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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: 
• the pharmacy is licensed by the board or the Department of Public Health 


AND 

• 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, CaIPERS). 

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. 

6. 	 Board access to accreditor's report on individual pharmacies. 
7. 	 Length of time the accrediting agency has been operating. 
8. 	 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. 



 
 

 

 

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 
Sacramento, CA 95834 

Dear Dr. Dang, 

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(l(2215(Constitution(Avenue(NW(l(Washington,(D.C.(20037(l(Phone(866.377.5104( 
www.pcab.org( 

( 

http:www.pcab.org
mailto:joec@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!
 
www.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,!nonRsterile!
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!reRaccreditation!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!onRsite!survey.!
The!onRsite!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!twoRday!survey!with!2!surveyors.!
!
During!the!onRsite!survey!the!PCAB!surveyor!evaluates!compliance!with!the!
PCAB!standards.!This!evaluation!includes!personnel!interviews,!observat
of!sterile!and!nonRsterile!compounding,!record!review!including!logs!and!

ion!

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!onRsite!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!threeR

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!
 
www.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!

and
nonsterile!compounding!experience.!All!PC




AB!surveyors!have!received!initial!

and!the!use!of!PC

 

!ongoing!traini
AB!survey!tools.!
ng!on!conducting!onRsite!surveys,!standards!interpretat




ion!



!!




•	  Include!how!the!surveyors

compliant!with!
regulations!and!would!they!be!able!to!determine!if!the!pharmacy!is!

!are!trained!on!California’s!compounding!

California!laws.!!!

against!PC
Please!review

AB!standards.!PC
!the!attached!comparison!of!C

AB!standards!and!C

 

alifornia!regulations!

are!very!consistent!in!regards!to!requirements!for!compounding!
alifornia!regulations!

pharmacies.!If!PC
will!conduct!training!regarding!those!items!where!PC

AB!is!selected!as!an!accreditation!organization,!PCAB!

not!address!C
relate!to!record!retention!requirements;!however!in!meeting!

alifornia!regulation.!These!very!limited!items!generally!
AB!standards!do!

 

C
su
alifornia!standards,!the!three!year!retention!requirement!would
rveyed!for.!

!be! 
 

•	 Include!whether!the!surveyors!are!pharmacists,!nurses,!or!other.!!
other,!please!specify.!!

If!

!

 

As!noted!above!all!PC
 

AB!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!USPRNF,!for!the!preparation!of!individualized!
medications!for!specific!patients.”!A!full!copy!of!the!AMA!policy!is!available!
at:!http://www.amaRassn.org/adRcom/polfind/HlthREthics.pdf.! 

5. 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
Article 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* 
com oun ed*preparation*(CCP)*or*administration*device*by* 
com

p

poun

d

ding*personnel* 

(i) as*the*result*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) eparation*of*drugs*or*devices*in*anticipation*of*pr

prescription*orders*to*be*received*by*the* 
compounding*pharmacist*based*on*routine,*regularly*

observed*prescribing*patterns,** 
(iv) e rat on*of*CCPs*(completed*compounded*pr

pre

pa

parat

i

ion)*for*practitioner*administration,* 
pursuant*to*state*and*federal*regulations,** 

(v) preparation*of*NonKLegend*CCPs*(completed*

compounded*preparation),*pursuant*to*state* 
requirements,*and*(vii)*preparing*CCPs*(completed* 
compounded*preparation)*for*both*human*and*nonK

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* 
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Comparison*of*California*Regulations*with*PCAB*Standards*
 

assure quality*and consistency*of the completed compounded
preparation.* 

Nonsterile Complex
Nonsterile*Complex*K*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*K*compounding*which*involves*the* 
preparation*of*Compounded*Sterile*Preparations*(CSPs)*in*closedK

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*nonKsterile*ingredients*or*with*a* 
nonsterile*device.*

Source:*PCAB*Standards*K*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*nonKsterile*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
product in advance of receipt of a patient specific prescription solely in such 
quantity as is necessary to ensure continuity of care of an identified patient
population as defined.
* 

Addressed*in*the*definition*of*compounding*above:* 
* 
(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,** 
* 

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 1735.2 (c) that: ! 

2.2.1. Is sufficient for administration or application to patients in the
prescriber’s office or for distribution of not more than a 72-hour supply. 

2.2.2. Is reasonable considering the intended use of the compounded 
medication and the nature of the prescriber’s practice, 

2.2.3 Is an amount, which the pharmacy is capable of compounding in 
compliance with pharmaceutical standards for integrity, potency, quality and
strength for any individual prescriber or for all prescribers taken as a whole. 

* 
* 
* 
* 
This*is*a*California*requirement.**PCAB*would*train*its*surveyors*to*survey* 
against*this*requirement*for*pharmacies*licensed*in*CA.* 
* 
* 
PCAB*standard*8.20,*Patient*Education,*element*D,*addresses*this*issue:* 
* 
The*pharmacy*demonstrates*that*prospective*drug*reviews*are*conducted* 
prior*to*dispensing*compounded*preparations.* 
* 
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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*nonKgovernmental*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*beyondKuse*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 1735.2 [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*highKrisk*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' BeyondBUse'Date' 
The!pharmacy!determines!and!assigns!beyond3use!dates!to!all!its! 
compounded!preparations.! 
' 
Compliance'Indicators'
E. The*pharmacy*demonstrates*that*the*SOPs*provide*for*the* 

determination*and*assignment*of*beyondKuse*dating*for*all*of*its* 
compounded*preparations.* 

F. The*pharmacy*demonstrates*by*inspection*the*use*of*beyondKuse* 
dates*on*compounded*preparations.* 

G. The*pharmacy*documents*the*rationale*and*sources*used*to* 
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establish beyondKuse dates which exceed current USP*standards.
H. The*pharmacy*documents*how*it*communicates*beyondKuse*

dating*information*to*compounding*personnel*and*the*patient* 
and/or*caregiver.*

I. The*pharmacy*provides*rationale*for*beyondKuse*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; 
b. 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; 
g. 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
[c]) 

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 Federal and State laws vary in regards to records retention. In addition, a
in a readily retrievable form for at least three years (CCR 1735.3 [d]). 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 Standard 7.30 Labeling
the principle active ingredient(s). (CCR 1735.4[a]) The pharmacy labels completed compounded preparations according to the

PCAB Labeling Guidelines. 
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]) 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.1 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.”2 

B. The following items of information, or a reasonable alternative, is included
on all compounded prescription labels:3 

(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, 
PCAB 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 1.40 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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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. 

5.1.3. Facilities and equipment cleaning, maintenance and operations. 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. 

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]) 

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

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]) 

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

5.7. The manual includes documentation of the methodology used to determine
appropriate expiration dates for compounded drug products. (CCR
1735.5[c][5]) 

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]) 

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. 

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]) 

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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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. 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. 

D. 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: 

A. 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. 

B. 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: 

A. 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. 

B. 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]) 

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. 

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]) 

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 PCAB Standards 1-8 are in essence a quality assurance plan. In addition, the
written quality assurance plan to monitor and ensure the integrity, potency, following three standards address QA/QC/QI. The entire language of each
quality and labeled strength of compounded drug products. (CCR 1735.8[a]) 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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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. 

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]) 

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: 

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. 

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) 

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. 

Page*28*of*37* 



   
     

  
 

        

    
          

      
 

         
   

 
      

  
 
 
 
 
 

      
 
 
 
 
 
 
 
 
 
 
 
 

        
     

 

            
        

 
 

          
 

 
            

          
         

        
         

 
 

           
           

          
       

 
       
          

       
  

 
         

        
 

         
           

         
  

 
             

Comparison*of*California*Regulations*with*PCAB*Standards*
 

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 at 4.1, 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 ! Please see the response at 8.1. 

14.1.8. Record keeping requirements. Please see the response at 3.1 and 6.1. In addition, this item is covered in
various other elements of this application. 

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]) 

Please see the response at 2.3. 

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]) 

Please see the response at 14.1.6 above. 

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]) ! 

Please see the response at 5.3 above. 

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

Please see the response at 5.3 above. 

14.4.2. All compounding personnel have read the policies and procedures, any 
additions, revisions, and deletions before compounding. (CCR 1751.3
[d][2]) 

Please see the response at 5.3 above. 

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

14.5.1. Competency evaluation; ! Please see the response at 7.1. 

14.5.2. Storage and handling of products and supplies; ! Please see the response at 2.5. 

14.5.3. Storage and delivery of final products; ! Please see the response at 2.5, and Standard 7.10: 

Standard 7.10 Packaging, Labeling, and Delivery for Administration 
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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. 

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; 

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; 

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. 

14.5.10. Sterilization; and ! 

14.5.11. End-product evaluation and testing. 

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 Please see the response and 8.1 
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 Please see the response at 8.1. In addition, The tool PCAB surveyors use to
allowed in the clean room during the preparation of sterile injectable products. conduct the on-site survey includes the following evaluation element:
(CCR 1751.4[b]) Personnel demonstrate the proper procedures for garbing, gowning and gloving

when performing sterile compounding. 

15.3. All equipment used in the designated area or clean room is made of easily Please see the response at 8.1. This is consistent with the USP 797
cleaned and disinfected material. (CCR 1751.4[c]) requirements for which PCAB requires compliance. 

15.4. Exterior workbench surfaces and other hard surfaces in the designated Please see the response at 8.1. This is consistent with the USP 797
area, such as walls, floors, ceilings, shelves, tables, and stools are requirements for which PCAB requires compliance. 
disinfected weekly and after any unanticipated event that could increase
risk of contamination (CCR 1751.4[d]) 
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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]) ! 

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

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

16116.2.3. 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 

216.2.5. 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]) 

Please see the response at 7.1. 

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; 
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Comparison*of*California*Regulations*with*PCAB*Standards*
 

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 Please see the response at 7.1 
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[e][2])
17.7.2. Each person’s proficiency and continuing training is reassessed every PCAB’s requirements are consistent with USP. For high risk sterile
12 months. (CCR 1751.6[e][2]) compounding, this may include reassessments every six months. 

17.7.3. Results of these assessments are documented and retained in the This is a California specific requirement. 
pharmacy for three years. (CCR 1751.6[e][2]) 

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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Comparison*of*California*Regulations*with*PCAB*Standards*
 

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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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. 

*
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.	" If the 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. 

B.	" 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. 

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 3.11 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.	" The pharmacy has a dedicated, exclusive area for general, non-sterile 

compounding that meets current USP <795> 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 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.	" 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 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. 
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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 
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  
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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.	" 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 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.	" FR reference 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.1 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.”2 

B.	" The following items of information, or a reasonable alternative, is included on all 
compounded prescription labels:3 

(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: 
Ƈ You experience any side effects. 
Ƈ You are taking additional medicines that may interact with this compounded 
medicine. 
Ƈ You have allergies or other medical conditions that should be noted. 

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

storage. 

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
4
 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. 
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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 reaction. 
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 
QREs. 

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 
x objectively and systematically collect data about the operations of the 

compounding process; 
x evaluate this data and its effect on patient care; 
x propose and select resolutions to identified problems; 
x 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 

(i)	" as the result 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, 

(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
 

Primary Engineering Controls
 

This document is designed to provide guidance to pharmacies
! 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 I BSC, a device designed to protect 
personnel and the environment from hazardous and potent drugs is required. 
Class I 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 I BSC. 
Optimally, Class I 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 I 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 I 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 II 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 II 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 II BSC or CACI and the 
use of closed system transfer devices is acceptable. 
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ISO environments must be tested every 6 months as required by USP <797>. 
Protective equipment such as Class I 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))344H0600))

Fax)(415))344H0607)

www.koshlandpharm.com)
 

Leiter's)Pharmacy)
1700)Park)Ave.)Suite)30)
San)Jose,)California)95126)
(800))292H6773)
www.LeiterRx.com) 

McGuff)Compounding)Pharmacy)Services,)Inc.)

2921)W.)MacArthur)Blvd.,)Ste.)142)

Santa)Ana,)CA)92704)

(877))444H1133)

www.mcguffpharmacy.com)
 

Pacifica)Pharmacy)
23560)S.)Madison)#112)
Torrance,)CA)90505)
(310))530H0831)
www.pacificapharmacy.com)

) ) 

http:www.pacificapharmacy.com
http:www.mcguffpharmacy.com
http:www.LeiterRx.com
http:www.koshlandpharm.com


Attachment)C:))PCAB)Accredited)Pharmacies)in)California)

Anchor)Drugs)Pharmacy)

161)South)Spruce)Ave)

South)San)Francisco,)CA)94080)

(650))360H5300)

Fax)(650))360H5301))

www.anchorpharmacy.com) 

Central)Drugs)Compounding)Pharmacy)

520)W.)La)Habra)Blvd.)

La)Habra,)CA)90631)

(562))691H6754)

Fax)(562))694H3869)

www.anypharmacy.com)
 

Corona)Specialty)Pharmacy)

1280)Corona)Pointe)Court,)Suite)#114)

Corona,)CA)92879)

(951))278H1008)

Fax)(951))278H1009)

www.CoronaSpecialtyPharmacy.com)
 

Golden)Gate)Pharmacy)

1525)East)Francisco)Blvd,)Suite)#2)

San)Rafael,)CA)94901)

(415))455H5590)

Fax)(415))455H9039)

www.ggvetrx.com) 

Hartley)Medical)Center)Pharmacy)

113)W)Victoria)St)

Long)Beach,)CA)90805)

(562))595H7548)

Fax)(562))595H9855)

www.hartleymedical.com) 

http:www.hartleymedical.com
http:www.ggvetrx.com
http:www.CoronaSpecialtyPharmacy.com
http:www.anypharmacy.com
http:www.anchorpharmacy.com


Parkview)Pharmacy)
8283)Grove)Avenue,)Suite)105/107))
Rancho)Cucamonga,)CA91730)
(909))981H0956)
Fax)(909))981H8409)
www.parkviewrx.com) 

The)Remedy)Pharm)
23811)Hawthorne)Blvd)
Torrance,)CA)90505H5907))
(310))375H06551)
www.theremedypharm.com) 

San)Ysidro)Pharmacy)
1498)East)Valley)Road)
Santa)Barbara,)CA)93108)
(805))969H2284)
Fax)(805))565H3174)
www.sanysidropharmacy.com) 

) 

) 

http:www.sanysidropharmacy.com
http:www.theremedypharm.com
http:www.parkviewrx.com
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T:-,;mk : (,(l tn,_ F ,Of ::mail of:u;tC it ::i': 1 in \\'::::h :,'(b :tc~j)(r;/b::_i:'Lcl r"CC(':'pl of rhl' Hi' .\P ; PI'Lc~IU()j: ;', ,; 
LG;;:;ll~,'d)n ',l'; ;.1; -h,-crn~lt;\(\{)[) (}1"'_C,Alllla:j(,:~ fOL' (oJnji0Fndi,:p: ~rui::c Jruf-!: pc,duu,' L C)[ir'u{;i-:,_. 

\\'u L'--jl;(ctl't1 "~:l:n()n;;; lr,f"l'm"ri(.:: ff()J11 dh' l-lr,\F :d,1.,,,,d ;': :lut "prLnnio(;. Y(Ji,;i 'F10';'-'o~ ,H:d dlC 
1n ':\1) lesrl'Jn,;,';() (,;ch 7.{<': il"'Hs] bZ:l()\\\ ,\Jdi,);:;1'ii d'!CU,'llTlf" ate j;)dlHicJ wi[]' (his rL'''p(J;b~ ;;~ in(li,Uvtl 
'_l' (\1,: r,,·;,It,-'J 1;];-\1) ,'X"P,U,,"<. 

:)':-;,udic :.rBfh;,;t'''IJ< :':-hc ;v:x;cJ;:lOl': v~lt1 t\' 811.1:-: -ubjc(;t t~l~ ph'X::MAC\' t', ,,1;(;"_ '.n-'pe:n,'l1 J-t)(: I~~ 

,KLT~d~l,Hi()n ,:: ::.::a<:( ('\'!::'ty 1'hlX__ L q';!r! 

J:ii~~: Rv,p::n,:<: :\cC:.::JifJ,f(::n ~ur,'v,'~ b~- eli; J tctldJCc\L':':: F:..cJiiti¢s ,\cctC:0!t;tri,m f'lOgr,nn ('-iE~\P} 
OCc),l "\c'n-1:hr~-~- \(,,11:' 

Don.::mUl!d': a:<:cx\1ur:;n ~l,1I1,-1:_[j,;: J">e ~:~l1.lCb.:::c.:,-, f",' Rr,,::~ing ,Kc,-,,J,r;"Ju:: ,1nd ~c(1::;n;.; guiddc11." i;,;­
:<:0"(' ;1,1!l(:J.rd~ tIL< rd-(tC': bn:-11 2:,!-,h"Jt)\;; C:,iif'Jll),A LA,,-- a;,,: ,,'>l1nJ FI:-)fv~"i'mL; pr:'!,cr;::' ;,/ 

v~{;1.Lbl'L'(l 1;;. ~)~)(i< \Iy::h- r(;(J;:: ::!-:J Fn)(l.~$i(jn;\l ')~' ';1 ,\1\(1;-, "U <Y'~dnl.f.:tn(;n< 

• 	 1:1 'iJti:ri;,,-~, ~',;,bmir J. zpmpHism: of H;-; _\P'~ ;otcri',!: Cl.1':l".p;;ucdin:.:. <J_~llhr(;_" ·,virh ':;1.:: -_ o~ th,; 
Ull11l',,:::cn h E,;'C(j. in rlk ,:c~,' (m-,,;)! 'tmC\ing It',!yl:tf)O;::'; and c;;:tn;4~'" ,;",;;r \vent in::: eifl:cr .: td: G. 
2l'Hl, Di,'i;<(lG 1! d:Tltk 1(, ( C(Jue "fr{,;,~u;aun;,", ~~·':t«)(b 1~,:;5 ;\nd 1;-:),":.1 :;) ;"/;:-),0. 
Did):, '11 i '7 o['I'i~k t6 C"llf( .nm CuJe ;; f HcgnL'C()il~ H:,..:t:( ''10 I'::; ~ and I? ") I _! tCl ! - 51.x lnd 

<,(::<:r C;,;i to\-nid bn h'g:V:J,'l,l! ~tt.'LL: l;\j~·'-'L,Lk c()nlj'j')'-,f\~hnil ,:::-TR 1'7') L'J Ii) 1'79 L 12, ~:;c.:: _\ 

u')1" ,-,f rh l · C:Jif(ll'nl" 7~';;;J.L:L': ~_~1\" c',:': L_ clr,,'n,:d Cet);" <\,- 0,,,;~d" wd.Joi>::n 
\"\'.-\\- )',;"a!t)J;K:,.:-'-'_'-'(J';, 1';'111:" r<:L;u<:~,:\\,t!l nn, -,;<;: f;]()('c"",:d ,~.~!<:~, rht" GiJ11y-';u-ic;-n dcmor:",,-r;Hl'S 

; iF _\P }Ci l(l.;Il-ds ,1re in c' \!lli~j:;LK( wi:,h \ .aiiC():-!:I;l Plu;.::,IC\ J.2,1\', ,\mJ-lh-d;:-, a ~:op~' 01- tl'1(' 

bo,;:,J'~ clm1lo ,"df-:l~-,<",,)lh:q1:'; rc~plh;d Ie :)C cOlll]'k,,'d by,,] :;);;1\ 'C:t::l..c~ CU!il:ln!mdn:~ 

(w;- Fl i ,du;:c, :r :-c:Lr,', ~n,',; ,h", rd<.:' :\! ;,l rq!ulariJ c.~ ;--:br.:d ~n U)fl :p;-t';1J;n~ j i' d!.ug 
prou'_'crs, In fniL'\\" ;;f ';'( d"t;th":)..cI1l~ \'PH :-il'{."L;': ~)n)nd-,;i:L rhe C'n1p,u.'i~()r, nblc ,\GdrC,;~,_d ,h-'.' 
t;;..gub!i(u cn:mg',:,; rclit,<;,:,l ,_1 <:CR t:," I .t :\:. ;)111 d,d :'jO, adJrc>" (J~R 1'":-'.5 oCt "I, 

HJ-'M) :1.~-~p(ln<o: We :an: il'dC:l~;-J an !;~1dl:.,t Hl-;\l) hn:=--r;,,:1 Ch:l;ne 2:=;, 3U'I':()n 2:=; .. t4/!() 
.25.\.',1.2') aJJrt~:-: ;G U:R ! 1'7"3':.;:\(J:, ~\~cd(ln 25.J:;,i,j) :hrl)~:,Lb 2:),:1:;:'6 

;((}(I:','''_, j() \ .CR l"'S i :;,; rb,)u;,:h 1"'.'\ 1_ j 2(,)1, (See enclosed HFAP h08pitu.! Chapter 23 
PHAll..l1ACY::iERVICES,/:l-1EDICATo.,\: USE CO/l,IPOUl\'DL,\'G STERILl::..' 
PREPARATIO/\/5; (SllppleTHt."m UiJ: C:JHfowi;( HNp/rfJis)! SectiOilS 25,O-i.md 25.05) 

www.HFAP,OAG 

www.HFAP,OAG
http:25,O-i.md
http:1,1!l(:J.rd


iYOTE! Please use tbis enclosure <1S a replacement for tlu: origi11al Cllapter 25 
PHARAfACYSERVICES/~lfEDIC4TI01V USE - Compouoding Sterile Prcp;nations 
originally submitted with our application. 

In aduinon 1 bJYC cnd(n:u rbe: balance ofHl'"\P Ifospmd C:lup,cr 2"1 PI 1!\R\fACY 
SER\'ICESl \IEDIC.\TIC 1),J U.'iE:t~;: Jcrnomrrariol1 of OUI ll~e of pwfe"~[()nai pracnc..:: a, 
l'~l;lblis;l<'ll hr rl3uon:tli) l'ec()gni%cd l~rI)l-l·s~j(Jnal or ~undard ~cning ()Ipll1izaDon~. Tbc~e 
sunuards cro~~\.\·alk ro rhe \lcdicarl' C()ndli1()n~ of Pa nicillari()n f()r Pbarmaceuncal SerYlCe~ 
482.25'~a)(1-3) and 482,2S,}:>/I-CJ;',. (See enclosed HFAP hospiral Chapter 25 PHARAIACY 
SERtlCE/vIEDICATI02V USE, Sections 25.00, 25.01, 25.02, and 25.03) 

_J. 	 E,':llumi()n of olllTC}'or'~ (.lual:i£ieation: Tbe sun'cY()Io cll1jlloycd [(l pnfoun ~i[e ll1speCfions ll1usr ban: 
de!llon-;rrarcd Cjll<1litlc<1r]()Jls [() eYaIliarc rbe plnfcs-'J()nal pracr~ces sllbjecr [() accrcuiralio!l. 

