, noet wiitien i e
tine 7 dose Bmited Dslrion, &
setermined by the Medica? Sil

The facility must adopt 2 medication
crror agyd adverse druy reaction (AR
ghefinilion that iz broad enoagl bvseope
£ caDiuTe “Res missos” and suspocted
ADRs oy well ax autual tedicatios
ervors aned ADRS,

The program classilics Adverse Deag
Reactions {ADRs) n termig
pohability, severicy,
dosing Ipeation. The N
eordinating Coupcil Medivation Brror
Repoding and Frevention delinition of
sdivation orror inests the nelasive
broad oriferia required.

The Bacility must proasctively idensify
miedication oreors sixd sdverse drug
reaetions, Froactive identification
tnchwdes:

*  gbservition sf madicalion passes,

« concirenl and refrospective
revinw of patient clinical recards,

v Al spreetllance tewimn,

s Implementatios of modication
nsage cvalualions [or high-ajert
deugs und identifications of
ingicuior drugs or “pationt
signals™ 4, when ordercd or
soted wiknmatically gencrate &

DOCUMENT REVIEYW,
CHARYT REVIEW
&
INTERVIEW
Review QAP! reports on wedicalion
pir0rs, adverse reacton reports, and
srzmwfusion veactions,

Review records of inedication errors,
adverss drug reactions, zod iremsfusion
repetions Lo delermine thet the reporting
sysiem i foellnwed.

tterviow facilily stell o ascertais
awareness of the Beility’s poliey on
reportisng mud docuimentaiion of
medicatios errors, AJRs, und

frants Fusion reagiions.

Yority:
1. i ke mesdiostion errofdrug seanlions
reporting progean Bas bien in

sxisionce for e past twelve nontls

sud that sufficient data have beon

reporied fo result in risk reduction,

The precess is efibetive ia easring

reparling and eommunicalion o the

sioyuling pliysivias,

3. Mgedication errot reporting ncludes
all ateas where medication is

Pk

1234 NA

= Rl nisipimne
= Processes sre s plase
ek stal wwaroneas i

R s v and
shopni L eaplure 50

snasen HE
3 Tl vepatin

4 = Pivaehve
surveillanes 18 Lol in
e {31

4 = Polivics are
{nmpbeinened Ui

4 The gyslos a8
sesrrned dees nol
ancasmeh canting
el ebada

3009

Healllgare Facilitios Avcredilalion Progras (LIFAP}
Acereditation Requiroments for esltiware Facilitios
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FHARMACY SERVICES/MEDICATION USE

STANDAR L BLEMENT

EXPLANATION

SCORING FROUEDURE

Hi

drug roginen revicw fory
wotential adverse drag evenl

Thie feility most have a method by
which {0 meassre the eileetiveness of
their reporting system s as (o identily
whather a0 ool thelr system s
identifying av many imsdicetion errors
and adverse drug reactions that would be
expeclsd for the stze and sc 3
services provided by thelr hospital
Eueh wethods vonld brelude use of
established bonehwoarks or sludies on
reparting oy pablighsd in poorreview

Jouriais,

To buprove insident reporling the
facilily musi adopt 2 nop-punilive
sysienr with the foous on fwe vytom and
not e ivalved lealth care
profossionals,

The hospital muast reporl drog
adpnistrative errors, drug resctivas
and drug ineompaiibitities o the
Taciity Gualivy Assessiment
Perfhrmancs uprovens {040 and
Rizk Managomoent programs,

Sigmificanl ADIUs are reparted o
appropriate rogulator or Heensing
aushority pey shale andior fodorel laws
ApCnCicy,

The definition of wa ADR may be thst

Lo

proparad and administered, {a.g.
phaimidey, rediclony, anesibesia,
respirnlory thampyl

Corretive actions arz oentified and
irgslemenied,

Staff ave knowledgeabie of the
fueility's polivy un reporting and
doecumentat
ADRs, and tonsfusion reactions
Evidoneo of education iy
dovumentad.

Accreliution Requiremsnds far Henlihoars Fagiiitus

SCORK
i af medicalinn grrors,
25326

==
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PHARMACY SERVECESMEDICATION USE

STANIZARD / BLEMURNT

EXPLARATION

SCORING PROCEDURE

SOORL

2561409 Heporting of Contrelled Drug

Loss andier Abuc,

Abuses and losses of controlled subiances

maaf be reporiad, it aecardanee itk
spptieable Federgl rad Sisie Jaws, ie fhe
individuai rosponsifie fin the
sharsaeentied service, and 4 the chief
greniive nificer, ax approprisic.
4R2.25(b)(7)

suggested by e World Hanbily
Orpanizabion or from ather profossional
groups, Clindeal stall ave knowledgeabie
af the delinitions, ADR signs /
syrapioms, and reporiiog.

Vvidence of edysniion is documented.,
Tle trackiug sysiem fou Seheduled drugs

is vapable of deleoting and reporting
such shuses and Tosyes,

BOUUMENT REVIEYWY,
ORSERVATHON,
INTERVIEW
Review the pohicy / aoeedore rogaiding
abuse 7 loss of vontiolled substances,
Inferview waif s delenning ety
widerstuwndiag of the conlrolied drag
policies,

Review repoits to detgrmine H thore are
reparied prabloms with controtiad drogs
aned wha! suiions have been lahun 1o
goreel the siuniion.

Verify:

. The peliey wildresses the repanting
of abuse and Josses 4o DEA, (Th(),
and approprizie Stale Bowds.

2. Prablems with controlied drous, i
any, bave been reported (o the
suthorities, accordiing (o palicy,

Healiieare Faudlilics Aceredifation Program (HIFAD)

i85 a4 WA

| = bolf complinnne
= PFeprodare paeltiey
an enily.

4. Nangompiisace

Aceraditation Requircienis for Healtheare Paglitties
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PHARMACY SERYICES/MEODICATION USE

STANDARD / CLEMENT

HXPLANATION

BOORING PROCULIRE

SCORL

2500148 tnformational Resparces,
information refaiing o druy infereciions
aredd Information of drus therapy, side
effects, foxicofopy, dosazs, indicalions for
use, gnd rodeiey of adininishafion must by
availubie i the professivand xtafl.
82.25(0)8;

#

JR001T Farmulary Svslem,

A formuifooy svstem sinst be establichod Ly

fhe wodtoal sinff tv assare gualiiy

pf?tf?m{?z euticals af reavonshle cosis,
£y

482.25¢b)%)

‘The lacility hax imunediatel y avatiubile
sufficivnt texiys zud gther resources op
drig therapy.

The pharnpacist aiso should be readify
avatluble by telephone or othey weans o
diseoss drug therapy, ntemetions, side
vlfects, dowge, ele., with graciitioners (o
sasisi in treg selovtion and with sursing
gersoiicl o assist i the dentiloation
of drug-lwluced probisms,

The releicace amlurials inchsde the Siate
Pharmacy Praciive Act{ Rules and
Regulotions, Drug Feforoomont Ageney
codes for hosnilals, toxdooloey exty -
FCROUIFGY, pharacy sk, and ey,

Fhe gedicol staff st ostablish g
formulary gvslem. The Yormulary is
reviewed uf fcast annually o ensuee
the conleitfs are current.

f%aa formlary Lists pmdicationy [or

j sigze oF adniisiation ihat the
}'mpna raaintaing or that are readily
availablo.

4. Wiritten criteria should be develaped

o determining what medicalions
avie pvatlabie foo dispensing or
admigigration, Al aininhinuny, e
& é:.iteria isehuce the indication for
se, effoetivensss, risks aid costs,
27*?2&% axe iisted by type, strength,
rouls, hrand and goneric equivalent

INTERVIEW
&
OLSERVATION
Yerily that correul referenues are
svailable
e Siale Pogctios Al
s Toxjeology, ingh

LY, Jing the reptonal
peigon contrel plone oombe
»  Plarmacy o]
»  On-call, or readily svailabls
phaimacist for consultalion

BOCUMENT REVIEW,
UBSERYATION,
&
INTERVIEW

Examise the esplinl Fommolery £ Dy
List, Delermis the date of gpproval by
the Medion] RIGH Intgrvipw the
phargcy director (o delvnmiag the
process for periodic review of the
Lorsaulary, Obsurve for '1\*‘3ﬂ?’it3‘¥§£§z of
the Frmulary in the chnical o
Buiorview clinfoal staff wgmurg, 'I.&
availobiliiy of the forsulary,

Veily:

1. The foemudary s cuvrent and has

m approved by the sedioal staff,

P23 4 N
I = Faelf erunplinnee
I SBome spberoions

weatlatile, it ot

sfReient Jor ety

of gorving
4 o franld
lieresatent wrztian
PRI Cn, sy

phatnaeis ol svaidable
2467 liw vonsuitation,

| ¥ 3 4 NA

[ Cuspvend nind
somprehensive,
% e Mol curres bt
conpatagigive,
3 = Cwrzond but nol
congrohenzive

4 = Noiilse carrenl/

¢

sosptprelisnsive. OF

4 - Wod pvaiiabic i g

siimpeat meas OR
4 - Haes st boeiy

appived iy the mdienl

shitil

209

Fealthesre Facilities Accredustion Progean {HFAM}

Acerpditation Roguirements for Tlaalihoars Faciiition
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PHARMACY SERVICES/MEDICATION USE

STANIZARD BLEMINT

BAFEANATION

SCCGRING PROCEDURE SCORH

2009

b the Tornudury 7 drag Yst can be by
thrug fype, aotion, or o alpha 2.
Hsiing.

. Addeada way be vhileed w refinot
nhigaceutioals sal purchased and /
of stored in thy pharnacy such as
radiopharmacoutical and otler
miecighles, ingostible diaznostic 3.
icsting agents.

Processes ansd mechunisms should be
eniahiishol o
+  Mousior patiend vesponses o
newly added medication bufore
the medicstion: 1y mads availabic
L dispensing or adminisiration
within the hospital,
*  Approve and provare
mmedications thal are nol oo e
kospital’s Formulary 7 deup st

he hospia! shionid have processes o

aeddrasn mediostion shorfages and

sulages including the lollowiug:

a.  Conusunicating wilh apmraprialg
presoribers and slafl

B Developing approved aubstiluiion
prafovals

¢ Dducating sppropriate Licensed
denendont Practitioners (1.)0s),
appropriat: heaith sare
professionais, amd stall ahoud tese
mrotoceds

d.  {Fbirining medications in iha cvenl
ol disasier.

The fopmulary / doug list s maone
thup o phermacy charge - meastar; i
liefuden ressoicly purch
stored drugs 7 Biclogicals /
disgrostic esting apenis,

‘The lunmidary 13 available 1 the
clindeal aresy. Ulndead stall are
aware of the availability of the
formadury,

Acoredifation Reguiramonts For Tlealibewrs Facilities 2529



PHARMACY SERVICES/MEDICATION USE

STANDARD 7 FLEMENT EXFLANATION SCORING PROCEDIRE RETIRY
280112 Nenlonnoiary Medications Methads lor shanging the Tormulary are INTERVIENWY 12 &4 NA

There is a spuchantsin [or ovdering drugs nol
available in fhe famulary,

Z5.01.13 integrity of Medication.

Vrrugs aud hiofogicals arve siored at preper
temperalurey Lo mainisio strength 7 polency.
Records wre maintained of drua refiiparsion
and freezey fnperatures.

25.01.34 Consulialiens/Ressurce
Availabiiisy.

Pharmuecoutical vesssalistion is made
avadable to prescribers of drugs, lo stafl
adiministering diugs, and us approprisds
patienss and families,

identi/ied. Hona fide orders for
inppediaie use of non-formtiary dings
are processed o meet pationd Hierapeulic
neeils.

{ily tewnperadare rocords, from
aocursis thermomelers, sre maintained
(or each dvug rofrigorator 7 Frovser

Thermometer soouracy i verifiad
againsi 2 known steadard on a
semieamal basis,

Hevonynended guidelinen® for
consideration are:
o Reflwerator 2. 67

A A5 1

- 1000
PR

s [rocrer

$Reftrence Maillonal Safery Couneil.

Thore must be sufficient pharmyeist

iime to provide Tor eonsuliutions, even i

tere s pady o parl tinse oF cousubting
rhatmssist,

i all ingtancos, o phgemacist strvey on
s Frofessionn] Medieal Sl
cominiite {2) which disGuss drug
tharapy.

Determnine the mechunizms for mnonding
thie formulary and for oblaining aos-
farmalary drugs when bong fide ordess
AL

OBRSERVATION

Varily

£ Lirugs are stored af femperaiyres
specified by nunubacturor puide-
lines.

2. Daily temperatore logy @
nainlained. (Gzaphs are
seoonimended but no! required.

Varify:
I A phanmacist sevves on appropiraic
Maodiond Stafl connoitices,

p

There s sulliclont statfing (o provide
suc/t consuiistions and educationsl
services o
*  chinjeal sin
*  pursing stally

HERg¢ ENTIUIR LI
A Pl comgp

1 7 %

4 NA

P o fel] wensipBange,

173 4 KA

IR SRS U ETTH

2 Mo bemrvices

provided,

G B nod avmilabie b
AR HHN

S

4= N compliange

[ewithenre Faorliies Accredifulion Propram {(HFAR)
Acervdiintion Requiremenis for Healiboare Fecilition
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PHARMACY SERVICES/M EBICATION USE

STANDARD / ZLIMEN

EXPLANATION

SCGRING PROCEIBURE

SCORL

2E8L15 Medication Protocols,
“Staadiog”, roulise ar protocol ordess are
revivwod znd rovised by the preseribing
prasctitioner and the Drolestional Modioal
Staff at desst soiually. A wasier copy of
such orders s maintained fn the pharmacy.

25.41.16  Home Medicaiions,

‘The Proiussional Medioal Stafl, vis Polioy
g S or Rules snd Kegulations, oxiublishes
standarls regarding (he use of medicadions
brougld into the facilily by palisais,

250117 labeling,

Urags wsd biologicals lsaving the pliasuacy
sevvice, [br olher e Ppa® lovel storags sz
fnhelad wits Ui full pane of e patiend, e

A plromaicist provides insorvice
pungrank for norsig sta il sad serves ay
# romawnee o cliscal staft,

When pratocol orvders ave used, the
practitioier lndividusiizey the avders
for each patient. Vhe vrder is dated,
fimed, and signed by the ordering
graclitivner.

Annually, protoeol orvders are
reviewed, ppdated s fadieated, and
appraved by the Medicat Stall. The
sponsuring practitioner sathealiciies
ihe “master™ copy as evidenced by his
{ her signature.

i such drigs are fa be given o patienty
there shalf be positive ideniifioation of
Hhe drug, inchiling mansfaciurer’s lot
raunbor, when avalishie, by a
pharnanist or phsician,

Admmdnisirarion of drugs uod supplied by
the [acility requires » specitic policy and
prpnadure,

State and Tederal reguitements regurding
lubicling of repackaged drugs ore o be
enforged,

»  paljents apd famlios,

DOCUMENT REVIEW
&
INTERVIEW
iiisevicw the Divector of Pharmmacy, Ask
i there are profocols, which have ol
bees w0 reviewad,

Verify:

. All standing or rauiine ordlors have
been sudvicot o aniaal reviosw and /
o7 TeVIRion,

2. SRunding orders / protecols bave
boen reviewed by (e Professionat
Medica! Biaff via its commiiiee
straciure,

INTERVIEW

Vesify:

1. Pharmacy policies and procedures
and/or the Profassionad Medicsl
Sinfl Rplow/Zepulations addross
medicaiiony obluiued Hom sources
abrer 1han the fasility phaumacy
SCT¥ICE,

OQHEERVATION
Lizspect uadi dose drawers o palient
sedieation cupboands for the labeling of
repackaged drugs. 3 outpationt

1231 4 NA

E All pitteesds, reading
£ alumeling ovdess pes
annuadly sppoved by e
Nail,

23— = N R e cuerend,

3 =0 FE % o Caprou.

& or B0 e evonl

R R S

= Al imsues i podicy £
praCtice.

4 N eomplanie

123 4 NA
i Al labeling s
caaiprn L

3 Lot vk
cxpiiinlia dido bt

2309

Iiealihcare Facilitios Accredizsion I’%{Jg;l'ﬂlﬁ (HEAP}

Acoredifztion Requiements for Healthcure Factlitles
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PHARMACY SERVICES/MEDTCATION USE

STANDARIY BELEMENT

PXPLANATION

SCORING FROCEIURD

SCORE

groseriber's vaiie, the same - sirength -
quantiiy - explation dae of the drug, and
anproprisle seeosscry £ caulloary
staieponts,

ZENL18 Siandavdiration of Labeling,
e methods for Jaboling, packaging and
sloriug medicntion have beon standardizad
ibrouzhout the facitity (o reduce sdvess
everds resultiug Itont dnpropec laboling,
packaging and or storage of medicalions,

Meehanisms exist 1o track the
mmnfactuer's fot smmber; this may be
o the lubel or vig logs for in-facilily
use.

Onipatienl Jispensing requtren the ot
nurnber on thie label,

Patient Salely Injtlativy
tmpropar laboling and paclkaging of
medivations e well-known causes
seneus medioation emrers. The evidencs
shows thai there are oileetive methods
for simplilying plmemscy and pon-
pharmacy dapensing by stasdardizing
the Isbheting of medication containery
and dmwn-up syringes and the
packaging ol medications.

= L

dispensing oxists, a8k {o see n drug
propused o easure the required label
informution is presenl,

Veiily:
1. The fneltify Baz au cllcetive systeny
for teacking Joi pumbers,

2. Medications are lsholed with fhe
required informsation fncluding ke
usumber angd expirstion date,

DOCUMENT REVIEW
X
OBSERVATION
Review medicaiion admindsiration
polivies. Observe medicalion prepasytion
dng SIOIREC preas a8 Woll A8
gdministration & validae compliance,

Review method for ensuring somplinnes
with policies and procedures on
edicstion luboling, packagiog and
storage Hronghoul the orgenteation.

Yeniy:
1. The smndication whinbnisteation
Inbeling policy addresses:

*  Labellmz of sll medications
antil they we gelipiuistered
fo the pationt

o Yalidation of comipiiance
fon all aroas,

#  An gtiion-wide

wouch

treked on i feast aue
snnpaiicnd label,

4w Muiliois psmeiors
fosl fom = 3 kasels,

1 23 4 NA
i~ Policies geo wrilien
o nkbress all
vegeirsncls myl
couplisnee s ovidens
heamphouil the

aoenghiviee is wd
eviidind oo Of [we

AlEs

3 Pulivios addas
geggiremenls
senpiimer 8 nol
Cvidess B e than Do
arens

4 — Policios wers w
sestinbic Jor roview of
i giest nebebregs all
regnivenemy 38R

# -~ Camplianee wis ant
wvident broughoul Hi
ofganiemtion R

4 = Compliaiee was aob
sroitoral rouiiaely o i
Ml gens,

b

o0

Healthenre Factlifies Acereditlion Program (JIFAR)

Acercdiiaiion eguiremoenls for Hoalthonre Facitiies
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PHARMACY SERVICESMEDICATION USE

STANDART)/ ELEMEN

EXPLANATION

SCORING PROCEIRMUIRE

Fiiiummmam

SCIRE

25644, Hioh-Alert Medications,
‘the safe use of “high-alers” drags will he
facilitated by smplementaiion of the

Blowing:
L tdentification of “high-alon” drugs

wvaifable W workars i the facilily

Patient Safety Intiiniive;

Cerinin olasses of misdicnlions have
bops repeaiadly shows fo cange adverse
drug evenis aml shopid he vlowad as
partioniardy serious troeats & patiend
saletly.

s Slemmge of look alike, spund
aliks wind varied strengths
ol medicalions in physieaily
separale locations
2. Cempliasce with the medicntion
lnbeling pulicy is evidend
throuplionf ihe facility.

BOCUMUENT REVIEW
Review golivios and procedures ko
validale ihat all 3 requiremoents are beliag
acddressed i the sryasization.

Hoview andil materials for oengomg
compliance.

P 23 4 NA

§ e Z?wmnapuhuw nie
1t ! a;,e Hshalig
regueived lements -5
and comniianes
duonghout (he
syangtzation s eviden.
& Bognred policics we

Avcreditation Requirements for Ticalthicare Facililics

2. implementation of v progess 10 Jdentify
C , . , . - rgear g e i1 phaee ol camplivmws
new miadicationy for gddinon 1o the Txamples of hrigh alert drugy are: GHSERVATION ident 1 amE or
“high-alert” Hat *  Inbravencus adocuergic Ghorve stoesge and use of gl alor
3 Development of protacols, guidelines, agotisty und antagonisly modications i the wiig (o »ahda{;: 3o Tl g ¢
. - v - : cenlal all g
dosing scales, gnddor cheeldist for each v Chemoiherapy agents cenplianee, c?z:zz:lml | q"ﬁ o
i P DI R I v thss '3, . o .
high-alert” drug; nmke these available *»  Anticosgalas and 3 - Compliange I
o redovant carcgivers anditiembatics evident I mere tian Jwg
4. lImpiemeaniation of g provess to st «  Cgncentrated parentoral .
ey 8 e iy e (e Fora e syl i A Podiios are nat
a,mlr_lpl%n_m,e witlr the profovals and elestrolyics it for teviow £
g"‘f‘k“_‘-}“‘ ‘ o »  Geoernl uncsthetics = Complisies b ot
% Usabizslion of s suliidiscipinary leam Heursmnecular biockers avident Himughon e
to identily and regularly roview . B faotiity
Yo ‘fdl” i \ ;e 1 »  Insuiis and orat
snigaeds for all “ligh-alert” dry :
RS v 3 B hyposivoemics
*  Narcolios and oplaies
2009 Hegifhoare Facilifies Acereditation ?mgfan (117 AP

2533



PHARMALY SERYICES/MEDICATION LSK

STANDARI/ CLEMENT

BXPLANATION

AUGHING PROCTIDURYE

SCORER

250128 Digpensiug Meihods,
Medications wall be digpensed s unil-dose
or wnii-ofuse Torm whenever posslble o
rechioe sdverse ovents resulting flons bulk
packagiue of medications. Phis i
evitddenced by
1. Unil-dose packaging for medications
whengver possible

2. Dispossing in ready-1o- administer
[orm:
3. Unil dose packsge labeliug confaning

prodec! ame, sressily, wanulaciurer,
expiralion dale, and fot mumher
producad in machine-rouxdabie code,

4. Preparatios and supoly ol daly unit
doses ol medisations for mdividuad
patissts wnder the purviow of
pharmacksis when propackaged unil
dose s not sovmnsicialy avaliable

5. Limdting of availshic sepply i patisn!
grams fe 24 iours o 885 sl eny one e

&, A defiosd system fof monitoving and
improvieg e pecformane of the dnuy
intribulion systes,

250121 Preparation ol Infravenous
haes & Fluids,

intravenuoy drigs arad admixed Thids as
prepaved in sccordance with stardards of
vharmacy practice, congruen! with Stale am!
fodoral regulations, 19 & wanaer i reduce
the potoatal Tor bacteriad or drug 7 drug
copisninglion,

Paiicut Saferv Initiative:
Maspitaly purchase ol dosage
tedications o lwo Torms - bulk o
cammescindly prepared, preprckaged

dosages refered 1 sy wri-of-use of vodt

dose,

Wheat purchased i bulk, the
prdicalions mwust be vepackaged sk
anti-dose allquots.