I IL\]1 Re~pon~c: SlllTeyor (lllahficanon~ ,lIe lllclllC:Ccl. (Sec enclosed: Adnlinistrntor SurvcJ'or 
Pilrtidpation Guidelines, Re{?j,.;tered ;Vurse SUD-'eyor Particip<ltiOrJ Guidelines, Tem)) C;lpt;dn 
Physici<ln Surveyor Participadoll Guidelincs) 

• 	 InclltUe how rhc ~D1Te;'Or~ arc fral!1ed on Calirorma\ C0111polllld1Og rq___'1Jla[j()!F and \\'Ollkl rbey 
be abk ((l dUcTITline if elw j!hnrmacy is c()!np]j:~nt \\'ith CJlirclrnin lJ\.'--~, 

1£1-':\]1 Rcsponse: Sllrn::Yor~ engaged in ~lllTC',' of llO"pnals 10 Cahforilla ,,-ill reccnT audinonal 
fntllllllg relalCd ro ~url'c\"lng agalIl~1 tilL"e s:anJarus. The Clirr(nr plan is to conduu a 3UL\''-'j-(lr 
ua;'-';l~l! \\·t'bUl~[ for FiL\P rfospiG:l Cblpccr 23, Phaunac)' ::)c:cyicc/:\ fed.i.cmiOtl Usc \,-j(h special 
FIJCll~ on thl: addlrl()nal Sccrj(Jn~ 25Ji-+ aul 2"1.(1.'), Supj)~cmcn, ["or Calif()tnn IlospHak 'fhe 
pnmalT ll1SUllCf()I' \yill be rbe .\ndrc\,· C. L()\\T, Pharm.D" DUcC[()I of Pbarmacy for ,\Lum-head 
RcglClllal ~lcdlc;\1 C,rn,r, C )lton Cali FI))"[11a, (me {)i the I II; A P '(lccredi(cd hi )~Pll:Js 11l Calit()tnLL 
Dr. Lo\.,·c \,'a~ abo engaged III de\-doplnCl1[ and rey-,_e,,- (if dx' ~llllIJkln("nGLl ~eC[\(l1l~_ 

\CCi.'l'l <111C<: I).\. major Cdit--ornm payor": Recognmon of rbe aCCIcJinng agency by in lca~[ onc California 
bcaldLCare: Ila)'or~ ':c'.g_ f-I\IC h, PP( )'" ]1B( ;1-1. CJPI~RS) 

HI':\]! Re~rl)ll~e: f-lF:\I) i~ iLCCC:llLCd b) dl~' follO\\'ing lwallhcJtl' pa:mr~ among ()[hcr~: ,\fcdlCarc anu 
'\ItdicJL(I, Blue Cross of CalirOr1llC1_, l~lllc ~hldd of CahfOIl11a. _\lcc1i-C\L, lmer\'alky Hcal(h Plan :~mi()r 
I I\l()\ I-icalrhne:r Healrh Plan ,:Seniu)' H\[( l), and Car<: ri)'~[ I Ie'ahh Plan ~~t_n1l)r II1\IC);. 'rllc progtalll 
i~ ab) tecogni;.;allll Cahforma SUK SUtu(C C,\L \\-EL & Jm[ Code l-tr'143.2() . 

.1, 	 l. mll1l1()luJCcd ;l1~p,cdon of CaLiior;lLa accrcdi[cd si(c~·- The' board must conduct unann()unceu 
l!l~peCnOlls of [\,-0 or more ilCccccli[cd ~nl'~ atld rind dmol" ~:(C~ in ~:lli,fael'lr:: e01!lpliann~ wilh California 
la\\- ,1llU !!(lOJ pn>tcs'l()llal pracncc. 

• 	 Thank you f())' YOllr lis[ of plurr:lxw.o; pl\'.o;em': accrcdl\c:d hI" lhc ;\mcncan ()s[C0pinhic 
. \ssocia[lol1 Hcalrbcalc 1 :acili(les ,\cu__ cllitatloJl p[I )gra III 'J IF ,-\V:,. A~ part ()f Ihe l:\'all la[lOn, rIll' 
G()anl v,L]1 be conductlrlg l'Jndo!ll unannounceu 11l"pec[loos from ::ODr liq of accredired 
pharnlauc:~. 

J,\CA Compownji"g Ster:le ?ha,-"ace~:,cals\Res~onse to Jacice Dong 063Ql1_docx 



CaHfo;'nl? fTu:"pirab ! [FAP i1o:"pira: (h,11"":"£ 25';LUi(\ throng;-_ 2S,il--t.29 and 2:">J./1 [}f) :hl'cll:zh 
2;:;.1 !5.2() Ti1<.><c ,,'- :'1 bt· j!!U <:~"f;;i cd qJ()!l ;1 ::':q,t;i\lCC b,' rll,: C;,!:'hnma B"c:rd of :);,;u ;rue r. \\' ,_" 
hi''-~' ~L,r\'l'\'cJ "-.';10":: ;',Dr ba:'1z. ::h:::.:,,-<.:' 1S"II) or; ,huy,'gh 2S.i!}Jl(1 

• 	 ~nd~.1; '.vhcrr,,,,; ~LF,\P wd not\f,- t~:L' b, ;;rc :if rhtv "CL<)ltS 1l;l;':.,~cmp:J:":1CC rC(~lr::m0 t;lC b(\~,rd 

\0 :'0(11)\1 L:p V/:rh \,;,", lclSrWcr;:;n 

: ;F/\r .fl('"p,;j]<: I IF,\ P h'(:\J-i(('~ [c::,?(;nH> ,,', J.1I (;",:i.cic'nci~__~ CJi<:d lr1dkaring dw cUU"C((;'\T 

;H.::ion r;~;;'ul ~w rb; 'C Cr 'Her, c;uJ, dd'ict'nc:' c'in:,J, 

J:, \\i()\\'I::C (:\ f':;. ;~;'\Ti;llli;l :1I(,I('>C{);~, HL-\P C{"',,,]uct~ ;;.::,,:n',:.:, (,f t'/d:in<::, that}, ,:\ .:; JcfiC,~'llci,-~~, 
,:,tl'~~ :~(:, ~·l\:1 'dvl:c;u..: Condrv':b Dr '\~ni' .pAri".·). 0\lJi:1g ?l; i lh-\?' '<:r'(Y. 

: II' '\P '-\ ,Ii 11' ,ril\' ,h", ]w,,;;d (If ,,,1;" ~e:l(q.l:;; <'lc':(ln;p~i~'l:C, f«jt'j;;J\lZ \h<2 1-;;;,,,0 3) fc,llll~\" q' ,-dth 
a;; lr>pu:1F;~'l. \\' ,. 'xock; (,~~' ," '" full u,ndi1J();: L:'\ d of d,,' etL;; ;(:1:,\ COUI' pr R(·g~:;;r:i()!1~ 

L,." , 1(, ("( 'R 1715 0:' ! (} D .. R 1 '""S 1 "'" :ht: n:"Tn r:;r ",-TIOUS nc:wllmrEan:::c. W:t; w{)ull, 
/i,,() nodh- dw C~,'if,)rni_;; Sure 1:\n:l«\ (!fPb:o::rr::tq :f·,v.; dtnlcd (J":: \\lr!-,(:,l<:'-" acc::(,,:!,,;\ti"n oi":t 
i'l,;;lrn:uc,', 

• 	 llldcJ.~' l)()\\ r:1' \1' GtE ;t,~ur(' ,l,e w:(l'cctir;'d ;)!Uf'-::l,<lc: d,; J:l C< Iwpl:ann' 'Xil:1 C:dii()ra:,a L;y', 
; Jc[oln;;;.:.', to Herdc c)mFu(l'~dini-' m:J "t\: C,,'n::1,;.urn]''';:, lYl-cln.G1lrti,0J.t adh.:r,;:;,« ttl H ~ ,\P 
~t:\I1d;;,-d~, D(}c.; 1 n,:\ J' lcq~'irc ;t "cl r·2!~<;~C.jl1':L~ ,~; lw :--;;bn.incG or (Dndue: u:l:ml:,-,u:1C<.:d 

iun'~T~ l\Unnp- ~h(; ilccn:(".tranort :kriod?' 

11;;,\ p RI:'~;)S,: 1r',\p \,,:1: [-':'~U;;T \;::--t rbau:-:u~;~',- 1))"1)'· ',,-~o ~'U::\P 'Will! a Cf1P" of ;be 
C:;Jifun:" :,m;',' HoaJ ,,r- Ph:n,)~.llY, Lilinn:IJ;)1t \' J';lAIm;;c:; 8;; 1r(j~p;.lAj ( h.lrp.\;i.:, ,r J'1u~t:uc;: 
',_' ,mp"u: (1t~I,,-,: ~~df-.-\ oH:'~~Jlt('.'-r 

:< 	 '\l;ibv:(1 :lccr<~~it ;)l,r'-'<:lf<;r:.[l' p',JITUU>< :-!:)(l-fv"idenr pr.arm;l(l"" cc dis-il:k :'or lic<,:>:crc um~"r [he 
~,~,,'jk- (():-:,pnunc.:m;.; ,~ra:u>:" il.u,J ,1CC';,LutlQ:: "bnlild :,<: ;In.ilahlc {(, bo,b n:'~ldc!J[ ~;;d P'-'H­

)"ccj,:cnr p;:;.rm;iJ:il'~ 

13 F \ P H.(:'~:"Jq::~ I n /\1' a'__ "..'f(,",Lt~ ;,i:;lnn;lciv~ in "" I:n~o;:u.l~ i"::~·' .~o r!::,-: Uniu:d Sun:~ A cop\' of I;>:; 
w:,mcJ q;tO,:;u-J} 'N"', ;>~o'iidd wir!' ,jllT :'l.j,Lll ;'rpLC;l;1cn. ;.::rAP ~~,'~!,in; Ch:10tu: 21\ P!'J,'1KjL!Cl 
\f:1Z1 'fCPI:'JD:DICi!fn'\'!'''F;' 

() \ I11na1 :<ll;),~,:';C,(\1l "f E:--: tif ;:cGcdm:J ;)<>;11 d Lc;.:rt~,"d t:v:;L,;",s: CJn .L" :tt1!:c,A: hlS!:;. no :;w:r :11':1: l:L' : 
::1 L',IC:, :;,',i(, >til ;,,)],n,n'd ;:cnuii:i:~y_ ilgl'JKY s;:;dl ~"hntit a :<::)0[( t'J I:~: Li);:[l~ b:1U;; ,,:t h"c1td~lin:u,<'J 
i'Ji!i ril''; 'd1:!~ lun' been acn'cJic"i i L:'i:lg rile: ritA 12 m:)mh,. 

1: iF:\» ::{:'-'POI!".;:; ,>-lIi,\P \'\'ll! prm':Jc ;l.li~r;Jf' hClL,"c~ ,1 1,;;t ;,;1V': bu,,",, ~cc'(ditc:'(1 dm;ni~ Ill" P;ht 

e:::Hld'F, Ul ,,;-1 ~l11rL:ll11lt,,;;., 11" Lnt't: -:-h'7l; J1J1~ 1 (,f each y<'TL 

! r'.\!) unJ<:,,,~;ntJ,; rh:lt if ;lP;)!()ycd, LAf al'pc:-",~l \1"til ()C t:;T;: pajr)":' of [hl",<.:: rc.:L'~, ~_~'--< ;'ppr;:':;u 
!,t\ 'e('~s will i;,dad~' ~JbO:.i\",I()il ,-,f ';ur (,;''f)(ln::'(;' !, ',: 1he l ... c,__ n;cmg Cr).:),11t;1<-0' \ f~"nitlg ,':l:o ,\-\L ma~,;,' 'hC:f 

http:2S,il--t.29


C 

l::n)Jl1nk,.'J~\tio,:~;H tlw :)(),j~'d nlcct:!l),!, CIJT!ClHI\, t>::: Ja!C :;;C,! )ucatin:: f:y ,l,e n::xl'1iln;~inK COmm:rtlT 

n~;"<:LnD; nil:: l:ut bet;:) ;.;,;r PJe,:"C' kr::ep ill'.' lflfor::1cd ',,';:el1 thIS. :lu..: :" dtr,cl':.,,:rL:>J. 

:1' :0\1 hayc '1ch'Qi,)m aiJ"n, \1:::; fL;.\P applied,,:>,u for t<;~(ognitin;:, flY x;:;:'' 'on rhl~ ;:ll,dh:i,;n::< IYHtenal J m;;.y (I< 

J>'''hT,Cc1 Yia r';::Hl~' JX " ~ :2>202"'·'~J{i'-j or \-;;] (·,·~lJ.il ill p;rUFbet@hrap,org. 

(,,:')r~,c ,-\. Rcntlle! 
Cllie-,~ ()?Cf.) <:::-: Officer 

"'li::1"d J, ?ar~k;, JD, C,icf Exc<u:lY,-- Of~jc<::r, H~"-.\LP 

':"'?51.".;I\;c U. H",,:)(:L DO, Chair. lL:n:- ,lL! uf ~(;alrhc-.Je i'lv:iuL<.':C, _\ccn:di:z.uOl1, Aml'nG\:1 

(;~f<:(}pilt:-ck ;\s:;()(;,3.rion 

4 

http:alrhc-.Je


I EX1'LMi;\T10N 1" 
L==== 

25JI4.011-·· Julroducti'JIL -I heN': UFi\P 
S!i~ IJdnrds for C(,nlj::()uml'l!g Slcrde 
Prep<trnti,m'> lire ::wss ,-derenDed 10 ~hc 
( ';nHu;:1ia evcs or l(cgHh,li'J!l~ (U 'R) 
S(,;,:lipll i 6, i\llld~, 45 CQ(J!jJ('cmd;og. 1715 
();HlP()lIlld~H!J. il\ Li;;cn&ed PLarumci<:N 
!:U\1\lgh 17J5.& CompoUiuLug \)ualJty 
A!l."unc!lo:;. 

Se!F.:xpilllliltO/y. Thc~c SIIdl(I\;ld" ell;: scm::':: ';dllW 

through revkw ()rHF/d' ,':t.'1n-:nnls 

2').04))1 :11<°,1\1511 20 fJ4,2 Q 

25 (14.01{'o!upUlmd.t!!l; in L.tf_.emlcil 
fharmntft·s, (E!lcUivt' 07H)6.11 0; 
"Cma;";)l]l1ciiq}," llJ0mS my :J~' ttle fo;bwmg 
l~cliv:!ies occcl.;-(ng in ;lllCcnscC ;>lnr:l1acy, 
ljy or llHtkl t~l{' ~lIpf'rvjsi(),J 01 [t hccn,;cd 

plnnnacisl. punu~m Ida pl'es:rir:!iorl: 
Hi eel{ 17J,'i{a) 

Sf"!f.cx,)bllUl!;!y. tlOClIllll'llts and Obsuvnlltlns 

L Verify lila! "Oil'i',)u:ldillg, u<> deTi)ted, 
o.xu!s under IlL r,trel '.<:<011 \)( h 

lic~1l8(d pkiJ-lllil\,i;t. 

:'~!~~ir 4 ."/4'C:,), ,",~ 

!'ell! "(]np:i'\'~l\ C 
4 ,NU!H,:nlllvbmce. 
:,g CC1!lp"ulldiJg 
WY perf01H!uJ al tJ)~ 

Hwillt,Y 

(l)/tj[crill;; lb: d'.:s<tf:,C nUll DJ (!cti"'-~ry 
sysh:J:I o":ldH,g. lC CC:'" \735(\1)(1) 

J. Verify llml lire lhc;lity ,,(,ltc), (l.J 

t:\1:l1p';JJtdi,lg. ilLS all ;:luLcnl;; rcq:.J!'-c,L 

(2)Alk:illS t1:e s~rcng<\ efa cil'-l;;; 
:T)'J(a)(2) 

16 eeR 

(3)C\!H:bing om:;;unel;!s qr ;K:. \!f', 

inr;re(hca[s. ! Geel( Inj~ll}(3) 

(4)l'n:ln~i!lg:,. ,jru?- p'.UDUC' fro!l' cLcmioL<. 
ur bul:, rlmg SUh!ij.aIIt'V~, 16 (:CR 1735(u)\,1) 

E.>:.ccpi:D.1S' 
"CO~l\i)fllm;;jng-' does j)()! i:lGlcle 
j e(:D,;:;.liltr~j()n or <I Gm£!, pl1f:mant :0 a 

m[Hll.:f.cll!r~r's ,Frectilu(\) ror Dril!. recta', 
\ojl;<:ai, ,)t' iilj;ctablc xlmi:lis!J1'Jioll, IPf 
ekes ,t iac,'nlc t]blcl qpliui,l;? 0'- the 
lI;:di!i"!l 'J[ llli\'0r:lI)l Hgcnlls) 10 ;-;Ii-ml;ce 

,;alalallili:y 16 eeR [7 JS\b) 

~tl~O{~)--·-·--~·--·---------~,C.J~c~ilJcli;;Z~n GJ'8~:i !:!ies /u;credi!a!io,\ ['w!::r;;m (1 L7A"i·c)-----­
!hTrcdilrlliUH R<:qu;wme1\l '; l(Jf IIt:adk"'lfc hK:llitit'8 25,­



rIJAR!\!ACY &1::l{YICK"!1V!EI>1CATIO~ LISE COMI'OCNIHNG STliRIU: !'1{tl~I'AI{ATlO:-lS 

"C'lrl!)O!!lKLHg" doci> IiUI (ildude-, 2~,-,('pl :1) 
smnj[ qHm:;ilit"~.;; u;lder linuer! 
fJ[':um,lJ2nu:,,, (le; iJFtified lJy (] ~p(;(;iI;<: 
~lclcl~ll1ellled lush",); 11::(,:(1, F!':";:,lnllieF (;f ,j 
cctllV:Lmkd Glugl)!uur,~ lhat i.e 
Wl1uHGJciaily ii'.;I,bbk;11 lb:1lnal'kcl;,iao: 
01 11m! Ik '\I,~~II[iaIJy Z \:opy of d drJg 
1'10::1>:1 Lml i~ ,-'Ollll'w;;;wFv ;1\ (11 bb!c i., 
(ile lr.a:'keip:ac,-,_ J () CCf{ I n~U;) 

':'1)<': pm,UL?:en a'ld rcquirt>.nen!f sl;Lf;(~ by 
:;L~ Arlicle 4,5tS{'Ctioll 1735 L:!-:Cq) >f\lJy 
to JL ;OIll[JOl'lllhlg pr,<;~i(;l'S. A,l\Ub)flH.j 
l'nnJL.::en' i))l{i ;"'qcilemcilts nppl;(1IJk 
-Oddy Ie '<lei i 1(: iTlk(;tt:ille compULllldJ J;::', ;liZ: 

'1IJld by Ar.:cle 1 {SCC!iOIl :71') et ::eqJ. 
1(1 eel{ !Ti5(di 

25.1)4.02 r~!.!uprIlUldiag J)dillj(illf.l.~ 
(!~r;t>:('.[i\t~ 07;O{,!1O) 

1)')fIlIUNtlS nod Ohsvn:diolls ~,;{"~, < NA 
I-ll!! C'omp(;all1.;() 

'I ile rl:lowl1Ig UenlllllOlJ'> ;!J1ply 10 \};,; I.Verify Ihallhr pn;umacy is using lil':':;;: 4 Nl,jj-c:myliuKe. 
comp',cllrli Ilg. ~I;:;h .. ~ti",<;' tleflllitwlIs i'l t!lei- policy hi' N,_\ Con:poundillf;; 

CUI II!'! ,\ ,nu i.lg_ HOI ;'clfol (L.:d mlt.e 
(<1 t ::1legril y" i neClilS 1~';;;nti;;; \ n 1- i.'oienG}, hF:Eily. 
ullLI :11;; ()/IHaliull oatc J:~)tcci nil [;1e InhnL 
;(i C':,'I{ iTiS.: I,~) 

(~1fP()lt1\lty" nWHlIf ,:£~ive illgredien{ 
"'11'1:':lgll: within +!, 10% of Ih~1 Ii!'Y;:cJ 
nm(\\lJ:L I(iCC{ 173).1(l:) 

(Z')'"\)Uil.!Lj ,- I: n;ii!l~ the l1b~eu-e or h;U,l)i',,1 
!c\cL; ,;f eOnl;II~J iWIll[S, ic:lmlill1.4 Cllh, 
plIlrid, ,)t d(,"t>Il:pP.~CJ ,~ub:;tan¢c,~, Hwl 
In;e\\C() u:' adjv~ il:gr{'tiients );her d,ale 
tb'~v !lULce <ill (ite ;llbd. Iii CCIt 173 ~. j:c \ 

lIenLho(c LlCjJjI;es ;\c<.;H.;dil<llic:! ",ogrmn ~;lr!\r) 


'\lcr:,j,[n::Oll !kquif<::mcnlti ;'or Jlr:~h_hnlrc I'llci;i lies I S­
1004 



"I-IARMACY SFRVIC.E--"/l\UUICA'I'ION USI'; ~ COMPOVNHI'lG STKRlLfi: rHEPARNI'lONS 
l?llFl'lell~'i~ f!ll C'aLlhJlnia l~itl\ls) 

I~ S,A'I'Almli LLI,ll'NJ I EXI'I i~J'-!/\nOf-' , I 
L 

(d)"Strcdg;:j -, jd<~llnS "frutml or ::le!) vtJ 

j,)g[(~cljcl1' yLr HI); I era ~~<11;lIY)unilNl dl ~I g 

product_ JfJ eel !73'i !(,:) 

25.04_03 COitllliLl!uuim! LiI1lH'JtiOllS 111lU Sdl~c:xplmm!(wy_ 


I{Nllljrc.!lIelll~ lElb:ti"e 07/D6I10) 

EX,,"},l lL, .~[lced!itd i.E 25 ;'"1 :! IE);;(pp!iQH.-;;, Ver'l} U:(i( un .irug pF,dih'l J~ 


Ihl d/Lg pro;!ud ,~ha\l be ,_cmln~(l,kd !'LOr COJl1l,oun,jI'-AI r::i()l 10 't'!.:clI:' ofc-, 'dilll 


l(l feceip! by a pllllrilmey (,:'a -,<;,lifl Im'M~rijlt]"n. 


pfCSn~PlJtlll fOfEl' in,I",:JlIld pf,ti~,l~ whc,f'; 

the pxscdht'_! has ~F;mnicd U$ce ul ~l /, V('[ify >lH it"llmiled (!Uhnlities ,,/ [l 


cOIllj!tmndtd d:t'g WD,lcI<.:-- ,:;IIt.:r lutHy ()! Hl ~-omr0nmlcd tin,!!. ;1J'OLluc! i:; p:el"m:d ~ll 


wri~:llg_ Wh(;fe- ,ll);-,n)vaj 11': give. 01-::11)-, JdvallGC (I r rer-eipl lirll :lal inli fI,C'\.'ci!(,; 


([lil! aPFIO'iiJ,1 ~jll1H 0'0 Il"~':;~ ,_'11 lilt: prescnplkJ: il1::11 ,he "palll!;y i~ base<: ,Jll 

pll'~n';p[inu p~jm tu nl!l1!V)lUldi:lg CL d0dl<nemetl !li~tnry of p!C,;,,;r:pl,PllS 

16 eel<. 1735 "~\a) for qUil fl ;;i~el;fk ;;3tCC-lll !Il'PII h'!ion 


/\ l'!mnthilY !!lay plqll'fC nnd Slon; a :m;ih:u 
-:mUll i:y pr 1I ":CJ' I :)\lUllde;1 Jrug ;lrod,lt-I i11 

aci\'alW(; u;'re:dpl Qf ~ paI1cdc-spedJi;; 
Jlres<ai!,tiufl Wlk";: fl~ttl t>o:dy III S,W;l 

qum:li:y <1;; i_,> Jllxcssar,:' h) en~Ule '~Ollt inud_y 
of cafe re,r (Ill i;lenijjicd pOF_dalhhl of 
F(\LC:ll~ or Hie phaHO;tcy based (u a 
d0Cu;m;H\cd history d- ;lf~'>\--'I ;p~lnllS r<); JIll( 
pfllien[po~'HI'Ji,,!._ 16CCH !?1'i.2:b) 

25J}4,04 Provisioll of C<JwpoUlldt'(lllrug- Sel r'explanniu, y_ Ilo( UllIl'Ilts allf! Ohl>CfvatiOIlS 

I'nl(incfs in J\ Prcs~THH:r for Offic0.lh-e, 
(FHeeL; vc !)7:0MI n) 1< VcrJ(Y tlial if t\ c\_HlpOUlI\ktl drllg 
A "rC;j~0I1,Ll'lJe {:l:antlty" or H (;PI1'Jwtl!l(kd pjwh;:::~ j". rllrnJ~hed 10 iI p,-cxriht_" jiT 

dng pnhX('~ IllUY be nil uish,xl I.u " p/lic;e usc ::1<11 if: 

ple~c~lbR'r lor :,iTicc usc H;,:'H IU:H:rib01 
OJ del'. \\'I1(';-e "rt;\Stma:;le ql'<lllll:y" is 11>11 <i ts sl.JidCl1t 11 q~I:t1\Wy fiji' I;\C 
:m I;)ll\\: ;);. ~(; ill ~)i)tlll(kd d t I 'i: jn () (: lIel I inl: palielll(C:! 

1", tdl!:Vlmb if- CJ);,'-idc! ing tllC 

~.-.- ._ ..- ..•..._ ...._-_... 	-.-....-;c-~~ .. ~~~.. ~:;-;;-;----
lUO:) 	 Ik;;Lhcilre Fm:jlt:trl< A:crer1!1aiiul\ I'mgrzll' (nrAI'; 

ACC;,t-Jita:i(n Reql\I,;~:ucnb T.~~ ]]ealth:ac !-:lcililw-; 

! r2";;\~ 'f :\lA 
! = ruL COwpli;1I18e 

4 NIJ'.H~Q:hplL-uvc_ 

NA (\\J:I;iount1:og 
Itul pcrh)ltu:d al the 
fU1,jlity_ 

4 >lA 
I c:J r-uIlJplirl:JC<: 

r1 = NnH,:A.,n,pliuw:o_ 
"JA C:OLV;'lIHtWg 

Ill!! pCI:hrmcd:>1 111(' 
radit), 
cd ~l, il:~ ladli:" 

1 



l'IIAUM 1\(, Y ShItVlCl\:.S!i\lIiJ)ICA nON l)SI~ COMl'Ot iNOl'lG :'.Tt:lULE J'HErARA'llONSM 

{; lis sufLl'iclll fo;- admlHIH:r:Il:on 0; 
(lpp1:c:Jtion \(> p2ticlll~ i'l lill' jJn:S(_! :ber 6 
ulficf', <i; fnr diHlr;hu[iOll :l~' not aKW than a 
n·I~QUl' ,~l1).Jpl~.. ~" Ill<: prl'scriloc:'s p;;i:erb, 
<3 estillJue(\ t.} :he jlH'snlhc_[; fwd 

(J)b r:'.sopnblc CWI.'iidc! i.IF Ihe iEt;;ldect 
t~qe or UK e<;npouc;,;d Lllcllk"lioJJ. <IE,' Elt'" 
Imlllre or lhl) pi cs;:rine!";, I'!'acl i(:e~ nnd 

l3)j7,Jf jill',' jll\Fv;du:1; ~jrc.~crib6r n~l(~ for all 
pn::scrilwJs lab::l;1$" wIH1;e, i;;;1!\ HIl:Ollnl 
wh;:'.h ,ile plnrlllm:y i~ ;;ap2bk n:' 
00\\l1l(."u:;1: ng in (;umpli,uGG wit h 
piJiUl'Hl.:c\.ui(:a! ~(anr::nk lin I(Ife~~I-i\:r, 

~):)[(;J1(:y, q\1&!ity ?Jld ';[rtr'i'lh of Ill>: 

cwnpuulld,\lg zlrJ~' IJPthu:!. lfi eel( 
1735 2tC)(l)(L)~Jj 

25.04.05 WrHtell ~VllIsfl.'r Fon~.lUja 
gcwnL CffeGlh-c :mOt'i!l0) 
A d;'q; j)l'ori1WI sinH 11/>1 ~J(1 cmllpCLl1ded 
,ILl;J Ille ptl~"'III<1l'Y .l;b i'm;[ pr2f!<l1?:<i ;i 
wr;!\"~1 dFhkr fU!llltti" :'eGurd hI! iw.;lu\l"s 
,11 18~:;lll.,: f01J()',vir;g ;;Jt:I"jf'!HS: 

(l)i\c\;ye i;)greJL:llt-;.u h<: \l<~l'(L 

~:;)lnHcliH' 1I1g:,,;ciieu j :-, \0 he 1.1);10-(\, 
ClW.OC0SS an(J'ol" pwc:dmc t:~(ll'(> preplll'C 
the dmg, 
(1)lJl'n] j ty no-"!;:'>'-'" r:::qai. cOd al (;wh ;-fj'P in 
prel.H"t:/(lll of :;!(, Jrllg 
(5jPn3(·c'Q!P(lUJI(] iug plvn:.~~ iiI' Ill' ,e",-Ln:\1..i 
[(xjuil\~d, if:-uy, 
(()) r\; 11 ;1"'11 :Oil dl (, Iljo: fl'q \I il\oments, 

16 CC;{ l7F:!Hl( Hi} 

.1I(:I1Jett IISO:: or the ;nedin1(bn 
~. 	 1s "';(h:llll\~ 1:1jl"hilititS o[(]w 

p:mrmacy;uJ\(lwin!!, 
pili;rl1ln\~oll tk:a I <;1 ill)(iM'. ~ 

L 	 Verify HIlII iI wriclen llU:1Sk:' 
f"n:l!lla n::::w:i ;<; t'lt~fXH'(:d Iciar 

to tlrq!. :lroduns >dHg 
<:c:UjJOP:l<12(t Ilw_! iw;!;"ks "I (! 

llIi ',ir:m I1l elt'li)eal s 1"';" 

1 NA 
. Fun ~'OH!p!i311C'8 

4 1'<0" -;;omj1(I:J:J<;e, 

NA C(1)lpllludinp: 
CJi p<.::ri"i))111H\:11 ;:iC 
flU!;ty. 

:?CV'-l~~~~"'~~~-"~-~---" -.~~ - "llc~:':'J;:'c:":":'-;f;:"':,;;:'::il:ic:",,:.;;':c:c:',:,,~d"jt:,:,::o,=,'P;;,,:',,:,,=,:,c:,:"""F"AUj")):-­
Accrn!ilr.lioll Requ;rem;;>t:ll ;01" I k;.ill:;;nrc ;:;l ...:ili(iG~ 	 25­
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ScordN(; PROCEDURE ] 

25'()4.0& ,'lnst.'r l'ormulll Ri'I:01TI PH 4 ~~,\ 

Prescril!tioll. ;Eff{'ctivc 07/00!, 0) I'-ull VJmplku,~'e 
Wlt<.'1C ,: p!),)!ll;;WY Jue,: LId rouHEdy L VerlCy whniler IJ!~, phnl'llta(;y '-I ,'-' N'1]I<CI'I;.'!.iaUCc. 

\XIWPOUild it ;Jarl icub,- Unlit p.Jdud, (l 1 e Lih oIVnl.\ilun" [u n:cmd H'e NA LJlltPOI1JhJi:Jg 
ma,~k" (i>muia l\~l;;-'nl rOt 11m! PH)t!UC+ PI:1) 'PP,,!I;f Jo_wnb un the ppi ;1Cdt'J :lJv,1 af [,18 
be H-'COl\l",t! en In," 1-'1'(,;;;(1 i[lli,~,l' dtKlm:t!l: P'\/;"t:! ipli('I: dV(;IlIllCIl[ i!sei L fa,:.:!ity_ 
itsdr. l() ('eR 1(,35,21,:0; 

25,04.1)., Rel>ptlltS(\)iliiic~ of tht: Sd F-cxplnill:ll:Jry_ Ooctlmelll'J IIml {lhsen Aihllls ! r~;;;J 4 NA 
f:ltarIUHd<;L n'Jetlivc 07i:.J6I j 0) ! -- hllll\)l1lpJhllU: 
-I->e ~}h(lrnMCh! Ilel ;;~fll1illg <.,r _~rp{'n ism;.!, 1_ Vvrify :Lai U:;'r;; iil il i,fJaI'lHU('j,;, ,f = };Utl<;mLptld:1CC. 
C.)mpct;l:ding is r~qol1:i:h,c for the j:;cillificd fOf nil ,'I'in~ lJr~'I<: t~i"_ r:omp:)\luuing 
!l)iGyHy, ;lOk:ICY, tfl:~:i!'y, 11m] ,alwde,: phu.;lnacy. LO; pcr;('rm0i n tlK 

stl ellt~t!1 of Il c1J1upnunr:cd drug,l),oduCI radl'l)'. 
\,Lljj il is dISPC!hcd_ ;6 cell. 17~5_2(J) 

2S.1l4.!17 Storngc of COl!1!HJllHlling Sdf-exphu,;q(ory_ IhH'lUlIV.llls mid ObM'fvatiolis tF~ ,1 >V\ 
Cumpolle~lls, (dlcdive f)71CU I0) J "" fdJ ';'llllbliiil~W'__' 

Al1 clien,ica!s, L;1I1k unig ~1;b~Ll1It:;:tl, ,big 1. Voi(r Ib.:_ c(~Il1]lcrm:lillg ;j = NUH-C»))'l-,_li;llw,,; 

rjl:JI:~;r!1, nud u!ber (;"'JfJ()llu;t.; H$et( br l'()I~lpom'lIt,; HlC ,,>Iote:: ::mllk,cd ~i\ C0,up0t:m!!ug 
Jug dlm~)OLllldh;4 511111: 'x: s[mcd cwd uscJ ilS f1ppl0!;~i:lk 11<;~ fll;rforHwd ?i lh-: 
llcnmJmg ;C UlI1/pcc(licl hlld plLer I;h:iJ:!y< 
upplicabl" rC'lLjre:\lCllt~ :u UU'l'taiE [heir 
J1frf:riiy, ;'(llen.. y, tjw:li[y, fl:V.! 'lIbcicd 
\C'e,tslh, 1(1 CClt 1715 2(g) 

25.114.118 Drug EXHjullilm Dllit'-... {I :·I'fr.~:jV(· S.:U:"cx.pia:l[[(y Y UUl'!lIIICuls alit! ObSCfVltilolts i;f' 4 N;\ 
07/(l()/\tl) l '" full cPlllpii~J\ee 
EVf!Y L,:OI1I~l'.)!mli('d fly!!: pru,hwt ;;lttll 11", I. Verily dn: q[ cumpGunded 4 !\on -uJll'plii\lJce 

f;IVCll fIl; t:xpirntPll (};h:; rcpresctllng ik, Jrug lJTudtlGi i" g;VCI1 :Hl :'-JA ~. C:WHP(lUlld:llg 

date beyoJld which, i;; [he pluf2~siOld e,\;,:e-nliull dak Wi! pcrforl)w:: :'\1 tlR'_ 
jw;!;menl uflhc phamlLT,t perf;llTlJII)!, 0'­ '1. Vtf:;)- Hint dalt' j:K" nd faciEty_ 

~~l,~erV\$il:g 1];,0 COlHPOllll,iil:g, ;j should Hoi eX(:r:"d [ED llny~ I'IL2i'S 

hoC esed. 'Ibs "beyoillJ usc dale" d'the '!-UjJP,;rkti by ~~ahjli[y ~lILH¢$ 
:;"JHI'fHU(kd drq: :m)uud shall llO: eXCL"l.\! 
1[<;0 :lays flY' 11: I'rclllt~;::j;1 or ;:1': ~h('r:est 

IIcllj,:lGfll-e !>1Cili!ie.'> PX()P;'~i'Jl (Ul AP) 

,'\(;>.:;rcdi!:1!i(lJ1 ;{eqdti'm"'J~L~ fur I hA;l!lCare Facihl ic..; o

\ 




rUAI{1\1AC,\, ~EI{VH 'F,,')iiVIEDI(,ATION USg ~ CO:VII'OUNDING $TEJULE l'tU.;PARAT10NS 
(Sujlplemrut I!tr Cali/ofilia no~pitals} 

~~..7'".,~'•. ~ ..~,II 

____J [ "A~l'ilIW i ,LLMhN I l , I'.\I'[ ANATlON SCOR,N(l PROLEI !\JRE S(~OI{ I~ 

,'Xj1liTJbH (lme f)f;;ny cn_l!pr)lJrn~ IF 'Lc 
cn,;woupdt'd ,Irug jUJJud, ;In!::-$$ i1 longer 
dill?,:~ 0:JPPnJ1,-"j by s!<l~ili;y shtdies ()j" 
fi:Jis!wd dr;I~\ or <,_nJllpOIlIldcd elll1g 
prmlw:!s lI',;ng (he !<ame GO!Jllwr::~:,(s ntlt! 
piicbginl'. Sbm ~Cl datiw; !bl'l sd FJr:h in 
1!IIS s:IJwe;:liDtl may ~'<: lHE) ,rit '" dccn<>d 
a!Jpr'l;'J ;i!lt: in the pW[('}'.$iCIJal jtaJgmGni 0:' 

lk r(;~po&,ihle p!>ttCIll~(is: 
lfi{'CR 1715.7.(L) 

2:'i.!14.09 Rt'$!H-,n~ihi!iiic5 of 1~~ll1rllllldst. S;:!F--exyhtLf) .n;y, I f2~~ ~ NA 
(FJIect'vc 07/UUI<:}) 1 = fuJI C-l.ldlY;J(JJ\;;C 

nw pitnfl1u;,:i;;;; lh:rJofll;inp: or %rcrvifi;!g Verify [lu! :d<.: !ilCfc h; all <I =' }.i":h"nmplid:llT. 

"'ompowlding is I,,~p"()s;h~f- r(lj' 11K pWi)cr kkllti;lc:: lcsp(H~ibl<; ~";,\ -- Co;u!ip\mdini; 
PIt'pUH.t!m1, hibdj,lg, s!uug.: "nd ddtvc,y I'hml-,laci.'I, no: yt"d(:l'ln¢:1 U iL: 
of tile. ~'onpudr(~ed dru~ P!.:dtlCf. lad!:!)'. 

16 C\,-'R 1 H'i.7(Ll 

25.0'" Ii.! R)UlfUlitg,\i Se~f·jl~~!~lu.:nj . ""'~, r'-;'~'.;:\ 4 ~A 
Flinn. tEff'e::;jlfc ('7/\)6/10, 1= fell 'JPIn[1:iHl;t' 

Prior le ::Howint!. En)' dl:lI;; ,)loduct 10 be 1. Vuify ::1(.[ ,I f-,e;j~'\SH>'''li1eP~ .:! -- NUL-(Umplianc:; 

e'll1l'uUidc:d in;1 p;mrnHlCj'. ,~H,~ (l!wn:1<:c.iYl­ n)fJn Ins h2E"11 "(Jll'plcL,ld fot NA = Sh'f:k 
jll~cllHrg'" 61),11 1COJLj![;.:k J 1clr.nS~C)Slnt"I;1 ('etch pjmhnl1\;i,!:~jli-cluHg-.;, c'-'llIpou:vlinj'. no! 
it,!!\( [VI CnmjK1\llh.!lng ph":T1Jtje~ 2. V~riJy 11;,\1 H.;.;H~a,~,~eSSllji~ill p'>rL)TJllL£1 
dtlvd{)puJ hy IJ", bo"rd of plkr:l'~(,.Y (rw 1'1 lo!"!\! ),a,{ IX":;l ;;cHljltel0d 

17nt-19;','v, 10/(7). I'hal !"(";IVI ccrld,ll' ,\ t:lel'el,n<:r "<telr O{'~' allmh"}p.~d 

[i(,,1 s<.:clio'} ~pplic.:'L'Jc tc, all <~('H!pVtlmJi.lg, yeal, 
:llll.t a .,ccond ~l,,<.;ji()!l :lPJ)h:1bJe It) s'ni!c 
il\:t.d2bk ;::()!1\jwumLng 'I ,J,; fiLsl s,~IJ!!'.!r 
!\IW;, be com;,k~~'d lly :';te ;)IUrmdcist-itl~ 

cL", ge bc;,;n: !lily sterile ;n:e<["ble 
COIl:PCHtJH1;I:II, is p..:rlill j),cd in lL:: pJ,i!:II,ilc:y. 
'I'he :!Piilicahlc ~r'dion'l or ,Ill' ~(~;:. 
,'~~,',;,;menl <ml) ~'JhstqceHlJ: k· Q)l1lpkted 
hc((ne ,:u!y IP:' odd~mrl!lb~:!I..,"\J ea..:h :.'Car, 
within '-10 di'')'<\ t>l' til(' siar! (J~ U dew 

... _-_... -­
~--------...~--... .,-,-,.-..,.-~--:---c-.".--:;--~~---

Hnllthcare h:wdilie~ Acc(ctii,nli,)Jj PnJgmm Ul;:;\P) 
/\(;CltO~;ilnli()l_ Rcc:uiJel I<;,I!$ tor :-!cullheare raciliv::~ 

2009 
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PI,IAR;\1,A.CY SEn.V lCr,s!MIWICATION USE - CQJ\lPO!.JNlHNC STEHIIJ~ 1'IHd',-\RATlONS 

f 
JJ 

j1hf1r:l1d~i$\-,Jl"C::l"l"g:,,) wi! ,YHhi,1 :10 days or 
t!l(' i$stl,\I;ee cf a ,ff'W pi);tllll<h-Y :;\';Vl\~ 

The pnm41,Y pmpc,;e ClC t!le ,'idf as,'i(5;mcllt 
is III pmllu;c CO;)lpli'anCt' lhlnl'l:h ~dr­
e,'~\J1llJn:icL ilHJ cdun,~i(J!l 
'6 CCR 17]5.:(1) 

;klthocty :ithl: Se(!j(ll1~ 4(;)5 an0 "il?-'}, 
Busi;lCIiJ and T'rofeSSlu!1S C::>tk. Reren~w;-t: 
Sc<:Lit:lk' 4005, 4().':)(" 4U]7. 105 J, 40J 2. :'-I,d 
4127, [lll"U<"td and Prufb.,,:;:>Hii! Cr,Ce.) 

2S.0.j,11 ilfC!lnll!:et'PingJIL CmnllOUI\(led Hm:umeni.'; 111111 Ohscn'.tti(lJls 4 NA 
!1Lltg IJ n,.h,ltK ~ ~,:trC'\,:tiv0 (J7/(j6!; 0; l·~ Cull cOH:pliallcC' 
POI' l:ilr.:h CU)d;;;modn! (lrug l'f(:da,:1, IL;c L V(,J'lL)' tfml for e1.,)! 'I NC;l1 ,,:)m1'Ii::l1r< 
pb;macy ,u:flJds "i:;Jli ird,ldc '~O!Hp()~lI1derl d;i:g pm;lucl lhe NA (:O~IlIWtl\KLilg 

(I) rlle :\Ju~to- (~l;'lllllh I ccwd_ pimnnih:Y "'econls mdl1de the H()t ped0rmcd al 111" 

(2)The duk rhe urug p:ouucl vvn~ tell (10) items IL,tcd. ~hciJi.ty 

C(Ul!Nlnt::d. 
(J)rbe !tknlLy o:rhe pIJ1TMD)' PCTOiQl1JlC; 

\\<ho ::UHljl;>lIUdcd :1w c!rug pro',:L:'t 
(l;;he dClllil.y \)r ,It', :)hamF.;~i~t rcvi<?wiHg 
!!l>c fina! J:1Jg r:on~I(;t, 
(5)Tlw qllnm;ly dfeac;h C(lwpOLcn: U&ed ill 
::o:up<l!1](~iJlg tl:c :-Iflig pHd!!;~l 
(6)TIIC !lnauJac:lIre! l1nd :01 mUllhcr of 0ilrl: 
00Jnp[l!WIl~. Ii the It:D:lr~,:\l;-':1 mll11e if 

~e;mHl"J ably ll!ltIVuiluhlt', I:te mmc efllle 
~lI]1p.i::;'·nay ,;e 5\1b~tltd{',j Exempl Dcm 
;llc rrclu'lcll1cl:i? 11: ::1i~ 1l~1"~l;t"rh AH· 
ski ik p:'pdllGt~ <,;o;np0!1:1Jnj 011 ,) ulle-lilile 
ba;;i.. I~,:, m;mil !ic;tl TIl j()j; wi [n In I\",~llly- r; )LW 

~lCl1n; [(1,),1 ,ilpulicnl itl H ilCald'\ carc ;~!dHly 

li;;cn~ull,J\d;;r ~fd;()H 12"0 pC the f-l8alth 
ami Safe!y Ccl{', 
(7) I 'lit' l,'qtl:P:l1Cll( w;ed jl] 1,IllILj!null(J;1!g lilc 
dn:g pr"tiuci. 

.-'~.--'---'77:-7:::---"'~- .~.~.--..~.~..~.. 

...\ 
1ka: til cm" fH'..'llin;:,' J\ Ve) etl i :,,1 iiln ;'"lOglilllJ II JI A P 1 
ArV!cdil,;liu 11Ih:;~:rirnllClll'i' 1lo\ !kl'.!!hc:mc [:'dlillC~ 2S· 
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:){}A p!laLnm.:V Jtl;i;gltcd reff'n~tlce (If 1(11 
,Lll1lber {Pt ~Lc (on:p;)ull(kd dIU;; pro~rm:!. 
(:J)T11(; l'X]l.u.! iila dLl" ~) f I I Ie fle); 
~ompo\ll'dcd (b.:; pw,Jucc 
~ :U1Th,,' q~j;-11111!y ,,[ am0t1J.11 0f dwg ;:rodu(t 
u),npolm;J,~d 

I() CC:l 17.; "U(t,)( j. ~ G) 

25,U4.12 Ht:r~.lf(l<; of CIJ{!ll!fJlll!i~~!!& Uu~nlllefl!1i nUll ObSli'naiiolJ.s I f\1:;'l1 4 .0IA 
!::9}}!f!HlIClI 15, ZEHb::liv:o 07(!}(l/ Itn t - I Ill' 0ump;i;1.lcc 
Ph:mLlc..'~ SittU ;1I:Jlntdn :'0C(), '~s of Ht\; Verify ILt' plnm:ldG)' JlWi!ll'll'l;: 4 NtllH;o'nplhltlc::, 
Fa'pc aG:lP~lli('I" ~Llmg(\ sud d\;sIHldIOl1, reGorch u[' ::tte HtXV1i:diol1, N;\ SleI'll.) 
(,f' chcm:(,ak l,tllk dmg SUG~hllllTS, Ilr~jy, siorage. llli~ (kc<!rllthO'1 of 00m,:()ulldillg ad 
pn,duc!s, and ((jml)uIJ(-'lI,~ ;he: i:1 ';0m;);)lulding c:J!l'pnnd,\:$ [IS pC! !UllfW'l.i 

C0J\lpUludini?' 1(; cell 1;'1:' A(iJ} Ls!;>!. 

25 It.:!, L~ CnmplIlIlldlng COllIPOIll'lI(S UlICUlnl'llfs lImI Obsi'l'vall.olls , ;inC
? 4 "" 

• i"",',J "''' 
ObfR.l~Jetl from RdiJbl<:.Sul,pliers. I = hili c"mplhme;:; 
(Fffecl: vo; C7/06!! OJ I, f\~ how ,2te :')Lu oU~~'Y vCI'jfies il. 4 ~Oly(;(lllll,;ilw:e, 

('h':uiGnlh,. ;c,llk dnlg ,wb"tnllee-.s, ,II-Ur: IJh;a ins. compotilidillg NA $;etile 
produclh, a1ld U'Fl?(.1t)cJlI~ \1;;<:0 (.: cpmpz.J;~lll,~ fm;uldwHc comp0U1ld,ug IIOt 
;:C!l1P0I10U lin;;; p;nduc:l" :udl Ix <\,[umed ~tlF;Jlje:-.:;, perf(ml1t'([ 
I('lll: rd(;ib,t: ~HppLe ,'I. The ,Urlll11iH:Y s:w Il 
"uquxe <Jill! .:;;;j!J allY Lvdlnb:o n::'!ilicalcs 
or I"J1H i:y (j~' tlImlysis n< dlCI):i(;uL,. bu!k 
d 'l.g "obu!,;m:c:s, prnJucts, alld 
C{)m;l:lllmll1I1sn! ill cmllpOUld(lf)_ 

Cc:rti~C:Hl(-S orp:_Jrity l)[ ~Itl?!ysi!; J <' llul 

required :'>( flldd'.lGls ~hm ;S'.' Hppr;,vt':: ~-,y 

tIle :Coull fmd I)f\l)!. !\drlilti~lfJ:i(u 

16(CR l7J') . .1(,~) 

z::; thU4- Record ({dl'uliull. ;'---~Jlc-rt:v!,; :-:;c!r-eXfl:aaalny, Hm:ultlcuts mHI OIHt'1 l'll(jOIiS I f·;:'3 1 r.;;\ 

07!t)f;/Ii)) ! hL. ,;nlllplial';;c 

;>1'iF'lilW:;C:; sil!'lll rWPlll"lll :ud f("Uln all i. Verily U:al rch':n:'oH tGe(,r(:s. ?IC ~ N()IH'o.npliiHl;;P, 

IT«()nJ~ ftjq,lrl:d by l:li~ ani;::!'.' n lile I'liLl113itk(; 1,\;) !'t>:.J-Iy Nt\. ~ Site! ih.: 
p!mrlHwy in 'I tLiddy rclrit'vJ~k form :cr 31 rdli,~vahle hUI; for a, te;Ji! GonlpcJj,dillg :wl 

-~ -_.... --,c;-;-;---;c-;.,,--,--.---=c-. .-... --------­
!-lcq!lItc;)l<\ Facliilies ACClC-,-:ilillilJl.ll'r:J\i!1Hll (Hi:AP) 
Accredilat10c !,{eql.l:rem(;lll" ro,'lkllII;I~uJc I':!!:jJi::[,~ 
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lell"4 Ihree Y<";1(';; 1I(1;n Il'.~ dale LIe n'u-'lu I1Ul'\: yens (rei:] Ihe u<!IC the 

WllS (;h:d,d ; 6 "XF I !1,'U(d) ,<,con: 'hJS :ren>_,:.i, 

(AUI!HJt11y dld: S~cli';l~S '~Oi}5 um: t\ 17, 
B,,~i~WS5 .lad l'n..lf,,>~if):lS Lc,d~ Ih:ft'n'Hl"C; 
';"X;;;0)1;; t[OiJ'i, WJ(:, 4(H:, 403;, 4\!52, iHcl 

4;~7, BU~:HC"S nlld Pp)fer;,;i('I> Cod(·.) 