The evidence shanws (hat nagi-dose
packaging reduces the munber of
mgdicatinn errors and appears (v b

widely usad b most geseral madical and

surgival wards. Huowever, it is aot used
as ich as it conkd De p othur focabioas
such oy infensive care yoils, oporatiog
reois, ared emorgenay dapadiments.

Fhe expiration date of reconglituted
drugs or admixed Auids & prominenily
printed on tho soiution ikl

Phe uso of hovizonial snd vortical flow
hoods are used consisteni with Stale
and lgeai regulations. lotizonial and
vertieal How hoods arc inspected and
oleanad wccording 1o manufacturer
jastructons and Slafe and iocal

INTERVIEW

Laterview e phurmacy divsclor o
vididaie thal the process boing ulilized is
oosapiant with the siandard.

OBSERVATION

Obgerve medicndion dispansitg arus ko
walidate thai the standard i Delng met i
all foustions,

OBSERVATION

Yaril:

i

Review (o admixtwee procedure and
quality controls Tor congruence with
chrment practice.

The Pharnsacy procedurs for
cleaming cherndcs] spills, spitl kits,
gsd PEI are immediafoly
avaifabie where cytotoxics ave
prropared,

I 2 3 4 NA
- Simadued i heing
et in i oeniony
whisre mogiisafion i
REATRIN

3 = Podicy addrogsay i
sisrlards ronuiramenis,
bt i sof sppdiod o all

[eations
4 Pohey dues sed
skdresg all reguiremesie
(2 e ud mvailnbic bor
reyisw
o1
23 4 NA

1 Al edomeniy not

7 = Hood sradity conisaly
S EHEYTIL,

4 — Cytomgios piopesd
i forizoni!

P PIE 7 ks,
wrplaiive &
rezamsliluiced 7 relmened
sesteirens not Jabeled
MHA = N adiptxdare
prosins

Healtluwre Fa

Hiey Acoreshitalion Program (HEAPR)

seredintion Reguircments Tor Healllmure Facifitios
Asereditation Reg i« for Heafi! racitilies

]
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PHARMACY SERVICEN/MEDICATION DSY

ATANDARIIZ CEEMENT EXPLANATION SCORING FROCEDURE SCORE
regulalicns, 3. Horizontal and verteal boods ae
e for (hedy fmtended purposes.
Uytotoxivs are a0l o be prenured under Hlurizontal hoods are inspected aud
4 harizontal huod, Some states roqiziee changed every six months; gw
vertification for persanuel whe sre externgi o verlive! hood slould be
responsible for admixing cyivioxios and gleanad or chunsed by maintenance
other dangerons udmiziuyes, peizonnel quartorly, consistent wilh
Stale and Tocal regulations amd
Chenyigal / mzairdous material "spill” mmfholurer’s instructions.

kifs are readily available to the IV
preparation nveg. Stailis
knowledgeahic as ta using spill kits.

Personnd Mrotective Soutpmont (PP
are used consistenfly aud
appropriatety used with {he
preparation of TV drags and solutions,

25.061.22 Sample Dryes. The uze of ssmpde drags 18 discouraged, INTERYIEW 1234 NA

The use of "sample® drugs, I permitiod, v The repackeping and 7 or resale of & b RoPlbas contiof o

controlled by the pharomey divector and I sample drags i protibiied, QBSERVATION e ot ot o

in conlurmance with federsl and state laws. Revicw the policy regarding samplas, M;Mf’ g, T
If samples are alfowed, hospital policy  Veorily the practice; sumples arc ollan 4 Podioy/psiioe st
describes the use, sterage, and fovsted in employer lounges, obsicinies conggent.
distribution of sample drugs, Sanple  and the B 1 these ave the physician’s "1;1;}::*2‘;3:‘; -
grugs are labeled necording o nersonal property, salnple medications NA- i s o

hwspiial podiey ineluding ot numiber,  shusld be secured.
patisaf namc, prescriber’s pame, doss,

and eapiration date. Verily!

1. Thepo iy aneffoctive, seourate
Y sumples are allowed, the direcior of recall process, consiglent with de
phavmacy has Rall secouniabilily for ohazmacy recall process,

stgrape, distribation, and usce.
3. Hused lop pationds, vorily Ut the

Thae dirvetor of p‘i\armacy i ?CSpOﬂSibiéﬁ plharmssist bas contres| ni Sﬁi?if?}i:
09 Henlibesre Facililles Avorcdilation Program {{IFATP)

Averedilation Reguirernonis for Hendthear Facilitio 23-35
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PHABRMACY SERVICES/MEDICATHON UKk

RTANDARD / TLEMENT

EXPLANATION

SCORING PROCHIURL

SCORLE

8411
Thazisam ticn profile creaied for
gaed | eatangd gorkal oulpationt roveiving
rugs end bisiopivals, This proliic isehdos
dnte levipned 1o sasure salb and soounils
abmindsivalion of dyags aml hiologicels.

Patient Medicution Prolile,

[or suaintatining a log of alf saniple drugs
in e cvent of 3 grodust recall. The log
includes Iof mumbers and polie
distribution Inlormaiion,

The pofiie may be mmmal ar electroais
andd inay be utifzod as a charge
decumenl.

Vhe pationt e diap deta oatered o
imediculion profiles fucludes, 3! leask
b Ileighi weiahe, dispnosos sad sgey

[

Food aad drug sensiviiies;

Ll

Allergion,
4, Drist ordorisl

5. Hiziory of prescribed 7 son-
presoribed drug ase inclading
lerend, over the congler, home
vemmedy, and sireot drugs)

6. Drugs {adminisiered from Hoor
stock and / ory dispepsed for
adminisivntlon bavud upon direst
roview of curvent arders,

wd

Doy date Indieste the roule,
suhodule, siart and siop dates
inclucing aufonntic stop dates, and
Foern dispgasad.

2006

Healihicare Facllities Acoadiation Program GIFAP)

druogs,

CUART REVIEW
Review the miediention profiles for five
{5} active fapatien] records and oue {1}
active sarial ouipaiient record fvuciias
chems) o delermnine the dalabane,

YVerily:

1. The modiosiion prafiles
consistently dovwinent each of the
seven {71 vequbred efements,

semysiio,
g |3

Acorodilation Begulroments for Healthease Facililies

3 =2 mehid

#3ar pon-

25-%%
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PHARMACY SERVICES/MEDICATION USE

STANDALGY/ ELEMENT

EXPLANATION

STORING PROOCEDURE

S5CORE

2508124 DProfile Review,
The prafiie s veviowed datly aad with every
ordar chuangs by sn RPLL Vhe reviow will
veeyy belore incdicaiion s disbensed or
miade gvatiabic for admimistiation excepl in
hose tstanors wiran review wouk! canse o
micitically unacceptable delav, The roview
itclades cognilive focus e polential deug
aird Tood-dpg interactions, inferfvrauces, or
meompelibilitivy, The roview ol orders wiil
be decummanted In the puticnd recod.
Tl phastacists will maistais o fog
dovuruenling Slvrveniious stemning fn
w profife review,

Camplianee with the medieniion proflic
review wiil be audited {o determine
coinplinsce wih the process so thet ongoing
mmpioveinent s medivation safoty will be
achioved,

I5.0025 Brag Administrstion.
Mazhanioms exist so et drapg aud
clegiculs are adwinisiored 1n o sale,
aocurate, s effeciive maimer,

Fatien! Salety Initistive;
Neady half' of prevoptable adverse drug
svents (ADIS) result frama problem in
medication ordering, 16 has beon
domonsirated 1 inpatient setiings thul
hasing a pharmacist review modicaiion
orders B¢ Bre adininistrabic i3
assuciiled with & signifioand decrease [n
previmiable ADESs, Rimilar lindings
havs: been fommd in wnbuiaiony satiings.
Including pharmacists ou clinies! roundy
akso cun reduce medivation errots.

Meothods sre ssipblished to sssure the
gaily prolile reviow by a Pharmseist.

A loy s mainteined of pharmacist
itorvenlions resuiiing fHom (he profile
roevissg,

Vhe phiarmiacise / preserizor iferibug, as
appropriate, for apdification of fond
service for poteutial food - dyeg
Hnteractions,

Reffaxnianalory.

DOCUMENT REVIEW,

CHART REVIEW, &
Review the policy et defines what
woild be considercd a medicatly
aoveplable doley In pharmacist soview of
new urders, Roview g minimun ol 10
palivnt reoopds. Inlepvicw the
plrmacis] snd supsing stafl o
detorming slall knowledze of the dally
profilc review,

Verity
1o Alog s mainiained for
phanmscist nlerventions
stemmning fivrn the review fx
polential inlersctians,
imeriornnaes or incompatibilities

Ihe prufiles are roviewad duily

ard upon order shanges with

dovumeniation i e mudial
reeovd.

3. Flie pharmacist aml sursing
staff are knowledgeable of the
medication profile review
BLOCCHS.

4. A pracess is in place fo audil
corgpiiance with the daity
profile review,

[

CLHART QEVIEW
Uheok charis o units, Compae
phiveician ovdess againgt the Modicalion
Adminisirgtion Becords for agousany.

1834 NA

i Drenwrnbinted daily
Ly iow wiily
decnneniaizn s fhe
sepred arul by fow for
vanimees, Batliy;
o (e st sl
bety dofis

3~ Profile nel reviewed
pow signdod QI char
tocteaiziondse
ingolsislently eonplsed,
4 — Ber aurehinisang exuds
o maitte viow OR,
StalT ypaware 5Tty
VIR iRy
reiiuenls UK ae
A beny done o
doferimne sampimne,

e
23 4 A

b Tull gojpibasns,

3 = apvracios
wherstifiod and yulekiy
cares th fare
frechientioe orvees, but
SrvereE UTHINIG 36 notis

2009

Healibwcare F
Avoredital

citities Accredifetion Progran: ({HIFAF)
ot Reguiremenis foy Healiboare Uaciliteos

2537
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PHARMALCY SERVICES/MEDICATIOGN USE

STANDARD / VLEMENT

EXPLANATION

SCORING PROCEIHIEE

SCORH

230126 Label Medicealions &
Ealutions on the Sterile Field,

Fiie fucility nuist develop and implesmerd
policios for salt labeling of medications and
soluiions used o {

the perigperative setiings.

The frciuty osl have policies and

processes i place including, byt not lndied

Lo

V. The regued labetug ol medieations
and solutions, regardioss of contatner,
used an aud off the siorife fleld
Hwoughout he periopomiiw
xperie,

. Fre methods used o diftorentinge ang
bl louk-alke prodocts and soletions
Wil aiestiar HaOIUE.

g

3. The provess used o verily and confiru
guch medicution 7 selution and the
respactive malehing fshel,

PATIENT SAVFETY INITIATIVE
1n recent vears, there have been
aumereas repori of doet of sevlous
imjury secondary o unlabeled
madications angd zoludons on the sienle
fighl,

All surgery sefings and procedure
£o0ms are expected (o handie chemicals,
rengeniy, Specnn prescrvation ageds,
and dilaenty with e sume caution as
riegications.

A process vaest be i shaee fo label ait
solutone used in the surgical area
including, but not limicd fo nbiavenous
fhads, mudicaliony, body Fuids,
livdrogen perostide, fonmalie, Fapol™s
selution, mdiopaae dyes, sierilz ealing,
steribe waler, isopropy! sloohol, skin
preparaiion solilicas, Cdorhoxiding,
slutaraldelivde, and (he ke, Buany of
the alove ook altke” 15 ey we cleay/
eodgilusy soluiiom,

{.abels s be applied o solulions
astored iz all types ol conisiney wed on
sl off e merzical feldd In the

Yerify:

1. Aledications nduinistercd are
constefent with the physician
arder. Medications are
administered safely aud
accaralely.

DOCUMENT REYIEW
Review policies and practives refative 1o
mzedication preparsiion. Detenaine that
systoins are ia place relating

b, Reyuired Iabeing ol solutions and
madlisations on aad ofF the sterile

fizld,

b

Provedure Ry dilferenifuting look-
alike and sound-aiike medicationg /
soiubions,

A Proosdurs for fudivideatly vorifying
and Jebollng medicaions £ saigiions
apdl resnovtive abels,

R When soaring s slanturd,
incorposate standard compliancs isseex
as tdoniified in standardw:

18.00.24
ZLG02S
9
4424

5 4 % A

il rale. Appunts
1 be g proscss probien,
4 - Al charis chooked
it Ban-Cotnpnme

P73 4 Ma

I Pesliey w place;
praelive 1 consisiont
witiy policy.

G Bytley i pleee; ope
chisorvain 1 which
SR B0
consistont wih policy,
4= Mo prodivy s plece,
e

4= Prazitos (8
swoggistent with poifey,

2009

Healtioare VacHities Avereditation Program {(FIFAD)
Agcrediiation Reguirements for Tealtheare Facilitiey

2338
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PHARMACY SERVICES/MEDICATION USE

r STAMDAWRG F LLEMENT

EXPLANATION SCORING $rROCEDURT

BUGRE

porioperative ares tchuding, buf o
Himdled 1o medivine cups, sohuion
hasing, syringes, and specimen gups.

A label is required even il ondy ong
solution iz hwvelved with e procedure.

sl be unaccspiablo 10 write oo
plasifec comdaimers such as TV Bags wiih
marking pens, ax e is evidepce (thal
the ink sy penelrale fntn the solubion,

Sterile medications / solutions that are
placed onto the sierile fickd i1a the
original packaging with th
spanuihoturers origlngl label on the
containes s indicates the name and
strengih of the medication do nof vequire
ardditional labeling.

Use storile markers aud labels that can
be opened onlo e slorle feld.
Lommercially prepured products are
avaifable fur his purpoze, [nd ik
mrepaced by the Boilily ars sevgptable il
sleriiization iy maintained, Labels are o
eivarty atate the medioation S solution
zind strensth, Whon fensible, include
these labele and markers i pro-made
SuTgicnl packs.

Many medications and solutions hues
shnilar vames, A process mwstbe
identified and Implomentad when
presapring labely to differentiale these,

26060

 Heglthcare Facilitics Acereditation Program (HEAL

Acvreditation Requirsments for Hesltheare Facilitiss

i
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o
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PHARMACY SERVICES/MEBICATION LISK

BSEANDARD 7 HLEMENT

EXRFLANATION SUORING PRGCUDIURD

SCORE

A process munst be In place (o vertfy
zach madicntions or sobudon axl
complete s preparation, beling, ansd
defivery o the sterile [kld before
preparing the next solntion. { abel saly
one muodicalion / solation al g time. Use
two staft o verbally aud visuslly
eonlm each medication / solution and
respretive abel) oue of these siad? st
be a Hoeeused prolessionat invelved with
the proeednm.

A process must be B pheoe to discard
any uninbelad solulion or medication
found inthe perloperative srea.
Uniabeled solutions showid be
sonsiderad o hagardous sondition and
ruported esing the laellily awident
reporting protocat.

A shift chsnge ov velic! Yor breaks,
recatired Tae ontering and cxiting sal¥ to
concurrently 1ead comsiner labels and
vorify alt wedicalions oo e stonle Hizld,

Keep origina! moedication f selulion
cordainers in the sureiest room undil
comdeiion of the procodure for oHow-
agr reference, iF indivaled,

Foferamcey

2004, The fnstitate for Kafe
Mudication Proctices.

2|

Deatihowre Pocilities Acereditafion Prograss (FIFAP)
Acerediiation Regujremenis for Heallhoare Paetlities

2540
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FHARMACY SERVICES/MEBICATION USE

STUANDARD / FLEMENT

EXPLANATION

SCORING PROCTEDURE SCGRE

238127 Luvestigations! Dheags,

Y erder o protect flio sighis ol gationt and

the Professional Modiea! Sl the laclity

policies shalf addroms the admimsiation of
hrups which are

s Used for other than their F3A approved
[H N

s Bxperimontal,

o hwestigalonad, whes the primacy
wesiantar(s) s a manber of the
tactity's Professional Modical Stuff,

+  Investigational, when the Shoilily pationt
brings in the diug as a prescription from
a praciiicser whe is mof a memher of
the facility’s Professional Medica!
Blf

AURN Guidance Staramiant, Sajfe
Medivation Fractives in
Eertoperative Prociice Seflings,

ZEHH,

‘Fhe phurmaey divecior collaborsios with
the Profissivmal Medicul Smf
dofining these clroumsiances, Ada
sahnimium, these polivios address ihe
Howing contopin

i Pationt knowledge of the
mumpproved use of an FIRA
gpproved drug;

2. Palieny inforead consest in
exporimenial ar o-siic investiza-
lional detg glasdfiss,

3. Mechanisis for presenting stuly
protocaly and dalz fo an Institutional
Review Board or couivalent;

4, The roles of phermwsisb, nmising
and ather nonpiactiitoner gl n
stndy protocols and duta
managamonl,

5. Uhe acouisition and storage of
invesligatioual deegs;

& The need for the RN sdministering

investigalional drags and /[ or

plaming and supervisieg the case of

& pationt reeeiving investipalional

drugs o doswmment ksededze of the

drugish

Nolification aud iuput from asy off

site Invesiizators whoh (hoir stagdy

population is admitied,

nd

DOCUMENT REVIZEW I
& £ = Fuil conp i
CHART REVIEW 7= Honcompll
Reviesy polickes relaled o vegtigationad
drugs, Review pailonivecords i
aezilable,

Yerify

3o The lacility peficy addresses o
appoved, exgsranesital and
Drvestigational uses of druas,
Each of the seven required
vosneepts i addres

2. The actual use of investipatinnn]
drugs is comsivfont with the
mvesligaiional deups peliey,

ZEHI

Accredifution Roquiremenis for Healthcare Facilities

2543
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PHARMACY SERVICES/MEDICATION USE

STANDARD / ELEMENT

DXPLANATION

SCORING PROCEDURE

SCORE

250128  Documeniation

The cffects of therapy are noled in clinical

records. The palicnt's clinical record

accuraicly rellects all doses given as well as
the efftets of these agents as indicated by:

1. The preseribing practitioner, and any
other medical consullants, via progress
notations;

2. The nursing stall via the medication
administralion record in progress
notation for the effects of “Pro Re Nata™
{PRN) doging and for clinical oulcome
dosing;

3. Clinical oulcomes: or

4. The recording of testing (luboratory,
imaging, cardiogram, other ohjective) to
determine the therapeutic effoct.

25.01.29 Aniithrombaotic Therapy.

The facilily ensurcs that anii-thrombotic
(anlicoagulation) therapy is elleclive and
sale. The organization utilizes dedicated
anli-thrombotic services thal facilitate
coordinated care management. Explicil
organizational policics and procedures are in
place reparding anti-thrombotic services,

Sell-explanalory.

Paticnt Safety [nitintive:
Anti-thrombotic (anticoagulation)
therapy is 0 complex and lubor-inlensive
inlervention for which success depends
upon coirect dosing decisions, close
attention to many details, and good
communicalion among all parlies
invalved.

A process iy in place to identify and
train staft to coordinate the
management of patients receiving
anfi-thrombaliic therapy. The process
addresses:

e S(all training requirements

*  Dosc scheduling

CHART REVIEW
Review [ive recently closed inpatient
records for physician progress notes,
diagnostic lesting data, and other clinical
notations.

Verily:

1. Mediecal records provide evidence
that all doses have been
administered; appropriale
ohservalions are documented.

DOCUMENT REVIEW
&
CHART REVIEW

Review lacility policies and procedures
in repard to anti-thrombotic services.
Review the medical records ol patients
receiving anti-Umombaetic therapy.

Verify:

L. The policy is explicit with regards
slall (raining requirentents, dose
sclicduling and racking
mechanisms, and patient education
materials and mechanisms lor
training.

2009

Healthcare Fagilities Accreditation Program (IIFAF)
Accreditation Requirements for ITealtheare Tacilities

1234 K&
| = 3 records compliant.
2= 4 records complianl.
3 -- 3 records complianl
4= 2w =recorls
campliznt,

1 23 4 NA

| — Policy inclades all
required clemenls.

4 = TPolicy does nul
include all the required
clemenls

25-42 IEI{
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PIARMACY SERVICESMEDICATION 1i5E

STANDARD{ DLEMENT

FXPLANATION

SCORING PROCEDUNRE

SCGRE

25.02.81 Freparplion & Adwdnistration
ef Drugs.

Brups and hiofericads mast be prepased amd
waministared I avcordunce vith foderal

and Reie hews, (he oriders of the praviitioner

G practitionens respansibie for the patient's
cere g spocificd seider €821 200), vnd
acvapied standardy of praciics. 482,240

+  Patient tracking
*  Patient odueniios

ptimal anticoaguiation managesnont
ocours when a sysiomatie and
coordhated process s uged. Vhis
process inchudes dedicated manugement
By o qualiBed healtheaie profossionsd
that enes

«  Hasimble patient schedoling and
Uaoking;

»  Accessible, gocorate, and foguent
Prothronibis Time (P17
tstemtional Mormalized Ralio
{IME) eaung;

*  Pahenl-spoctfe decislon support
ancl mlpraction; s

s Ongoing patient cducation.

Profpssional Meadieal Sall Rules and
Regulntions or Pobicies and facility
paticies idenily the cafogories off
pursonae] win can adiinister vanious
typey of drigs, radisisatapes adid
biolomicals,

Factlity policy smy requite comgeiency
fusting for various koowledge and skiih,

Persoruet do not admmisisr drage
puiside sir sphove of praclice,

(L]

Paniund reoords refleot ihal anti-
irombhotic seevions are being
sswrdinaled por potiey and standand,

BOCUMENT REVIEW,
CHART REVIEW,
&
OBSERYATION

Yarily;
i

Bledical StefTand feility
docamrents Ideniily the skl levels
and seopes of practice fvolved
redication whuinlration.

a. Praciice loalis arg dentified,

b, {fcompelency testiag i8
oinploved, the test 18 curront in
arms of draps and melhods
testeid.

| = Al fhonwits,

7~ Pngilidy, but ot
Flodival Siail, pobay
sasnforme.

3o koo 2 ennew noted of
dadl adnmugioning dugs
waluy gre ok oy the
antorized s

4 Pollvies / practices do
i oot pationl salcly
£ welfars mulor do a0l
ounply with prashioe
satieiolines

000

Healthpare Paclitttes Accredifsiion Propran: (FHIFAP)
Acereditaiion Regoirements for Healthomo Vactiiles

2543
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PHARMACY SERVICES

VAMEDICATION USE

STANDARD / BLEMENT

EXPLANATION

RCORING FROCEDURE

SCORE

82492 Preparallend
Adminixtration of Phugs,

Al dvugs and Bolpgicals wiast be
adasimutered By, or andey the supereision of
nuising ar efher persoaned in accordance
with Federad and St Lavws and
Reqidations, mcheding apphicable Heervig
Jeguircents and in aocerdanee with ke
approvid Medical Siaff pelicies and
procedures. 482 23{e)( ]}

Faziiity pelicios regrudiag meadicalion

proparation sud edministiaiion aie approved

ty the Proftssional Madionl Staff and

Pharsoy and Thorpeutios Comnutics.