25,04.15 L<1hd.;~Ij;; {If COlli.!)\) 1\11(11:11 I~.~:.gg 

Pr{lt!.~ (l iffecli ... c 07f(;;)! j U) 
In addil\DlIlo tile );,Ix:li\l;:: iLlllnLla!ldo Verify ilmt kbt'b qhUlin iilG 

t('(luire:i :mdvi 3U!;jJ1G~S ttl:;; rf\iL:~liit)ns yeL})!'!C Ilnnw(}) ,,1' Cv: prif<::jJ!~J 
Cnd<' sed!,:!: ,1076, the hl)(;; d\\ nl":ive iilFed;\;,IlI(~), 
'Almppuw\cd dftg j)mdlKI shall .;crIAin the 
genuk n:lFleli» oj' lhe pi iJld):l~ <lei iv': 
illgrcdien:(c} J [:. CCR j 13:> 4(,,) 

2:".04.J 6 R~~IJQn~ihle J~hMrJllacy .I.,t~tc{[, Sell-c"",.>tanlllvry_ 
(:2!E;,)iH:' :n:06/IC) 
A slate,HC!l! lhullhe drug I 'I'i he<:L 1, Vnify J1i~r f\ ~1-,.k'!1ui! j,,> 

(.pmpourJlkd hy ttL phammcy ;j;clll b..: itldl'Ju! nil the cUlIl::iuG H c.t 

i;lClmltd 0'1 the C(loj,,;m'! ;:>r OJ) ,ilO tt-"-'c;p: ,he fe,:cir: jlHlFided In tlie 

jJr(wided ",' (he pfdlClIi, 16 ',:CR r7J5/:{h) pr:.ll<:lll. 

1!t.lH.l7 Mill.!mulll Lah\'~~ll SlO1'.: c;:,plau\\lry. Docnmtuts amI Obstl'yaUO)l~ 

fUlliultit'rS, (r~!r0AJVe :r.:mr,/l 0) 
I )nlg I'J 0dH:~S eIJl1lp()(Hlcirrt ,Hlo Hllil- dllsc Verify ~:l11a:1 GI11I;t:ueJ!; HIe 

C,)nllli!h~n !Iu: are-Ioo sma;: ()( 1):;l(:TWj~1G l;;bd<-'1.: WH~l al Je·<lst til('. 

m:praclic<-1! i()\ fEll ,-;vlllpliil!lce- ·'iith il;HnrtK} of til" [[dive 

!),\j·1 ~5 (sul)(jivLsltu;, (,,) a~ll1 (ll) of 1ft ingredit:HtlSj, co 1(;cnlwluJ:j ;11' 

CC{ inS'll:;)} ~JlfJI b<: iab.:,;:d ,.iul al strength, \'Ohll1h~ 01 W:;ig;ll, 

least lh:: nalHc( \) (If the Aclive ingn ..'dicnl{s '" pimnnrcy rdel(~IIU! ur Id 

,:;m;:CU!1 ,IL,,-13 01 btrccgth, V!);II<!lC (if weir hi, !HILl]);!, ilJld Gxpil'allclt d;;!c. 

nharaH<Y relen.-l1ce or )ul ~ldIllIH,.'r, :!1~d 

c!:pi!;;liuF dale 
!() eel{ !7j5A:,\:) 

I [.~::':~ 4 ~!\ 

I - FuJI ,YllIpEacct' 


<1 - Nilll·CUUliJ!ir.!l,;e 


NA Sl".-ije 

CUlIIpc:1lidi!le; :Ivt 

P0ifortlloti 

t N-\ 
1'ull :':lll11iili,;uce 

4 = NUII-Cn(J1pliall:':c. 
NA ~ S:eriJc 
CU;]lp()llr"l;!~g anI 
pcrfn,l;led 

I 4 N:\ 
I' 1,\111 (;')!q)li:mcc 

" NO'I-ct)J)t-p!iaw.:c. 
_"-lA (';ll{>j)OU!lding 
Hut ;':;;-fnrmed]~ 1:1": 

[a;;'.l[l)" 



PIIAI<:'I'IACY SrRVICESf;\HLOJCATIUN VSE 
{S~~m(,lIt fm ('~IHft,! lUa U(B'pJjah.) 

[ SCI ,;:;j)'R~;; Ir "Mct"Ic 

l A \'l!-_~)I ity cI[nJ: ~CC"Ojl~ !JOGS rllld II ! '.1'/, 

Bl1~im:,s" ,mJ f'rdi-,'>.,'<iOl!S Codc, R~>:r:.r('tl";c 


;';cc:io'l>' !jell\ 5tfHi, 4t),1?, ,t05 I, 1i'S2. 

4C':fi dild·~ 1).7 BUf;ice~;; flll~ Prote0s;\}l1~ 


Code) 


2S,fl4Jg .c.'2~.!.HJounrlillg Policies Ig!Q 
Proc£,ihu'pt>, (Fmi:viivc 07/06i1(;) 
Ally r!un11.!I(;Y mgaged 111 cD!!1pcrndillg 
shull nli~il~!1i:. 11 wriHen po];;y find 
P;~);:Cdlll\" UHII'.U;! ro: "l)jl)jl(',Lv1ine tLa: 
,>«:,11' 11,Ilf's J) ;)mOH OWl'ell prc{:cdurcf;, 2) 
,\1cihG"~~lbgjc~ 6r the !\Fll'u!allUIJ !1dd 
e:'ml)(1UIj,J;Uf.( of (11 t1!:p" :» fdCiW ifS lie,' 4) 

er;ripmoll de(llliJl!-> 5; 'l1i1ii1:el~a~\Cc. f)) 

opcnJ!Ot1, ,1(1-;; i) olhe:; "~nj(JHfu c:,!2rariuf; 
PI\JCCl!un.::. !\;lakd to (nl1l,>Jcndjn~. 
16 Cc'R 1715.5(u) 

nOC\lHH'!)(~ luul Ohs('r",di(lll~25,U4, t9 l'!lli.~:IJ!11l1 t'm1:t'dure ~1 JH~lt;ll,.:.: 
HC2:'_h:,y~ (Erfcdive 07;0(;11(;) 
The poli,:y LlJd jJro;::~cdurc Dumul ,~hd! be 
If'vt<::w;;d on dOl ,H1JI\li;! binb by tb:: 
I'jH1r1Il,v..:::;I~lIH:hc;rgc f.1;I<I ;;:mH be lJ[ldall.'d 
v.:licm:v", Ch;jU~CCi in proecsses arc 
iClrJelllonlcd, 16 t'CF. 17JS.S{b} 

L 	 Vefi I'y [h;l: tll:: PDJ\ty ,mel 
proc;.:dt'rc llMLual is n,/ewl.:li 
aj lew:: ;)(1 (fit i1Pltlill QilB:S lind 

tlpdtt('~1 os !~&:~.O"lry, 

J)U{'IJIH('UIS .lIml ObSt'fVlijiolls25.04.ZU J.:oJjcy :uull'n)ndm:£.l'rlallual ­
Cf)Ht£l.l.tl!, (t::ffeeli vc ,J7/o('n 0) 

T11<) amI pn1ccd'-lre mnw121 simi! 

indudc Uw fnL("\'II'~I: 


; ;; l'j'(lcFdl~ri::~ ibl Lqli (ving shIT lhS(RW'A:t 1(> 

co,npuulIdiHg dulll':£ aLp!), C\lr.'I!'f'\ til 

pl\ln":-~GS e)r h, t1:;: polLy lImi WO(,~'Jtn: 
Ij:JJEuL 

CCC ____CC~~_ 

20(lY 

CO[\lI'Oll:'\IJlNG oS'l ERlr ,E J'Bl<;J'AHATJONS 

EX],] AN ATJON 

i, 	 Verily there i,~ '1 \"riUr-F p-Jlicy 

t:m(pW(Cl!;J:O IlYtn,;llllhrv 
C~111I11in;; af le11[ Ihe s;;" (6) 
basic r,~,l\!i;cd d2!nenl~, 

1_ 	 Vel ::~Y U)c pdky alld pmccdufc 
malm,,[ i;lcllldc~ LlC five (S, 
r.:qllin'c C;tlll(:jlt~. 

1 ~ 3 4 NA 
I Fal! cnmpliDce 
1 = OHe of ~he 
e1<:I)l1':111s I:li",<;ing 

4 = T -hQ or m,~,("_ or 
[he deIH'l:!s ni~sing, 
NA = Stcr:;c 
C;'.llpound:lIg !llll 

pe;it'll~ll'd 

I t:[.~;;~: i. NA 
I = Full "·()I;l~)!inud· 
,j f.;")IH:()JHp!ium;c 

NA St(:ri/c 
;:owpmmuir:f1; !lol 
pc<;',JH:,;1 

r - hlll (:()El,'!ic!HCC 
1 N<J,l-';UllJ~)liullCC'_ 

\Iii. Ol1l:pOlillctil~g 
Ii')\ ;Jc:for:ned u[ tLe 
illl:i:lty. 

Hcnll!lnn' [J.c:jllc5' AlTlcditnli\..l!l Prugnlill (HFA!'l 
Ac::rctiimlioll J{CqUTCIllCIlL, L;r Hca;tl:;:~,'IE' r","b!''''j. 25 
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J'UAH:\1ACY SCHVlCl<Sil\UW1CATLON liSt'· . (;{JiHPOUNIHNG STli.IUl.l'; PRl!TARA nONS 
tSllpph'IlH~ll( for ('alifuntifl U(j~pitajli} 

(/)[kcumel:t;.I'-:Hl "I' t~ ,}bu kr rcscil d :I 

di;.p::wcI1 Gum;l,)Cwied cin's !,I"O,bd ,,,fer,:; 

SUh,;;eI1'11'!11: vcriI1GR::nn JC'lln:1Slr~:(,6 thl­
po:en!i,d 101 ]d~crsc ~necl$ wi::] c!lllli!:r,ed 
t~~C n r? conr);'tmded dnl G jl]{)d,tc<­

:»;110 pl-UCC.;Cj;ccSl'uI Ulninta:n'ng. slcrJng. 
(l1lJhralillg, ~;;e,unl:!g, ilulc'i"illfc':::n% 
eqQtl"IlCl:t ll$(;d Ie co:npwHlding, !lHci :()r 
fndahg (>11 !~,{);;,\ pwc:oddres <IS pllf( of L1C 

sl~lT :Cl:lung :md ,'{)mp:j:k!\cy cYiI.pa!iol1 

(4)J)()C!1llIC!ltati;:n o( lL:: metll[)do)uf'Y \.lfCt! 

to It's( b:c!'Xity, ;:\)!t:Ht:y, :lu~lity, <lml 
!\'.hdL--.J ~:reug!h o!' ul!rpo(:II,k:~1 Jrtl)! 
llIod'-ICIF 

(S)UOCllJ'ICnhllioll o. lltc mdl:(do!ogy :wcd 
h.l Lt::;~El)llle "fljlrill)j (:1le (!xpi1 W.;UI1 date') 
for UUl[lCillldc,1 !IllIg pr;ldd(~(~. 

1(' eeR !!15.5((~)(J 51 

(AlIli1ujly cit",_: S,:cI[tlllS 4(JO:; ;md 1 !. 7.7, 
HI!s,n(~~~ «oJ p!ole-~->-.'>i()l1~ Ccd::_ i~der"!m:r: 
~i'dj01lS 4(),'!5, 1)0;6, 4:)J7, 4nS:, 4052, :W,j 
<11"7. J3l'~ine~s (lad Fml::ssiolls Codl'! J 

15,04.21 r:1)111 n!J.\1lI,Ii Jl:t-'Ll.~~ilHi et.I)JJ.Q 
hlllipmrnL (L:Tcc 1 lYe U7!q~J!! 0) 
AliY p!;,L'n];lcy cLg!lged ;n iJ;lHtY;,IL-iEg 

;;h;lij Juaintr.in Wlillc;l Jot.tl;ncr.t;t;i()u 

n:garding the Llcilitk;; :I.ld "!qo!p.nef'l 
11ctJ:5;;;);; 101 surc alld O(CU:]:,' 

O'J!:p,ltIntlp:: dJlIg I'l;lducb WhCt'1? 

llpp,,:;ah]e :Ills ,,Ij:lil include :ecmdN or 
C~! li fi,,?U,n;ls) n.- fhuii1i,,;; u:;- ~HI'HI'-';ll, 

SCOR1NC; PI{U(::itJURE 

I)O!:UIUCIlJS and Obs"n';lliQlls 

1. V~':ify;h'-'r,-,j.~ \Y!i~'el' 

dO;::'JlJIeuh(j~,!, '__ (;g;n,jiag thc 

Hll~i!he~ mid ':qdpmcJ![ hciqs 
"!!UintalHcc E'i !-Ai' wd 
ECCUl':Jte C()J:>I:;oP!Wiqo; ur dllt;}. 

l'n,tltlcL~, 

SCOllE ....•]1 

-,-" ~, 
; fl"'__~ ·1 NA 
: -- hill t:wnplml,::e 

4 ~ ;i'JlH:PcllpblI1(:e, 

NA '" -",,-,rik 
/(jl\'vocll1.hlg th'l 

jJ(:f:tIOild 

---...------... ---c7 -~=--... ~--;;~~---- ._-­
nG<LfI'J~8J '" l'ac<i!ies t\cc,'etii In! 1".)1\ PWg<UF, (Il Fl.?) 
AC'Tc-uLllj"n 1{~qui!e!lle1ll<; COl' IIf:a!j:IG)i'-~ f.;(ijitil''; 2')­
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(Sul1pli!ml'nl ror C<lllrnnlhl HOl!Qital\) 
f-~··... ..~.-..,-~,.~.,.-. I .~. 

~.._. ..,~s !'ANllMUJ! F1 ,1:!'v17,N r.~~~_~~~~E_X_P~L_A~'=A_·I~1(=:l1'='~~ 

2S,i)4.12 ~ 1[jlntemiJI~e of Rqui[HtH'lIt. Sdf cxp!mm:ory. i t2;;;it~ ,1 N;\ 
{>JI\<!iVt :i7f:)6/lU) 
Any \:(luprnell( C)t;ed ,0 ::omJj()\I!h~ Jr.I!': Ve:ily l11<1j eql'·.pmcll' ll~t:d Is> 

J .., rHJIl'(Jlllpij~mt:e 
4 ~ ;..!011-n,I\:plimwe, 

j:lOrlt::..!S shaH I)(~ SlOfetl, used, !lad Gl>l1ljWHlIll dHig pW(il ,';is: is ;(I\ = ;-;1c1'lil__ 

lTIlIJ,]inined:1I ac~on!(1dCc whit s;\})ed, ;J,~('{L ami );mi:J~(liJ:~ ll, cnm;::Nll1di;),t.; ),01 
mallL;aeltlre:',;< -1;cci!i::illin \. :'<::<:Of':;;1Ie0 w:lh lultwfaGtncIs" [li:lf(lnllCd 

Hi CER 1735.6(ll) -1:;<'1:; :Ied lio):lS. 

(Ahlho6lY ~:ixd: Sedi(n~ 4005 ;nd ,( i 2i, 
l;;,t-1in(~s:;; ,I/Id Pr('!~$:;:(11b C,dc, Refcf\'(to:e: 
SCGhJH~ 40U5, 4!Xl ii, tli.: r:, 1U~ :, 105-2, !ud 
1127, Jj U:- i, teO'';! dud f'w/ C~.' io)l\" ('odic ) 

2S.li4.2J Irai!!ing O(~lHhPQ.Il!!llIIg Stall, Sdf·expl,ulHu y, J ;:2~ \.];.' :, N A 
I., , 

( i~ lli:(;~,\'8 fJ7/(l (li !i) ! F,llI c0mrlifIJh~C 

AllY ph:1f11t;)cy {'tly;I,g(,ti iu OllllP0U!uirW I. V,aifYlh".plH'JdlacvJw' '-I -. N<:t'U,llllpii!'Jlce, 

~In!! liIillnl;tin >':lil;clI (k~,,~\)'llcllt:Ji\!P recmd;; 01 ~[alTsl(jIL~ inti NA ­ i"tz.rik 
,,>llllie,"'!)( In lkl:!1l)JScruJc Illu! pb 'Ph":Y ifftmil'g ;dd,';:cl i" Ihed job C(hljP(II~lj(LI:l! lic,1 

PCtS01l11cl.lmv8 lb skill;, ,wt! :;ml;ing lesp,;(j1j 'b,li!I{:'; p~rh:rmc,t 

fn:t:ll'ed jq P(OP';i'1-r ;]Jed n;;(::Hf~J('1.1' J-wrf\!fI;1 
111e'11' .,,,;igrw0 1'f>~!';1ll;dnli('3}S rc,uH,p: 1'1 

"'HJljl(]tI,«[,pr< 1(. CCF, (7'1'),7(1) 

25.1)4.2-1 £JUlJll£1~!.LI';.'lXV:tl!}atioll J~ICI;.s!:l:, sdI-exp!u: lil! \)J y. 1 ~:i~~~ ~ N.I\. 
{i;n\:,~i"t' OiiOGi10j l ~"i':Jll l'Omph:tll'~t' 
Tilt, l)!J"r:IlIlCY ,;hl111 dCh.dop lind mi):llIain L V.::rilj,' dlc p:v,ul!lev L~iS an 4 .. Nor,"c')!!lpliNh.'C. 

an on,twill¥, ~'()'llpt':le(Ky e,aLmtlOU ~)l'iKl'SS ():I.:~,)j:lg (ll1l1rvl.~dcy ;;vtt!;I11!:()I; ;-,.[/\ ,,, SIn ils 

fDr pha:mn;y ~:n"<JJnc! jm'olv\~d iii f-1I ;,('~)SS UJH1fHlllml.nJ; l',I)! 

(()Il\Jwl:lj-d'll.2. al:d ~1,;I;i :n[\I]'!'''I) 2, Ve;d'y tha! lhe ph;U'WI'~Y ;ms j)etfo[!!lcd 

dW;bl11C::lh.liull uf fmy <wd aU lDfll:lIg d\lCIII1lCl~ln1i(L1 or 1 !I)' ar.;J a~j 

n::la,cd ;0 COlrjT<H'c;illy lu•.lcrlnkcil by !rillu'n!', re;atcd h' 

p:1tunHlcy pe:S(Jlllld, U'lllpmwdi.lg, 
Uj CUZ 1715,'/{u, 

1_!J_u0~~_·~~-·-~-·· ~~--~~~~___I-I~AILlr<ue F'Ki!i'\~'\'$ Al'GledJaliOlI Pn'!!DHll (I 'li'Ar) ,,~-.-~--~- -~-.-----~~-.­

ACCl "",HIt/lion RN1Uil't)II!\:J'[~ :0r JJ::;,iliitca:e '·'2('.;!;\ie5 7.5­



25,04.251' erSlIlI ut'1. Ikm'Hl.s lrlltt'4 
lUw.lllctigc. l[rrcdi~'(: 07fG6!IU) 
I'hJflllil<.~y pnsoJ1Ilc! h;;;;lgn::<1 Ii> 

(;(l!1:p,'n)(li:!g Gt.lles ~lmU dcn:;HBlralc 
knuwl.::dge aho>]' proC(;i)SCS a'ld p;-;)Ce"--'\Jrc~ 

·.l:;wclln t<.:mpo,uK:ing tHe:' iJJug prnd;KL 
16 celt 173.').7(0) 

(J\UI!l~,,-jIY nlcd: S'Jdl(,IlS if:)()j ~_nd 4: n, 
LllUIJ\eSS H!ld PJ1);'eS3D!lS (~odG, !~0J(-'rc:;cf': 

:),-,:.:lio1);; 4:1U5, 41lJll, 1037, 1(15 j. 405J, ar.. : 
4' BUlijili5~ m;,: ))m!C."rk:'t.'> Cock) 

25.U4.2ti Compyuuding (iuali(y 
/.,s?~ (I·f.r;x~i,"-f' 07/1)1)/10) 
t\))y plmrnlll(;y eq;agGd in «(W!;;oUEdiJJg 
;i1tl1 lln:iah.in, J3 Imfl of i:s Wf~lk,t poli(;ic$ 

[1m) ;,nlCl'(~FrC~. a "Tittel) ql'a!ity ~.ss\lnmce 
;lJnfl ,-f:"Sijtuud 10 u()uik'l" :;;d cnS'.In: !lil' 
iut'-o;rity, pO~Cl1c'y, qu~jily, 1m: blJd:"d 
,~~:Tnf,1 h 0;' C,J!t'P<lLICkJ elm,,, jJFCl:cis. 
10 e'eR. 'T~5,H(a) 

15,04.17 2!!.~lilli A:>sllJJ!!!£c - W':H L~~ 
r.~!Jct,tl urt:.~ ;!lllill.llfll!.!!t!!!a11<J,lli 
(EITecliyc ()7iUUI0) 
Tlte <)!lail'Y ,8c;UfUilce :)!all sJull indllde 
\\0 rillu I :irncf;;]\I';C~ eel' v(;J ~ (I (";~ >'j)I" 

tL:)l)iwriu;:, aad Jrvj<Wy oflJ'Z' ad",-pucy or 
'11e c<'I11I'''(;lltiillg pl<J('.~'~~e1 lHC ~hi1,1 ill;;u 

!m:bd;: w)"i,:n) ,jOCLd\W1HUlio;1 01 rCVlc\\' vf 
Il;v~c pH);;"S~Ui by 'l.wl :11"1'1 pl!ar:l1/ty 
~,q;10nllt'-:, 

16CC{' lnS.i>(b) 

U()f!tJ\ll'JJts llmllHJS'('rvatimJ$ 

1. 	 ','-,rify UHll,e>lJ[~:jn' 
IHHiLl.a!1l6d rcgmdhg suJf 

d(TlO!1~!\uLon .< l;lIcwlEl(h;~' 
d'vut p;'ov:!« and POCC[~llf('~ 
:OJ cmnpolliltfing .10y (~mv. 

prc.:!w:L 

I _ 	 VCI thl' ~I Jrl:"!H:iCY 11a3 11 

'Ndllc:n gllrlic:' H;;Sllmnte pkm 
(i('"igr;e;;~ !o n:(\;:i:or <.Iv] CJl<iUf,-' 

Ll~.:gfl:Y. pulCLCY, qlwli~y, ruJ 
landed :l!~cJJg,lh ot uJ!!-_I'otndcd 
J1tl~, proullc;.s_ 

2. 	 Vcdfy lint phill1lm.:y QA1'l :'i 

incm.:~m:kd n~u Ii;(: !lCSl_,illJ!" 
W1;:S \):\1'1 Flng.alll 

1. 	 Ve-~-ify [k QA P:;Ul hciuJes 

WllUCU pJ<,VC(Llre,,> :"'1" 
vcdfinHiull, nW:lilori:lg, hill! 
lcvie';v ofl!:c adC'lIFJe-y ofthc 
'.-'omp\)ullding f'1't"X!i'd-" 

2. 	 Verify ::le 0;\ plclJ 11}~l\l'\.. 8 
rC\'ieW pI l;ll' prv..'es5l~~ hy 
.ql'1,tlr:cJ ,~lnj.llUcy pcrs(;\!(1d, 

I ~:r'~:3: 4 ~..JA 
j '" hili ,'_ompiifUle.: 

·1 = NOn-l'\lmp!imwc. 
]\,\ . Sin ile 
\>;mjl<)uildll1g 1I0( 

petti))";H.:;1 

i r1].1~ 'I I':\ 

1 - Fajl ;;<'lJ]!~!iflJ:;:c 

4 "'I0-'1-'xl~1;lh\,!KL 

~!\ '" ':)I<:"::e 
r()ll1pV\!lil~illt' p,jj 

pcr:ilrmvl 

/ ;i:,;~ <4 NA 
j'ul1 cOllfplilm,;c 

,1 ~ NOIl'CDI\!tJ/ianc6" 

NA Cf1:np<)Jmfi:lg 
lIO! pcr[(l!flo:d at [he 
liv:!:!!y_ 

2(lO~--~'----" ~-~"---~··~--"·----·~ku!:hu,rc 1 ! ,:Jl;iie,~ !vTT~dilal i~--;;P;ng!;n' (Hl"'~·~·-~·~~-··~-·-·-- ----.~---..--.~ 

;\n:rcd;lrlfi0Jl Rq\lii(;!1lenj~ for 11e1110cwc J<:dEli,'l' 25· 
\~\ 
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I'IIARMAt \' SI.:!tvICESi~lLDlr:rl.nON E';E - COIVU'OIJNI)Ji'iG STEHIU~ rHErrl.RATlONS 
~:-;uJ:J)lemc-nj [or ~:,ali{uruia H().~JliMi!C... _. -:T.~~:~'~-r{j)i 1:;,H~~';H' ... EXPLANATION 	 SCOR1N(1I'ROCLDU!{E 

25l,U4 1S .!.!!!.lllilil t.!.~1!!tQw.u.Hjln Uv..£ DOntllwuts and Ol)st'rYalioll." .j NA 
Analy~is amll!£P<Jrts. (Elr~YLVe I'll!! n)mpl:nnee 
U7iG6:'J() 1" Verifyl!;cq;'p!nll1Tw;ut!Ct 4 NUlI-::01l1PUW<:," 
Ti:," (Itml:l y f\,~~U, nn' pkm ~,\>,II il\drdf' 'wn:lGlI \icaulmd;; F}l' 'llmlil(11" 'T t-.it\ l'c'lfIpmnd'og 
wnlled S;;l11dl'!d~ for <\laLla;;"c and ;1fFl qUfllllil[lliv:: draly;;i;; or ont P("]"j(!lllIml <II 1~K: 

lJllUlllilm~l'c jEle~~,'i!y, )1():eIlCY, qu:d~[y, ;JIlt: ,l)j~'t-1tLy, FO!t'J)(;Y, \Judi!.)', [111\1 liC;:li)" 

i]b:~tXl11\r"ngih "llI.IY$;~ or tv np<HHlGf'd I~!;v;t:d c,lpnj~!I, ()f ';UillrOllll<h'd 
fhljJ, ju,dW;fS. AI! qu"lil~.liVl~ all:, p:;ldULlS, 

'lmm!ilu!.ive nnnly':,s 1\';PVI'~lI (PI 2 Vt;ify lint lh' rt"i;:L"d H..pI11 'S 
CtJ\)\t;~'L!1dhl (h~,1l. pn'c:H(!'; "in!' :,~(' t'elaiHe~1 are lc:IHl'ICd 1'li;:1 e>JIl!!\~! ,<'lIb 
hy ([Ie p!urmw:-y ,,11(1 (~uilJ:e,' with Ih~ tb: e()l1lpOU,ldill~', ,-e(\JJfd JEe, 

CO,llP';UIl(l,ng !v':'lnl :Inti Ulll"~CI ;im&Ili.. ll1aste,' lc,ll1m:IL 
;11 CC,< J7J<r.i;(r;J 

1SJI4.11; Qultrll'-'..~Gwt·t' )\'rWc!! !)dr-e'Ap!nlj~I("f"Y , 	 DUcumcllts ;llltl OI)~[,I'vatinJts 4 N/\ 
J.~!:o(~'(lltt ('S ilJ:todll!:..t~ U<'tv.w MiJliullllJ,.\ Fuil <,,'u:,li:lI'I:G 
S(!!lid:ll'd~ arc ldt'nti:ri"d, (i".ni;·~<;H; 1. Veil!Y \1;,," (til pl.::lI) incj'h\*, a 4 - N,m-colllj,liwcc, 
3'!A)c/l in \'aitlCJ) jl\(,cGumc li,r ,~ched\lkd N:\-Slqi.e 
'1 he 'IlwlL)' J~.'ilf;lJin) plim "luI' iw:illtk: ~ '-,,,d)1l ill till': t:vcnl thl)' CUlli)('t'lIdinf~ 110; 

writlcrl p.0cOOu-e rOt sdle~'rlcd ilf:li~'n iii 0l'mpDt:llded drug pti!duu if periJ!u'Ni 
;;lL eVfwd ,~,!I)' ('Q!1)PoIIHkd drug pWd\lCl h 0yer i1iscOE 'cd (() be helow 

eye: ,1ih;ovcred !0 he >dcw mill:IIIUJIl ;uillimthll $jl'll;,:w-ds for 
stFlldmc,; E'I ;nkgrity, jW:Pr,cy, (llIli!i:v, or ,ul::gril)\ po,(';pcy. <jJd;ily, 'x: 
hlbe1c<J'llr';I1/::'l j(j en, \735..~\d} lui;c;c,: Sll'ellg,IL 

'!'bese 5:,.!:;ltlrd:-; a,>:: l'Gnred be1.ow 

_,(;;ndpl'ds [pr COll1pccndil's ,;ted!;; I :lLJllgh l(wi..:w or I 1 F /'.1' slT!nd;l1d~ 
PrqJm<ltiolH 'Ill' GrWiS 12:fc/d1,\ ,"oj [,) the 25,\)-::,C[ illJOTgJ: )''),05 27 

Cflli i(lrni" Codt' \if IZc):lIhl\' :ms (( 'CR; 
Sedi.)I\ 16, Ani;:!" 7, SIc-rill.- LW:dJble 
Compo;)J,('iillg) 175! S\;;"L' in!c,~!!;Jl;(' 
(',: :np, 'I1nd \I: 1.~ /\1 (:;) j; Ii' ;Jmcllt::rD I S (JII ,11013 

~hl'\JliLh 175;. [:c Obi ig';li.)I\<; or 1-\ J'imrnm:cy 
Ft.J:1J~hiilj!. jiOjLlb;e (,nilt,;il;2n Abc 

25.05.\J(j .. In(rHdudi~!b -,'h<;:~(: IIh\P 

=----...~.-.~ .-.~'-~""-:--~--;;-__-:707=------­
2C;h) 	 !Ie<lilh:n,,, ":H~ilili(", ;\<;cfedil;<tioll Ph 'gwm (llFAP) 

ACGh...-Ji!aticn Kl-lJuil'enf'1l1s for i lculliluu c hiei!:! i2S 
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I'llAlH\1AC\' SERVJ(,ESj'\mIHCATIO~ USE - COM,POU"IOING STKRILl', l;m;:PAnATlO'(~ 
Jf;llpjll('mf'.!~.!. fur Califon!!ll [l::.~pHIlI$) 

[-.: -----·'''S :',\ ~ I; A~:.,~~~:~::,~;,:~I:~')~'l~E~N~T~·~···~··~....l.~~~~E~c'~;~'!~.A~'~A~·~n~U~'~·~~~~I~.. ~~~S~(~O~K~;~N~'(~;P~!~"~)(~:~EL~)~!J~~~'~~~··br~·~----~···~··· ~CUJ\I:~li 
!cI;;((;tlc:u arc "_!Ie 24 :~~;sClllt(j~)p~ Sec. 

A9\fA'1 C['I'n;,mKE".l: Alea Ell' Pncnhad 
So )·IiOll~, S0.~. 505. '2 rhrr'lL;lej",,,; 
Cunwoun::ing Area fur P:1l~ll!er2! 
SOlll[i"I;~, ;-md 1(:5.12, I !'!im IllQ('.j.y;; 

L[lwinar t 10\'[ l-llo[Ogi.'il' $ilfi':Y Llhiw:L 

Ar; phdl J1PGY Gllp;gC,j ,n ,;ompullJtdng 
$1;:liie :t1;edrr\J 1e d:Lfj plc)du{;L~ ~hj!l 

(;Gat~'1 11 10 Ihe pGfilmekr." ~Ild ru~rir('m(;!;!.,­

slat:..! by AltL;k 45 ("c(;liol1 1731 £,!Heq.), 

aF,lliclb1e I,) I'H cnO;'OllWlil'l;:" <cut! "hrJl 
'l;':!() (;O~lrnn;J 10 ~;V~ !,!l(!lI~1Ct::;'S lind 
1Hlliin;mcH!,; ",d::J hy j\"liGlc 7 ~3(Gliol\ 
J75: ei ,~eq), :'lpplirahle ;..ctel? [;, SlctJ.l(~ 
i~ljt:;;{;;h Ie ru~1~ '01lll\ling. 

ZSJ)5))! Sterile l~!j!;dahle COlllpnulHlillg Sec. 490..\.3 CA Code ur Rf-gllbitiun lH)CU!vlENT$ A'IU ,~ NA 
itrcll It"," Parenteral Sulutiuns, i~g.!~lpouliding Arl'a foj' Pl'!E£lIft'rai (JllSERVATIO~.s [Cui! 'O'1:rF;ll,;·;;> 

'{ hoi I'I1arlllu('y ~Imll hove :1 dl'.",j gndh,d Wet. Su\ul!:.m.!c The plmrnn;y sl:nl. PJ:[\T ,j ,1 = NO!:-COJl1pi:ll!ln;, 

b! the pl'ep,},:ltlOP of ;,tcrilc in,:euabJe dCJ'!gnlltcJ drC,) {i.E 'hc prepa;U~i()ll o~' Vcrify iha! (;,y,IJI,'Up,:illg H",'~i;'" f'-j I, t. '(UIPOUl"lbg 
~H;r(luct~ \Vili;:h "hill IIICTt :~\\: !Jlk:p"'i:~f\ ~!;sJk ~rodl1('l}, kr dsper<:ir.g wh;:\' cum n1lJ),1, not ,y:;]'ortlH.;;l dl 11,1t, 

Iitllll(l'I:(i:: 16 CCli: j7.~ 1(lt); ,~lm;L :~<'i:j;'r. 

2, Verify !lul ~,'al!~, <o('ili:l,:S au,l ;1,"-,1') 
(I) Ckan Hoopt a111~ Wo;k ~!at: ill J. In ~1Cc(!;'r__ ~n;,.t~ wiLl, Fedcn~1 Stlmd''Jd 1[I,uJe (:i" !lOn-porull~. Ckill11lhic ,;nrract~~, 
Rf;:;Ljtel'\el\l.~, ~hl:' y, in uo'.;mlallCr wi!i; 209(b), Ck:<1a RU'JP nJ1(j W(,rk SiatlcE 
')c)ini ':;~.;\):\;\ I ;£{ Hie 24, P,lri 2, Jkquiacm':nh< C(':l!rulkd ~iltvllt.ul!lent, 
{:J1111:!er 4/\ d Ih Califo Hi:! em:" u;' as applPycd ny (he CU:lJIl1JSSiUl, Fr;Jcnll 
RCRJliiriuWl. (:leeR J7,~i(a)(I) SHP!'~:r Suv:;;(', Gent'·:al S"rv:~es .1, VCJ.i~y (h:.!! ;rllHiw)( 4.1' ;-!(J\V ;1'-->::)(1$ ami 

Admil1,;;ln,linn I1U.X{ MUl(ill~~"s for Clh~,~ t'le;:t)ll'onlll me n:rl <le;1 aIHltwH; 
(2) W!-l;J~, \Ao;iu)!& r.hd l1o'-; __ ~ s:mH >e ;00 fIEI'/\' thigll <,.ffi;,.!ell(Y pUlicui<l!t; 
q'lislJ\lCled in n(C(l!\hll'~T witb St'(~:(nl1 ;111") filtered air s(leh J~ tH)inM Jir /lew 5. Verify Ih?i st:rp;:::~ lire swred L,,, 
490A) I of rille 24, i)an 7, CJili.;.,ler 41\ oj' j,ood or del'.r. ,;)OHl. 1ll:IIl;K~r wilie;, maiIl\ail13 I'clegfi('f ;); ail 

the Califoruia (,'odc 11: n.:gtlJ4Il0J):;, il~GP!i..: d)1;~re,U))Clli. 

l<i e'eR 1751(fl)(2i 2. llu\'0 J'}\: p,mj'l~ and di.'>L!1:';C 

.'Ul'Ji:wt's, W!lilft, ::001 ,md Iloor (; Verify ::Ill( [here iF U ~il\k with ilot 
C()VC;-ing,~ dud coJd IUllllir!g Willet i$ hG<I!ed Ll [he 

20-i:it)' ~- ---.----,~~~""'---..--- ---.----'-~.. ---;; .~:(·-.;j~!:I~"-:ll-r~--r~~'i~Ii~:iv_'" ~\-'-'-"-d-ilCI-:;'~11 1'1'egl'l1l11 111',::r,cCC)-- --.... ,~~... ---­

:\cel ed;tlt .U;) J\¢1."Lirt'J11Gtll!; ,'of i lcai~:IL'ilrl' !e: ad!ide;J 



l'UA,RMAC\' SlSHVlCES!l\1l(f)ICATiUN [J,"iJ< • COMl'OlJNIHNG STFJW,1~ l)ltRi'ARATlON$ 

,,.~~... 

SC{)R1NG !'Rll(:J-iUUIZL 

wII!> hcclicn 50'S, J). Ti!!e 2'"-, hili <I, CLupter 
5 Dr tte (:r;iiillmia COd0 of Reg..I!t\u\Hl,. 
J6 cn~ 175 t{n}r~) 

(4) Be efllifiu: f.l\!Hully by 't (JlI!1!ifi.:d 

l:ehIlJcj,\l' who j", iit,ni!;ar whh []IG n~i:!;I'h:h 


,1I1d p_·~",,:~·dLHes j(jl Cel1i::flPjf i;m:iuH' nil' 


lbw hOGWl fll': d;;ul foom n;quirclre 1:;;.111 


Hcco.-da!)q; will, :,;\iuuLd" adop:cd Dr 11", 

Lll't;d $lalcq Ue,10mJ Se: ~'i;:es 


Adm;n!!1!ati(~E. Cvrllfc"1IiclllTu'rds 11'lllS{ 

h~; fo\ai,l<':d lilf al ~(',L~I -' ycw';, 

1:\ (J'l{ 175l{H)14) 


,(.~) I'be pL-trn:f1cy "I-.llil be H( w!',gtl<i ill 
ncco;-daJ1ce ",,1::1 ;';cct(,)!) 49011..1 c1' l'i 11e 24_ 
Pari I., l'b:,!er 41\ ;)~'Ihc Calirhmu Code of 
RcglJJl1~!Ons, !l!.A)l" lela:..,,! h' the 
UllllllOlhlUillg of slt~llk )0;t'-cl1l1Ie j)t1,:<.Lld; 
Wi~.lL1l!w U'l1!p'-'!l'IJiq~ men "b;~ l,,' ~f:,!\."d 
;11 sueil (' 1'1!/ l\ 10 Jllfti,l:dr ,h:: iLkgJilY of 
ac t ~c:pli\; 8dl"WHlU'11L 

(SCeR !7S1(Hj:,~j 

(6) A .;il:k"'la,1 :x illc:ludcl! in l:tGGvn:lanrc 

wllh '1ccti;'n490A JA filh.: 2-1, Par! 2_ 
CLaFlcl' 11;\ ,)(!llC l'<i!i[iJdli1l ':de or 
l~e!J,lIbli()m, i6CCR 17~!(~,)(6) 

(7) '['hue ",hdl be a 1eCflgcI ,,{Uf lIHd/or 

;;'f'CLn of' l'ul1ldcm c~,pa,jl y !t; med :hc 

stnn:re (cqtlirCll'2'I;" ('01 ['.II l1lal.cri~1 
rsqulfi:lg r;;Ji'iper:,fi{)!I. 1i; eel\. 175 I::;:)l7) 

{Al, lil(1rily n(cd: ::"c;;, ~(lll 401:5, P,\lsi!K'S~ 
Imd I'mi'essilliid t'odt.; iH.,1 SC;"OI1 
13944:'1:'L Hedlt!! Tvi S:;£dy C()(k,) 

3, 1':lC pila'-!)kKY "hal! be arnll1gt"(\ ill 
dTh n Jl1tH111fl' ~;ll'l lhc b,ll!Jlar, now 

L:,)fld i,; (octIle,] III an 1L'U "niGh is 
exp;),,~'d IV lJImimil! Irartk HolY, i1:1d is 

~eparu(c : U!1l :uy mefl Wlc:J P:'1 LuJ;, 
"'tOw;;e of i!cm~ lut l.:hled l'l the 
('O!))rl\lun~itlg or ~,a,'ep!et\1: "uju\icn~, 
';'hen, ,;hall b: ~\lIT1cie!:t SPill',.', v,'ell 
fcpal,c((:J f.\\Atl [be la!1Jifll'd'-llt)w l;,)'ltJ 

:lrea, il,)' l;lk ;;~orug0 fir hulk U'(!lcriak 

cquip,U':l1l am, I"a:;!.: IllJlcrials, 

!f, {\ ~;id: with ]:01 ilnd cold HIlHlI:Jg 
",<",1(cr n;tisl he w!:llil! Ihe p!lH:rtnal 
s"IU:.'Oll C01i1:t)"rmjj!lg, Erea or ;;,:ja::.:n! 
',; lL 

Sl'r. 5[15,12 CA CIHle "I' Rt'gulatitnt 
Pltunuac!o: Cmup'lllilding AnM fur 
;'af!;uLl'r:d Sulutions. J he pham::lcy 
::;,1[,!1 iJave, a d.:::;igl::l'.CL mC:1 (Of the 
prefJd:11;ion of ~,.:ri1c jlll'ducls Lx 
d~spclls;ng wllld\ ",In!!: 

I, Be \'Ul~daled ill li n;:1l11lLcr ]jot 
Inteth:1 mg ,.v:-!h lnmiLa:- aii lbw, 

See. :::05,12. I ('A Cudc- tlf l{1'~\llatioll 

Pllnnuacirs: Lam!lIa. !-'luw Biologkal 
~aft'{r t ahiueL In ail pl;;d"'!iKic" 
pi-cpa:l\ig oafer!eml ":YI()wxic agents. all 
H>llllJ0tlr1c'inf; shall be c(J!Jduc\cd wi!l~iJt 
a cfJliEcd Uns;:; II '!'ypc A '11' On;; 1J 
typc B v<:[(i..:,11 jr,lllinOl.r Hi flt,w houd 
will: ;:log ill,pog Ot!( r;e;:;iga, The 
pl!~!rm~c: must ellsure liB: ,::ulllJuLml0d 

7. VClify '!'l'! [hee,:9" rdiliCluh'l ~,;~ 

~amCiC~I[ Gap8ci'Y ld ILed lile S(0n:ge 
Icqailt;I,lGnts fw t.ll milk-I :al~ relluiri flg 
rcfdY,lCllIliO:l pIC~t'!l1 ill :1:c den:ll'UUlll, 

iL VCl'if)' 11m! there i..; ~JlISO ,'lu,f 5 
(cia"!"! !(:O) la!JI:m:.r nir ;:')W I!oucl wllhLt 
n ;SO cil\SS 7 (10,(;e~jj GJewJO\JllI (''c!~'; 

n p\i~:! i 'iC iiir pr 0~,c.U I'C (,j IIt-fCdl idl 
rd~liw b ad;8c\."lll iHeas 

UR 
ThelG i" ;~IIISO ,'1::.51 '1 (Ckl~:i 1.(0) d:w\ 
wo:n willI P().,lrivc l),1' rIC%HfL: 

diHefeutl,tJ r,:-;:alive \0 ;:d;:v:cnt H;el!(j 

OR 
Tht,;,c i,~ 11 Larr:cf iSO;i1!';r !;m( pfnvides 
:wIS;) ('IN 5 (datt lOO, cfvlronll1t;nt 
n>r ci)n!J(Y!ll~:in!J., 

- ...~-.-...~-.-- ..~-.--~~ -_.._-­
)009 Uc,lllhcale FadJi::e..s A(:nc~itjjLoE Progl'flJlI (IE-'AP) 

!v::<:,Jut!lal (()H J{eIjUirel'.h::11[S I\I~ I1::Lhhca: e Faci!i":C!i 

http:d.:::;igl::l'.CL


I'JlAHI\l/\C\" SEHVIC1>:,,'liMEUlCI\TIO,"'i USb - COI\U'Ol!:"inING STIWJLE l'R!\I' AHATJO:"iS 

HX p1t"1.'.l!lIH ::m! ale ullkr ppsilh,\.' Hi; 

Pj';:;SSU(<) ilIT.leilk lilthL 

2:-.(51)1 VarW.l,rJ!nd i~(I\lipUlel!J nOCUlHkN'lS I ri :":l.: 4 N;\ 
~ill1Hlards tor Sterile..1 n jcttn!!.b: INTKRVIJi;WS ! uE Lo!rp'i:'J11ee 
t:o.~nlll)untitll!.! fmlitJ'ion-S [exile On,sER\' '-\'nO_"iS .; - NOll~tO.Hp!HI\lCC 

lugredl~nls, NA (\1UjIOUTtd:ug 
(a) I\llj Sleel? mjvdabk PI<)t!UC( "L;d: ~"" Jl{'l perl'lH1l2d ill the 
j)f('JKJd ir 11 I:; k,!'hn:, ;)1 I'eil"i,'lm~'!y I Y,'I i ry {~)"jl 11C stniJe i'Vo.""itlllJe Ji\Gi!i1 y. 