Policies address at least the sHowing:

1. Phanuacist review o njedication

arders/prefites inshedling docuniestation

of roview; defined cxeepiions o

pharmsost review

Role of the pluwmacist in the

mediention use process

3. Whem z fudblime pharmacist s not
availuble oashe, a phannacist i
available by elepbone or accessiblo at
atotder location that kas 24-hour
pharmacy seovices,

-

Bafignt Safely laltiative:
Medication sdmnigtzation policios are
based spon principies ol scund nursing
and pharmacy practice wifl  foeus o
patient safeiy.

Paiizies we collabomndively developed

by the pharmasy and the disciplines, ey

TriFRing, vespiiaiory, inaging, etc.,
adminlsieviog drug producis,
Collaboergtively doveloped policies are
thent reviewed and approved by ihe
Profossiopal Medical Sial? for reviow,
couzenl, and approval.

Alb required sabiect wreas are {0 bo
addressed by the lacility in policy.

g

Prachive inatches polioy. Modivation
adiministraticul 15 {0 accosdanee with
Fodersl and Siate law, scotpied
stational staccdasds of practice,
manufacturer’s divechions and
hogpiial polioy.

INTERVIEW
Inlerview the phavmacy divegioy aud the
surse execeiiva, Obsorve the prepuaration
of drugs aswd thoe aduaandstration 1o
pationts. Ohacrve al loast three stalT
adwinisioring a drug or diologleal
product,
Yarify:

I Their cospeotive modicaion
adimisisiration policics are
eongrueni and have bicen
eoltahoratively developad,
Similarly, varily those ssues with
otlicy éiaupisz;m such as, #maging,
respiratory therapy, ol
The collebocalively developed
medication adiministiation policies
fuve been prosentoed (o the
Frofessiomal Modica! S for
review, commen] and approval,

1. Patient klentificsiion procedures
are consistently followod,
Paticnts wo addressed by maing
avd 7 or identilication eheckesl.
The nurse remaing with Be puiion
sntl medicalion & ko, Drugs
are admanislered within 38

]

234 NA

= it eamenliams
2w Al pobicies mul
[Cesses i ke bl pol
congisiondly
hplemenial.

- E - & elgmeid nol
addeuszed
4 4 > plomosts wot
addrossad and na
Moxtiont Shall appraval
Rk
4 = Iygsicoenisithg ol
gisidoes nof svidon

9

Pieabihogre Facilities Accreditation Prograo: (T IFAP)

Aseroditaiion Roguisernents for Healthunre Facibiidey

2544
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PUARMACY SERVICESMEBICATION 1
PR

ISE

STARNDARD /G EMENT

EXRPLANAVION SCORING PReXTDURE

RCART

4. Order voriflvation by the dispensing
pharraacist {4 the Hem ks not steck in
the puiienl cure areg);

S0 Owder vesifwation by the staff
adarinigteriag he prodiset;

6. echanisms (o assuie (ha! e palioni i

posiively entillod prior o

aduiiniziering producis;

Mechamsms (0 asswve That the drug,

route, dose, trnels), sie gactizialy

fneorded for ihic correct patisnt

8. Mochanisms for bodside supply for
pafient seliadminisiraiion and fy
putient controllsd dasing; (NOTE:
bedsido medioation siaage sl
comtdy Wil sforage recuiromenis. Sos
25.00.033

9. Mechaisins o teach e patien {or
ishar fainity) whoul the medications;
ml

H, Mechanisins for tdentifvimg and
respording 10 medication variances.

~ji

254203 Drug Ordevs.

With the excepiion of influenza qid
mncumooccal polysacehuride voceines,
which may be administerad per gphysicion-
approved hospital policy afier an

assesstmeid for coniralndicesions, ordevs for

minutes of the schodaled sime for
aduinmistpiion

4 Il persommct gHeer than sersing
puorsote! admindsisy dragy ov
bivlogicals, tHas is i accordanse
wilh Federal and State Jaws und
rogulations,

3. Thae drag is identilinble up o the
paint of adminisiution. The
patienl was positively identi fied.

6. II bedsikle patiest solls
adminisgiration of anslication i
pueptiled, veafy:

» Al slomape and
adiznistration standards azc
i compliance {82, svcire
storage, deoumenistion of
adrmmaliralicn)

Yerify:

1. Kursing or other persannel
authorized by medial siff poliey 0
adininisier drags bave comploted
approprizse raining cowses, or, are
licesssed orauthorized 1 do so by
Siale law aud function under
SUPCIVISIoH 18 NETessEry.

DOCHMENT REVIEYY
Yerily that policies / rules and
vegutations ralative o verbal and
telephoned orders address all reguired
elemends, nelndmg:
The infrogueni use of verbal orders

PATIENT SAFETY INFVIATIVE:
rag / higlogieal orders gemeraed froimn
a heumed physician, dondis, or
podiatrist within the scope of their
loensars, cortifioalion, agd ay a vesull of
their deimeated peivileges as & momber L.

12 3 484

|~ Fell voipdiaie
Y W% olthe

CANPIG

d-Tes

risoeargfe wois i

F% althe
Peeaards wergin

2009

Meaitheare Famlities Acorediintion Progrun (JIFAP)
Accraditation Requirerseats (or Healthoars Facilifies
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PITARMACY SERVICES/MEDICATION USE

STANIIARD/ ELEMIINT

FXPLANATHIN

BCORING FROCLEIDURY

SCORE

diags aad Biolagicals st be documented

of the Professionat Medial Sisffof the

gomphiance, OR
A — Pulivies o1

Acvreditation Reguiresiests for [ealthense Pecitilies

arrdk signad By a preciitioner whe §s faciy, Physiviun estendors (Physicisn 2. Limilstions b verbal orders medisatisn asdess do 1ol
authorized 1o weite ardovs by hospited policy Assistans or Advanced Nusse Y il vopcirast
and i accovdance wigh State Iow, ond who Practlosers) pay wiile orders withia 3 Fhe “read-hack™ process @ OR
is respongibie for the care of the pationi ny the goope of tweir Hoonse and priviiess 4 Vabae dotswe
specified wnder 482 [0, 483234082} dedineation, as approved by il hospital, 4. Llentiflcation of im].i viduals eligible ?:’f,fé;ﬁf;;;‘;i; :];me
B aceopt verbal arders 4 Pl B A physichn
i, I verbal ordess gre used, ihevwre Sale and effedtive healthasre delivery apneovail projaced fx
i B used (nflegquently. dopends 1o 3 Jarps extont on acoerale ond 5, The time frame for suthenticalion of T omi and preumonis
SRR . = _ _ R vacting mbministralion,
3232340 moly communicalion among verbal ordors iy specificd. and e dgs e
carepivors, Phe newk [ olesr, ahministorod withangt 2
it When verhal orders ore used, they unimbigucus copuwicsiicn of ordoy 8. The prataco! for fie and proumioms andee OR
wrnst be aveepred ouly by persens cannet be everstaled, vioing adutinistration sy been 4 = Bleotanicaliy
wh are quthorized to de so by ppraved by the medicel waft, !’ oot e vt
haspital poticy und procedures Ilectronically (ranseniliod oeders (via 4 Ho stes fur
gousistent ywith Federal and Stats FAX) may be troaled us o legally 7. Phe verilioution aud validation of vaiklation of erodeaiials
fuw 48223{el23 raproduced form af the original senders ol clectronisily vansimiilod e
docwmeul and considured to he an ders; authientication of e coment© 0 pen e
HE A aviders, fncluding verbal erders,  ongamt order, i permisted by Btale and of the ¢ A Srbaliphesw wrider
st b dated, tmed, cm(?' loeal repniations. sened back Tues v bonn
authentivated prompiiv by the 8. Al onlers must be wittion by imptainenled OR
» \ . . . setupibmen 15 ot
vrdering procfifiower 18224 Opders trangesibed Fom volce lape aie licensed physiztans or oiber comsistenily vvident
foddi i treatad an telephone veders, praetiiones sppoved under stite
faw gl authorized by the medicyd
i Farithe § veor perind following Thi tenns “verbul™ orders and siaill
Jangary 26, 2007, aff vrders, “etephoned” orders are ngt
H.'C?wfz;zg verbal arders, niast be interohangeable, &, Outpatient medieation thormoy may
dated, fimed, und autheniivoted by 1. Vebal order refess o those net be ordered by practifioners wiio
fhe ordering practitioner or siluations in wlicl ihe ordering are soL oredentiaied / privileged by
unothor practitivns whe I physicinn is phiysically present and ihe medical stall. The medical staff
ruspossifife for the cave of the srovides a vorbal cammunicution must define die process Loy
paticni ey specifivd under for patlenl care. Thiz practicsis 1o validalion of eredentfals of
4H2 1200} and cestharized sl he usud miiequenily. practtioners ordering medioations
crdery by hospital pofiey in Bt do naot bave or wani sduiting or
goeardence with Stode e, §82.24 2. ephoned orderg {a tyvps ol uonsuiting privileges in s
2009 Heuhhonre Faciitios Aceredilaiion Program (FIVAY)
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FHARMACY SERVICES/MEIMCATION USE

STANIARI/ BLPMENT LXPLANATION SOORING PROCRIUHD SCORE
fedfFitidl verbut orderd refur o those SEganiation,
sitiations in which the ordering
K. Alf verbed orders miwst be practitioner i not physicelly
authenticated based upoi Federaf present when providing patienl CITART REVIEW
and State faw, If there &5 ne State cape ordors, Wikl telephoned Review several chavts with telephone
fawe that desipnates a spocific ofdlers, the praclitioner may be in orders.
fzrcfivne for the nwtheniivation of anothor Jocation withm tae faeflity  Vaorily:
vorid orders, verbal orders mst o oulside the fucility. All 1. Al orders [or deegs and binfonicals,
be gutherdioaied within 48 bours. requirementy for verbal orders alse inchuding vorbal orders sre legible,
AR 24 (e fin) apply o slephoned ardons, that is, timed, dated and saned, Verbal
tetephoned grders gre (o be wied orders mohude the name of the
Vi Ressd back e vertisl onder sfrequently, dated, limed, sigaed argering practitioner. Yerbal orders
iraedizicly w the oredecing anl anflenticated prompmly. are received only by wnithorized
practitioner affer travseriplion Lo . Lospital personnet. Lhe ordering
verify ibe acouracy of what was Verbal Orders practilioner authenticates verkal
heard. & Yorbal orders sic esed infreguently. ordirs willin 48 houss of order; the
£ a hogpigal sllows Troguenl and practiioncr documents the dat sl
YL, Vorbal orders are gol peemiited for sougine ase of verbal opders, the sz of order anghantication,
chemotherapy ondens. The hosphialy rivks boing oud of
arganization delines b policy any compliance with this Medicare %, Yurbal ordors are used inflequently.
additiona! “high-risk” ordors that Condition of Partivipution (Col} Yorbal ordors are not uzed for
are not appioved & be given chemathorapy and other “high visk”
vorbatly, as aporoptisi, B, Fhe nee of vorbal orders shoulkd Le drogs. fThere (3 00 patiorn @ the use
limited to those siluativns i which al vorbal orders, e.p., frequent use of
Vill.  llospital policies and procedures {15 fnpossible or inpractical for verbal arders hy verlain
sl adldross: the uydering pragtitione: o weile a practiliooess.)
Ao Limiutions or probibilicss on masidl or clectronde order. The
ase of verlwl ordurs facility discournpes the sse of 3, Paticnis are assessed For visk prior {o
13 A mochealssm 0 cnsare verbal onders whon the ordering srinsinisration of the flu /
atidityfanthontiolly of e prsciiboner s plysieally presend, sacumocoecal vaoeing,
wresciibor exeept n an emergeney or during 3
£ 'Fhe elements reguired for bedside procedure situatioa, 4.
inclusion tha complete verbul valbiduted via s deflined mechanizsm
order foor unthentication of ihe sender and
13 Silwations in which virbal Verbal and Velephoned Orders the content ol Lhe order.
LU Healdhoare FacilBies Acersdiisztion Progoam (HEAP)
Acgreditation Regutroments for Healtheare Pociltties 3547
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PHARMACY SERVICES/MEDICATION USE

STANDARD / ELEMENT XPLAMATION SCORING PROCEDURE SCORE
ordors may be used z Fhe use ol verba! ordecs and
I The st ol Didivideals who wlephoned orders is a0 smmor prose INTERVIDW
ity sesxd amd receive vorbal provess mt nereases di risk of &
orders s e il OBSERVATION
¥, Guidelines for ¢loar and faterview sl who wre periiied o
effective communication of . Al requiremenis for verbal orders vegaive vorbal ordors to determive te
varbal dess, also apply o telephoned evders, thil process has been communivated.
is, telephosed ondew arc to be usod Observe the procoss o verlly
Al services minst be given iy scoordince infrequently, dated, Uimed, signed impleineniation.
At orders of praciiisnes auiborired by and suthonticaled promptly.
ilie medical il o ordor the services and
thie order must be incorpurated nthe ¢ The hospitsl premotes g vulare in
palient’s recurd. witich JUis geneptaiile wod strongly

sncouraied for stall @ yquestion
presuribors whel (hore are any
queslioks or disagrcomeanis shont
verbal / ledephonod orders,

il Ilespiial policy outlines precaations
to take when the use of vorbal and
teigphoned orders s shsolutely
RECTSHELY,

e, Verbal / relephione orders muuy be
auceptad by & surse or other
professionul only as pormitted by
State faw and Lospiial pohicy.

§. Pharmacisis, RN's, and LPWN% may
receive all Jrug ordess. Oiher
Heaued / cortilied stull weocive
drog orders only nrclation (o ety
geope of practive, ey, Respitaiosry
Therapizs [or inhalants,

2009 Healthegre Facilities Accradifarion Propmumn (HIFAD
Aceredilation Regairenents for Healihewre Vactlitios 2548



PHARMALY SERVICES/MEDICATION USE

BTARDARD / KLEMENT

EXEPLANMATION

SOCAING PROCEDURE

ST

ardors wmay be used &
T The by of individuals wha
mpay sendd awdd recaive verbad
grders
¥ Chadelinos for clourand
effective communication of B,
verbal ordom.

Al servives musl e given ia secordance
with ordess of pracitioners suthotized by
the medical siail 1o ordor the services and
the erdlor mumh be incarporuied in the
paherls record,

&

d.

The s of vorbisd ovdors and
telephoncd ordars Is an orror prove
rocess Hmt Inereases the visk of

wbsgomannication,

Al roguivements for verbal orders
sisvo apply io 2Rphvwed ordws,
i, telephuwmed ovdars are 10 bo used
infrognently, datedd, thaed, stgaed
wd anthentioatad promplly,

The hospiial prometos ¢ eulioee in

which I ix acceaiabic and gleongly
ecouraged for wtall 1o question
prescribars when ihere ane any
questions o disaprecments abonl
verbal / (etephoned arders,

{Tospital policy outlines precautions
{; take when the use of verbal aud
(clephoned orders is absolulely
NBCessary.

Yerbut £ wlephene orders may be
acieorded by g nurse or ofber
professional oitly a5 pernitied by
State lw aid Lospial polivy

Phurmacisty, BN, and LPNs may
roccive all drap ordors. Chther
ticensed / certified safl roceive
drug orders ouly in relation o e
scope of pravtive, o8, Respiralory
Therspisis for infudunia

INTERVIEW
&

CGRSERVATION
Intarview siait who ara permsitted o
secoive worbal ordors fo determine the
procos oy boes commuanicaled.
Chwsorve (h provess o yernify
huepdomuentation,

20644 Healdeare Pacililies Acoredilation Progeas (TIVAR)
Accreditation Heguiramenis [or Healihen

re Fagifities

35-48



PHARMACY SERVICES/MEDICATION USE

STANDARD 7 ELEMENT

IXPLANATION SCORING PROCHDBURD

SCORE

The vontest of verbal arders mast
he cloarly sommunieaied. The
entire verbal order shonid be
repouied back to the preserthber,

Vorbal/ feleplions orders are
immediatcly enlered Indo e
pafienls medisal eeoord by the
secetving porson. The wrillen
verbul / isiephoned order wnzt be
tegible, dated, snd Gmed; it must
inelude e numie of e ordering
praciitioser sixd the sipnamee of the
agoepling isdividush

CQuesiiois about vorbal [ lephinned
grders should be reaclved prior fo
the propavation, dispensing, or
adminiseeation of the medication,

AUTHENTICATION OF VERBAL

A

Al} orders, jnchuding vorbal aud
felephoped orders, must e legible,
compleie, duted, thned, asd
asulhonticated. Therelore, (s
necessary for Whe practifioner (o date
and fime the authenticalion of e
vorpal / telephousd vrder,

IT Lirere is 5o Slate low that
designates a spoeific (nclmme oy
e suthenticalion of vurhal/
telephonad orilevs, (he vesbal /
telephoned urders are authentioated

2609 Healiheare Dacililies Acereditation Program (HFAP)
Accreditaiion Reguircinenis Bor Healtheare Faoitities

25-49




PHARMACY SERVICES MEBICATION USE
SUANDARD S BLUYMENT EXPLANATION SCORING PROCHEDURE SCORE _J

within 48 hours by ghe ordoring
physiciag,

o iy seeeplable for @ covering
phvsicinn 0 ce-gign & vorbal
fielophoned ovder in (he exionded
abxence of (s ordenng physicizn
However, the praciics st he
addressed B the hospifal’s policy.

4. A son-phiysicias practitioner MAY
NOT eo-tign o phivesoan antler

¢ U of sigiature facgimiles, ¢.g.,
tylsher stamps for authomtication of
drug ondors b2 wrohibiled.
15.02.04 Adwninisiration of Bood Training shoukl be by qualifisd BOCUMENT REVIEW, CIIART | B 3 4 N&
Produsis & IV Medications, PRITOINE, REVIEW U ull compliapes,
Blood irgsfisions and travenous & i:ﬁ&}i el :"::AEE; h"lm:“j
madivations st b gdministered in Trataing vonfent includes regulaiions FILE REVIEW bt Cmat
aeenpdiance with staée fmw and approved from e {AARD) Americas Associalion consislontly docimipied,
medival siafl palicies and provedures. I of Blood Bapks aad 1A, Revizw blood fransivsion agd IV 4 = B camphianes,
blood transfusions wad infrovenans medicatien policies. Review a selest
medicalions aie sdministered be personnel sumpe ol incdical records. Review g
viher fhen doctors of medicine or seinpie of five RN staii developmont
astenpathy, fhe peisonnsl st hove special files,
fresining Jor iy duty. 482.253{e¥3) Yaerify:
1. The hospiiad has g special whining

pragram lar adiministering blood

transiisions sad inlravoncas

edizations,

2. Blood besslusions and 1V
medicaiions are adinigistored by
pursonne] who are tatned aod
pati Ienitheare Paoilifies Accredifation Program (IFAP)
Ascreditation Reguirements for Healthowre Factlities 25-530 &i/l.;w


http:25.01.04

PHARMACY SERVICES/MEBICATION TSE

STANDARD 7 BLEMENT

EXPLANATION

SCORING PROCHDURD

SCORE

220205 Nlesieation Preparation
Enviesmuaeyt,

The lacility provides a work environment
thal [ucilitates attention to detadi and
promotes the accuraie Blling and dispensing
of medication ardes, Grganizational
policies and procedares are ig place [or the
pharmacy and muzsing work onvitognonts
Ut fnchude specific Huplaueniation
guidelines that address salety in medicalion
praparalion seeas, neluding the moechsnism
for ongolng lonitoring of compliance,

20309

Putlend Safciv Initlative:
Allhoug’s meny medication errors huve
80 OF minor coasseguenees for pationds,
Gihors mmay oause seriius morbidity or
evidy deatly Brrorsrelatod fo disponsing
medicalions gee sotrmon, Goouiting af
ratoy ranghg up 1o 24% ol modications
clapeiseid.

Anantber of envivenmential lachs s
the medivation prepavation and
dispensing arcy are known 3o inorcese
the oeeurrones of orrors. Theso ischude
heuvy wosklond,

clutterod workspace,

nicise, aad

pant Hightig,

* & & =

Having an organtzed and weildi
warkapaoe has beon showe 1o both
decrenge crrorg and isorcase elfioienty,

warking wilthin their seope of
praetize in accordaue with Siate
faw and huspital policy,

3 Blood admésigtealion policivs mve

been approved by the madical stalf,

There hus been In-service on The

administestion of blood taasfssions

and intravencus madivations,

5. Medical reeords reflect that ouly
spoecially irained personne! or
dostors of medicine or osteopatly
pexfor these duties,

£

DOCUMENT REVIEW
&
OHSERVATION
Review organizationgl polivies. Iispect
medwation preparatios ameas Inali
loeaticns whare medicadion is preparcd.

Yarily

£, Policy addresses e roquired worl:
envirgnment salfely clomends and
applies Lo ail sedicalion
greparaHon Groms.

2. Medication preparation sk
aress are olean, oplorly, well Tt
und free of clulier, distraction, and
noise

I 2 % 4 NA
P~ Pelivios amd
gmocodues aldress
envirpeal saloly
festos in sadination
o9 avcas sl 2l

1 — Folivies and

ioculires are i plaee
it mkbeesy snfily,
bt AR R
mer! e standmda
3 - ofie

prughiies nre s pivge
ihnd aekirews gnfely, nd
o Dz faerr mveny [l
o moel e skl

4 Pultvis adelrestiag
worhpingg salaly w
wedivation prosration
Aty wiis o wvsbialde
fo review O

4~ Eulives werc in place
b complianes was nel
ewidueticed s revlrw ol
koo o eiaiin
s L

Healtheare FPacilities Aceredilaiion Progrmn JIVAPR)
Asoredtlntion Roguivements for Healthenre Facllilios




PHARMACY SERVICES/MEDICATION LSE

BUANDARD / BLFMENT

EXPLANATION

SCORING PROCEDURE

SCORE

A Ee Monlovicg of
Anpronriaiepoess,

The nppropriate wse of drugs and biclugienls
fv an ndordivelplinery Faaction in providing
quatity satient care sepvieos, Hhe [ueility
employs muliiple swechanisms o document
tic snoniloring of patisnis receiviag deag /

bivlogial £ medicnlion produgcts.

258097 Medieation Reconciliation.

The orgaabration has & frmal and

systenmiie approgeh (o the recencilistion ol

madienlivngg servoss the contimnem of sare,

Aprocess (50 glace o seconuile currest

inedicgiions ot sach key trpasitional point of

healtheare, speeificatiy:

1. Uponadmission, propure u complelz
Bst of pre-admission medhoations the
patiunt fskos at home.

ha

The pation! or family membor valkiatos
K dast, when posalsde.