~iIIO(dd he' kU\1wjj, HI,;! ~hc ujll\puundjjJg produd iF WET,lred if it i;; kll,,"'\",] Dl 
(~lVI'rU\';nc-nf Cdil !(l W<.Jj( '" l!eOd spe>.::i !I~xl J 0ao0nahiy slJ(>utc :mve btXI: ~nowH I!BI 
m IJw pilannn,'y'" WI !\WI' !)olk~(;; illId the; cn~}("lIO\E!lg cnvilCI:l lelli. f[,il", lu 

proq:dmes!OJ the ~arc C0m!,'OI'ndill!', u,', l-.-;eel u ikt i,-I spccii[«! in Ill\: ;-,1 mwac/,; 
."leJ'Jk IH:ed;lil!c ;,rug products W,.iUt'll iJ:-,lie;('}J am] prDCedn!1::s Ci'f II." 
1(, ('(:R 17S, 1)1(.:) slll: CO!~I~)(llil1d;n~: \)1' ,:"el'i)e iHje~:.tibje 

d.1ig pn,dnc!s, 
lb) n\'rIng ;ilf" prcp~Lrati()!j ,)f31e'iJ(; 

i:ljec!(,bie p, JJuc:s. il,~~e~s. [0 !!H5 dcxigJwteU 2, Verify til,,! f".n:('!!s;(' lhe rks;g!ll1tcd 
U:\Of\ or c!c'?liJ.uon; ~:tcl;l be lioih;d 10 J\osn ilJ0l d c;e<lll room i.~ .'iu:ilc-':::G t!J(\se 
imi!vidLai::: WhD "~\.' pI(Ij)edy uHi:ed indivH:\lufs who 3";' prUIlt'r>f d;:"cd 
[(,('(;1', 175~,;j!(b) 

), Verify lIlht alJ 0lP'pmcnt J.-~f'd ill t:,e 
(c) ;\11 h!\1ipl;-;~;li lI'jed ill!!;n ,ksi;1l'illt'd .JCbigl'l'c;l mcr, ,'! eleillll\){!!lJ is 'WIe:" (11 
<lrc':! Ot' CiK'JH'JOhl JIlUSI \w, ll;th~C o( d mater;,,! tilde tE, he e{l~ily ckared Hml 
malena, ';1;]1 (;HI1 ',':; carily dctmcd l'f.:1 dbinfv:::led 
(ii5j~jh:lcJ !(j(;CR 1751 !ll(.:} 

-1- Vcrjfy t;ml exte!io.' w(jrkce,f{,'h 
Id) EXxl !"r ""Qr;'::;c:lc!\ s:I:;i~(~(;s ,Lld oIlier $Ur1;h;i,:~ ar,d OlllGi' !uro sU,:'\J;::Cb ill lit" 
It~l'c' .'",du;'t'),. i:l tlle de<8J;;!i<.:d ,T"e8 StlcL ,,'; de~iglln ted litc 3 "U" II a.~ \\In lJs, l:;;or.<;-, 
WilliS. lk,'I:'!, 'ki>ags, sl'd"c~, lab1t\>, OIlld eeJi1!gH, ~he!ves, luLk,'" and sL'ol:; Hrc 
.;loG!s, uusl he Jin!l!eektl w(;ekfy am! aner dl"inlr_<lcu wceJdy Imd a~';er any 
,EI) lLHilt;Lipal('d Gycn: ;h;1I \,uuld illlO;,;"lI"q lIll&n!inpl:c;,: CV'~l1t :b,,{ Gtmld inqql~C 
l:J(; ri~k ilr (;O!l\l\JU i1:,'11 i() il ri~;.;, of cDLUmin<tL'QIL 
16 Ceil. 1751.0;(0) 

~A\I[iIOhiy d[c,L ~,x;li()ll .-1:)(1:), Drsil:rss am] 
I'H(\;~"i(1Il:\i emit' Rc "(:fcnce: Serllln 

...-~.. -~-c:-
ILcdlhcrue FudLli'.:!> ,l\ccrcdiU'itufj Prop a!'! (:JFA[~J 
Ac(;;:di[ulioe RNlmrcn:nl" fur Ecuhhcare Fuciii!lt~ 



STt,:--t))ARD: ELLivl FNT 

4tl(;'i, i111SillG."3 aNI Prdi:~~:(~jl;~ Cud,,; "Ed 
S;:;dion J>;944(:\1, I ~c<!l!h and SafclY COde\} 

2S.!JS"O~ "\VrH[cnl'uJisjes and PnJl:cdl!tNi 
(I'll'), 
\V 1:[1211 poliCI";" an: pl11ccuL1r;:;~ n%ocialcu 

with Ihc pharmJ;~Y's prcpamlion iwd 
d;~l'cns;a? or ~[er~;c :ujccli.!:;k ~)I Udl\C:'.S 
~hitll im:l:tdc\ hut 11<)1 :". iim\!<xi ;r;­

i:; ('onI1K'ldld:ng jiJli:lg. and !~Leli(J.g ,,j' 
s[cri;c lI\it;(:l~lh.c CU\\1pou;,k 
!6Ct'( \7'5i.lJ2(a;~i; 

::n Labc;icg of lhe :;trrj ie H)n;lJt:ic ;~!"I)dlj(;1 

lJa:;u[ on LIe mknc::d mute uf 
il\!II1l111t<lraliUJ. ,loll R.T,nL1Clltllde(1 n·Je i'f 
dd:nlHlf:l1aliof1. ~6 CCIZ 115J.02(:I)('l.) 

(3) Lqdpnwill did [,url:;Ji<'~. 

It) e'eR J75jJj:;(n)(1} 

\'-1) r!\lin:ug of swff u. the p:-C[)fll al iC:l fA 
~~(orl;C ilqcclfll1lc prodl:.:is. 
j(,CCZ i7,,)l,C2:.a\(!1) 

(5i PlnGt:dljr<.:'~ f.); iliUH!lj:H; ,'yl:)10\.1:: 

"11\1'"11(5.:6 eeR 175Un(a)(5) 

(6) (J,ulily ,t>,a';11llICC jlHlgWnt, 

j() CCR U"!l.G7:ilj(6) 

(7) Recore! k(:cpll'g teq:IL",':Il,'Bb 
!~)CC'}{ 1751.07.(}11(:) 

(AllltlGliLyelkd' :>e::[.i<.111 /oes, Ba.>iEc~s 
ilL! l'wn:~;;$,UW" Code geferew:e: Sec:,ml 

..... ... ...~..... --­~ -~ 

Sdf l:xphwd:rcy i.)OCllME::'<TS 
Vcrd)!I!'3! poiicln wd prDtYthlF';'; ;()f n! 
JeuM Ihe rDI!e,'';ng "Tl.\l~ ~'xi,;l m:,! l:ue 

Dung :::II(l'.'-'cd: 

(A) CC1::lpDuH:mg, nlLng, ;l'ld h;bc!ing 
nt"· sleri k: iri,,"'Ctable ;:U1J IpU,IIl:k 

(B) ; JlbrJ iug i ).;'11 Ie ,,:fcri Ie il\1 ?(; l ull' c 
pr;::.!ocllM~e(l 01\ ,1U": i:;[c!J(Jed rC'H(e ,.: 

ndmimsill1li,)!: and IT~c01:nlt:H';.:d nile 01 
ndmilli.,ualimL 

(i)) 1'10111ing of sldlT:11 CK p;Tpn\)litill 
of ~knJc j,ljed;l':::k prod,-;<~!~, 

(F) ~>'oceliurc~ E'I lundEng CYIClf:.xic 
agents. 

(P)Qlml:!y A~.s.uar.ce PcrfviHFFKG 
Iu-:PWV(;]'JClll rh ngrtJl1. 

I ~ NA 
I - FuU (;'MljJliuncc 

4 - N,):t,<"ump:'[l!Ice. 
)\;.L\ C'()l'lpmuding 
[!t,l [lrri'Jrll<cl' at the 
f;t~ 

2\)()l) llculthca;e Fa,;;lities ACC!f'\iJ:'~li.c,n p, :)glllH (FiF/,P) 

!\c(:rccti(ulJ')n ]{cqUlrcn;cfl!s Jnr !k,lili1cl11v f(;l(ili::c' 7.5·, 
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---'",._.\_.. 	