3 Admission orderg ave compared against
i peg-adinisson nedication list: roy
VHTIRECES are weeonciisd,

4. The complele st of carent
miedicalinig 8 peadily available to
prescribers as # reference when wriling
medieation ordes,

Scll-explunaiory.

PATIENT SAFETY INIYIATIVE
Backpround
Praventable advirse drug ovents gre
Associutedd with as msny as one onf of
[ive patiest ingurizs or deashs, The
fasddverlont odisskon of a pro-admissien
madizaitan or wilwe to order a diug
upist dscharpe can hava defoiericns
emtoomes. Through the [ormal pisess
of mediealion reconctlintion, etrers cun
be prevenied and/ or sedycest Hroughou
e conlinonm of sare,

Avcording 0 (he Institate B Healtheare
Improvesent {TED, nwnesoos stadies
idjcale that poor comigunivation of
weeddieal information st key ransition
poasits s resnonsible for up 309 of ol
edicaiion vorots, A0 - 70% disparity
rafe was [oumd between madicatiogs
ikt gt hume and those Hyted In
hospifal adessgion orders, in one sindy®,

Dederred.

A

Ea)

x’%_

5.

DOCUMENT REVIEYW

Yerifv:

A complete st ol home medivatlons
is obigined upon admission. A
process 15 0o pleee o gonerate 3 list
of madications in the ambulatory
sulling.

A wedicaton recongilistion procoss
in i placy wen admission, unsfer
to the nexi fevel af care, aod al
sigeharye,

The patient £ faily pagticipates with
he reeoncilistion process, whes
nosihie,

The paticnd receives a copy of tho
complele medication Hst upon

digcharge.

A progoss 1s i plsce to mensure ihe

4 = Onpoing soeforiy
oF wedicaiion prosaraiion
spegs far galoiy
woiphianes x pwl boing
o,

prouess is ke
fneonsisangics ais i,
4 Moncompdiance

2805

Heaiticare Facilities Acoreditagion Program (HIFAP)
Accrediution Beguivements oy Healthosre Focilities
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PHARMACY BERVICUES/MEIHCATION USE

STANMDARD J BiEpENT EXPLANATION SCORING PROCEDURE SCORE

T'he key trunsilion poings whers errors effectiveness of this nilistive with

The comypicie lisi of medicatious is with writing mudication ondess tend (o foducing advorss diug evenls,
prvided to the nexd ool serviee, or GUSHF e
care seting whon the patient iy ai  Upim admissios,
pansizrred and dischurgad. b} Upon ansfor 1o & new nail / survice

! practitionor, and
6. The compless st of moedicaiions s ey A e ol discharge.

given ko e pafient upon discharge,

The geal ol medication recaneiiiation is
i ensure that every hospilalized satient
conlinues with the same medications
takens prioy fo admission, wnless Hiere is
a speciiied need for chuasge. Adinlssion
arders shonld acluady be considered o
modification of the patient’s medivation
PeETen.

The peitent or fanily member s
involved with the recoswiliation provess
(o validale the Hst of pre-admissica
medications, This Byt includes
preseribed und regalarly tken pver-the-
counter drugs, vilanyns, berbals,
homenpathic, and nulitional
supplements. Asx the lafent is o develop
the ot pocuraie Hst ol medicalions
possible, iz dose and froquesey Ror
eanch drog should be included in the
compizic Bt of home medications.

i lixl ol preadimdssion awedications is
veadily avaiieble for preseribes o
review whon weithug { changiog
ihedication oedors,

2009 Healtheare FacHitivs Acoredsiagion Frogram (HFAF}
Acereditstion Reguirersents for Healthcare Pacilifies
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o
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PHARMACY SEUVICES/MEBICATION USE

STANDARI/ o EMENT

RAPLANATION

SCORING PROUCEDURE

SCORE

2609

is u revoncibaiion process (o ensure all
approprinte frdicattons (oeluding pre-
adinission medications} gre conlinied
following diseimrge. o andivigation of
disclurge, the list of pre-adimission
medications should bo compared againgt
ihe currest Medication Aduslsisiration
Record.

Tiie pationt / fagily is inibrmed of
modications fhat will be discontinued or
changed upon discharnze,

Al time ol discharye, 2 copy 0f the fnal

sredecalion liss is provided o

1. The patiend / lamily

2. The next lowel of care such a8 home
heaith agengy, skifled aursing
facitity, or Uunsiin o a higher leved
ol care,

Moniiorine Elfectiveness

A process is in ploe to evaluate the
sifvetivencesy of tas patiest saluly
mitistive with reducing adverse drug
cvents. For examplo. review z nsdom
smnple of patient records

Emcrgersy Boeparinent

A complele list of cumon! mediations is
11 be obinined for Emergoney
Departizent palients.

A compivie Hel of currend medications is

Heaifhonre Faotlliles Averediiation Prograny (1IFAR
Acoraxilitticon Reguiremenls [or Healthesre Factiitics

| O]
A

EEY

(@



PHARMACY SERVICEVMEDICATION USK

STYANDAR/ 8LEMENT EXAPLANATION RCORING PROCEDURD SCORKE

150307 Perferswauce Improvemient,
A feility-wide Qualily Assessment -
Perlonmance limprovement program is i
place, which incompoeates Adverse Diug
Response {ADR) {mdings and jomiors the

i be ontained for ambalalory ¢
patients. The Hst will be updated s
medications are added or dissontinued,

Ambuiatory Services

Lo A cemplets Bl ol medivations wusi
be in place for thuse ouipatient
services in which moedications will
be wlonistered, sugh as
a Ambulalory surgery
b Radiclogieal procedures

requiving TV contmst and elg,

2. For hose seipadiont services i
which no nedications will b
adwinistered, such ag oulpaliont
radiodogy, oblaining & ciront st of
medieationy iy preferred, but nol
reguirod,

¥Cornis, P, et gl Thrintcnded
wredication discrepaneion at the Hme of
bospiial admission. drcd fntern Med
F65: 424429, Feh, ZX, 2005,

The Nutional Guality Forum, National
Guelity Fongs Updates Endorsament of
Safe Prociices for Heter Healthoare,
Oxemober |6, 2006,

The greatosi bonefil 1o the Facility
accruss when QAP sffous give priority
fo reviews, which fotus an ligh volume
{cost or freguency), high ik, ar
prublein prone areas,

HEW

DOCLMENT REVIEY

Review (he moedication use toview plan

Yerify:
1. The Ezeility prepares ao annual
Medication Use Review or Drug

uplie,
wipliagaoe,

Healthoare Faeilition Accredifalion Prugram (HUAT)

Avorditation Requiremunis for Heplilcare Facilitios

=


http:Henllb:f.re

PHARMACY SERVICESMEDLHCATION USE

STANDARD / ELEMENT

EXPLANATION

SCORING PROCEDURI

SCORE

desived sutecmies of mediostion use. This
wogram gkl be utilized fo reduee risk B
ardes e maintain zad Dmprove ciinieal
asuisome. Annantly, the fadlify prepares a
Modication Use Roview Flan,

25383487 Bala Celicedon & Monltorine,
The medication see moniosing ix
established 1o assesn

+  proyoribing {(epproprisicnessd,

*  prepaving / divponsing,

s adhministening, and

¢ suictmes

230343 Mrdiention Use Review,
Medivalics use reviow monitors drugs used
it all priteipal populiations served by the
faestily,

22.03.04 Dt Revortine,

Findings [tom medication use roview are
reporied guaticrly (o appropriste Madical
Seafl commiitoes adfor departments, and
conxidured by the QAPL progiam, m
inpaciing nprovemenis te e fBciliy

W08

The wedicution use review plan, ot 3
reag Utilizadian Effectivenoss (BUE]
piaa, should indivate the ratfomdc for
selection, and actions nkon fo achicws
suprovement should by dovumenicd.

Medication use i an fnfordixeinlinary
procsss i providing palient care,
Alibough roview indicaor way bous
e hosvily ost one, sl ooy aspecis of
the provcss wre o by roviewed.

Crver the counse of'a vear, the
populations shoold inciude the ape span
{pedistric - geriatric) and serviee
{neation (inpaticat, cutpationt, and emer-
genny core,

Aniibiogram stodies should be published
aud distributed o appropriate
professionals at least annualty,

Recause viedicalion use is
interdisciplinary, ihe fodings ol
medicalion wse roview ae shurod with
various disciplines,

Utilization Lffectiveness Plap,
2. The Db Dom Adverse
Rosponser and Mahivaton
Vartaaeey have been gudied and
Tnciuded 3 QAP Momiorsare
plase. Actions have beent taken o
achieve huprovemoent,
DOCHMENT REVIEYW

Yerify
i, The medivation use revicw plan is
an inlordisciplimwy procoss.
2. 1tz s colleviod on all four (4)
raquired lumctions:
+ prescribing fapproprinfencay
s prppariog / dispensing;
s sdministering and
€ QUECOINSS,

BOCUMENT REVIEYW
Determine ¢hat |3 span awd service
selting populations lave been
incorporated in medicalion usage revicw.

1. The outcome of the review has been
conurmaicaled to ihe medical stalf

2. An annual anlibiogran report been
prepared ard distribaiied.

DOCUMENT BEV W,
Review ihe docpmentiion.
Verify:
Madicalion use tevisws are prapdred
quarteily.
Z 0 The medication use review

P 3% 4 NA

i & clonwnds of prones
fxsid

Foe k nfd elpmony
s,

4 2f 4 pleas
sl

4 Pt omapiines,

12 44 KA
1= Fuil oo
A s NN L0

L

1234 NA

b Bl cotmtimnes
2 doal ¥ sdements
woinphimt.

T ol Y elemenis
it

A o Ergba

Heahonre Poellities Acorediation Program (HPAP

Accralitation Reguiroments By Heubtheure Faotlitiey

2587 £
255 %Cﬁl



PHARMACUY SERVICES/MEDICA TION USE

STANDARD/ FLIMENT

VEPELANATION SCORING PROCEDURE

SOGEE

servive argms. Such reporis are sharcd, as
approprisle, with cther disciplines t nlilie
il iheir GARE

Lse,
The ety dosuments mprovement, as 3
result of medication uss seview a9 reportad,

T A0 shoual suseary,

information hss becn reporiad to
appropaate Modical Staff
comimiiens angd e QAPT program,
Self-exphamutiory. DOCUMENT REVITW,
Verify
1. Anawmal sunueay of Medication
Use Review Iy pregared and
subinitied 0 QAP The summary
addresses achzal nprovemonds, ag
spplicalie,

MOTE: Roviews may not ghways {and
{egitimately} resull i iaprovements.

The proeess of siudy should vicld worlhy
resutts.

2009

Averoditation Reguiresmonds [ur Healthoare Poctlitics

sy opeiatcly Foporicd

1234NA

b= Annind gun

3T gl uol
idensified,

4 = Mo anssd sy
oF 3 Improsanssits,
AP mbivily

2

kit
[
e
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PHARMACY BERVICES/MEIHCATION USE

STANDARD / HLEMENT

EXPLANATION

SCORING PROCEDURE

25,8300 Portormasee Iiprovement in
Madication Lise,

The orsnnization uiilizes infigmiion
obitained fronn roview of medicuiion
processes and oufeemes fo centinyously
fnprove the salely of medication
admindstiation For pationis. The
arganiealion will eonsider lechnologicsl
advances avaitable to then i impraviag
those prosesses. I techuoiogics! advanses
sre not an oplon, the orgaaization will
snplement allernaiives that will resolve
whoniified issues amd roduce inedisation
CRCTHE.

Pathent Salety Inifisiive:
Medivaiion eprors gre common, The
Hssreivie widicetes that between 28.58%
of adverse Jrug sveuls are preveulalsic,

Hicgiblz bandwriting, unkuown or
uindeteutod sliorgies, drag interactions,
incorrect dase, and many other [acioss
can czuse advorse drug svenly,

Studies have demonsirated that a
significant dovrense in modicaflon erroms
aml adverse doug events can be achicwd
by using vompuicrized prescnber osder
widry fechnology. Additiona]
techoologies are continuousty base
devilsped, and it 1s (he responsibilily of
the ergaaimbion (o exinine the
femaihilty of hoplesenistion of These
seohimlogios fo acldeve asaler palics!
environment,

It is cleur Had soive organisaiions will
be suable fo alord these echnologios,
However, that does 5o megals haly

rospasibilily 10 rosglve tdentified igsues

by wilornuiive menis,

DOCUMENT REYTIW
&
INTERVIKAY
Revicw madivation oveni data. Roview
nuntes where improvanent of ihe

mmedimion systen and provesses are
disoussed.
Verifty:

1, The orpunivation has constdered
ppplementation ol sew wechnwlogies
i recuec medication everls,

i technoiogy is sot feosihle,
alterrsdive stradepios 1 redpcs
inedscntion evenls huye been
Lmgtementod,

ot

SCORE
P2 34 NA

| e rgpmmsiontion b
cotsinneusiy wirking o
inyave e mediciiion
sysfems ba vduce svels.
Fecimadugy has hoon
cemsitietsd ko
fplennenlatis,

A= 'There i no
dosgnenta! evidense
1hat H aganization i
cimbinunsly Unprevag
the malication systems,
Fechrology Has aot been
pomsice s s s aptln

Foallboare Factlitios Apcredilstion Program (ITFAP}
Acereditztion Requirements for Healthoare Faciiitiox
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Policy / Procedure

HEAP

American Osteopathic Association
Healthcare Facilities Accreditation Program (HFAP)

Title:  “Administrator Surveyor Participation Guidelines”

Developed: | Revisionss): October 2004, Mazch 2007, May 2007, May 2008, |
May 2001 Februmary 2009, Augusr 2009, Mawch 2011 i

CRITERIA FOR RECRUITING (PRE-REQUISITES):

A candidate for the position of admmistrator survevcr shall woset the following eligibilin erite

B

A, Edscation:
L. A bachelors degree Is required.

Z. A graduste depree 1 hospital adrministration is preferred
B. Espepence: (Normally exhibited by the following experience}

1. Arleast b years experience as the Clief Esecurive Gificer or Chief Operating Officer of
an HFAP accredited hospizaly or

bt

At least 5 vears expatience as an associare/ sssistant administzator with responsibilities
for at least two o more of the fellowing areas:

3. Nursing services,

b Twae othet tesponsibiatics amonyg the following: phatmacy, dietary, physical
rehabilttation therapy, tespiratory therapt, housekeeping, physical phny,

o}

Responsibilities regarding the governing board and medical staff commitrees, and
inreract direcdy with board and medical sneff commirren.

d. For associate/azsistant adminiswrators, or any position other than CEO, a
recormmendanion from the CEO st be inciuded,

3. Have experienced one or rwo FIFAP swveys (two prefesred),

APPLICATION PROCEDURE AND PROCESSING:
1. Sebmir the fpllowing 10 the Chief Operating Oibcer (COQN, Herltheare Facilites
Acerednation Program (HFAP:
Lerter of ntenn 1o become an HEAY Survevor
Resurme / curdounlom visae
Twa {2) letters of recommendadon. 1tis prefersced thar one of these Is 2 letter of
suppott by 2 member of the govermiog body,

o o

S Poboies and ProceduresiPoliaes & Procedures CumrenitAdministzator Survevor Participaien Guidelines 2611 dos i{}ff’?
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American Osteopathic Association
Healthcare Facilities Accreditation Program (HFAP)

Policy: “Administrator Surveyor Participation Guidelines” ' Date: Page 2 of 4
May 2007

[

Agree 10 serve as a Federal witness, if requested.

3. The HFAP COO will submit candidarte resumes, applicadons, and letters of
recommendadon to the Bureau Healthcare Facilides Accreditanon (BHFA) for review and
approval. If approved by the Bureau, an appoinunent of “survevor-in-training” will be
awarded.

4. Appointment decisions are recorded in the mmutes of the Burcau Healtheare Facilides
Accreditadon (BHEFA) meenng.

5. The COO will nortify the candidare of Bureau decisions. The COO will forward copies of
the HFAP Survevor Confidendality Agreement and Busiuess Agreement forms to the new
appointec for signature. Upon reccipt of the signed documents, surveyor-in-training
assignments will be prepared.

TRAINING REQUIREMENTS:

1. Survevors-in-Training are required to participate with at least two suwrvevs as observer/surveyor-
In-maliing.

2. As available, atrend approprare:
a. Tramning program

b. Workshop

3. Survevors-in-training mnst receive sadsfactory evaluations by bwo (2) surveyor trainers prior to
being advanced as a full survevor.

4. During year one, the new surveyor is expected to partcipate in:
a. Two survers as an observet/survevor-in-training followed with
b. Two surveys as a full surveyor.

5. Special education, training and experence is required for swvevors of the following frecstanding
services:

a. Behavioral Health

b. Ambularory Care/ Ambulatory Surgery
¢. TPhysical Rehabiliranon

d. Mental Health/Subsmance Abuse Centers

REAPPOINTMENT CRITERIA:
Annually, the Bureau Healthcare Facilities Accreditabon (BHEA) reappomts surveyors using the
criteria {below).

1. Pardeipates in four surveys per vear.

-

T

SrPolicies and Procedures Policies & Procedures CurrancAdminisirator Surveyor Particpation Guidelines 2011 doe




American Qsteopathic Association %
Healthcare Facilities Accreditation Program (HFAP)

I Policy: “Administrator Surveyor Participation Guidelines®  Date: Page 3 i 4

i

| May 2007 | |

2. Professionally conduor survovs

3. Mabmins confidensalin of survey program matedals, acoreditaton findings and decisions.

4, Advises HEAF statf inmediately of any axisting oz porental conflicts of mierest {such as
torraer places of emplovment) related o survey of facihuies for which ther are ~cm<§al&w
aud preciades self fror partictpation in such survers unless approved 1w do so by the COO
of the Healtheare Facilities Accrediranion Program.

3. When conducting surveys, represents the HIEAP only. Xe othes business i3 condugted nox
15 any ather business rc?mamwd either expressed o wapliz

6. Artends BEAP survevor workshops, as provided,

7. Represonss the FIEAR in 2 professional manner,

8, Sausfacrory evaluarions by swrvevor traines, surveved faciives, and ream members.
{(Iiffectve Novermnber 2004}

9. 1::*&}5’1dm % mav be s reAppIOY ed if thay coutinue 1o be actively nvalved in inspections and
receive satsiactory evaluations regarding performance.

10. Reapportment decisions are recorded in the minues of the Burecau of Heaktheare Facilides
Areredisanion (BHFA) meocung,

TERMINATION:

a. Ifasurecyor no longer wishes ro continue in this role, the surveror is asked 10 have a
debriefing with the HFAP COO or designice.

b, I the sutveyor makes the deciion o resign, v Is desirable thar a four-month notice be
provided. [tis also desirable thar the surv eyor compisie or tad ap alrernatve to any
scheduled surveys,

¢. Survevors thai recelve unsausfacrory peer or taciity evaluanons will be counseded by rhe
HEAP COC,

d. Survevors will be texminared for:

2. Unprofessional or unethical behavios
b, Confidentality breaches
¢. Behaviors demonsparing conflicrs of intevest

PERSONNEL FiLES:

i.

QP atind

AT

The Director of Aceredintdon Servicas, Hlealtheare Facilities Aceredirion Program
mainrains @ personnel file for eack surveror.

= angd Frocodueres $oticies & Procedurss TarrenpAdmimsiyntor Survevor Partiopation Gmdelmes 281 dog
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American Osteopathic Association

! Healthcare Facilities Accreditation Program (HFAP)

i Policy: “Administrator Surveyor Participation Guidelines” ' Date I Page & of 4

May 2007

2. For each surveyor, the bollowing documents will be ummined:

SURVEYS;

o B

N

S oo oo

s

Curagcuivm vitae

Lettors of Reforence

RBigned Survevor Agreement

Signed Bnsiness Assoclate Agreement

[niniel BEE A appointment letter

Atrendance at education sessions

Post-training test scores and other competency validation documents;
Evaluations, including letters of commendation, mvestigation of complaints and
action taken, if required.

Other correspondence, information and/or materials related o their individual
services as HI AP surveyors or consuitants.

1. Survevors will not be scheduled ro survey 2 facthey which 18 Incated widhin an 8¢ mile
radivs of their current emplover and/ or a facilioy which 18 a direct corppetror of their
emplover,

Z. Sagvevors will ot be scheduled wo survey a faciline in which they have been affiliae

witlt in the past,

3. I ghe survevor also 20t as an HEAP consulnny, the survevor must nonfy the HEFAP

office at the dime comsuliation services have been agreed vpon with the facilivy,

SAPohicies and ProsederesPolinios & Procedures Cluroni-Aduminisuaior Surveyer Partbvipation Gulddlive: 201 1dos
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5_ American Osteopathic Association

Healthcare Facilities Accreditation Program (HFAP)

"Title:  “Registered Nurse Suecveyor Participation Goidelines”

Iv
[ TDeveioped: Revisionisy Cerober 2004, Mageh 2007, RMar 2007, Fe Pazs 1083
- May 2G04 2009, Augnst 2069, March 2011 | ;
s . % g
CRITERIA FOR RECRUITING (PRE-REQUISITES):
A candidare for the position of Registered Nurse survevor shall meet the following eligibliey critea.

A, BEducation:
1. A bachelors degree is requared,

2. A Graduare degres in nursing or healthosre administraton is prefesred,

B. Experience:
1. Flave boyears minwmarm, 10 vears preferred acove hospial expenenice, with a focus
adrmindstearion, healthoare educatos o gquabity wonitonng {Quality Manager or the
eaapeient: and be cugrenty acdve i g hospaal mx:.n,dimd by the I—L'A'P.

1

Have sxpenenced o or two HEAP survevs (rwe preferrsd),

APPLICATION PROCEDURE AND PROCESSING:

1. Subsir the following w the Chief Operanng Officer [COC) Healincare Froilitles
Accreditadon Program HEFAP:
a. Lerer of et o hecome an HFAP Sumvevor
% Resume 7 curricahin vite
¢ Two D lerers of recormpendadon.
2. Agree to serve as a federal witness if reguested.
3. The FIFAP COO will submit candidate resumes and letrers of recommandadon o the

Bureau of Hlesltbeare Faciities Accreditavion BHPA] for zeview and approval. 1f approved
by the Burgay, an appoinment of “surveyor-in-taming” will be swardsd,

4. Appointmenr deasions ase secorded i he sednures of the Bureau of Haslrhease Faoilides

Acpreditanen BHFAT meenng.

|1

The COO will naify the wandida of svseaw’s decision. The COO will forwaxg copies of
the HIFATR Swrvevor Confidensalicy Agreement and the Business Agsodate Agreement
BAA forms 1o the pew appointee o signanure. Upon recaipt of the uigned documents,

JePolizies wnd Procedures 2009 Regisered Nurse Surveno Parscpation Guidehass 2007 :



i American Osteopathic Association
Healthcare Facilities Accreditation Program (HFAP)

olicy: “Registered Nurse Surveyor Participation T Daie | Fagedofd
Guidelines” | Mav 2007

surveror-in-taining assignments will be prepated.