1'1IARMACY S[I{ \ "rCES!JViClHCATION li.'H': - f'OMPOUNIHNG STl.;JUU; I'IU;;P,'\RATlO,NS 
~~~~_t.m~1l11(!t C)lUh'Fllill l1(!&lHltlsL. __ 

Il-"--'-~:~~~~~-~~ EfJ':~~;iT ;::XP;~A",r\TiON SCURI~(j ;'WJClJ):JRI~ SCi U:E ]" 	 ~~~~...~. 

ZS.lJ5J)4 p:p IngXtdlell(~ ,Hul UOCUMbNTS ,',~,.'.iJ 4 NA 
f",~\lldilLt! Proco:s~ (h} 1!Ic 
Irg\cdiellli ac; lil," <:wj",pll:l-lding pr,>j~~$ 

fOf c:h:i1 PJ'cp:-PlIil1L\ {11\1'>1 be Ct>L'fLlj;led il' 
wLtillj; ~)diFV C')!l1jh'UIHLIJg \JCglliS a!\;~ 

CUil ::" rn-ic'Wl'd hy a FI'-1J1i1d('ill~ [6 CC!~ 

rlS: 02ll» 

(i\Ulil('Jily ::lh1d- SectioH eJ005, Bu:dJic'.~ 
;!l:~r !'_·~,r'.'>I~lO:I;; (\\,J". R",,(,'r;O!icc. SV;:(jOll 

400'), B,I"lnt\S~ uml rf'~Jehil)lh CC'lk.) 

1~'rERVmWS 

OHSEHYAT10NS 

Verify d,s! ~hele j;; \: ~;o!i,_y fiH 
«(mqC.ll1(Jlng p!()ce%. 

2 Vc-i(y tlullhc ;ngj"d1C-ll~:: ,mtl the 
UJn1powlding i-'n;(;o~s IDe caell 
ptCjlilliition :l1',j ,'ck,mbl(tj ill writiHl! 
heiDi e C()mp{)Lrllling bCJj;inn U;!\~ 
I\::vi~we~: 11' r plw.r:nac:s! 

:,Hl c<JIPpEal1:e 
4 _M :.l'!O-;,olq;;f;;nce, 
NJ\ ~ S:cttie 
o)mrS'um1,ng. :IC[ 
p<.;rfoll1let! 

DO('U:'1!:'rrs 1 r:{)'~ ~ N;\25.1)5J15 rlP i~lledable PrlHhJ£Js fnt!!! 
NIJu-i?teri1c .1)!!;l tdicuts. 

Pha~'lliacif",,~ c;>Hlpnumlillg skTiJe idiu:iabk 

p:,){lt;;;t!,; n\)il! ;-1J\C t)'- mOle: EOH-!1ICri1c 


,Ilie!n:d:elll~ 1m,s! have ~j wri~~01i polic~e~ 


aid procedures bal C0111_r:Y ",1::1 the 

loUowillg: 


\ I) 	 All wf;H"~1 pohut;-,; and pfVctdUlf\<; 

siMI! be Lwr:dj~:tdy '1".liklhk to ::d 
IlelNlluei j Ivoh'<:d it' 11.t'$(' ,ICti"JlCI> 
"nd b;'illc: i'l~F(''1:!nri''_ 

IGt\'R '751 02(:;{:] 

(2} Nt p\:r,'i\1.ud i['vdv;:u 1110['1 rcat.! !he 
p;lliei('s Iud pruo:ec'lln> helOt't' 
t()I1)I)OFf1diil~" sierik injcunLllc 
prQriu<:lR, ;,ud U:1Y ikk'ilinn:;, ff'vi:;in:,:<, 
:md Je:t'licl:\C' I,.' rhe 'FPllen !-loJlCi;:~ ~:hl 
,:I{J<.:::Jure"liIl:.~1 be tow!mlfi,;dl{;J ;': 
Jil p"'_l;;<nneJ lJlV\>!Vh' iu ~!;:rjk 
':0.nj)m ~lll,l i: IlL 

~.--.---~~.-----~ 

2Ufjr: 

VC"rlf) Ihut wnP;;n po\k;c~ me 1 hll1 :::;oJHplhl:tce 
avadRblc 10 dJ pVfYJEnd Invo!"etl ;n ,1 -'" KOIl-'~0:l1pliallCl' 
lh;;::;e lh~ljyi!;(,L Nil. L'qlar~'lrlld;!1g 

IWI PCI 10111:;;d at (he 

L Vt>Il(Y tin, ;j!1 1("ITL!tv(' n::}(; I~l',; fw::r!;i;; 
pul;c(e~ lUlU ;:r{)cdurc~ l;t::l0n: 
(,;C'lllPl)UJuil't\ s'enlc illjec:{;;bk ~'IY":n:I"_ 

V(:r:~y ILll any ndtlilIO!lS, re.-islon..;, ,ua 
d,;:ldi!llls D:., ,iK \"I~tkl! po:i;;Je~ :11l('; 

p:::)o.:cmes ;I<\ve been cOlr.ll111wotlcu 1~1 

<II! j1PXs01:nel k'tQivcd it: sL~~iJe 
cOIJ1;Jolfnding_ 

3. V c:ilY policies aJ~J ]!rpct';ll!n;~ rr\l~: 
mkJJ\:";~ to! kil4i ill\' (:"I;uwid?: 

(B) ~tOl >lge <lJld LJlldllll;l qf pi v,:\'dCl 

am: s\lprlic~, 

..~~~ 
lLahlKlIfe bciE!ie~ J\t(';'C<.l:I,llit);! P;0},I,111! (fIFAP) 

Ac;;;,,'(II,aU{JlIllcqtUe~Il<:1\U !(,r l~ei1bhcllr('. rJ,::li:~::~ 
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~ (Sl[ppklH~nt fOf C;lhlollWI tJospiLlis) ~~~~~~~~~~~~~~~T==~~~~~~==~=~==9'~~=~~ 

I~ ~~-A"-'-\A·«!)' ELL:,',l1 N~"~'~_""_Tob'_~~~__'_;X_'r_J_A_N_A_'_'j(_)_N~__________~SC_'(_J!_?<:_,'_"_'_'RO_l'_El_"_!I_"_'~-I_"'_S_:.{_·)_H:E::~~J 
16 CUe 1751 (1)(<:)(2) 

(Jl 	 ['dides (Jill proccritL-es !ll\l~: lidJIT;H~ ,J 
Ie",,; [he fU::OWtllg: 

(1\ I CO:lljJVklKY CV(liual iot:. 

(ElJ 8[orl1g>' tIllli hilml] ilig "r j)j odud~ .
tx.(, <~ll[lP:!c·". 
(c: SI()I'~f!:l'~ ddt! delivery or Itl1il: 
pmdU81s.. 

>;11) l'hlce~~ v,ili<i.l'(O'L 

i.E} I'crJ(\j.Hcl i1C<.A;;1~ ami !Bt''''Clm:1l1 of 
!tHlld ruJ? ,010 nad I;{';::r (be COill1 oiled 
nfe'L 
(F) (he tmJ 11IHi::!cmmu; ;);­

C/;\'irO!lEICHccl ;:<dlnl deVKt!\ Ilsed tt> 
,,<-dle the cri:wnl ::l"l:l1 i"r n:ll:!ipuiali(u 
ufste,-ik product:> i,{\j;--, ;i1l11iWlf­

ulrllow WOl'lsldi:)lh, rn,)b];ir:ai :-nJdy 
ci1bind~, da~s J:JU \.~kSl1h'QPISJ n!I{J 

bun i,or !Si)b~lir WllL(',([11iot\,,>). 

((;) Ri'gU!l\f ;'kIl11iq,( scheddlc [(II' lIll' 

lo(llllloj:en IH,"i\ m,(! allY :,'quipliled in 
the cOI)!wlluJ hfGll awl l:1<: il11CW{l1 ,Oil 
:); (li~i!lJC(IiH;'\ PlvlllHuc ;('~ "qb}x\ k, 
iLl il.sli[nlkmrd illh,":(lOlI <:()!jlrol rplicy 
dB} ,~t)II()\\' ll~a~ policy Sf il ,e!a!e$lv 
{,ivJlli'(s ~dl(;L'lL2" ;'11\[:/10 allei'l1~:w:\ 
p[ disll.;C::!ll1ll~ il~ lie!! or c,mpiy ill)?: 

v,Hll [hi" suh,liviw,)!l. 
[II} I Ji~:)oS;,1 of p;\Ck"giug i1l3Icr1,d, 
IIsn1 :;yriHgcs, c()ni"ills, rmu aee;,[;~~ III 
t'~llllli1<:c lisnilw,oJl [Il'til,v(:id 
aec,lll1Ultl:k;l' ill UIG ,:Ul)IIO;:("G ilH\). 

tl) I 'C/, sle, lie baldi c'Olll)!O\l nci l'iI, 
W!I:lf'll !-,olki(:s mid prn:Gll\lI;;~ :lI'J"t tiL 
eSlaGli"hullll1 die USF 01' ,1I);::;IF;­

~:;JlI\HL1_' and W(), k sl\eet9- <II .; Ii)i' 

(C) Slumgc Iud ,)vliv,r;: nr fim.. 
prodlKL 

tIJ) ProC<':ss vnlid"h>IL 

tE, PC]SOLll1Fi ;:-.:Tt:S? ",td :UllV('ll't''li "," 

ma!elials into J!1ril1<:ar 1(1~ c(:!I1j1olll1diJ'lf, 

Hn-,,1" 

! F) UFe ;md n:linlemJ1C': 01 
;;:1 .. ir;l!rncnlll h>Jll)'oJ devi;;.;s \lSt:J 10 
c'1:<lle iJle CT,!i,d; HIT;) Ill!' !lmLirmia1i;m 

or ~t1:: i Ie pi mLids t('.g., irIIl1i1IM- tilI IJcw 
WDtksiAlium;, bivll)g;nl: .'Hfcty :~lblilC:, 
,;1\1"\ : OC dr."tl; ,.)Om, ;nd bjrriiJ~' 

Iiuj;;Jinr, '",';)rK51 "I 1,'1)$ j. 

(0) H'Cgnlil: c,e8J1ing ~~':Wdldf' ;-;;1' lhe 
cOl1lro'!?d mel'. all;! any n:t,ipmcll: in the 
CO!llu!:ktl nrn: hJ\;} the dhcmdinn uf 
~'i"i;rr(x:t,Wll' (plmE1lEcics Embjr<:! 10 iH 
iHf:i\ultOlwl ;nf;;ct:o:] ,allllni Vo>::! 11'HY 
[0110,,, Ihal puL:y. 

(II) Ui"p,YmJ uf pucJ:%gmg Elalerml.s. 
usn; :-;yriHgcs, ton1ai,IC]"';. Hnd necdl,"s :c 
eJ\];H:KC «:mi:alii;ll llilll ]ypid 

a';GIllU b:nH i:J the- GIl!ilrdh;j luten. 

(t) Por skrik !:pilcb ,·m:tpuvlI<Jiu;;. 
wri:fll polj(":_I'\~ lHld p:(wl:dw(';; 1ll1lS\!jG 

c~;hh;i,>jll'd h,[ !iK'I\~C vI Il!u~lcr 
J'.,rlHula~ and wuri< SIKGb: c:1111 for 
;:;PPWPI ia:v d(WlIillG'I[ilitPIl, 

:-1 ealihCIi. $ :")ciiilies /'.CCl edi:;;;ion Pror,;'rLl1l (II FAI') 
r)'.~T8tljlillkl); Req\l;renwnts r,1]' i knllh:are F":jL"!j,,s 



COi\1rOliNul:\'G STEH.IIJ~ I'I{EPAHATlONS .. =r... ···.~~~~~~Cl 
SCORr: I 

".".--=~==~~'" 

upprq;r.l1le :JocullKLtajiO~1 
(I) S:uiti-I.lllior 
(K) : 'Jld-llIodJct ~;qi!lIaliur 10(; !c_q ':I1:!.­
1(, eeR 17~J O:~(c)O) 

~ ,\\lLI0I ily eiln!' ~~,'Iiu;l W()j, BU'i-iuc;s,~ a:\J 
f'n,je:>~i(\n;; Code, Rdcl'e\j(',:: S(,c(iol. <to()5, 
Dll"inc:>,> llnd PiP~"AHi:'n:. (,\)(Il'_; 

25,05.11() !,llhdilll! Uc;quircmclI!:>.< 

III dJdahl1 Lo ¢x-t<ing iJhdi!>g 

r('q\ljr~lw;nI;<;, 11 phawltlcy -;"1I;,,h 

n>Hlp"'IUlt!,; '>\I.Tilc pruJtH:t~ s!m:: It\G/ude [1.:.: 

LJl !(nv;ng infurmation tT th.. hb,:,,, nV 

1:101<) pll'dH(;!~: 


V\) rd~~lh()ll;': nunber :;1 :lw pl:i1.LllaCY. 

<:.-vcfll IOf .qerik ;0.:,''':(:,1\118 r!udtlcLs 

c!"pensed ('j'- LI~ln(f'lllS 01 J hn,-.,pl!u: 

phanum;y. 

Hi celt 1751.2(<1; 

lb) NmH(, ;!ltd c,:'tKellu,!i<.JlJs of w!§Lc!iellb 
C)l!f<lil1etl 1H l!tn l1'.U i1(' i;'jcO:!;l.l'k prmltW:l 
J6C1'R 17:iU(\-» 

L~) JI1~rIlL,ions for :'It;,u:gl. alld hillll:lin!:, 
16('( l{ ~7512('::; 

(d) ,\,1 cY((liIH.i::: age,,!;; s!luil >c;), ~ ~peuaJ 
h',hcl win!) Slf'.I{'~ "Cheuilth0rnpy Dj;lp(;s~ 
;)J I-'Iurl'~i: " lei eel{ :75 i 2(tl) 

\(\lIihcfily tlld: Sedioll 4(;\;5, Bl:,~;lle:;$ 
;],;d l','()I(t~~I\'r.i Code, :,:{erelt-;l(;\;: Sf'~,;1I"t; 

~10U", !h'~',;llc;:" :md Frqf0'""il)ll~ <.: :;),It;,) 

llrcllldiaj: ,bcunenl;!liot1 :,'; ~,crih~::-Jii"l 
l(~b!lb) 

UZ) ;,',)<J jJu;;]u(;l V;"iWllj('l1 ami 'G~ti:lg 

OCl:tU'i;, 

f "$"\S:;U-exp!?lmlvry nOCll!\lENlS !103: 4 N,\ 
IN'IERVII<;WS j -- :'t"1 <JH11j'1li"nc<.-, 

OUSfY,!{vATION::' <i 1\I(J;H:<)mpEalln::. 
Nil. Con,pollnJmg 

Vc:ilr llml :'l>0b, .nd.tde ~elephJJlc ;pI ;cil(lnl)e;: at be 
;l:;mho l)~'p;lHnllncy (~xellJPt:qn, sklik~ ['nvilily, 

!11.i~'d-Jl<e Pi~).jtl~·(S (H"iV1ii}('d JtT 
tnt,alicL!\ ,,;'i) H(;J!Lid!). 

L \\:ily (11,\\ ,ahd" il,dwJc the JUun,:. 
:<1\\: <..(ll\c?:!(ratioL ,;f mgrcd:e/\,", 

(.uutamcd 'II tilt' ,H'udw,! 

3, V ,;rify ::w! 11'.31111(;1 iU:L~ cy"l.q tor 
;jlO,~g~ tlud ;lrH\:!iEg n1 P,\K!ucL'i 

4. Ve,.i l)' l:;al cylo(cxic r.gcl ,b be:!1' n 

q;cciEllJbci .... h.icb slt.k'l 
"C:1CII1(lj!l~r:-lry~d' ~P(,SC.' uf !';opcrly ," 

';.:fi.lh~,ue J h.-lillie!: i\:""I'l:dj[1ti(~11 l'feg:J~\l UTA:') 
-",,;.cn:di,aU<..w RcqllirClhl'lU; k.:- [kaHbl"Lc.:: I'acililic'< 
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j'HAI{I\IACY :::'ERV!cl(Sf!"lEJH(,AnO~'\j USE CO:V1POlJNIH:'HJ &TERIU; PHErARA.TlONS 

EXP' J\NATJO:'i 

) ,i:a~t J:br_~~y.ears. 

I

I 


25.05.07 HC""lI~lh.ec!Jh!1LL~~! npUll1I rl iJ!Jt DOCtJ)Vll':!YJ'!'! 1-2:t:;~ 4 N /', 
Steri.t~ lukdilb~cs l"orJi:utun: tJs~ IN'rVHVJE\VS I I:ul! (:<:rl!lIiun0:J 
(<I) l'hflI"iUliC;C'< cou,-.;-,ullding ~!~[i!e OHSEHVATIONS 4 1'101; cumpli<lJlvv, 
lH.itCli:;>k prl1'-:l,::L'i !;)f ;~I:~:-e llse FI;~U<1'l! t..;;\ - Swd;: 
LO ~;:didl 1-, I ().1 ~h:l::, t}) a<~~-i!i('ll [0 d::1SC 1, V,,;-I [y ;;!l\[ jl hnl 1)),lr.;,;" ;;(lllljJfN1Jd i 11 b n)!l!jJ')cllldiug 11;,j 
nxon,t, Ictpl:red by seclicl~ 17 i 62, :mve stcdk -i!~i;;C!;l;-,!e P',;dUCL, "iF fllttLC lWf' pcr;ocl.lcd 
H>'"rd~~ ;ud:c:l\:ug >1(: !~all\,).I;'( llumi:;of, sLaI: aI~o hllh' !<:cfllds iwJiclIling !It{' 
Ull(hll~l, ,mJ (11,1} I'll wh:cL \JIG prcci;'(:i:< mHne, 1;llllllmb::L amOlJU, ,1:JU dme OIl 

W0J.\; prov,ded \n TI pi <'MTihcf. w;lid, lhe F~pdllCls llie:-c J'lUdde:d to 1:1<': 
16 CU{ 1751-:)(;)) pre~cribcL 

25.\15,(18 Rccnr~~~ tu 11.. MlIjlllainHl f'l(lIt ·:-hc.'c w.~u[(ls Ul0 req!lireu iE nidilioIllo nOC[;MENTS 
ill(' '.:'qt: irelll<:lll\ uf 25 05.07 (! (> {;( J{ INTEHVIE\VS Cdl G;)fUp!;,1!;':c 

1751 Yin) OBS"EHVATlO!\S .-! '"" J"<c!H_/,j)'p~i,m(:c. 
!()f J: k';l~[ tilJl? Yi.;:an' >1,\ Sl01il(l 

IS cC'lt 1751,](;') !, V,'I1(Y tln~ I1lVid!<:llUll(:(: of '(>"OH:,~ f:>r cou:,('>lllldbg :lCt 

~hJCC yen" mClIJc:: pBrfIJllflUi 
( I) Til0 (; abing ,m:': cnmpe!(;:K·Y cl-'nbalHw 

pl'rn:pJ"YlTI1 ill ':Okri,e p: (1;\11(;1 IC)CC0.U es. (A) l'f,i:lillg ill::! L"0Wpe-:<:JK:.Y C\al_la:ioE 
(£:) Hd\ig;:~al0r and rfee/<~f l::lIIpcn;h:lcs. <)fcmp\n)('co; ill ~lel';,~ prud:;:c 
(J) C:c:-ti!inlllc!l Dr the 5i"l iii: ';()Ll~~:)\I\)\.Ib.s pn l c'I1:Ht\S_ 
m~VlJOlH;lcn:, 

(;1) Uther radby tlU"hly wlltr;:1 :v9,s un Rd,-igcm:o:' end fie.:.r:n 
spcci:!c >: lhe pll'L:n:nl,"{o; p::.tic,:es ;.I'd terr:pemlurcs mnn:to!<"d 3.11<1 

pro;:ed-lles (C'5_, cicuH:ng k!%s ;;;r laci!ities doni :uf'uletl. 
iII'_\l cqul,.1rW11!';) 
(5) Impecli011 1"01 ex;:ir;;J ())' rr::Galle,[ (l j C0f,iJil:nlic!l ollk: sl.;,-iie 

1'1Mnml;:<'lllil-rti prciw:!s ur raw i:l?,tet1;ult,. COAll'tlll:ldint!. e\F~f()lmF':lll ,;(Gtlrs OJ' d 

(6) l'n;pllral;oH rCCPl\!r ibdu;3iqo:: lhc n;rlsier 1cg'Jkuly S;;H~',JllkJ h-n<s aCA)f(lil:g to 

'>hill_ Sill"""', the prcpamiioH N01'1; ;dwc~, and wl;U"I1 poJil:-if'\ <'lid prrKccurc~. 
n;u.p;L, oi'elld-r;'Jll;K! c<'aillatl,'1l reS\lI:~, 

~!j) OLler :-,wili1), ~:raLry c'nlrul bG~ 

ii\!I!lF>:ity ci:ed' r'celiol' <005, lbsillC~S specific hr fhe rI11f),18CY':-; pdi~':ff nlld 
'1!~(1 !'rn!Cc;z,j;;l!,; Cc(je. R~:<:p::m:c: SCl'liuli ;-'fou:dule'l me IHd!1~,lil\c{j (::: g. deil_1ins 
4tH15, Hl:';I!~("'~ ;tae r.-A0~.~1\jl:~ ('o,J..:,} lei;_:>: \'01' fit"i.lt!ci>!lId (>cFlim\lc.I:). 

?()09 	 J kallhGU{~ h1cili::,-\" l\cn e,!il,JlivH Program n1f Ai') 
Ace~cdjlnll{~11 Rqui:<:nenls fo:- 1 iv;;ILll<:dre ]:(1(:11 i::o.> 



(E) !!l.s;~C{;(~OIl rC:;Qrrio ](11 eApm:d 01 
:,,;3;I:;d p:l<'.m~;IC(,Ulk\l: ,'rod-,!':!" 01' raw 
;llgn)dj,\'l~S, 

(V) PICPrlrll:'OIl !;'/;UlC<; irc:lutiHlg ;,lC" 
"-<Isla wor'z ~,me(, (he p:'L'pa!!l~ioH 'Nt,r" 
~;\,;('t and ((('onIH <'1',,:);;, pmd(!cl 

t:V.1IUJ!1",\ 

25.0::;_09 HC(,Uftl Keclllu..g HCQ\.!ircl1lrnl:i '{e<.' s["I.,d,mb 2,) J>1.1:1 (told L'L04.! 4- ilOCUMEN'J'S ~::F:.'4 ,j N A. 
(ull~tJl) OB:;EHVATlONS [-\ill c\wlpli;:onn· 
Ph'lnna,;;i<\~ c;1J;dl mrjnlnid W(',(lrds or -+ i"h)!H~;HUplinnce_ 

v:tlidn(illj) pf\l(;:')~SC_~;)Y requireli ,'Y Sedl(1I' VerilY that n.-':(Jrd~ of Irdi,,;!!jUIl ."JA 1<\t;rilc 
!75 U(b) 101' I'Itvc yedf?. 1 (; ('eli- !751 .:l{c) p((1(;e5S n~ ;Jes{:tilx:d ill ;5.(;4, U ,lnd Cl'U'POt;Jl{liLg 1101 

2'i3,,-1 J4 me Jl;nill~,:ilJed lor al kisl th~'c pcrium;f'd 
(Ao'b-,d!), tlleJ: SCUiOll1005, L\Hg:IJ(~~'< YLwJLo;. 

m,([ F,;)l;:~~i[11;/ C,,,;tc l{ekr~';lcc Setliol1 

4[)O), lkslJll'sS and prorc~H;)jlS l :0d0,; 

B.05. W AUil~t-, ~dr-4Cxpl'!Ila«'Tj'< 	 DOCI il\1EJ'd s: ,1 tvA 

(J: Wb~ll prepilliIlg cylr,l;lxi,: ageI'Lc" gowns INTEUYlE'WS , Fl'll,:;uJII;:!imlCi' 
lim: ;Ic,-v!( shlll-;e Wl'l!) OBSERYA'I'tol\S A, ~,,;n nl:llplitwcc 

16 CC 'R ;7,~! JI([\) NA (;olllpuundJl'g 
j, Vcri~y Ihat when pCPd-;ng :yU'l;'~iG !lol p:::-k'I'!I'cu ,11 lhl 

C-j V/'wt: enmpoundillg sI?1J:c Fotir-:!s ilgcllt~, gowa~ m::J j!:nvc~ He wom, lae::ity, 
n(}11: olle (-'! EK'n: :101] storile mbrcu:enl;-; lhe 
!,)!h:wing s~ilmlmT~s !H'-I~t :x: 1;ld: [-0 r_;::ol! 'f'(ltli1di!.l~lr;: i !e.J:2illd li(-!O: [n:p1 

til (:CR 1?5_r A('1) ,-,-Ie 2t: ;\)01 r; Y.)U-o.l\:,'tIe i11.1,1"..1 ienls; 
2, Veri!:' Ih:ll dC,l'l 1,)1:):\1 ga'b l.-OHSisb 

(J) CkUPWOlll gai; 001 ~i;<:Hg ~,: ',I lcw­ or il :uw-:'~leddug c'.lvCI'11!L ;[G[I\\ n)h'" 

~he(ldiLg (;(,..-,:rali, !lvill \;l'H:r, ["ace \n~k, liKe :lln~k, ,ud sl1<1(" ...nvt:i~ 1nm;1 be 
aLdslJ\'(' COV';(SI'lll::;! he w(J]k in~:de 1:1<.; WWd ;nsidG :l;c uf's{gnmal llJ'e<l ;ll ell 
dc,',igr2h::d Hlt'.l at ,1;j limos I i!i l(;S, 

(J) \ 'lcan,-;'(,u g::u:) m.131 {),: d,\ Fwd amJ 

remo',-ed Oll,s;n: tile \I'_':'lil';11(,)(; nc,>\s -'1. Veri?, IIml dea:l J\xmgwh i-" d(jl~l\e(; 


I)~ Hrnd. ting~r, md \\r;si !c",-iry !Eml b<: Iud IC;JH)Vcd I)V:;';h/C ill\' dc,;ig~lClkd 


eEn.icdlcr\. H ;cwe!rv cnuo( Ix fCJ1)(!\lcd arCH_ 


~~.~.~~..-~..~. ~.- ....- -- .---.~-.~ - ..~~--~,,---;;-
2!!!J9 	 rkaJ~ht'a<f' F;K~litiG.~ !\c(:lnlltntifll\ firrg.f211l (!IFA!') 

i\c,;,\:d lil!,,'H Rc::trircmf'ms for IIe"jrh<:Uf(, Facili.:'('$ 



l'UAHl\tACY slq{ncw~I.,~'lEmCA nON t;:'E • CUl'l-]POlfNJ)I:"i"G S 1];:1111,[<; PIU<l'ARATIONS 

(;.Ill JleIllJ~!~1 fllr CrtHforuill JJospit<1h;) 


C". STM~D:~::~~"~,~',~':;~L~E~'~I~P"~'~~I~'~~~~~~~:~~r~X~"~'~!-_"'-\~N:'"'~\:I:'l:'~N~~:::~:~~""IF~,:-".",~_"'_-(~":O:'~t:";":~"·}"p~R~~·;~"ii"Il,,:;U 1­
['I€11 ii Ill:!t! lie t;KI(dp,iJly "ie'lIwd ar,c 
c()""ele:1 with:j !'ll:nle r\\)\,c, 
(4) Hello ,')1(i fcl{:ia: hili\' ;)1\1:';: be );t';;t otlt ,1:' 

thc. lfillGni i\j ca nf be <.()vcred, 

{5) (; :0"",5 !lIMlI' nCl\)\N-"l;eddiug I:nler;,,[s 

nc ;t'(]ulJcd 


fr.:) 'I he ('(',qriremcus () r Ih(', s1I1,uiv;s' on do 
!lot "ppty 11 :l b"fI in lscblor is ,~sed Ie 

C\)Il.l!f(JUU: ~ll,;rilc i,.,jc4:ldbk pl'odw.:s limn 
OJW ,'I' mOf," 1);l'1~ ~!t'rik: ingredlenls. 
j6 CO.; 175L41C) 

(;\\I(;1U':I], vltcd: ScdioJ 1(;05, I!u~incu; 
2[;HI Fr"tf3sinl1~ Cudc, l{;:J'erelll'c: Sr:"!ioll 
t1 (lOS, Busllic~." mid I'f\)~css;on!\ ("dc,) 

25.05.l1 TraininltJ_lf Sta [T, PIlJh'ut ami 

Cll.U:gh''''I! 
\(1) :_:,)j'sll!\i1licf" slId;: ;1;C Wll.(l"bJc- lo (11;­
IMllcnlllr;ij'l! f)J _Winy cmq;\Yh ,,;,;;)GCrlllllg 

prnpel' w·w or S~r:1 dv if jrvtilbk ;HrJu<.U :lPd 
n::lJkd '{nllp[h:~ rtJLH'.dw;~ c;y tilC phnWTY. 
[() C(:I{ 1751.5(il! 

(h) l'lw pimfllMGi,,:"JIl-cl)llIge "Iwlt hI,; 
1t':,FdJsihlc to {'('''\He a:: ')jl(l[\r:iiCY 

pcr,wlEmd <.'ilg,\~;ill;; U UU1PCt2.ndwS SL;ntc 
injeC-!'1bk dtJ.i-" ;JJuthKtH "b.a h:,Vt'; (WlIl:ng 
allt! d(;!l,;'!l';;!(,lkd ;;mllpc:,'lKC in lk ::aCc 
iMUri!i!lg aI',;; ("OJLrH)~ll'(;iJlg of ~!G;-L(; 
inj!:ch,b~e lJlUJ,K!;:, P\Vulh:,a! c!O:UII:"W 
il ;>(Hd\llg ~'y:ohJXIi; ,Igenl({ if i 11C ph81 !};di. Y 
\;'l[lll;CLHdh P:O(!:Jds wilL ;;yLlfO,t' G 'lg(;ll~" 
1(,CCI{ l?)lth) 

'1. V::::-ify ;1):.,[ 'nend. fiq:\::', lmJ '-'i,-isl 
jcwelry iWhl he ren~oyctl. IjjiOwehy 
';U1Il01 be lC!11(jVf':l, I!:c j"we;rj PH,;I he 
jhutJ\Ii.;!~ly cfe;,nc"; ,md coc'elC(i wIll: a 

s1cdh.~ gltJ"c. 

1_ Vetify ::Y\! !1,""lJ lnd fachl: Lair w 
cpt uJ ~iw etil,(·:d dH'J ,))':s covered, 

6, VCI ifY (ilal pI dcclive tdOVCii l:J,ldc or 
lew s'.lcJdi:lg J!1.llcr:n):, [1xe I>:QUiH~d. 

:. Itcv,ew !)ujh~Y PH utlLe_:v 
i)!",pactlJJU cy[o~c7.ic ;ILetl:~ 

nOCUM1',N'I'-,", 

IN'nmVih\VS 
()ust]{V,\'rJONS 

J, Vf'~'iJ YIii;\! C(l)l$u;ld: "Oll I~ avai/:1hk 
to ilk pdielll ;lHdi';r priwllry c1leglVC! 
C\I;lu;rnmt ,,'rope!' U'K {,f :>tcnlc 
illil'CILb;c prc;:u;($ Hljd rc:,'!ed SII]1,) lic~ 
IITaishcd hy (be ;,LLIll:ll-V, 

2, Veni} lllllt !he p:uxmae:;;1 j'l chClq;.c 
cl1sJ.re.s lIu; Jf f)Cr~DI1!1el e\\g,:g:ng III 
GOilJp'.hwdtng $tf:J :;e j'\)i.:d'l::k 
proct,l:::!fl hct\T G:':Cil rr:C~lJ)ed 81:d 
demOll~:mLG ol1'goiug co:npclcnn: i'l the 
~11';; ImmEI:1!!, ,dld <;:n:l1pomh !j:1~ of 
;;(Ct!l\; i:lj<x',\u>l(' :il'ug peduc\,; i:1Cllllill[!, 
cY',o~oxi..: dgC!lL~ 

~. Verify :11['.[ rcc;-,I'j,s olllaillillg um! 

! l'f.;'T3' 4 NA 
(~ Filii C()lIlp!itHKc 
4 N',r<u)loplid 1C2 
}',;:\ C<1mp~l;lJ,dlllg 
nOlI'Gri;)lme.:l ,1; Ill..: 
::lIci!i(y. 

tlcflHhC,1ft: F"'t"hl1l;~ r\('ccn d.,lioE PF)guLm {E! 
AccI",djlui:();t n.nj\l!rcn:?~II." 1m [[eaJdtcdlc rm;;ii!jc~ 
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1'1lARi\1ACY SlmYICESi:\r1 FlJICi\TIO~ {lSI!. - COMPOUNOING ;;TITHILIi: l'lU:J'A1V\TlO;XS 
F';Ul'pJellll'Ht II)J ('alihH !lilt Ho:,>!,iLflls) 

[- -~~;N~"~~~I:'!I N~ ~l~~[X"I'NA ")N __ ;- ~~=,:,~~~);)(~,)\7Rf_~:~_~ "'"~~ J 
:':Ulllpdvnce "hill! he fI""ilabk ;\L edl..'!1 
mdivid'KI: ll!'(' ~l1n:l he l\'(,;iu;"J If)!' :!)[,;,-' 
yea!:; bCYPlIJ tliZ' p21 iud Df (ltllp:Oyn:oItL 
iv CCF 1751 5(d 

{tlJ The ;iharlllac~L-ill dla!!;< ,;h(]lI GO 
[('~,;<J;1~ih[e ':0 (~l!5Ul e the <;<Jllli"mmg 

n)mpC~emT Urph'lhm:cy PCtsoJ\Jl[:1 f")g:1r;0(' 
ill ;;ol1lpu1.1r,:t!1g sl,~:iL:: Llicdd,je ;'m(bcl~, 
!0(:('1{ 17~l(l:) 

(AlltL~!I'Ily clled' St"~li(rI4mI5, HU!;lnis,: 

,_nd Prule;-'';IOII:. Cc1,' Relcf('l'(;t" See-lin!} 
~1(J(J5, BnS;J1(\')fi Jnd Pm;",,<o.l$ C:U<:,;C,) 

25.U5.12 Trai}lUl~r Sian lill: 
!\'l!m'l'lc(~gg)!lll.rl ~ktlt~ 
(e) t'bltmnCJes iLiI: (:()!l;P0l:H(J sler;L.: 
pwduc ls fULl) 0110 or lJ)Ol t: am-slr:-;!:: 
Jl1gl,-"Jkl\(s rtm;t :.:nlll;J!y "tHh tbe E):IDW:Ilj]. 
:lai:lillg I(;qt:ih'll::!ll.~: 

(I) Th:: pLmTldc)' tlJtIH[ f~:(Ihl:sh mil..! f,)!l()vi 

a \'ciHce,p.:-;'glulll 0l':ruinJJlg ,11;;1 

pe:lbm:Jlw(' CV11!tltl!:()11 dt\~;gllcd 10 cn~Cln.' 
Hw' e:Kh IA':f(lI' wUlldl'g ~11 Lw J~SigU'IIe.l 
n,ea 1ms the ktl0wledgc :nd ;;krl!;J lJeCt','~(Hy 
\U n8r(:))')11 tl)"ir m;:):~fOc;i (llS!;'l !hOpcr:y. 

T;llS ,JI Or) am ,)f ,ra;lJing JJ1d PC! lV!HdilC," 

t\ uJil:!i [(II! !lU."! a<~'!~;." nl k"lse Ihe: 
:'oii()WIIl):,. 

(Al !\r("juic: 1;;(!;llI,~ue. 


(Elf pllHnlktcc!:li(i'1 ca~\'uh::~'IL~ aml 

k[l!UilOl<.l!1Y_ 

!,< 'j S[CI ttl' prCl;t:~·' cuwpc-Jmlug 
d\lCH\l.ln:t~ 1;(>:1 

dt11h)l:~;r<l[(:~1 GAllpdcllGe ad; aYJ;]Jole 

J;lf 0(1'.'11 j",liv;dllll! we :.I:-C rel.ll'm:d i(lr 
lhJCC leurs \,.;ycmi IlLe J't:tic,; of 
emp!OYllICn.t 

DOCtMENTS 
J!'-r(EHV{EWS 

()Ii,sERVATIONS 

1. Verify tint ;)lnl;\liIUeC; ];aYU a:: 

t;Slal;!ishcJ ,u~~' Cc,lk,w a wUkn ?lUgmlll 
ollral:llllg pt;;'!oLnalll:c CV1:1Jcltba 
dt\~.gne(~ ~Jl <:Jl5'1:'.' (\;;H cftch ",:;r};()l'\ 

working ill 1:16 dc;;igl"I\<:d lUfil hIS It<: 
knowkLge ?ind ~{;iH~ 1l~\:(~';S:E: k. 
~Kr:()Cll (heir PN~!g'l"'~; hhh pn;ldly. 

2. Vel;!'Y tin: (lit, prngran of <dining 
<llld ev;;'lch';'U ~tklres'l\:~ [he 1l:1Io',vjpg_ 
HS8pJJ" ~('c:mi'1\K, p!Mrnaccu:Kal 
cakU;;l!I0115./lerm!!w!ogy, Sklllr.: p.';l(\I.('( 

,:u11l><JUH(iillg ;fofl;nDnl,\~i\HI, '1Ui.1 if) 

aSSlIrH:lce ;)ru(~,h!J('s, uep(jc 
pr('f)J:-attul1 pr;;::cJU:V3, pJ'(j;,~r g;h\'llirg 
and :;:,'VIPg tc:.:hu:ques, gnlc),d eOH.11!d 
II' Ik· c(ln!;ulJed ;1~~:], 
cblllillg!':UlJi:;;,;nr Jnd llKU1Llimn;; 

1 [2::':31 4 N I\. 
r "" Cd,. GU'llplnurc 

"1 'N~'n<{j]j;,)lirtH"~"' 
H/'. ('(:Jl:I~l()Llld;nit 
!lvl per bprcd al rile 
IU;;lli,y 

-21~,,-)9~---'--~------'- ~---·-·-~·--·~-~ilji~,\~di:li;";-;,;,,,~,_Cj·.;;Ti: ;~~,"~':..:r1/l'iliH;PH ---~.---- .-~-.'-~-'---~' ~ ~--.~~ Progl ,,;,-,-(-n'j';-.,-p-, ---
t\cel"diU1l.1cL 11.o;;ui!q llelllS 10;' ! I.edlll,.].'(' ;::,Iciiilje~ 
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------

I'HAUI'rlACV S[(l{VICES/,\'1 EUlCATlON USI!; ~ COi\'lPOUI\'UING- Sn;:JULE PRIU'ARATIONS 
l,~rl('m<:ltj lUI' ClIUfnruia llospilllbl 

-,.~.~~~ "1I
~~~=====~~-~-"~=...,"'"~~~~-~--..! 

r~~-r'.NIlMJ)! I LU'~I'~"N~'~""~~~~~ !'.XPLANA j 10~ SCORING PROCI ~I H :tE St 'OJO, 

(D) i)t!J!ii; U}l;1U' ;)lIre p,Tlce(jLr..:~. 


(I;.) A~C'p1,(· pr:cp;;",li;m j110Cc(Lncl;. 

:n PwpC! gUW.li1g mid ;Slaving :c~;m;;i\h;'\ 


\G) (i:'101alCOI\duct II' lit", COJ:l!njihl 1:1\\1. 


(H) Ut.\l!1;t1g, ;<;..Jli I i.~illg, <md nmtl1lmmnp: 
<"cieipn1epillo;cd ill the GOlmclkd ;t;ca 
(:) S!?rjbr~\liQl! tGdmif[tlt.,>< 

(.I) L(lil!:iIC?', C~luipLlH,'!1I. lind c!ct,urc 
s.'/sklll fek~diO!L 

(2j j Jcll ;;'~':'''(ln a~~i~Led u; lhe cOIll!,Akd 
arc[I 1:11.,,( ~UC.(:(~,t::~dly f-Arplck' !UH.Jit;ul 

;:kill~ ll~.ill:!lg iu C\.se~!lj(.ll:dH!i{;l'e JllJ 

:!ACpli: :u,'a 1',1;IC11(:G5 ;~"llh'~lli(J,' ,111.1;1\ 

ilk hide ,;;1 :1[;;'1 [C~[{I~g ,md :I Fn[~011 

pnJ!(J\:d ;)fi>(~:.-ipdic l'<Jl,liL: rcrf<lITI<IU<;~ 

dwei;;. inviJJviev adlw;lcncc to aSEj,lk ,LeI 
po!x:eE J.LJ Jll,{l(:(,ciUl(,"_ F:1ch fJcrwlI's 
jlfd;,;jCIlCY :i:1(! ('011.i:1'.11,11' ;wiciq~ Ill'c:i~ 
l:lu~1 be IO:1f'C;Css('d o:,cry 1-1 'llomlr" 
1{('')I!.1.-.. () r 11'(,l;>,; lj"i:;(W~ nl~·ItL'i Ill;; s! he 

d\Ju:JlIcn[('{~ dlld reail;nJ b til.: phMU<1':V 
Ill), [;I1'<'C 'i"'fi1'<;. 

I;;CCI~ 17"1 S(',l(,!\A.--J)nnl;)) 

(AL!hYlty cl.::d, 01'x:blH 40t!:', Hl).~'lIC,"'· 
;p)(II'(d\\."-\\(li'~ Cp(k. Rpferel1c('.: ;)cdi,)r, 

qOU'), Bu~i;I(;~S awll'rnfc~sioit; end"".) 

25JJS.l3 J!lli!5!.,nl.!LL!~:!;!'tt, ~:~!4tcrifll. 
Pbm11~('i;;s cn;ll[:<Jt'lldinf' ';!c:He i;lJl':..:lnbk 
pn;~l c~s shaH hL'''C wn;t'~lll!"!icj,-,.,, :md 
P:<lCl)Qure'{ h,r the c:i.sPC~,L d jllfee~,QIF: 

llwlu id:; aIK'!\,r lllalt'lj"l~ t'nj,l:lbi!1i; 
C;l(]l.()xi,~ H,'~iduc~ Tbc: prOGCLUH"-S shall 
m.::ud," (~~1.'~ljlU:} ()f"lliLs ;:l.1d si1(,l1 h' >1 
::oniicilliUK;; \Nilil :l'cnl flcull:l}urisdictk,1j. 

t'-fllJipHlcn! nSf,,-: ill [he C0IW\;Jkd Ne,), 
!;ter:Jiz"ti()l~ '.e<;'miqucs. CilJI1(tj,lCf, 
':qUlPI.W':Ht lwei CiJStlfC :;y~10111 se1e-: ..on. 