TRAINING REGUIREMENTS:
Lo Surverors-in-Tratning are requred 1o pamcipate with ar least ovo survevs as an observer ¢
FUCEETOI-- TrAlRg.

2. Ssavatlable, arcend eppropriatn

8. WELHOE Prograrn

b oworkshop

Surceyors-An-weining must redeive sansfacrory evaluanons by two (2) swvevos vamers prior
e Beng advanced as a full sarvevor,

o

:4,;\

Duning vear one, 1he 0EW SUIVETOY 1§ expacted 1o pardcipate 1

a. Two surveys as an ohsmpver/ swvevos-in-taining followad with

b Two surveys as o full surveyorn

Special educanon zad experience for mapecnon of speathic disciplines required for surcer ¢
freestanding services,

2. Behavioe! Heaith

b, Ambularor Cave/Arnbulatory Bugeny

¢.  Phvsical Rebabilitaton

4. Menral Health/ Snbstance Abuse Cenrerg

LA}

oy

REAPPOINTMENT CRITERIA
Annually, the Bureau Healticare Facllives Accredindon (BHFAY reviews the Zer of strcevors for
reappolntment wsing the cnrens lsted E}\v.%}‘-’%”,

[y

aragpate in four {4 smvars per vear,

E

I, Professionally conducts survers
2 Maineains confideatdaliny of survey program marerhes, accreditation-findiug decisions,

4. Advises HEAP sraff iromediately of any exsting or potentis! conflicrs of mrerest fsuch as
forrer places of em;& rment: relnsed to survey of faciides for wiuch they are schedaled,
and chjmti% self from partcipaton in such survers nniess approved 1o de 30 by the Chuef
Operadng Giocer C0O0) of the Healtheare FPaciioies Accreditation Program.

L

When ¢

wuating survers, rapressuts the __&}M Healtheare Facilines Accredisvion Program
only. No otner busigess is conducted, vor is any other organizanon represented, ;.1{2"3&
expressed of imphed.

G, Armeads HFAP suprvevor workshops 2 provided.

vy 2 Promehires 200% Reeimornd Nuise Survevas Parvompanon Guitielneg 25807



American Osteopathic Association ;
Healthcare Facilities Accreditation Program (HFAP) 2

Ma» 2007

|
Policy: “Registered Nurse Surveyor Participation | Data: | Page 3 of 4 E

Guidelines®

pta]

|
L

Hepresens the HEAF in o professional manner

Saustacrory evaluations by susvevos wainer, surveved Scilivdes, mnd rearn members. {Etfocnve
November 2504

{ndiciduais ey be re “APPLOT ed af they conmoue 1 De anrely  mspecnons and

IECOTE SaTs [&CITOI’\ evaluanons v (%4 Z;U_M;.Il'"' el’fOIﬂiﬁﬂ Ce,

Reappolnttnent decisions are recordad ip the minures of the Puresu Healtheare Factlities
Accredimaden (BHPA meenng.

TERMINATION:

a

i

3

i svevor oo iz:»'zm\_z Wit 10 contnue I this role, the surveves is asked ro have a
denmiefing with the HEAP COO or designes.

STonth notce b

1t e ‘tun*eyoz makes the decision wo tengn, it is desiable thai o fo
provided. It is aiso desizable dhar the survevor compler o find an g
schednled survers,

Survevors thar recelve unsatisfacrory peer or tacility evaluarions will be comnseled by the

HEAFR CQO.

Survevors will be wermmnated for
ol hehavior

2. E.?z:?miesszonzi oY NSt
b Confidenoshty breaches
¢ Behaviors demonsmsnng conflion of lnterest

PERSONNEL FILES:

B

The Director of Acsredinanen Services, Healtheare Facilivies Acerediration Program
sonne! file for each survevor

1Inaing 2 jor

2, For each survevor, the following docwmenrs will be matnramed:
Cusrieulum vitae

4.
ho BNgned bureeyor Agreement

c. Leters of Rersvence

4 Signed Business Asseoiare Agresment

e lnmal BHEFA &pi‘{f}?&“’?ﬁ-‘”zéi levrer

£ Avsndance at educarion sessiens

g Posvomning rest scorves and other comperenct yabdation doamments

k. Evzluzrions, includhng lerrers of commendzdon, fnvestigaton of complains and

scnos mken, i sequired.
L Otﬂe: oi-rm:poudn,mm information and/ or woarenals relared to their individual
services as HEFAP zupvevors or consultancs.

SURVEYS:

R
Tl

2% ghd Froopdures I

Foswrered Nuess Survever Paromaunn Gandehimes 203

it

I
it
4
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American Osteopathic Association
Healthcare Facilities Accreditation Program (HFAP)

Policy: *Registered Nurse Surveyor Participation - Dare:

Guidelines™  May 2007

i Page 4 of 4

Surrevors will nor be schedaled w0 sorver o faciiny which ks locared within an 38 mils
their

szding of ther current emplover and /or 2 facfiior whach is 2 dumet compariior of
smaplover

- not be scheduled w swevey 2 fcdlin in which they have been affdiaced
With in ne past

L the survevor also acs as an HEAP consulrant. the surveror must nonfy the HEAP
office ar the thine consuitton services have been agread upon wirh the fazility.

FPoucies and Frocedures JEANReginersd Navee Burvevoy Panislpeton Guidehnes 2057
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American Osteopathic Association
Healthcare Facilities Accreditation Program (HFAP)

. Title:  “Team Captain Surveyor Participation Guidelines”

Doveloped: | Revisionfsh  Cietober 2004, March 2007, May 2007, February l Page 1 of 3
May 2001 - 2009, Aagasr 2009, March 2011 ;

CRITERIA FOR RECRUITING (PRE-REQUISITES):
A candidae for the postion of team capram swrvesor shall meet the following eligibilivy critenia,

A. Education
1. Licensed DX3 7/ MI} in a HEAP accredited facility.

B. Expenence:

1. Have 5 vears acove pracice experience, be currently in active pacdes or recently retized
fwithin the last 12 months) from active practice, or funcrion as 8 Medical Direcior, Drector
of Medical Educadon or Adminisuwarer for the sarpe time frame., Cerdfication n a specialny
desirabie.

2. Expesdencs in medical staff organizatonal achvities end commirtees preferably peer review
type (e, Quality Assessmont Performancs Improvement, Utiization Roview)

3. IHave grperienced one or ewo HIAP sugreys {(two preferred),
APPLICATION PROCEDURES AND PROCESSING:

L., Submir the following to the Chief Operatng Officer (OO}, Healtheage Factlines
Accrediaton Program HEFAP:

a. Letter of intent 1o become an HFAP Suvevor

o Resumc / enrricolum vitac

c. Two (2 lewers of recommendation.

2 Agreeto serve as a federal winess i requested.
% The HMFAP COO wall submir candidars resumes sand letrers of recommendarion to the

Buresu of Healthcare Faelities Accredianan (BHIAY for review and approval. If approved
by the Bureay, an appeintment of “survevor-fo-training” will be awarded.

4. Appointment deaisions sre recorded In the minures of the Burcau of Healtheare Facilities
Accredimtion (BHEFA) meenng.
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5. The COO will nonty the candidate of the Bureaw’s demsion. The COO will forward coples
of the HEAP ‘:‘ur%"évo; Coniwdentabitg Agresment and the Business Associaton Agreement

BAAY forms to the new appainree for signature, Upon receim of the signed dooutnerses,
survevor-ia-traning assignnents will be prepared.

TRAINING REQUIREMENTS:

1. Surveyors-in-training are required o participare with at least two survevs as an observer /
BOVEYOT-10 - [TAIEng,

As avaidable, arrend spproprate;

a.  traiming program

. workshop
% Surveyors-in-tralning minst receive sansfactory evaluatons oy rwe {23 surveror trainers prior o
Baing advanced as 2 full survesor.

4. Dwmé VEAD o0, the peve st VOTr is ZEpaCTEd 3 pzutx:‘ ate iel
2. Two surveys az an observer 7 surveroedn-training todowed with
B Tweo surveys as 2 fll snrveyor

=
I~

5. Special education and expedience
freestanding services:
a. Behavioral Heakth \
b Ambulavery Care/ Ambularory Surgery
c.  Physieal Rehabibmation
4 Mental Health/Substance Abuse Cenrers

pection of specifie disciphines required for survey of

REAPPOINTMENT CRITERIA
Annually, the Bupean Healtheare Facilites Acerediation (BHEAS rexdews the st of survevors for
re-appointmernt using the critetia lsted below,

1. TParticipares in four (4} surveys per year

%«.J

Protessionally conducts surveys.
3. Mainteins confidentisicyr of survey program matarizis, accredation ndings and decisions.

4. Advises HFAD smaff immediatelv of any gxisting or povenaal conflicn of interest fsuch as
formes places of emploveens related to survey of facilivies for which Z‘fm / bl'}\‘ is sc‘a&éuleci,

Drperagng Oftcer [COO) of the Meakheare Facihties Accreditanon ?rag}mm.

4=

Whea conducting surveys, xw;}*ewp s the ACA Healtheare Facilites Accresdinafion Program
enly, No other business is conduerced, ner is any other orgamization represenied, either
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i

axpressed or unphed

Lo

Arrends HEAP sarvevor workshops as provided.
Renresents the TIFAP in 2 professional manner.

8. BDaustactory evaluanons Dy surveyor tramnet, surveved facilities, and eam members.
Tiffecuve Novemmber 1, 2004)

9. Individials may be resapproved if they continue o be actively Involved in inspecdons and
receive satisfacrory evaluauons regardiog perforrrance,

10, Rasppoinunent dectsions are recorded io the minures of the Buresn Healthcare Facllides
Accrediarion (BHEA} meating.

TERMINATION:

i,

1f a surveynr no jongcor wishes 1o continue in tus sole, the surverors i3 asked 10 have a debricling
with the HFAP COQ or desigace.

I the surveyor makes the decision 1o resign, it is desirable that a fow month notive be
provided. 1tis also desirable that the surveyor complets or find an alrernative 1o any seheduled
SUITEye,

Survevars that recerve unssusfactory peer or facle evaluatons will be counseled by die HFAP

O,

Surveyeors will be rerrmnated forn
a. Unproiessional or vnethacal behavior
5. Uonfdendaliey breaches
c. Behaviors demonswating conllics of mrerest.

PERSONNEL FILES:

oy

1. The Direwror of Acureditation Services, Flesltheare Paciltdes Accredindon Program HFAR
makalns a personnel fle for each surveyvor.

2, Foreach sugvevor, the following documents will be maintained:

2. Curricuium vinae

b. Signed Survevyor Agreement

¢, Letters of Reference

d. Sigoed Business Assoclare Agreement

e, Imimal BHEA appomwemens lerter

£ Auendance at educarion sessions

¢. Post-maining test scores and other comperency vaiddadon docoments

b Evalwadons, inclading letress of convmendadon, investigation of complaints and

action taken, if roguired.

e
hengs
AW
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i, Other correspondence, infotmaton and/or marterials relared 16 their services 2¢
FIFAD svzecvors or consulmnts,

SURVEYS:

1. Survevors will not be scheduled 1o svavey o facility which s locared withio an 80 mile
rading of sheir current emplover and/or 2 facliey which s a direct competizor of thels

ernplover.

Survevors will got be scheduled to survay a factity tn which thev have been affillated

1~

with in the past.
. I the surveyor also acts as an HFAP consulang, the sarveyor must notify the HFAP

oifice at the thoe conselmtion services have been agreed upon with the factiiy,

+
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Date: September 19, 2011
To: Members, Licensing Committee
Subject: Agenda Item 2: Discussion about Proposed Changes Reporting of

Intern Hours to the Board of Pharmacy

Relevant Statutes

Business and Professions Code section 4209 specifies that an intern pharmacist shall complete
1,500 hours of pharmacy practice before applying for the pharmacist licensure examination.
This section also specifies that an intern pharmacist shall submit proof of his or her experience
on a board-approved affidavit and established the criteria for submission.

Background

Until last year, the board accepted intern hours earned in another state, if the hours
were either:

1. Verified by the state board of pharmacy in which the hours were earned or

2. Accepted board affidavits.

After further review of this policy, it was noted that acceptance of intern hour verification
was contrary to legal requirements established in B&PC section 4209(b). The resultis a
significant increase in staff resources to complete the necessary license verifications,
not only on the out of state intern, but also each pharmacist providing verification of the
experience earned.

Staff Recommendation

Board staff recommends an amendment to 4209(b) to allow the board to accept
verification from other state boards of pharmacy which will streamline our application
process. The proposed text is provided below:

4209. Intern Pharmacist; Minimum Hours of Practice to Apply for Pharmacist Exam

(@) (1) An intern pharmacist shall complete 1,500 hours of pharmacy practice before applying for
the pharmacist licensure examination.

(2) This pharmacy practice shall comply with the Standards of Curriculum established by the
Accreditation Council for Pharmacy Education or with regulations adopted by the board.

(b) An intern pharmacist shall submit proof of his or her experience on board-approved
affidavits, or another form specified by the board, which shall be certified under penalty of
perjury by a pharmacist under whose supervision such experience was obtained or by the
pharmacist-in-charge at the pharmacy while the pharmacist intern obtained the experience.
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Intern hours earned in another state may be certified by the licensing agency of that state to
document proof of such hours.

(c) An applicant for the examination who has been licensed as a pharmacist in any state for at
least one year, as certified by the licensing agency of that state, may submit this certification to
satisfy the required 1,500 hours of intern experience. Certification of an applicant's licensure in
another state shall be submitted in writing and signed, under oath, by a duly authorized official
of the state in which the license is held.
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September 19, 2011
To: Members, Licensing Committee

Subject: Agenda ltem 3: Discussion About a Proposal to Specify Continuing
Education Credit for Pharmacists in Specific Content Areas

At several prior meetings of the board or its committees, there has been general discussion
about developing requirements for pharmacists to earn CE in specific subject matter areas.
To establish such a requirement would take either a legislative or regulation change.

Prior discussions have included possible mandatory CE in emergency/disaster response,
patient consultation, drug abuse or in maintaining control of a pharmacy’s drug inventory.
Any topic the board determines as appropriate for mandatory CE should have generally
broad-based applicability for pharmacists.

At the February 2011 Board Meeting, the board directed that the committee continue its
discussion about such a requirement and specified that if the recommendation is approved,
authorize staff to investigate implementation.

Relevant Statutes
Business and Professions Code section 4231 requires a pharmacist to earn 30 hours of
approved continuing education credit every two years as a condition of renewal.

Business and Professions Code section 4232 specifies that content of courses that will be
acceptable including the following:

¢ Pharmacology

¢ Biochemistry

e Physiology

e Pharmaceutical chemistry

e Pharmacy Administration

¢ Pharmacy Jurisprudence

¢ Public health and communicable diseases
¢ Professional practice management

e Anatomy

¢ Histology

The committee has heard a presentation from two pharmacy directors of California counties’
emergency response team and how such a topic would be applicable as an appropriate
mandatory CE course. Additional suggested topics also brought to the committee for
consideration included the following:

e Emergency/Disaster Response
¢ Patient Consultation
¢ Maintaining Control of a Pharmacy’s Drug Inventory
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¢ Patient Consultation

e Ethics

e Drug Abuse

¢ Defined Content Areas

e Certification in a pharmacist specialty by a accreditation agency

The committee also has heard comments about content specific course mandates and
CE in general, and whether a portion of CE be obtained in specific manner (e.g. live,
web-based, journal, etc.).

Time has been set aside for continued discussion at this meeting.
An excerpt of the minutes from the March Licensing Committee Meeting follows. | will

also attach ACPE guidelines for CE that you have seen before as the last document in
this section.



Excerpt from the March 2011 Licensing Committee Meeting: Discussion
of Dedicated CE (starting with a presentation by Emergency Response
Coordinators from LA and Orange Counties)

Dr. Chew provided an overview of emergency disasters in California and the role that
pharmacists can play in the response to these situations. He reviewed the three
primary hazards in California: (1) earthquakes, (2) floods, and (3) wildfires and stated
that pharmacists are ideally positioned to aid in these situations as they possess basic
skill sets and are accessible to the public.

Dr. Chew discussed that to better prepare pharmacists for this role, pharmacists
should earn continuing education in emergency response.

Dr. Tao reviewed arguments in favor of mandatory emergency response
preparedness CE courses including the following:
e Courses will reach 100 percent of registered pharmacists
e May help to increase the number of Disaster Healthcare Volunteers
e Consistent with the board’s Disaster Response Policy Statement
e Will keep pharmacists aware of basic emergency preparedness principles even
during long periods of non-emergencies
Pharmacies have greater public access than physician offices and clinics
e The pharmacy profession is an existing resource of skill sets that can be tapped
in times of emergency

Ms. Veale asked the presenters to elaborate on suggested content for CE in this area.

Dr. Tao discussed that the first course could focus on the board’s policy statement on
this issue to inform licensees that they can provide emergency response services.

Dr. Chew discussed other potential CE course topics including planning, personal
preparedness, and how to prepare a pharmacy to be a dispensing site for mass
dispensing and vaccinations.

Public Comment

Dana Grau, representing the California Department of Public Health (CDPH), stated
that there was a lack of understanding amongst pharmacists during the HIN1
epidemic. He discussed that CE in this area will provide a better understanding and
comfort for pharmacists to assist and provide services.

Ms. Veale asked whether pharmacists have indicated any resistance in providing
emergency services and the applicability of earning CE in this area.

Dr. Chew stated that he has received some input and concern from pharmacists
expressing skepticism that they will actually be impacted by a local disaster. He



discussed the benefit of having plans prepared in the event there is a local emergency
or disaster.

Patrick Lynch discussed the benefit of showing pharmacists how they fit into the state
system and how they can assist during a disaster. He suggested that pharmacists
develop a home plan, a family plan, and a continuation of business plan.

Ms. Veale asked whether there is currently CE available on this subject.

Dr. Chew provided that there are some Web sites that provide emergency
preparedness CE. He suggested that pharmacy schools also be encouraged to
provide CE in this area.

Ms. Herold provided comment on the board’s policy statement on this issue. She
reviewed that the board needs to determine whether basic knowledge in this area is in
the best interest of the public. Ms. Herold discussed that it is challenging to train
volunteers during a disaster, and pre-disaster training is thus preferred.

Ms. Veale expressed concern regarding whether three hour training would be
sufficient.

Mike Negrete discussed that using “emergency” instead of “disaster” may make this
iIssue more applicable. He provided comment in support of an introductory course on
emergency preparedness including the development of a family plan. Dr. Negrete
discussed that during an emergency, pharmacists will need to ensure that their
families are safe before responding for service to the public.

Jon Roth, CEO of the California Pharmacists Association (CPHA), discussed that
there should be a demonstrated deficiency that would warrant mandated CE in this
area. He stated that CPHA has a policy in opposition to mandated CE. Mr. Roth
discussed the extent to which CE will actually correct a deficiency. He encouraged
the board to establish a process to evaluate and determine deficiencies for proposed
mandated CE subjects in the future.

Ms. Herold discussed that the board needs to evaluate the value of CE. She provided
that 20 percent of licensees audited for CE requirements are deficient and can not
provide proof of completing CE which was required to renew their license and for
which the pharmacist certified they had completed.

Supervising Inspector Robert Ratcliff stated that the goal of requiring CE is to protect
the public. He discussed that the public is not protected if no one is equipped to
respond to an emergency.

Hamdi Saramah, suggested that licensees earn certification in emergency response.
He discussed that this certification would be similar to flu shot certification. Mr.



Saramah provided that pharmacies can advertise that they are certified in this area
and certified pharmacists can take a leadership role during an emergency response.

Discussion continued. It was emphasized that the committee and the board must first
decide whether to move forward with mandated CE and then identify specific content.

Dr. Ratcliff discussed that the board currently allows licensees to earn 20 hours of CE
every two years for attending meetings of the board. He expressed concern and
stated that this hour allowance seems excessive and may not be appropriate.

Nr. Negrete agreed with the concern raised by Dr. Ratcliff. He also provided comment
regarding “live” CE and encouraged the board to consider Standard 7 regarding active
learning activity as established by the Accreditation Council for Pharmacy Education
(ACPE).

Ms. Herold referenced a handout provided to the subcommittee listing mandatory CE
requirements by other states. She stated that the list identifies requirements for “live”
CE as well.

Mr. Roth encouraged that the board also review the CE requirements established by
other healing arts boards, such as the Dental Board.

Ms. Veale provided that CE regarding drug abuse or in maintaining control of a
pharmacy’s drug inventory has also been proposed as a topic for mandatory CE.

Mr. Roth asked whether the board imposes CE in a particular area on pharmacies or
pharmacists-in-charge who are found to be in violation of pharmacy law.

Ms. Herold indicated that the board does require CE as part of disciplinary action.

Dr. Ratcliff provided that the board’s cite and fine program can also mandate up to 6
hours of CE as well.

Dr. Chew suggested that that the board recommend topics for seminars hosted by
pharmacy associations.

Dr. Negrete discussed that some CE topics may be more applicable and beneficial for
pharmacists-in-charge (PIC). He asked whether consideration has been given to
require specific topics for PICs.

Ms. Herold stated that most PICs want to be well trained. She discussed that the self
assessment is a tool to assist with the operation of a pharmacy.

Philip Swanger, representing California Society of Health-System Pharmacists
(CSHP), indicated that if the board wants to focus on content specific CE each year,



CSHP would be open to incorporating these areas in preparation for its Annual
Seminar.

Ms. Veale reviewed other suggested topics for CE including patient consultation,
ethics, and drug abuse.

Mr. Grau suggested that the board consider dividing the CE hour requirement into
certain categories rather than mandating specific topics. He stated that this will allow
flexibility for licensees.

Ms. Veale discussed that this will add another level of validation for board staff during
the CE audit process.

Ms. Shellans suggested that licensees can self certify on the renewal form that they
earned the required amount of CE hours in each category.

Ms. Herold advised that a citation and fine will be issued to a licensee who is unable to
produce proof of completing the required CE when audited by the board.

Ms. Shellans shared that the most common CE subjects across all boards are ethics
and substance abuse. She discussed that these subjects are significant to public
safety and serve both a remedial and preventive purpose.

Dr. Negrete suggested that a sunset date be established for required topics.

Ms. Herold provided that there was a previous CPR CE requirement that has expired.

There was no additional discussion or public comment.



From ACPE Standards

Standard 1: Goal and Mission of the CPE Program

The provider must develop a CPE goal and mission statement that defines the basis
and intended outcomes for the majority of educational activities the provider offers.
Guidance

A CPE goal is a concise written statement of what the provider intends to achieve for
pharmacy education. The CPE goal should address how a provider will assist pharmacists and

technicians* to maintain and enhance their professional competencies to practice in various
settings. These may include, but are not limited to:

* ensuring optimal medication therapy outcomes and patient safety,

* managing practice settings,

» satisfying the educational requirements for pharmacist relicensure, and
* meeting recertification requirements for pharmacy technicians.

A CPE mission statement should be consistent with the goals and specifically indicate the
provider’s short-term intent in conducting CPE activities, including the intended audience and
the scope of activities. The mission and goals should be systematically evaluated and
periodically updated to assure consistency among the mission, overall goals, and individual
activities.

CPE is a structured educational activity designed to support the continuing professional
development of pharmacists and technicians in order to help them maintain and enhance their
competence. Each CPE activity should promote problem-solving and critical thinking and be
applicable to the practice of pharmacy as defined by the current Definition of Continuing
Pharmacy Education (Appendix ).

CPE activities should be designed according to the appropriate roles and responsibilities of the
pharmacists and technicians.

Note: The appendices are guides for ACPE-accredited providers as they develop CPE activity
content appropriate for pharmacists and technicians.

Standard 2: Educational Needs Assessment

The provider must develop CPE activities based on a multifaceted process where
educational needs are prospectively identified.

Guidance
Needs assessment should be completed before planning specific CPE activities and
should guide content development and delivery.

A needs assessment should employ multiple strategies to identify the specific gaps



in knowledge or skills or areas for enhancement for pharmacists’ and technicians’
competence. The provider should identify gaps between what pharmacists and technicians do
and what is needed and desired in practice.

Strategies for needs assessment should incorporate a method or methods in which
representatives of the intended audience participate in identifying their own
continuing education needs.

Standard 3: Continuing Pharmacy Education Activities

The provider must structure each CPE activity to meet the knowledge-, applicationand/
or practice-based educational needs of pharmacists and technicians.

Guidance:

Knowledge-based CPE activity: These CPE activities should be designed primarily for
pharmacists and technicians to acquire factual knowledge. This information must be based on
evidence as accepted in the literature by the health care professions.

The minimum credit for these activities is 15 minutes or 0.25 contact hour.

Application-based CPE activity. These CPE activities should be designed primarily for
pharmacists and technicians to apply the information learned in the time frame allotted. The
information must be based on evidence as accepted in the literature by the health care
professions. The minimum credit for these activities is 60 minutes or one contact hour.

Practice-based CPE activity. These CPE activities should be designed primarily for pharmacists
and technicians to systematically acquire specific knowledge, skills, attitudes, and performance
behaviors that expand or enhance practice competencies. The information within the practice-
based CPE activity must be based on evidence as accepted in the literature by the health care
professions. The formats of these CPE activities should include a didactic component and a
practice component. The minimum credit for these activities is 15 contact hours.

Providers are not required to offer all three activity types. The CPE activities should be
consistent with the provider’s mission and appropriate to meet the identified pharmacist and
technician needs.

Providers are encouraged to guide pharmacists and technicians to the best combination of CPE
activities to meet their practice needs.

Standard 4: CPE Activity Objectives

The provider must develop objectives for each CPE activity that define what the pharmacists and
technicians should be able to do at the completion of each CPE activity.

Guidance
Objectives must be:



* specific and measurable

» developed to specifically address the identified educational need (Standard 2)
» addressed by an active learning activity (Standard 7) and

» covered by a learning assessment (Standard 9)
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September 19, 2011
To: Members, Licensing Committee

Subject: Agenda ltem 4: Discussion on Continuing Competency

The Department of Consumer Affairs has asked all boards to evaluate how they can
ensure the continued competency of their practitioners. This has been a discussion
item at several Board and Licensing Committee Meetings over the last year.

One way California law requires pharmacists to maintain competency is to complete
30 hours of CE every two years. Another way is for any pharmacist, as well as the
PIC, to complete the pharmacy self assessment periodically, which lists the ways in
which a pharmacy must comply with various pharmacy laws. This self assessment
must be done every two years, or whenever there is a change in the PIC.

At the July 2011 Board Meeting, the National Association of Boards of Pharmacy
provided a presentation on a new self-assessment exam that they are developing.
Here is an excerpt of their presentation:

Ms. Russell provided an overview on the Pharmacist Assessment for
Remediation and Evaluation (PARE). She reviewed that the PARE provides
a multidimensional assessment that the boards of pharmacy may use as a
contributory factor when making decisions regarding pharmacist practice
deficiencies that result from disregarding pharmacy practice standards, non-
compliance with laws and regulations, and/or threats to patient safety. Ms.
Russell discussed that the PARE can be used as a tool to evaluate
pharmacist’'s competence when reactivating or reinstating a license. She
advised that the exam is internet based and should be administered in a
monitored or proctored setting.

Ms. Russell provided that PARE will be available for use in 2012 and will cost
$250. She indicated that NABP is seeking volunteer board members to
participate in the beta testing of the exam. Ms. Russell also indicated that the
PARE will be psychometrically validated and will be updated regularly to
address current drug therapies.

Board Member Veale and former Member Ken Schell have agreed to take the
examination as a pre-tester (to help calibrate the exam). No date has yet been set for
this.

The committee may wish to discuss this topic or defer discussion to another meeting
once the PARE is up and available for administration.


http:www.pharmacy.ca.gov

| am also attaching a document released by the Department of Consumer Affairs that
was prepared by the Citizen Advocacy Center earlier this summer.



Continuing Professional Development
Step One: Meaningful Assessment

Proceedings from a Citizen Advocacy Center Conference

June 22, 2011

Note: These proceedings are not a verbatim transcript, but they are faithful to the
speakers’ presentations and the subsequent questions and comments. For the complete
content of the conference, you can find the speakers’ PowerPoint presentations at
http://www.cacenter.org/files/powerpoint/ContinuingCompetence2011/index.html.

Introduction

The Citizen Advocacy Center (CAC) convened this conference in light of the growing
consensus that any meaningful continuing professional development scheme must begin
with an assessment of the knowledge and skills an individual needs to reinforce to
maintain his or hear current competence.

CAC’s Roadmap to Continuing Competence recommends routine periodic assessment. It
reads in part:

Periodic assessment is the key to tailoring lifelong learning programs to the needs
of individual healthcare professionals and to demonstrating continuing
competence over the course of one’s career. Assessment pinpoints the knowledge
gaps that can be filled by continuing education or other professional development
mechanisms. Assessment also is used to determine whether a practitioner
competently applies his or her knowledge and skills in clinical situations....

There are two key questions that have to be answered about assessment: who
should be assessed and who should do the assessing.... The question of who
should do the assessing is more difficult to answer. Self- assessment is the option
many voluntary credentialing organizations and some regulatory agencies have
written into their emerging competency or professional development programs.
This approach is likely to be more acceptable to many professionals than third-
party assessment. It appears to be, therefore, a comparatively painless way to
introduce periodic assessment into the routines of professional careers.

But, critics of self-assessment point out that it does not provide the same degree
of public accountability afforded by third-party assessment. They also wonder
about relying on a professional’s judgments about their own strengths and
weaknesses.
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Third-party assessment is by definition more objective and more accountable. It
is also more expensive than self-assessment and potentially more disruptive to
practice. Moreover, there are not a sufficient number of third-party assessment
programs available right now to perform the task. So, hybrid approaches have
potential appeal, such as methodologies combining self-assessment or
professional portfolios with independent evaluation and consultation at the
workplace and random review by certification and regulatory agencies.

CAC’s Roadmap foresees that self-assessment is likely to predominate in nascent
programs, but the goal is to move to independent third-party assessment over a
period of time. Self- assessment tools need to be developed by third parties
according to publicly developed standards. The pilot projects called for in the
roadmap offer an opportunity to evaluate and compare various assessment
methodologies: self-assessment, third-party assessment and a hybrid combination
of the two.

Regardless of the chosen methodology, profession-wide periodic assessment must
be mandated and performance assessment should have a high degree of
correlation with real situations in practice settings. Advancements in information
technology offer the possibility of evaluating electronic medical records and
practitioner-specific practice profiles against practice guidelines and peer
performance in order to assess individual clinical competence and, significantly,
to determine the impact over time of continuing competency assurance on patient
outcomes.

Is Self-Assessment Reliable? What Does the Literature Conclude?
Research Conducted by the Association of State and Provincial
Psychology Boards

Robert Brown, Chair, Maryland State Board of Examiners of Psychologists

There are many ways to think about competence. It is clear that professionals have to
retain what they learn in graduate training and to acquire new skills during their careers
appropriate to their current practice. They must learn new knowledge based on research
findings and new practice methods, new theories, new assessment tools and treatment
approaches and new technologies.

Looking back, graduate school was reassuring in lots of ways. While academicians do
try to teach clinical skills and judgment, by and large, students are taught what they need
to know in a series of core courses prescribed by the faculty. Students are lectured to,
coached, tested, observed, and given feedback.

After students graduate, many practice in isolation or behind closed doors. Some are
supervised, particularly early in practice, but that supervision is typically cursory and not



hands-on. Professionals take courses in subjects they feel they need to know, rather than
subjects selected by others based on what each professional needs to know.

Consumers expect that healthcare providers are competent throughout their professional
careers and most are surprised when they learn that regulatory bodies are not acting to
ensure continuing competence. Professional societies assume that professionals can
determine what kind of skills, knowledge, techniques, approaches, and theories they
should be familiar with, and that they can select from the options available to acquire new
learning, to stay updated, or to acquire new skills. The assumption that individuals
engage in reflection and can accurately self-assess has been the cornerstone of adult
education and continuing professional education.

Continuing education is one of several approaches to continuing professional
development. One of the things that the psychology boards are trying to do is to broaden
the definition, so that in addition to mandatory seminars, credit can be given for peer
contacts, portfolios, publications, etc.

What are some of the challenges associated with continuing competence? One is the
definition. What competencies are the relevant for individual practitioners? For most
professions, declarative knowledge is what the licensing exam assesses. By and large,
exams don’t get at the delivery of services. They don’t get at judgment and the ability to
discriminate one situation from another. They don’t get at applying knowledge to a set of
facts, nor do they assess attitude.

How can we measure competence in ways that are true to consumer expectations, are
acceptable to professionals, and are economically and practically feasible? Self-
assessment is one of the reasonably economical ways to do this.

Other methods include objective tests and observation by experts. HIPPA regulations
make it difficult to observe live patients, but simulations are an alternative. Practice
audits, professional profiles are other methods. Patient outcomes are complicated
because they are affected by the skill of the practitioner and many other variables, such as
the type of illness involved, the resources available to the patient, and institutional
constraints.

What can we do about maintaining and enhancing the competence of professionals,
knowing that outcomes are not always going to be the most reliable measure of
competence?

How accurately can people self-assess their own professional development needs? By
this, I mean self-assessment in terms of what is my practice like. What do | do? What
kind of skills do my colleagues and peers have? What demands are there on my
professional time? What kind of treatment is indicated in particular cases? What is my
patient population? It is difficult to mandate something that applies to everybody
because professionals specialize in different areas.



Even if a professional can decide accurately what they need, how do they know that a
particular educational experience is going to meet that need? How accurately do
professionals evaluate what they have learned? There has been a movement to use test
questions to determine what people have learned.

The research suggests that people aren’t very good at assessing our needs, determining
whether the experience meets the needs, and evaluating how much we have learned from
the experience. In other words, self-assessment is not useless, but it is not very
promising.

What about the accuracy of self-assessment? Poor Richard’s Almanac said, “There are
three things extremely hard: steel, diamonds, and to know one’s self.” Charles Darwin
said, “Ignorance more frequently begets confidence than does knowledge.”

Both of these statements impart some wisdom, and while they do not rule out the
potential usefulness of self-assessment, they do temper any excitement that self-
assessment is going to be the answer.

Some of the more prominent findings in the literature include these. Learners are not
necessarily accurate in assessing their own knowledge as compared with when they are
actually tested. Students and practitioners tend to avoid areas that are difficult for them
and stay with what they are already good at. At least in Western societies, even people
with the lowest objective ratings of competence rate themselves above average. Recent
studies found that physicians have a limited ability to accurately self-assess, when self-
assessments are compared to measured competencies. People who are less competent
tend to exaggerate the quality of their knowledge and their performance more than do
more competent people.

What are the sources of bias in self-assessment? Self-assessment of knowledge learned
in continuing education (CE) is more related to satisfaction with the course than it is to
actual learning. So, self-assessment is generally a more useful indicator of how learners
feel about a course than it is an indicator of how much they learned from the course.

Other sources of bias include differences in self-esteem. People with high self-esteem are
often more willing to accept that they have deficits than people with low self-esteem.
People who fear negative evaluation will rate themselves more highly. People can
become defensive if others challenge what they have learned or know. People who are
not competent often are not able to recognize competence in others.

People who are more competent are more likely to recognize knowledge and skills they
should acquire. People who need continuing professional development the most are the
ones most likely to fail to recognize the need.

Should we give up on self-assessment? The evidence is mixed. People can be trained to
increase the accuracy of their self-assessment.



The better question is: When and how and can self-assessments be useful? | said earlier
that self-assessment indicates how satisfied a learner is with the learning experience.
This satisfaction may serve as a motivating factor to do more.

Providing objective feedback, in the form of tests or other measures, can improve the
accuracy of self-assessment. This feedback is most useful during the learning process,
rather than at the conclusion. The feedback about learners’ self-assessments helps
students learn how to more accurately evaluate their own performance in the future.

Feedback is complicated. If it is too complimentary, it could interfere with motivation to
learn more. If it is critical, it could motivate someone to learn more. On the other hand,
critical feedback may prompt another learner to conclude that the evaluation was biased
and discourage further learning.

How can self-assessment be used productively? Self-assessment should play a role in
continuing professional development, but it should not be relied on solely as a measure of
competence or new learning. Self-assessment may be a competency that can be
developed among professionals. Self-assessment should be facilitated / supported by
providing training and objective measures of feedback and peer feedback at multiple
points longitudinally in the learning process. Learners should be given the opportunity to
compare their actual knowledge and performance to motivate poor performers to learn
more.

Question: My professional association has had conversations about continuing
competence for many years. What is your perspective on how regulated professions
should tackle this? We have a political challenge to get our constituents to accept the
idea that they need to do more than just attend continuing education courses.

Brown: This is a critical point. People become anxious and sometimes huffy about
being evaluated. I don’t know the answer.

Comment: It depends on how it is done. | have a grandchild who wasn’t doing well in
math. The teacher could send a letter home threatening that the child will be held back
if he doesn’t improve. Or, the teacher can send a note saying the child isn’t performing
up to grade level and the school would like to help him by keeping him after school a few
minutes for personalized tutoring.

Brown: There is a body of literature about steps that can be taken to encourage peoples’
motivation. I’m not sure professional societies are doing much in that regard.

Comment: | would argue that this is a cultural issue. We have to start teaching in our
undergraduate training programs that assessment and evaluation and continuing
professional development are a part of being a professional.

Comment: The Federation of State Medical Boards is undertaking an initiative on
maintenance of licensure. We believe committed leadership is necessary to make it



happen. State boards should do it because they have a mandate to protect the public. The
public wants it because they deserve the highest quality care by the most competent
professionals. Physicians should do it because they really care about their patients and
care about giving them the best care. If professionals want to perpetuate the system of
self-regulation, they need to incorporate procedures for periodically evaluating licensees.

Brown: | believe most professionals want to provide the best services they can. The
problem is, how do they know when they are not providing the best possible services?
This requires some sort of objective assessment in addition to self-assessment.

The Assessment Program Developed by the National Association of
Boards of Pharmacy (NABP)

Carmen Catizone, Executive Director, National Association of Boards of
Pharmacy

Our road to continuing professional development has been straight and narrow at times
and a very crooked route at times, and we wound up in a completely different place than
we ever imagined.

One barrier we faced is economic. Professionals say they are too busy to engage in
continuing professional development activities. They are concerned about the impact on
their licensure if they don’t perform well. They are also concerned about the cost.

We also encountered questions about whether our continuing professional development
program would inhibit a professional’s ability to practice and to exercise the privilege
they earned through licensure. Another twist is the involvement of other agencies, such
as the Federal Trade Commission, which alleges that the dental board in North Carolina
engaged in anti-competitive activity when defining the scope of practice. Where does the
state board’s authority end and the FTC’s authority begin?

Our journey started almost thirty-five years ago. In 1967, the Department of Health and
Human Services recommended mandating continuing competence requirements. In
1970, the Public Health Service questioned the relevance of continuing education to
continuing competence and recommended a multi-faceted approach, including peer
reviews, professional standard review, re-examination, and self-assessment techniques.

The pharmacy profession decided to establish continuing education requirements, just as
other professions did. We believed that if professionals engaged in continuing education,
they wouldn’t need the mandate that HHS and others were calling for. The accrediting
bodies began to approve providers of continuing education to make sure certain standards
were met. Eventually, all the states mandated continuing education.

From the regulatory perspective, the boards of pharmacy and the educational accrediting
bodies did all they could to ensure that continuing education would be valuable. But,
there was no way to control practitioners who waited until their CE was due for



relicensure and hastily read journals and submitted their CE credits. There was no way to
monitor that process, no way to say to the practitioner that we don’t believe you have
actually learned anything or benefitted from that CE. One of the lessons we learned at
NABP is that voluntary works best when it is mandatory.

We got a wakeup call in 1997 when it was again recommended that states should require
each board to develop, implement, and evaluate continuing competence requirements.
We interpreted this to mean that the public no longer believed the “Trust me” philosophy
that the healthcare professions had adopted. To say that, “We are learning; we are self-
policing; we are competent; we have continuing education requirements” was no longer
good enough. The public wanted more. They wanted a “Show me” approach that
validated continuing competence.

NABP heeded that call and adopted the recommendation of the Pew Health Professions
Commission that “states consider requiring the demonstration of continued competence
through some sort of testing mechanism.” The message was clear to us that continued
competence needs to be assessed, so there needs to be a testing mechanism. They didn’t
say portfolios. They didn’t say reflection. They didn’t say let the profession develop it.
They said state boards, continued competence, an assessment mechanism.

We looked at the literature to learn how we might measure competence across all practice
settings and all levels of specialization. One study from Minnesota showed that fifty-
three percent of the medications prescribed to patients were to treat twelve indications,
not the ones you would expect: asthma, diabetes, and high cholesterol. In contrast, a
study of Medicaid patients and emergency room visits in Mississippi found that those
three disease states represented seventy percent of the medications being reimbursed by
the state Medicaid program.

So, we realized that pharmacy practice varies by state, by sub-population, and by other
factors. We decided we needed to develop a continuing competence mechanism that
takes the same approach as the initial licensure examination. Why not use the initial
licensure exam to assess continuing competence? Because we found that practitioners in
practice for two years or more behave differently than new graduates, so we had to
modify the continuing competence exam to measure that subtle difference.

We introduced a continued competence assessment mechanism in 1998 and offered it to
boards on an optional basis initially, with the expectation that it would eventually become
mandatory for relicensure. It was a computer adaptive multiple-choice tool, which
pharmacists could use to assess their knowledge. We intended that completion of the tool
would be followed by CE, portfolios, and other methods to address any weaknesses
discovered in the assessment.

When we rolled this out to the profession, it generated accusations, controversy and
conflict. We were accused of creating the program to generate revenue by selling the
assessment tool. The professional associations asked why the regulatory boards should
be earning this revenue, even though we planned to run the program at close to cost.



During the debate, these questions came up:

Who defines competence? The professional association said they define it and when the
boards become involved, things become punitive. We said the public and regulatory
groups define competence and are responsible for it, working with the profession.

Who is responsible for competence? Employer groups wanted to address competence
internally, saying they fire incompetent people and don’t want regulators involved.

What is the evidence to show competence? Some argued that specialty certification is an
indication of competence. Others said that holding a license in good standing should be
evidence of competence.

There is truth in all these arguments, but the bottom line for regulators is to demonstrate
to the public that every practitioner is competent. A license in good standing sends an
important message, but members of regulatory boards know that the resources available
to state boards prevent them from becoming involved in a lot of activities to the level
necessary.

Hearing all these critiques, we put together a pharmacist self-assessment mechanism.
We used the same blueprint, but made it less high stakes. We made it available online
instead of secure testing centers. We said to pharmacists: self assess and based upon the
results, decide on a CE program for yourself appropriate to your practice and your needs.

The license to practice allows a pharmacist to practice in any setting, from hospital to
retail, and in any specialty from pediatric to geriatric. That is why we put together a
general assessment that cuts across all practice settings and allows an objective
assessment of the pharmacist’s competence across multiple areas.

We tried everything to make this a tool that pharmacists would use. The fee was
reasonable. Some states recognized the tool for some portion of the CE requirement,
providing a mandatory incentive to use the tool. Accommodating requests from the
profession, NABP agreed to waive the fee in some states in an effort to persuade
pharmacists to participate.

Participation was so disappointing that the program was disbanded and the continuing
competence assessment mechanism was never launched. Practitioners are not ready or
willing to participate.

So, the recommendations dating back some thirty-five years are now off our table. Some
pharmacists are asking why pharmacy can’t take the approach being taken by the
Federation of State Medical Boards. We say fine, you take the lead. We tried and got no
positive response.



So, we scrapped a mandatory continuing competence for state boards. We scrapped the
pharmacist self-assessment mechanism. We went back to our member boards and asked
what they need to fulfill their daily responsibilities. They replied that they are having
trouble assessing practitioners who come back into practice after a lapse.

We have decided to develop an examination to give boards of pharmacy a pharmacist
assessment remedial education tool. It will be a computer adaptive exam that
pharmacists can take in a secure environment, such as the pharmacy board office. It will
consist of 210 operational items in three distinct domains. Based upon a survey of
pharmacy practice, we found that fifty percent of the remedial examination will cover the
practice of pharmacy and the rest will cover prevention of medication errors and ethics.

We are also launching a program to accredit community pharmacies. It will focus on
continuous quality improvement and advancing the practice of pharmacy to the next level
so that pharmacists provide patient-centered care. We are giving the boards the tools to
look at quality of care and clinical outcomes and to assess practitioners.

We are waiting to see if there is public demand for more continuing competence
initiatives. Unfortunately, it is usually a horror story involving a medication error that
garners public attention and leads to legislative changes.

Comment: You say you don’t hear public demand for continuing competence. AARP
Virginia did a survey a few years ago that found that the public assumes that licensing
boards are monitoring ongoing competence and believes that healthcare providers should
be assessed at least every five years. CAC once hosted a debate between officials from
the Federation of State Medical Boards and the National Council of State Boards of
Nursing about who needs to demonstrate current competence. The Federation
representative said doctors should be assessed when there is a reason to believe they
aren’t competent. The spokesperson for the National Council said this is not a
disciplinary matter, but a question of raising all ships, so every licensee should be
assessed. So, it is disappointing to learn that NABP ended up where you have.

Catizone: We readily admit making mistakes along the way. When we introduced the
continued competence assessment, we thought we were doing the right thing, but we
came on too strong, and the profession viewed it as a disciplinary mechanism rather than
something that would help practitioners. If we try again, we will be sure that the
profession views our initiative as non-punitive. But any mechanism has to have teeth and
be objective. If it is no more than a self-assessment by practitioners, it won’t be valuable
to our member boards.

Comment: Itis very important to be clear that this is not about discipline, but about
encouraging and supporting lifelong learning and continuing practice development. The
public may be relatively quiet about this, but as regulators, our job is to engage the public
because they are our biggest ally.



Catizone: One of the consequences of reduced resources is that boards don’t have the
time to engage in public outreach activities.

The Assessment Program of the Commission on Dietetic Registration

Grady Barnhill, Director of Recertification and Professional Assessment,
Commission on Dietetic Registration

We have self-assessment in four different areas, one of which is a portfolio process. The
self-assessment simulations are products used to prepare for specialty certification exams
to obtain a credential. Our self-assessment series and assess and learn series are more
closely related to continuing professional development.

We developed these products because we wanted a new way of looking at recertification.
The first step in the process is self-reflection, which includes questions such as: What am
| good at? What do | enjoy? What practice areas do | prefer? What knowledge or skills
do I want to add?

Step two is a subjective self-assessment component. It is a checklist based on more than
150 learning need codes. Users assess what they know in each area, what they would
like to learn, and at what level. It is easy to use, easy to develop, inexpensive, non-
threatening, and it encourages reflective practice. It is voluntary because we do not
require users to submit documentation of this step. So, we don’t have any participation
data to show whether it is being used.

Because self-assessment may not be accurate, we developed an objective self-assessment
series. Objective self-assessment is less biased and it can be used in a normative way.
And, it is based on a common metric rather than individual standards.

We started using an objective self-assessment tool in 1991. It was developed by the
Penn State University Division of Continuing Professional Education and the W.K.
Kellogg Foundation. It included performance objectives: what should a practitioner
know and be able to do? It focused on the application of knowledge in practice. The
original plan was to develop 42 modules covering 21 practice areas.

We used subject matter experts and conducted pilot tests. The modules were scenario
based with realistic support materials. Some included video taped interviews, lab test
results, and so on. Certificants would look at each scenario and then answer multiple-
choice questions based on the materials and submit the sheets for scoring. We provided
rationales for why answers were right or wrong. The users loved the normative feedback
showing how they compared to their peers.

Follow up evaluation reveals how well the individual performed on a particular task, how

important any particular task is to their current work, and how interested the person is in
developing the necessary skill. From this, flows a learning plan.
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How did it work? The cost was $65.00. People received 7 CPE units.

By 2004, sales had dropped to about 100 per year, out of 75,000 practitioners. The
feedback from those who completed the series was outstanding. There were
administrative challenges, storage issues, and currency concerns.

We concluded that making a program like this voluntary isn’t effective. The product
ends up being used most by those who need it least.

The second-generation objective self-assessment program is called Assess & Learn.
These are online case-based scenarios using realistic clinical information, documents,
case notes, lab tests, descriptive information, interview transcripts, evidence-based
sources, and referrals to additional learning opportunities. Because it is online, there are
no production or storage costs.

How is this working? It was an effort to streamline the self-assessment process and it is
much less expensive than the earlier version. The modules provide realistic and
sufficient clinical information and context. The feedback is simple and directly related to
the performance of tasks. Feedback is not normative, but indirect links are provided for
learning planning. It is self-scoring, which saves staff time. The online format enables
candidates to sign on at their convenience.

We sold 350 units in 2010 — already three times better than the older version. This is still
a small number, given that there are now 81,000 practitioners.

What we learned from all this is

Control costs

Leverage technology

Keep it simple

Provide incentives to participate (avoid voluntary)
Provide utility and normative feedback to participants

Where should we go from here?

We will be using the same instrument for the initial assessment and the demonstration of
competence at the end. If you do well in the initial self-assessment, you will be exempt
from some or all of the continuing professional development hours for the recertification
period. We think that this “carrot” or value-added incentive will be a good way to get
better buy-in to the program.

Question: How much does the new product cost? How long does it take to complete?
Barnhill: It costs about $50.00 per person, so it is more economical. The startup costs

were about $20,000.00 to get into the computer platform. It can be completed in five
hours or less. The older module took closer to seven hours.
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Question: Have you considered making this mandatory for recertification?

Barnhill: We are looking at possibly restructuring our credential. One of the things we
are looking at is the vexing issue of focus areas. If we redo our initial certification exam
to accommodate five different focus areas so candidates will take the basic core exam and
then choose additional questions in a focus area, that sets the stage for us to develop self-
assessment in focus areas.

| think one of the best models is mandatory self-assessment that practitioners are not
required to pass. It is easier to sell a mandatory self-assessment that gives practitioners
information, but they don’t necessarily have to pass. At worst, they would have to do
targeted CE in the areas where they are weakest. Many people really like getting
feedback.

Question: Are employers interested in using this to assess their workforce?

Barnhill: One large employer has incorporated our portfolio process into their
management scheme. We have not seen an employer requiring completion of the Assess
and Learn series.

Question: Have you analyzed the user population?

Barnhill: We do not have good data on the participants, but it is a great idea to obtain
demographic data.

The Assessment Program of the National Board for Certification in
Occupational Therapy

Margaret Bent, Managing Director, Competency Assessment, National Board for
Certification in Occupational Therapy

NBCOT has developed tools for assessment and self-directed learning for initial
certification and renewal. The primary competency assessment for initial certification is
an examination at either the occupational therapist registered (OTR) level or the certified
occupational therapist assistant (COTA) level. The content is driven by periodic in-
depth practice analysis studies based on large-scale surveys of practicing OTs about skills
and attributes they need in their daily practice. Nothing that appears on the examinations
should be outside the content of the practice analysis.

The examinations provide evidence of entry-level competence. They are computer-
delivered on demand. There are multiple-choice sections in both exams and a clinical
simulation section for the OTR exam.

We began using the clinical simulations in 2009. They are very popular with the students
because they help them to think and make decisions as they would in practice. They are
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designed to simulate actual situations a therapist is likely to encounter in every day
practice.

They typically start with a description of a fictional client. The applicant is then asked
what type of assessment is appropriate and what kind of treatment plan would be
recommended based on the results of the assessment. The various sections complete the
full picture of that client or patient. The simulations are dynamic in that there are lists of
decisions and actions a candidate can choose. When they choose an option, a feedback
box appears on the screen giving information about the consequences of that decision or
action.

The simulation questions are designed to measure a candidate’s knowledge and critical
reasoning ability sequentially across the continuum of care, beginning with screening and
continuing to formulating conclusions, providing and adjusting interventions and
assessing outcomes. These questions take about ten minutes to answer. The majority of
candidates agree that the simulation portion of the test covers situations that practitioners
typically experience in the clinical practice.

We see self-assessment as the key to our certification renewal program. We promote
lifelong self-reflection and encourage certificants to identify their learning needs and
develop a plan that will benefit their practice. During the three-year recertification cycle,
certificants are encouraged to complete some level of self-reflection and 36 professional
development units. There are 28 different ways to accrue these units.

Last year, we introduced an option to renew with a practice area of emphasis. This is
optional because some practitioners want to be viewed as generalists, able to move from
one practice area to another. Others want to be viewed as specialists.

Our annual audit of a sample of the renewal group finds a compliance level of about 92 -
96 percent over six years. Reclassification of Certification Status is the renewal process
for people who have been noncompliant or inactive. Part of the process is completion of
one of the general practice self-assessment tools.

We have designed several study tools, including online practice tests, an Occupational
Therapy Knowledge Exam, and entry-level self-assessment tools. Applicants use these
tools to prepare for the entry-level exam. The objective is to identify candidate strengths
and weaknesses. We encourage students to complete a self-assessment before going out
on clinical rotations. We encourage a 360-feedback loop where students, supervisors
and other colleagues independently complete the self-assessment tool.

Tools developed for certification renewal include self-assessment tools, a professional
development tracking log, a professional development provider registry, an “Essentials

Credentials” toolkit, and NBCOT’s Connect E-zine.

Since April 2010, 59,274 certificants have used the self-assessment tools. They are
designed to empower certificants to engage in critical self-reflection with the ultimate
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goal of assessing current levels of proficiency within the domains of occupational therapy
practice. The self-assessment tools cover these areas of practice: general practice, older
adult, physical disabilities, mental health, pediatrics, orthopedics, and community
mobility. Certificants can choose to complete the general practice tool and another one
related to their current or anticipated practice area. The score report reveals areas of
strength and weakness. It also provides links to professional development resources from
the provider registry.

The uses of these tools include: documenting strengths in specific practice areas,
identifying gaps in knowledge and skills, identifying professional growth opportunities,
linking current abilities to critical job skills and performance plans, assessing learning
needs prior to re-entry or transitioning between practice settings, assessing staff
competence for planning in-service education.

NBCOT’S future plans for its recertification program include a review and a practice
analysis study to be completed in 2012 which will identify the knowledge and skills
necessary for ongoing competence. The practice analysis will reveal the knowledge
required to transcend all practice areas, such as communication skills, ability to use
evidence-based practice, ability to demonstrate effective service, and so on.

The results of the practice analysis will be used to develop tools to enable us to measure
ongoing competence. Renewal requirements will be enhanced to embrace self-reflection,
knowledge assessment and traditional continuing education.

Question: How are you linking the continuing competence requirements of voluntary
certification with mandatory licensure?

Bent: We have worked with the state licensure boards to make our requirements
consistent with theirs. We don’t want to introduce a different set of requirements.

Question: What can be done with the information from the self-assessments? Could a
state regulatory board request the results if, for example, they have a re-entry candidate
for licensure who has completed a self-assessment, or if there were a disciplinary case
before them?

Bent: The results of a self-assessment are not shared with any third parties. In a
disciplinary situation, I could see the results of a self-assessment being used in evidence,
but that has not happened so far.

Question: The first speaker addressed the limits of self-assessment. What do you do to
overcome some of these limitations?

Bent: Remember that NBCOT certification is voluntary so we don’t want to be

burdensome. We want to support the professional development and clinical practice of
certificants. The tools we have developed help the individual focus on where he or she
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needs to go in terms of their own development, rather than having something imposed by
an external body.

Comment: | am impressed with your provider registry and it occurs to me that it would
be useful to identify courses that correspond to any weaknesses identified in an
assessment.

Question: Do re-entry candidates have to take a test in addition to completing the self-
assessment?

Bent: No, they do not have to take a test and they do not have to re-take the initial
certification exam. But, they have to complete the self-assessment tool and the
professional development unit requirements and submit all the documentation to verify
completion.

Question: What kinds of questions are used in the self-assessment tool? Is this available
online?

Bent: It is available online. The first section of the self-assessment asks about specific
knowledge and skills an occupational therapist uses in a practice setting. The second
section looks at ability to interpret the results of a client assessment. The third domain
relates to detailed intervention strategies. The fourth relates to professional practice,
including such things as documentation, working within clinical systems, and so on.

The Assessment Program of the North Carolina Board of Nursing

Linda Burhans, Associate Executive Director, North Carolina Board of Nursing

The North Carolina Board of Nursing uses a reflective practice model for continuing
competence and encourages a commitment to lifelong learning. We determined that
continuing competence is important for public protection. It serves an important
regulatory function and contributes to patient safety and quality care.

Our board began working seriously on continuing competence after the Pew Health
Commission report in the mid-1980ies. In 1998, we began developing a strategic plan for
creating a continuing competence program in the state. At that time, the Board of
Nursing had no requirements for even continuing education. In 1999, we began working
with stakeholders, including public members, practicing nurses, employers and educators.

That group determined that it was important to look at more than just continuing
education. By 2001, the board staff recommended a reflective practice model to the
board. That model was based primarily on work done in Canada and Kentucky.

By 2002, we had developed tools and in 2003, focus groups were held across the state to
evaluate the tools, seek recommendations for modifications, and explore options for
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implementation. In 2004, we implemented a Web-based pilot, giving nurses an
opportunity to fill out some of the self-assessment forms and give the board feedback.

In 2005, legislation was passed requiring continuing competence as a condition of
renewal or reinstatement of a license. The board promulgated rules applying to RNs,
LPNs, and APRNSs.

Our reflective practice approach is based on individual responsibility. It requires routine
biannual self-assessment at the time of license renewal. Nurses identify their strengths
and opportunities for growth and improvement in their practice. Then they implement a
learning plan, focusing on the areas they have identified for development.

We ask that when conducting their self-assessment, nurses compare themselves to
existing standards of practice. We want them to collect feedback from peers, colleagues,
supervisors, and/or patients. Licensees can choose from any one of eight learning
options ranging from national certification to 30 contact hours of continuing education, to
refresher or academic courses, to publications and presentations, and a combination of
CE and active practice. Licensees are randomly selected for audit of the documentation
showing that they completed the requirements. We do not require that the self-
assessment or learning plan be submitted to us. Nurses told us they were uneasy about
sharing a self-assessment with a regulatory agency.

Our challenges in implementation included resistance from licensees, employers,
educators, and a little bit from the public. There was a fear of change and uncertainty
about the time commitment and the cost. Nurses wondered where they would find
educational opportunities. The biggest worry employers expressed was that the board
would interfere with the supply of nurses by prohibiting non-compliant nurses from
working.

We tried to overcome that resistance by focusing on public safety and nurses’
responsibility for professional accountability and lifelong learning. We also tried to
balance stakeholder viewpoints and concerns. We tried to stay realistic and to
compromise.

We also tried to communicate as much as possible. Every nursing bulletin and our board
Web site contained information about the program as it evolved. Board members and
staff explained the program in every speech and public presentation.

Among the lessons learned is that it is impossible to communicate enough. Regardless of
our efforts, a small number of licensees will fail to comply and will require disciplinary
action. Their reasons for non-compliance remain a mystery to me. Most of the fewer
than 30 nurses who have been disciplined for not meeting the requirements have also not
come to the administrative hearing when their license was revoked.

We know we are dependent on self-assessment and we know that that is far from ideal.
Our nurses are still getting used to the process of self-assessment. It is easiest for nurses
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who work in large academic hospital centers where they are working in a learning
environment and have lots of resources and peers and supervisors they can talk to about
their self-assessment. It is more difficult in small facilities or a physician office situation.

We suspect that most of the nurses in the state are not putting as much time as the board
would like to see into their self-assessment and learning plans. Most of the nurses choose
either to do the 30 hours of continuing education or the 15 hours of continuing education
and work hours. But, there are nurses who have used national certification, refresher
courses, or academic education.

The National Council of State Boards of Nursing is continuing to work on continuing
competence, but the member boards are not ready to move forward. There are still
nursing boards that have no requirements for relicensure.

Question: Certifiers worry that people will drop out rather than meet recertification
requirements. This appears not to be true. What is your drop out rate at a regulatory
board?

Burhans: We also worried about a wholesale loss of nurses. We saw a small increase in
non-renewals in the first two-year period, but it has stabilized back to the rate we saw
before implementing the program.

Question: What is your definition of “active practice?”

Burhans: Active practice means the person is functioning in a nursing role, where the
person’s job description requires that he or she be a nurse. They do not have to be
delivering direct patient care. So, as a regulatory nurse, | am using my nursing
knowledge all the time and this is considered my active practice. But, I couldn’t be
working for IBM developing new operating systems. | might be working for IBM as a
nurse consultant working on clinical systems.

Question: It seems intuitive that if nurses keep up their skills and knowledge, assess
their needs, and engage in professional development, their practice will be better. How
do you think you can measure outcomes from the program?

Burhans: We did not do any pre-assessment and we have not looked at outcomes. We
are struggling in any case with how to separate out which clinicians in a team setting are
affecting patient outcomes. Anecdotally, we have received calls from nurses who have
said they didn’t think they needed this program but they are glad they completed the self-
assessment because it made them aware of areas where they needed to update their
knowledge and skills.

Question: Please expand on what has taken place at the National Council Delegate
Assembly.
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Burhans: I can’t supply details, but [ know that some of the discussions have centered
on objective measures of continued competence up to and including the development of a
new test. Oftentimes, as soon as the word “test” is uttered, resistance increases.

Question: How was the legislative process? Second, does the statute protect the self-
assessment and learning plan documents from discovery in the event of a malpractice
lawsuit?

Burhans: Adding the continuing competence requirement to our practice act was
basically a walk in the park. It was an easy sell in the context of public safety. The
nurses association was fully on board.

There is no specific language in the law or the rules that protects the privacy of the self-
assessment and the learning plan.

Question: You were ahead of the curve for licensing boards. Have you considered
changes in your program to bring it up to the current state of the art?

Burhans: We have always expected the program to evolve. Currently, we are looking
at what the board of nursing in Washington State is developing. They have just begun a
continuing competence program into which they have incorporated a feedback
mechanism. We know that we need to move our program forward in North Carolina, but
we haven’t decided what shape that will take.

The Assessment Program of the National Certification Corporation

Fran Byrd, Director, Strategic Initiatives, National Certification Corporation

For several years, the NCC Board of Directors believed it is a good idea to tie continuing
competence to the maintenance of NCC credentials. The question was not “should it be
done?” but “could it be done — and cold it be done in a way that our certificants would
embrace lifelong learning as an integral part of their certification maintenance process?”

In 2005, NCC embarked on a demonstration project to validate the need for a continuing
competence initiative. Fifteen hundred randomly selected women’s healthcare
practitioners were asked to do an assessment of where they thought the stood in their
practice. They then completed a 100-item multiple-choice tool, which would more
objectively assess where they stood. The tool covered three levels: entry to practice,
“cutting edge” practice, and a combination of both levels.

The board wanted to determine if nurses could self-assess their areas of weakness. They
also wanted to collect data showing whether assessment should relate to entry level or
recent practice in a specialty. The pilot was also designed to give nurses feedback
regarding their specialty knowledge and competence. Finally, the pilot looked at
developing CE to meet identified learning needs.
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The pilot results showed that individuals do not correctly assess where they are strong
and where they have gaps of knowledge. So, NCC decided to develop a more objective
evaluation tool and to keep the assessment at the same level as the current certification
exams in specialties. For NPs, that is entry into practice. For other nurses, it is a level of
two years’ expertise in the field. One reason for this is that there is already a task
analysis and content validation for the current core exam.

Based on the pilot, NCC decided to design a system of focused feedback for each
certificant, so they can see where gaps exist. The plan was to create content categories
reflecting the core competencies for each specialty and to rate the results of the
assessment to create a personalized education plan. The plan also called for enhancing
the existing NCC self-assessment program modules so the results are coded to help
certificants match their education plan to a specific module.

The assessment is a125-item multiple-choice computer-delivered tool based on the
knowledge competencies for each specialty. The items are co-related with the
competency categories on the certification exam and they are weighted to equal 50 hours
of CE across all categories. The competency categories are different for each specialty,
such as inpatient obstetric nursing, neonatal intensive care nursing, and the women’s
health care nurse practitioner specialty.

We developed a platform allowing certificants to access the assessment from their own
personal computers. This was important to us because the pushbacks from the profession
are concerns about time, cost, and inconvenience. In addition to built-in security
features, prior to be allowed access to the assessment, certificants sign an agreement
acknowledging that this is a secure evaluation tool to be taken by them alone.

We implemented the program in two stages. The first is an orientation stage, which went
live in June 2010. In 2014 the process will become binding.

We mailed an explanatory brochure to every certificant, posted information on the Web
site, and mailed reminder post cards prior to each maintenance cycle. There are still
people who don’t read the material.

The binding stage began in April 2011 for those individuals whose renewal is in 2014.
They need to take this assessment to direct what their CE can be to maintain their
credentials. The assessment has to be completed prior to their beginning to do CE.

If I were an individual with a June 30, 2011, cycle deadline, 1 would submit my
maintenance assessment this time. | would earn credit for 5 hours of CE for taking the
assessment, dropping the requirement from 45 to 40 hours. Having taken my specialty
assessment, | have my individualized education plan now and can look for conferences,
modules, and other educational opportunities consistent with my education plan.

The Specialty Index Report is issued immediately upon completion of the assessment,
plus the corresponding education plan. It is sent to my password-protected account on
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the NCC Web site. This is because certificants told NCC it is important to them to have
control over where this information goes.

The assessment uses mathematical calculations on a one-to-ten scale in each competency
content category. For establishing whether | need additional education in a particular
area, NCC set a 7.5 or higher cut off. There is a carrot in the program because if | earn
7.5 or higher, 1 will not be required to have additional education in that area. However, if
I show weaknesses, | will have to complete a CE requirement in addition to the fifteen-
hour baseline requirement in my specialty.

NCC doesn’t call the assessment a test. People don’t pass or fail. We don’t use the terms
“need” or “weakness.” We use terms that are not threatening. If you want buy-in, your
constituents have to feel the program is there for positive reasons, rather than to be a club.

The resistance has not been as bad as we feared. We think introducing the program with
the “Try it, you’ll like it!”” orientation phase overcame some resistance. There are no
fees. The emphasis is on the assessment/evaluation tool versus an exam or test. Delivery
is convenient on one’s own computer. The five-hour credit for taking the assessment is a
carrot for the current cycle.

Among the lessons learned, no matter how much information you provide, people don’t
read it. Any process dependent on computer systems will create headaches associated
with compatibility, Internet outages, etc.

This has been a dynamic process from the start, and we expect to see refinements in the
process, the content of the assessment tool, and in NCC’s continuing education resources.
We are working toward having a better platform to handle this function. Changes will be
based on what we see in content validation and task analysis, what the psychometrician
tells us based on a review of the results of an assessment, and feedback from the NCC
population.

In terms of NCC’s CE, we are working on multi-media formats, podcasts, PowerPoint
with audio, avatar-based simulations, and procedural review for advanced practice
nurses.

Question: Could you talk more about the security of the assessment, given that it is
completed in people’s homes?

Byrd: Our IT people can see people’s log-in and log-out times and they can tell if more
than one person has logged in from the same place. The assessment tool is timed to take 2
hours and 15 minutes. The bottom line is that we are looking to our certificants to
embrace lifelong learning. If they can look up answers or have a discussion group in that
length of time, more power to them. If security appears to be a big problem, we will
look at it further. At this point, we feel it is not a key concern.
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Question: What are the requirements for certificants who do not want to participate in
the self-assessment piece?

Byrd: We have an “opt-out” process, which will come into effect in stage two because
we don’t want to deny anyone the right to maintain their certification. It is intentionally
an onerous process to discourage its use. If people refuse to take the assessment, it is
impossible to say where their strengths and weaknesses are, so they are required to take
50 hours across the five content areas of their specialty. Also, the maintenance fee is
higher.

Question: How do you determine how many hours of CE are needed for areas of
weakness?

Byrd: It is based on the percentage of items in the core exam for each particular area.

Question: How many items did you decide was necessary to get reliability in each area?
How much is the initiative costing?

Byrd: The 125 item exam was based on the spread in the core exam. As to the cost, we
had a head start because we have our own testing platform already in place. The
additional development of the specialty assessment was about $40,000.00. Our content
experts are volunteers.

Assessing the Communications Skills of Physicians in Training as a
Condition of Entering a Residency Program

Ann Jobe, Executive Director, Clinical Skills Evaluation Collaboration. National
Board of Medical Examiners

Graduates from a U.S. medical school who want to become licensed as a physician, have
to take the USMLE and be in a residency program. Graduates from an international
school have to have all their credentials verified, take the USMLE and do another
residency in the United States.

The USMLE is the product of a partnership between the Federation of State Medical
Boards and the National Board of Medical Examiners (NBME), which creates a single
pathway for US graduates and international graduates to demonstrate competence to
practice without supervision. This replaces state-based exams and separate national
exams for U.S. and for foreign medical graduates.

USMLE is a computer-based multiple-choice examination. It assesses medical
knowledge, clinical pathology, pharmacology, pathophysiology, and so on. It assesses
clinical knowledge and clinical skills. In addition to multiple-choice, there is a small
component that is computerized case simulations, similar to those described on
occupational therapy.
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Licensure usually occurs while graduates are in residencies. Re-licensure is the
responsibility of the state licensing authority, not USMLE. Board certification and
maintenance of certification is the responsibility of specialty boards. Most medical
students take the first two USMLE exams (12CK and clinical skills) before they graduate
from medical school and take step three while they are in residency.

USMLE is important because it is a performance assessment, on Miller’s scale of
Knowledge / Competence / Performance / Action. In other words, candidates “show
how” to do something.

Kirkpatrick’s criteria are 1) Reaction; 2) Learning; 3) Behavior; and 4) Results. We want
to see results, change in organizational practice, benefits to patients and clients. So we
look at what assessments we are doing that bring about change in our culture, and why.
Because we assess communication, we are assessing something very different than
standard computer-based exams assess.

How did the NBME develop its exam? The first exams in 1916 were voluntary and took
a week to complete. From 1922-1950, exams included essay questions and observed
patient encounters. In the 1950ies, “selective response” (multiple-choice) questions
replaced essay questions. The bedside oral examination demonstrated more about the
raters than it did about the test-takers. It was eliminated in 1964.

The NBME then started looking for something reliable to assess performance. In 1960,
they tried to assess clinical performance using videos in large auditoriums. It didn’t
work. They tried “latent-image management” problems. That didn’t work either.
Everything reverted to multiple-choice in the 1980ies, even knowing that this does not
get at performance.

The public was saying that physicians don’t listen. The most frequent complaints to
medical boards related to communication. Litigation was skyrocketing and most
malpractice cases involved communication. The Joint Commission agrees that the
communication breakdown is the basis for sentinel events. In nearly 3,000 sentinel
events the root cause was communication breakdown.

Take home message: high level skills in “bedside medicine” is the cornerstone of safe,
quality patient care.

Some medical schools have courses in clinical communication skills. Still, more than 60
percent of medical graduates said they had never been observed doing a complete history
and physical.

NBME and the Educational Commission for Foreign Medical Graduates (ECFMG)
wanted to assess clinical skills. ECFMG implemented the Clinical Skills Assessment
exam in 1998. It is a national standardized assessment using standardized patients.
However, it was only for international medical graduates.
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The clinical skills evaluation collaboration was created in 2003 by the presidents of
NBME and ECFMG who saw no reason for two competing examinations and created the
Clinical Skills Evaluation Collaboration (CSEC). The first administration of the clinical
skills examination occurred in June 2004.

The state boards and the USMLE composite committee felt this exam would be a national
validation of the clinical skills of medical graduates. The medical schools and medical
students and the AMA opposed the exam, arguing that schools were already assessing
students.

As of May 2011, CSEC has examined 229.091 candidates with 2,749,092 standardized
patients. We have five centers in Atlanta, Chicago, Houston, Los Angeles, and
Philadelphia that run 5-6 days a week. We have 2 — 3,000 examinees a month, which is
about 24 per day at each center. It costs about $1,100.00 per examinee.

The cases include important situations typically found in a clinic, a doctor’s office,
emergency department, or hospital. There is a blend of cases in each exam for an
undifferentiated physician. We try to be sure everyone has a comparable level of
difficulty for the exam, regardless of which test site.

We build our blueprint to relate to system, gender, age, and acuity. Every exam involves
12 encounters, which take 25 minutes apiece — up to15 minutes with the standardized
patient and 10 minutes to write a patient note.

It is a pass/fail exam and they have to pass all three sections in a single administration.
Communication and interpersonal skill are rated by our standardized patients who are
people from the lay public representing all different backgrounds. Examinees are
assessed on their ability to ask questions and explain and counsel to patients, their
professional manner and rapport, respect, privacy, modesty, comfort, empathy.

Spoken English proficiency is included because 43% of examinees are international
graduates. The integrated clinical encounter has two pieces. One is data-gathering and
the other is patient notes — communication of the findings. For data-gathering,
standardized patients use checklists to indicate whether the appropriate questions have
been asked and the appropriate physical was done. The patient note is evaluated by
physician raters, who evaluate the conclusions and recommendations for what to do next.

The failure rate for U.S. examinees is about 3-4 percent, mostly because of deficiencies
in the integrated clinical component. This represents 500-600 individuals. For
international graduates, the failure rate is around 25 percent, also because of weakness in
the integrated clinical component.

Why do we use standardized patients and not physicians as raters? Because physicians
may decide to deviate from the checklist and then there isn’t standardization.
Standardized patients are less expensive, more available, and easier to train to be
standardized. Studies have shown that physicians are unable to distinguish standardized
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patients from real patients. Standardized patients are more accurate than physician
raters. There is a one-way mirror in the exam rooms, so other observers can look in and
assess the accuracy of the standardized patients’ rating.

We believe we are enhancing patient protection by assessing communication skills and
improving quality and safety. The educational validity of the exam is proven. The
majority of medical schools now have clinical skills centers. Most use standardized
patients for teaching. Most have clinical skills courses.

What do | worry about? In the exam, we often see “paint-by-the numbers” rote
performance by examinees. However, real life situations are unique and test-taking
strategies may not apply. Another thing that is concerning is that examinees may short-
cut the exam because they know they won’t find physical findings, such as a heart
murmur. The exam does not effectively assess whether an examinee can discern
abnormal findings. The exam is only a snapshot. It is not longitudinal, so | am not sure
it will ever be able to assess whether an individual can distinguish abnormal from normal.

But, we are trying to assess whether an individual can synthesize and integrate all the
information gathered from a patient. Another thing that is concerning is that this is a
high-stakes exam, and just like any other important activity, there are secondary review
courses that are money-makers.

We provide feedback in a grid that shows examinee’s performance compared to national
standards. However, they don’t receive this feedback until 4-6 weeks after the test.

What is CSEC working on? Enhancements to the exam, such as counseling patients
about behavioral change, delivering bad news, disclosing errors, negotiating a treatment
plan which includes patient preferences, starting medication, health literacy, medication
reconciliation, functional status assessments, communicating with more than one person
in the room, using an interpreter, functioning in a team environment, hand-offs.

What is measured is important. Individuals and organizations change their behavior in
the lens of high stakes examinations.

Potential opportunities include collaboration with specialty boards that provide
assessments for certification, partnering with graduate medical education, partnering with
certification and licensure to administer assessments for other professions.

Question: Please say something more about assessing practice teams.

Jobe: It is on the horizon, but we haven’t settled on a protocol. We are thinking of
assessing how a physician reacts when challenged by a standardized nurse or other team
member. We would welcome input.

Question: What do you think about assessment using simulations?
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Jobe: Tam a proponent of simulations for educational purposes, but I’m not sure they
would be effective in high-stakes exams, especially assessment of communication. |
think simulations would be useful for longitudinal assessments.

Question: Please talk a bit about patient-physician communication.

Jobe: There is some literature showing that there are behaviors and communication
patterns that lead to increased patient adherence and better outcomes. We are in the
process of changing our scale to reflect the behaviors that are being used more
consistently across disciplines and specialties. It doesn’t take away from individual
style, but there are some essential components of communication that we believe we can
observe and assess. |If a person can easily communicate findings, but is unable to develop
respect and foster a relationship of trust, the outcome is not as positive.

We don’t have data showing that outcomes are improved with good communication, but
the Medical Council of Canada has had a clinical skills exam longer than we have and
researchers have shown that there are improved clinical outcomes. The data also links
those who did poorly on a communications scale with more substantive complaints to the
licensing authority. | would like to do an outcomes study at NBME, but since we are
changing the communications scale, it doesn’t make sense to do a study based on the old
scale.

Question: How do you see clinical skills assessment being used for continuing
competence?

Jobe: | have had conversations with several of the specialty boards and encouraged them
to use our test for initial certification, let alone recertification. | ask them if they are sure
every one of their residency programs is of the same caliber and if they can guarantee
every graduate is of the same competency. A few specialty boards are thinking about it.

I don’t know if they would use the test for recertification, but I think the place to start is
initial certification. If we were to assess all the graduates in every specialty, we would
probably have to establish some more centers incrementally.

Discussion: Points to Consider When Developing an Assessment
Program

Cynthia Miller Murphy, Executive Director, Oncology Nursing Certification
Corporation

ONCC is looking at improving our measurement of continuing competency. | am going
to walk you through our decision-making process and identify questions we still have to
answer.

| like a definition of competence that talks about knowledge and skills in the context of
doing something successfully and applying prior experience to new situations with good
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effect. Competence helps those around us feel more comfortable and inspires others to
seek knowledge.

We can define competence, but how do we reliably measure it? ONCC’s mission refers
to having the knowledge to practice competently, but we aren’t sure we can measure
whether our certificants actually do.

When we began in 1986, we were one of the few nursing organizations that required
recertification, by passing the test again. The pass rate was high, but the average
recertification rate was only 59 percent, implying they weren’t re-certifying because they
didn’t want to take the test.

In 2000, we launched a points renewal option, where nurses can acquire points in 7 or 8
different categories, one being CE, others being publishing a paper, teaching a course,
earning academic credit, and so on — in addition to having the required number of
practice hours. It has increased our recertification rate up to 74%. We still have 5%
choosing to re-test. Those who aren’t in active practice have to earn points and take the
test.

Of the points, at least 60% must be in the oncology specialty. The problem is that an
individual can get all his or her CE in one area or subspecialty. But, their credential says
that they are certified broadly.

In 2010, we initiated a Mega-Issue discussion about “How should ONCC implement a
more rigorous process for the measurement of continued competency?” We use an
approach called “knowledge-based governance,” which asks four important questions
followed by dialogue about the pros and cons of all available choices.

Question 1: What do we know about our stakeholders’ needs, wants and preferences that
are relevant to this issue?

Our stakeholders fall into three groups: nurses, employers, and healthcare consumers.
We know that nurses want to become certified and remain certified. We know they don’t
want to take a test again. Paying for certification is considered an obstacle by many of
them. Half the nurses have their initial certification paid for by employers, but only 38%
have their recertification paid for by their employers. We know that consumers think it is
important to verify current competence.

Question 2: What do we know about the current realities and evolving dynamics of our
stakeholders’ environment that is relevant to the issue?

We looked at the economy, technology trends, and so on. We know there is a nursing
shortage, but there are also unemployed nurses. We know computer-based testing and
electronic recertification are very popular. The trend, as evidenced by the American
Board of Medical Specialties, is toward much more rigorous recertification requirements.
There is a drop-off in conference attendance, but an increase in electronic education.
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Question 3: What do we know about the capacity and strategic position of our
organization that is relevant to this issue?

We have a platform for our online practice tests, but don’t have the capacity to administer
an assessment tool in house. This will be a huge financial investment, but we are a stable
organization. We have the human resources and can retain consultants to supplement.

Question 4: What are the ethical implications of our choices?

There isn’t a lot of data to support any particular approach to recertification. We looked
at consistency with our mission and the implications for quality and safety. We looked at
our certificants’ likely perception of our decisions and the effect on access to
recertification.

We identified options and looked at the pros and cons of each. One option is to make no
changes. Or, we could postpone changes until we have more data. We could require a
portfolio, or require re-testing. We considered requiring CE in all areas of the test
blueprint.

What we decided to require, with lots of advice and help from NCC, is individual
learning needs assessment (ILNA) based on a blueprint and targeted CE related to results.
We won’t call this self-assessment, because the assessment will be administered and
scored by ONCC. ONCC will instruct examinees as to what CE and other professional
development activities they need to complete.

We formed another task group including consumers, educators, managers, and nurses in
different roles. We decided there were many more benefits than barriers for all our
stakeholders. We think if it is communicated well, nurses will think of it as an
advantage. Most likely, most of them will need to obtain fewer points, but in targeted
areas.

We know we will need many more volunteers for test development in each of our five
active programs and two retired programs. It will require psychometrician and test
vendors. We are evaluating proposals. We need to address legal issues, such as test
security, reliability, and identification of CE sources in all the content areas.

We have a timeline that is fairly rapid. The assessment has to be available to certificants
a couple of years prior to when we require them to use the system. New certificants will
use the diagnostic score report for their certification exam to identify the CE needed for
the first cycle.

Eventually, we will probably have to raise recertification fees because it will cost us
more. We will be careful not to raise the fees at the time the ILNA is being launched.
Communication and marketing will be very important, beginning in 2012, assuming that
the program will be in effect in 2015.
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We have a research team that is working on short- and long-term goals for the program
and evaluation strategies. We want to be able to collect evidence related to outcomes
measures. We may ask certificants to conduct a self-assessment after completing the
assessment we administer to see if there is any correlation. It would be good data for us
to have to demonstrate to our constituency why we want them to take the ILNA.

We need to develop something equally rigorous for those who refuse to take the
assessment and for the holders of our two retired credentials. We want to offer a
mechanism for the renewal of more than one credential at a time.

Question: What percent of oncology nurses are certified?

Miller-Murphy: We don’t really know the universe, but we estimate that there are about
63,000 oncology nurses of whom we certify 32,000. The membership society has 35,000
members.

Question: Has your 74% recertification figure changed since 2000?

Miller-Murphy: That percentage has drifted to 74% since we put in the point system
and as the certificants got used to the program.

Question: Have you thought of ways to incentivize certification and recertification?

Miller-Murphy: Recertification is mostly employer or workplace-driven. There is a
program of “magnet recognition” for hospitals that promote professional nursing practice
and pay for certification and recertification of their employees. Certified nurses can
make up to $10,000.00 more per year. State boards will recognize certification as a way
to meet re-licensure requirements. Nevertheless, our surveys show that oncology nurses
get certified for intrinsic, not extrinsic reasons.

Question: The conversation today differentiated between pure self-assessment as
opposed to more objective types of assessment using a tool. Objective assessment tools
have to include feedback so examinees know where they didn’t do well. Has anyone
considered using volunteers from another geographic area to provide personalized
feedback —similar to mentoring — to help people structure their continuing professional
development plan?

Comment: The North Carolina Physical Therapy Board began developing a continuing
competence program several years ago after hearing a keynote speaker from a Canadian
pharmacy board. His view was that if professionals are “engaged” in their profession, it
helps ensure competence. Our board developed a menu of activities, including CE,
online courses, volunteerism, specialty certification, and so on. This was necessary in
our state where development opportunities are not readily available in rural areas.
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Miller-Murphy: | think engagement is changing and membership societies are
recognizing that there will be fewer face-to-face encounters and more electronic
engagement.
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Date: September 19, 2011
To: Members, Licensing Committee

Subject: Agenda Item 5: Office of Statewide Health Planning and
Development’s Manpower Assessment and Survey of Licensees

Background

As part of Senate Bill 139 (Chapter 522, Statutes of 2007) the Office of Statewide Health
Planning and Development (OSHPD) was directed to establish the California Healthcare
Workforce Clearinghouse (Clearinghouse) to serve as the central source for collection, analysis,
and distribution of information on the healthcare workforce employment and educational data
trends for the state.

Specifically the bill included a provision that OSHPD work with the Employment Development
Department’s Labor Market Information Division, state licensing boards, and state higher
education entities to collect, to the extent available, all of the following data:

(a) The current supply of health care workers, by specialty.

(b) The geographical distribution of health care workers, by specialty.

(c) The diversity of the health care workforce, by specialty, including, but not necessarily
limited to, data on race, ethnicity, and languages spoken.

(d) The current and forecasted demand for health care workers, by specialty.

(e) The educational capacity to produce trained, certified, and licensed health care workers,
by specialty and by geographical distribution, including, but not necessarily limited to, the
number of educational slots, the number of enroliments, the attrition rate, and wait time
to enter the program of study.

Issue

Acting Director Brian Stiger is encouraging all boards to collect the necessary information to
assist OSHPD in their charge to, among other items, serve as the repository for comprehensive
data and standardize data collection tools and methods. In addition, as part of the board’s
Sunset Report, the board needs to discuss its efforts to collect the information and provide it to
OSHPD.

Background
The Licensing Committee of the board has discussed possible implementation strategies to

collect assist OSHPD with their collection efforts. As the board has neither a statutory or
regulatory mandate to collect this data, nor are licensees required to provide this information as
a condition of licensure or renewal, implementation efforts are limited.

During the committee’s March 2011 meeting, members were advised that the department was
working with OSHPD on the development of a survey and that the board could provide a link via
our website.

Recent Update



http:www.pharmacy.ca.gov

Board staff was advised that the department is no longer moving towards such implementation.
As a result, this item will be brought back to the Licensing Committee and the full board to
discuss alternate implementation strategies.

Staff Recommendation

As mandating submission of this information would require either a regulation and/or statutory
change, board staff recommends that the board consider development of a survey that could be
accessed from the board’s web site. An on-line resource such as Survey Monkey, could serve
as an easy collection method that would have minimal impact on board staff.

Following this memo is a draft survey developed by OSHPD that was recently provided to board
staff.



Proposed Survey for Health Licensing Entities

Completion of survey helps determine health professionals’ shortages and improves access to patient care.

1. License Number:

2. Residence Location: County Zip Code

3. Work Location: If working more than 3 locations, provide information for the 3 locations where you spend the
most time. If not working, skip to Question 4.

Work Location 1: Number of years you have worked for this employer Check box if self employed []
County Zip Code Health Occupation
Work hours per week at this location:  []40+ [130-39 [120-29 []10-19 []1-9 j
Work setting:  [] Acute care hospital ] Manufacturer/distributor
[] Durable medical [] Outpatient facility/physician’s office/
equipment/home care dentist’s office
[ Long-term acute care/ [ Clinics/community health center
rehabilitation hospital/ [] Other setting, please describe:
sub-acute care
[ Skilled nursing facility N\ /‘ﬁ A
] Accredited education program O
Work activities: % Patient Care % Research % Teachin | % |Admikistration % Other
Work Location 2: Number of years you have worked for this emploth/ / /Check box if self employed []
County Zip Code Health Occupation
Work hours per week at this location:  []140+ []30-39 ﬁZQ [J10-19 [J1-9
Work setting:  [] Acute care hospital ] Manufacturer/distributor
[] Durable medical ] Outpatient facility/physician’s office/
equipment/home care dentist’s office
[] Long-term acute care/ [ Clinics/community health center
rehabilitation hospital/ [] Other setting, please describe:

sub-acute care
] Skilled nursing facility
] Accredited education program

Work activities: % Patient Care % Research % Teaching % Administration % Other
Work Location 3: Number of years you have worked for this employer Check box if self employed []
County Zip Code Health Occupation

Work hours per week at this location:  []40+ []130-39 [J20-29 []10-19 []1-9

Work setting:  [] Acute care hospital ] Manufacturer/distributor
[] Durable medical ] Outpatient facility/physician’s office/
equipment/home care dentist’s office
[ Long-term acute care/ ] Clinics/community health center
rehabilitation hospital/ [] Other setting, please describe:

sub-acute care
[ Skilled nursing facility
] Accredited education program

Work activities: % Patient Care % Research % Teaching % Administration % Other

Sources: OSHPD, U.S. Census, CA Dept of Finance, Dept of Public Health Office of Multicultural Health and CA health licensing authorities
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4.

5.

6.

7.

Education

List all degrees/certificates obtained

If so, program name/degree type
Expected year of completion

School/Institution name

Are you presently pursuing additional credentials or certifications?

] No

[ Yes

W

School/Institution address

q

(

Cultural/ethnic background (you may select more than one)

| plan to retire:

] African American/Black/African-Born
[J American Indian/Native American/Alaskan Native
[] Caucasian/White European/Middle Eastern
[ Latino/Hispanic (If Latino/Hispanic, please select one of the following)
O Central American O Cuban O Mexican
O Puerto Rican O South American O Other Hispanic
[J Asian (If Asian, please select one of the following)

O Cambodian O Indonesian O Malaysian O Vietnamese
O Chinese O Japanese O Pakistani O Other

O Hmong O Korean O Singaporean

O Indian O Laotian O Thai

[ Native Hawaiian/Pacific Islander (If Native Hawaiian/Pacific Islander, please select one of the following)
O Fijian O Guamanian O Samoan O Other Pacific Islander
O Filipino O Hawaiian O Tongan

[] other (not listed above)

[ Decline to State

Foreign Language — Are you fluent in languages other than English?  Ifyes: [] Verbal ] written
O Afrikaans O Czech O lbo O Mon-Khmer O Swedish
O Albanian O Dakota O llocano/lloko O Norwegian O Syriac
O American Sign O Danish O Indonesian O Navajo O Tagalog
Language O Dutch O Italian O Nepali O Tamil
O Ambharic O Farsi O Japanese O Panjabi (Punjabi) O Telugu
O Apache O Fijian O Kannada O Pashto O Thai
O Arabic O Finnish O Keres O Patois O Tonga
O Armenian O Formosan (Amis) O Korean O Persian O Turkish
O Bantu O French O Kru O Polish O Ukrainian
O Bengali O French Creole O Kurdish O Portuguese O Urdu
O Bisayan O German O Lao O Rumanian O Vietnamese
O Bulgarian O Greek O Lettish O Russian O Yiddish
O Burmese O Gujarati O Lithuanian O Samoan O Yoruba
O Cajun O Haitian Creole O Macedonian O Sebuano O Other (not listed)
O Cambodian O Hebrew O Malayalam O Serbian O Decline to state
O Cantonese O Hindi O Mandarin O Serbo-Croatian
(Yue Chinese) O Hmong O Mande O Sinhalese
O Chamorro O Hsiang O Marathi O Slovak
O Cherokee (Xiang Chinese) O Marshallese O Spanish
O Croatian O Hungarian O Mien (Lu Mien) O Swabhili

[] Within the next 2 years

] within the next 5 years

] within the next 10 years

] Not planning to retire within the next 10 years

[] Already retired
[] Retired, work part time
[J Plan to work part time

Thank you for completing this survey

Sources: OSHPD, U.S. Census, CA Dept of Finance, Dept of Public Health Office of Multicultural Health and CA health licensing authorities
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California State Board of Pharmacy STATE AND CONSUMER SERVICES AGENCY
1625 N. Market Blvd, N219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS
Phone: (916) 574-7900 GOVERNOR EDMUND G. BROWN JR.
Fax: (916) 574-8618

www.pharmacy.ca.gov

Date: September 19, 2011
To: Licensing Committee
Subiject: Competency Committee Update

California Practice Standards and Jurisprudence Examination for Pharmacists

(CPJE).

The board instituted a quality assurance review of the CPJE effective August 8, 2011. This
process is done periodically to ensure the reliability of the examination. As of the date of
this report, the quality assurance review is still under review. The board anticipates
releasing results by the beginning of October 2011.

Examination Development

Both Competency Committee workgroups met in August 2011 at the annual meeting to discuss
examination development. Each Competency Committee workgroup will also meet once in the
fall of 2011 for examination development.


http:www.pharmacy.ca.gov
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