:. Verify tlwt ellch jWJSOtl ao'!'ift,u(;;J I~' 

lhf, c:)lllrol b: nre .. l!,U'i[ ;;uCC(jSSfLlly 
cl'wpkw pi<lclic.ll! ~k:iJs (I''''B(1I1-' ill 

ast:]1lic :.e-dmitjufJ rmd a:ccp:ic u;er, 
p,a(;lk.c~. 

<i. Verily !:1m t'vn),ul;(ns iIl':;[Hk Wri(1\oE 
(CSllH,5 ~d a w:illc:1l p"olo;;,,! Dr p::o:;odic 
tT,I(i~IC pCrf(l.Jl'fIllCC cilecks (nvo1viHg 
,;dLete,\\::,' (,) a!-\ep!;\~ 'Ul'll poJide') ~.IJ 
P(;,,,>·'!tIlT~. 

5. Ve:i{y (lltl! sadl per~('!l'~ pr:-,_"idepcj 
f',I'J comiruia]!; l~ab.i:Jg Heeds LS 
rClI&~esu>.i cvcl~f ! 2 ll\O:I:l!;;. 

6. V crify llWI T ,-,,:iI;\ or ~L-'1!J ;)~~o.:."~n:ell1~ 
are uUVl;n:';-.):"d 1111<.1 retaine:, i" the 
plFlfdl:':.:y [or i!inx ycurs. 

J)()('I!MI'.[\'TS 
jNThRV!EW~ 

OBSEHVATH)NS 

1. \In::")' tbat ;+;I~)1HI,;il'O; :>.wlj),..,uI\Fng 
SiPj;[c inj~C!]hi", lhO;.lllfh I\l1VC 'V~j;;l;H 

rdide9 Wl(\ prt)l'nlmct> f"f III,' di'ipevJ
Dr .i:1!~x.lj\·u,\; 'lFlleri;,:s hI'tiiur malerlil,~ 

;,'3: '" Nfl 
.. ;ul! ""n:,lj:lllu" 

4 Nm' CUlllpli?JIL'-C, 
Nf\ .,- Slo.'l ,;;. 
("0nlp(lan~Lng m,1 

pelHAjljt'U 

;()i)Q I kld!rl,~are ;"',)(iiillc$ !\u:n:di L:;[jon PI ng:a:1l (I IrAI-') 
A ..A'ff'liLaliull Re,-p!rC!H(JnL". [)I' I k,ll:;ICdfC h:;:i~ili,:s 75 
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I'J-I,\I:t,''1t)ACY ~mRV!ClL<;!MFnI('/\TlON liSE - COMl'OlJNIH,"iG Sl'l~IHI ,E PHFI'AIV\TlOJ\S 

(SI:PPIl'JU.t'U( (Of.Ca!ih'~ nill lJ~,pitll!S' 


r~~ S':~;~\l0;,'~':r'''_,I_,~ 
II) CUt J751-6 

li\uLIf>ri:y cik,J S&di()!\ 1G;-)5, ;!L*"tPt:~W 
lmd f'rofz'ssi,;n~ CcJc Jtc[cr::lI':e: Scelj(>I, 
,100:\ ;IH~jnn;s 1:HJ I'rdcssiOHS CDde,) 

25.05.14 QUlIli.!y AS~Hrallc(, ~mll'r,!~ 


Validatiun f~!.LXer!\.ul!llt'l, ~';qlliPl~!CllL~.:! 


Fm;i!i ti('_~ {!.l.:lfD., 

TheH\ ,,!~AI! Gte J !l,)t:u)wlJ(<;d, 'lO:joing 

<pail!)' j,lNr"I'i1l1CD provr:LH [nn me I)!crs 

peJh,LHlCL pcrforJ\llu'J~, eq\1'I'!11eU~, al~(l 

fill:ilLl<;~ II;;: eud I1ro;'ul.-\ ,'~la;; i)t: 

t;xwniw;;d m, u JW\;',udic sa;upJL1j; lril_,u i1S 

de{,,fmllied by 1:1e phtJuJluriJ;'!I)-{'!large lo 
,;'1'wn.: Lml;1 meet';! JTljG:'tt,,,: sp8ci(Ju;tiol1S_ 
': he Qll011:Y :\rsu:'aacc j'rO~;-'1J:' s!tlll 
llldu,k a: ICLSI ;!l:: !oJJuwi:Jg: 

(,) Cle31ling ::11: ! ~!:udiLtllif111 of the 
!J<.lI\;ll!('I,<L C1ediGuti,111 pn:Vd({lliUll mel_ 
~::J'~ be ~«C'I;St; ofo:Yllp'lIl!ldeti tiicr;!e 
inje::(J,;Je pre<Jtlcl,; ill (iJc e1mm::wy "-.11(: 

perio,hc JCCIl tllcn!r;1 i;.n oi' I('f! :i!:l'rawr 
IClrp<:mILllz', 
(1) l\dnJs 10 he tnk"ll I:! !L~ \:vcnt of p 

;,!ruf: !el,d!. 
~-'1) 'NriHelliL~lih'allV! 0;' tlw t;hj~eil 
t:spirmua dnlc,; F)( eOl1lp\Jum!cd ,~kt ik 
h\lcUJ1H0 prvdl~cl;;, 
j(,CP1.. :75L7{dj(!--4j 

(1\:!~Lpri:y ,__,[lui" Sed;;,,, :!(!O.'\ nu:i!\(;~s 

,tnt! l'J(>lL-,,~j(Jil~ Cude. i{~:kfCllce, )\Ccli\ll\ 

'1;)(;5_ iJuKine,,~ :Iud l'HlI~$~;():!'; Code,) 

'2 Ved'y :;n;[ pr0('<'\:I:re~ u"bdQ 
<::em:l,p cf ,,:);J~ llnd ill<' iu C<)11I0f!l11l11Ce 

Wl,:l ;0Cttl he<lilh;urisdi<:iic1. 

UOClJl'IlF:J\TS 

INTERVjKWS 


OIlS[mVATT(),~S 

VelllY Ih;1t the ph'UJlH~:Y lIas il 

docmr.::lltC(I, ungoiug 'Flaiity ,l$}(lJT.J1Cf' 

j1LJgrmu tim! J1:(;OltO"~ F(;r.,o,ln~;, 
;~;_T;-(:l'InijllC£, 0;JlI;pme,l~ ,laD i\::::i 1jlI1:5. 

Ven,y !ltd ,he ;:hlLnacy Q:\l'l 
plPgn-un 'S i:l':oJ[,(1T:il,:d in1\) the HC>5pibJ 
'-\'id<'. QAP rpl'cgri.1J' 

/., Vellfy Lhe.! :1;,; ClF~ ;iPX.::U;;t b 

e:"d:n i,Jeu <JJj a pefic'j'; samp:illg ,H3!>< 

rl~ dC[;~I1Ui:l\:d by 11.10: philm,;1'.,,!! In 

dJil;gc I': P;;"CIC tbl~ it _l1eer" J'''''lillr<:d 
s~)t;~ i!ica~1011;, 

t, VCL'f;: ;;1,.1 ~!j() qU:llil.y :I"""U(allC8 

pnlf:!1!1JJ i:ldudes, 

{a; CJ,::tnmg I:ud sl1nili..-:~ti<':ll '-)~ [iL6 
P(t'"C!I(;:ra! mt\_;i:"U[lf)iC pr<:prl";,ti(H !)I'ni1. 

(Ii) Tile ti~Y21£C of VIU\JOtdJdvd 
prv;O'!k;n! pl\)dt1ct~ in lhe ,~!1f11Glacy ilIjd 
pCrJ(1(ii::: t1CUmlClllatlull d 
rcfngnu(c,!I'i!",:£','J' ;cml'<'-t"<ltUl0 

! )'2:_:~3: ;;: NA 
J = :'\111 ('ol\ljlk:u;;c 

;;: i;J<;n 'X)J1~pj;1Hjc)e_ 

:-1;\ (;orlj)'JI.1mHrg: 
.101 F.,'rlompi.t f)1 I;w 

t:J<:iCty 

1-I"',jHhc.:u'e ;dl;l!i::f'!~ :\<:ct<:;dit,,~iOj) 1';-;:;;'],;11:1 ( 


;\u:reJJau:'!l HC(jlli:'eJll':!1I.s l\Ji I It:a!l!;(',fH'(; \'adl\ltc\ 1;\ 
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25.()5, I s Q.j~J:1 Pcrswllm:.I. ValidaliUll 
Prou'ss (nLul'l!) 
Each iJdhidut1J ;nvdvcd;n til;; jllT·,:;),;;il(>E 

\lC ;:fofldl'" (Pjc,;(able p . .)Dm;i:; an~l 

~uc<:e~$ru\ly CP!Fp:cle 11 ,.,i\i(b;!»,) p:'OCCl'l' 
In 'ft,,,:jlJ\iql,;; b",,j'>1\; being <l1l",,'.;:d 10 

;h'(lPi1{,' :;Ie:·jk ;;ticdablc )!lJdUCfS. Th;: 
vn:.:{,:!)(>)1 Ph);;','.,~ Iihl' (K' ~'anicd 0111 ;;t lhe 
Sf11ll,' ;11~~!\jjftr ":; 1~()n)j;;ll'r"dt1ctic·), ;;xcepf 

tlml an ap;.JO;lr!sfe mJo:rnhin:ng;ir;;i g'-'M!!) 
mn:n:n, ;.',~ \1M;;! in pwn: uf tlH'~ eeLJ",l 
p:ndUCI u~cd (luring s,ftriJe 9lqmntliol;_ TIll' 
vldjealh)!). ptcn>~,,, ;;lirl:, :,,) f(.p,e~elllllli II,') ;<' 
all IYPG~ cf P.FPIlPWilii(JIl" pw,\uds '!lld 
1;,;\<'1 ~~7.e~ li-,/ imilvi\.~nll is cxpe:kd (c 
p,-0[nU? The ~ilme pCI>1<)(uel, pruecriu(\Os, 
n;u:p,j\!.tpl, .url luak,.ia;~ <lie :l1",:lvC'(L 
ComplcL'u merlnm SJIIlP!;:S !!1L\t he 
irCa~)<II"d< ~f l'lY,:;ubkl gT 1)1,/:1, i,~ Je!?dnl, 
'helt Ill\: ~tCI i l,~ ,jf0purnb}]! l'nlG~~ :11I1S[ GC 

e\-4Lmtnl, ~;Orn.',,;(i\'c .lCli,'tl IH.,l'Il, and 111(1 
vrtli(lrl:irrl pj\x;G""~ ~-f.P{~11!cd, l'CI~01't1el 
l'A,l1)'Pclcncy mnsl be ~,:l'vah!l1!c;! at iS1SI 
every !WclV0 IL:lllt!tS, W;WiJevc:! U;-' Qtll1Ll;' 

:-~~~Hf4I\CC rj'ugn\l1~ Ylf-ld,~ ,II: ;1I~al;('ep:r_bif; 

[IJSldt, \\!;;:iI!lK C,)j1lrJ\';lI<;;n~ p,~-),-(~~i: 

c!l"Jlfpcll, eqlllj)i}l(;1)1 a~ed 11' :\1<: 
conp;Jl!Jldi 1'1], (\1 sin :;;; :U,;0Gl,1~)k ua);" 

p:O\l\!d~ .$ (!'p,I1;'cd Of tt'P;'v:cU. tIIG I;H:iLty 
i~ I;HlU:fi.0d:ll tll1l:'WlWI lim! nHeGiS niJ'iloN 
\11' [ndE~ p::[h:m~, (JI' w]wn;1:cr ;lUP,~-)~1CI· 

SeJr CXl-'~Ulmtory. 

(d) \Vrirtel' .iIlSLllic',li(J1l oft".: c!wst'r 
lOJ.pirw;0I1 eIale,; hit ce:uIJ('!!lldd sterile 
il;1;:I'!;;b:<o (Lug jJlo,bds, 

IHKlJMENTS 
INTERV1K\VS 

ODSEHY"'I IO."iS 

1_ V,:r:i(~ chill (';\<:k imJivid-.m: mvuhcd 
in I!:~ prcpmaliNt '-'[ ;;tl~r;](: 11Ij<cd;;bk" 
piudm;l'< ~l11S sl';,;CC;;;;liIJlv COJllPIc~c;1 ,t 

Vi] ::dallvrl fwc,cess 0,; 1::dm;quc." fen­
~l!epllri!lg ~(f;r;!e mjl>;(ablc ;;hjfh,;;:~, 

2, VeI.;y [jllll Ihe pi vCt\~:; ~3 clln ied Gill 

1,II!!c Si!:-ne 1,1:11))1(11' ,'~" H;)lTl~': 
prod ,!{;\;, ltJ. 

3 '-ier:Cy lImllhe v;d;J<!tJc!1 p\'l"_'/~;; I;; 
:eprc;<"lltn~;"e 01 '1'1 :ypes or 
1l111!l'pu!at;oIlS, :;P)(J:'K'is ilnd ba\d: ~i;>:(:s 
:)\c, illdividaill is ;;x;x;G!Bd lu pl'<pmc_ 

<1, VvriCy lhal tb; same pcr~'l!lJ1e1, 
]l1'<)Ce<:l!JL'f, cqlliplll~U!, mEl malena(J ('IC 

i,1\'11l H'U 

5. Vcr::y limll!lcJiun ~;]mj_:l<'$ (lh' 
i:lcllh::ted. 

6. V"ril:,. th;:J if uinubhl growth i<: 
detected, Ihe sl;::llc j);t",>tnlliol\ PI'I,J0!:;;', 

Jt: evah;uh..:il, cOlle:'_;, (', adi(:!1 ~flkclJ, )w:] 

the" "jid;;!icu ]J-,(lCCSS i;; repe"led 

I r~;:~~ 4 ~A 
1 ~ [ul' ~GmlLlJ:JcC 
0' NOlH;u:Hplmil(;('-. 

N,\ Ccnpoundi_lg 
'Jd pt'll<AmcJ "I Lbe 
!i.lcili,.i ­

--..---.----.. --...--...----.. ~cc;
2009 

~~ 

j je,1i!hnllc FacIlitics ;\n::edtl.al lUl-,_ PI ugmm (I! FA?) 

i\<:CleCl!atFT ItClluin:n:c;lIs for !k<llliIGJ:e Fl1cilil:'\i 25­
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1'1lAR!'1A<'Y SERVICES/l'rl EIHCA'l'lON liSE M COMPOUNDING STI£I1ILJ£. PIU£PAIL\TIONS 

CI'Jl';."lic lcd-"HI~-t:.t'f ?Ie l:~'0;; 'y;:d. 

R",y,dJ(kl[bn Lusl he do; ,ILVllhs:, 

175".7\0; 
1(: CC? 1751.7;t,; 

(A.uthu:ily ,-(ho;!' St'\~;i\f,\ <0(;5, BHSil,Gih 

and j':U;C$SiPlF Cod;- Rc;2reIJV"-. Sccliul 
4005, J3u$jLG~" ';11<1 proff',<;,;tons Cede.) 

15.115,16 QA~l;,n,Hl!JtIS TfSliltg fur 
Siel:nH_!:__:l:~.l~trlr.Vg;;1!)',trj1nI'd) 
P,];c]1 pf"d:l0e;' :<eri;e ,n!e;:~i1hle d,Tg 
prcn:::ls cn:I::'A-nocd fpin:; 'ill" (11 more 
rnll-,.;[ui!c :n,P'.Jj(:IU sJ:lI11l.w '>ubjell 10 
:~Ol-rn:':,1:cd .:nd pHlrlu(:1 ,(;~lj:lg f;Jr s!;:;ifiy 
Hd p}lngen~ ;..\Jd ~1J(j1l be qlH;lIn:iw;Ll rutil 
Ih,· ~:1d FO(ltld \C!.;til,g c<lll!irms sterility 
~wJ !K""::;)I~~b:e :CW]<; ,j:- pymgCllS. 
16C('I{ l751 7(z:) 

(Authority cikd: Sccliul1 AOO5, BlfSiiH:;S.~ 
~nd ProressiOilS Code. Heferent:e: ;"eCll(li1 
:10U), nLlsijles~ 'II)(.! rflJl~;;~(Ol1-3 ('0dc,J 

2S.1)5.17 CI)J)II)O(uulillg SIHih; I'rl;tlur t.~ 
I'llrdm':ii'i1li'ont S»~dn1tv C'.llll!WUluling 
l~IUlrlllad(;~. 

1J 111[; l~l,jlily p\llch~Hed s'edl[; ':OllJP<Hllhkd 

~f(1rl\lCI" liD~n (\ sP!::";((llly (:o'llpocndJllg 
jlnarlllao:y, [he fildli:y mus~ obtai;1 und L'Cp 
01\ !<>~Iit:!~ im:;ulJillg., bUI l".)1 Lm~l('d 10, 

7, V~':'iI\' lI:iI! P"::'''';)llllel ccn }<,<l'Jl'::Y If: 
IT'-'l,!.uakd 1: le<.;".[ eH:;; -.,.elve 
ll;:)ljlh,~. Wr,;::l <:V~T ,he q'.lfuty a!>';l1r;l:Ke 
Jlj'.;grC:l;j yield:,> "I. :U::l"-'~'Cpflj>L: 1<>;11:1, 

wlJe'l Ilw "Oil'poum'i!!l!, ;;run;:-,."> C!J,lllr;Z;:-;, 
"'lHlpHwl1l m:z;d in he CUmpqHllJlIlg Gi" 
sledk loji;z;;;J!J!c til 06 PL)tluc!r j" 
rep:odJed or replaced, Ole GwiLly JS 

JlIOdi!1ed ill H wmmel dm! an",,;!s nirlJ()\.\' 
VI lralli<: fMU<:nJi', 0; wllC!1iJYG! jmprupcr 
;'Sepl]\: le<.:hniqH<':s afe ob$i;n-eD, 

8, Verify timl ;JIC 1~""eI'l!l\!,1t(OHS ;;re 
;<cQClJ!j)e,l(ed. 

nOtTMVNTS 

IN'I il;!{ VII~ \V~ 


OnSERVATIONS 


!. Vl:fify '!tEL bU::_led f'rcd.I';c~' "Ierik 
bje::ll.G:e dwg: _J1Ud-.I\:b (:UWjJOITI,LJ 
[rOJ:1 Ulle C1" HOle _leI sle:-ik: q:gr"'lLeE\.~ 
m" "~llb3t't'-l ~G d08\;H::::,I~e:.: <,ud prod'I(:t'-d 
:('~tiI,g fur ~I:';iili:) ;J;!d Fy'ugeas. 

2. Verifyeflch bill.... h iSl!l1Hlfll'liuCli uill: i 

UK' end PWdllCI kslillg l:onf:nn" ~je:'dily 
fwd l1u:,-:plnbi<: Je'lei~ of llyrogcllS. 

Sell explHl1:ltory. nO(:\J['I"II(N'rs 
lNTJmVIl';WH 

OHSEHVATH)NS 

1. VCli!'y Ihill lue pJ""I!m!~y nht?iped ::md 
ie~i\i".q. q'.,w~;ty <l~~l!ldl1lT h.:~~;I'g fl;)[)J 11'/ 
~pcn,!;ly \;U!\Jpo\lh;iq~ p!;a, Ewe::-- (.ie,,) 

I 12:~;' 4 N,' 

I - hl:l cvmp:mr';e 

;:; ~ :\;'IH!{1wp:i,UlCC. 

~,\ C'-'n~K'F'ld'!lg 
WI: I'cL'(:nr,~-d ill Ihe 
:;Il:.;I~jy, 

I rr;':';3' ,I J-l/\ 

J = ruJl "uulpkliH,e 

'I N01~ ~.\lllJplidtl'J: 


N:\ lhl" Cldlj,y 
dC'(:~ no! pur~;1t\'tc 
C\1'."ib PI\':([UI:(s 1'lUIll 

spe;'ially 

....................--~~ --------:~ 


2CC'~' 	 11&'),,1 ;'u(t Ll;:<.ilit:J> ,\,'('")'t:d:l;;;i'''':II''U)!"ai:1 (!lFA':') 
;\';;;n::~iLll::)ll Tlcqll:revw'J:I.:: ,~Jr I 1t:~I!I!It::lr2 i'dCiliu> 

http:Ewe::--(.ie
http:2S.1)5.17


I ,'--, 

I!:xrLANA1IU,"l SC{)lU;"Al I'RI)CI~I)t;I{E 

comp';:lnriiug 
pJ \G i lJ :w--'i;:s_ 

I'UAIUHACV Sli:IWICKS/i\lbn1C:\T!UN IiS1', - COl\'U'O(JNIH:'1G STEIHLt, l'Hl~I':\RATIONS 
._1Supl~~f'm~tlt rOI:_~:.l':~iforJlbl __~ 11~~1)itrllli} 

r ~:~~-ANnAJW ';--;-'L£MbK ;','" 
I~ __..'-_'__ 

$.(;C]Il)' lH~;: :11'1 nge:! !c\:inp: ll\:lll (he 

~(ln\potlndin)!. p:13rl\liI"~i'. Such r(',~0n:J,~ 
IhH~1 lJIC lenp! Ull fh,: En n l11'nmlLtll uf ~IHeL: 

yUlf2. 

25,05.18 R"{~j'CI\~:!,'.J1l~_h~rl;tI!j., UOCIJI\,U:NTS : rQj'i'r~ 4 N!\ 

I [\GIL: ~bL IJc.; cu:ltml ~lIld n,~?jojJriaL: INTERVI1';WS I = ['\lii ~:o,nJ!lilllll'(: 


refmucC:C: m~,nill!i) J<'gll;(lin[l !i-e OnSt-:HVi\TIONS 4 = NO;H:onpi:o;;n', 

c:'mpc,ll;,l'lll! (1 r <;hT!k icjeet-luk prmhv(:,( K,,\ (\)mpnu'.,J'flg 

bUIKi:i in (I i!~m\e(lih!;'!Y ;:v;:ilalJk In !i;e Vcrif\r ill?; tk!~ are U~I";>I( ,mu )lOI pnfirrl11e(i ,Ii ric 

plmrm:lcy. J6C('H 17~L'" 1i?pwpr.;t:c f;:!0rcn~e 1\I:ll<:r:II,; fae:liiY­

n:ga_cLn,g I!ID ';~)fnflf!u:ldll'g \if ,~tC! ilt' 
(A!1ihC:~ly cil",d: S:'dicr. ,:O()5, i1us:neSli ;UjiA;+:,b:"" pruductF !(Jcnk'u _H or 
~1\(1 i'rolt\%;OIl8 Cnue. Rcff'l'eJl('e: Sec! IO!' illll:hAJi;;lciy JvniJ~nl: b the pL'. hlltcy. 

4005, B-Jsiw:;,h md Plof:s;;;,'H!: Cede) 

'F'·~25.05.19 tJ.!I'1l1shlug hLParClJlt'1'111)'alkJ!! Sell cxplrrn;H~'ry. DOClJ!\1EN'lS j I ::i",'-.:~ <1 NA 
at IIOII\~~, I:\lTERVlEWS I h~Jl vtJlUpJ:ance 
Sllbjc,'( {;J Hw l;,iluwill,,: cuaditi( 1li _;t OBSf]{VA'J IO:"lS ·1 =- Nor>t:~'llipliall':C 

L'0W,Cll ,:batMcy nay (moAh 10 a JIl!~lh: Nl.. CUllljxue-;;lJg 

11<:;11111 ].';l'u.:y li('('l115eJ [.mln plOvit>\\l\l d:­ I. 1k'knllillc wl!tll:rr Il:t plml"lll;;tj III)! Iy,r:i::-mcd :1: Ih: 

Chrpkr ~ (Cll11lJlleoGirg ",·j,h ~,e'~li(j\l ! ! 15 fun;i;;iJes ,\'mgl1r<Jil,,; d~·U¥A tw parent" .~I :c,'i~;'y, 

,)I' J); .. wi'u:~ or(ilc [k~1:lh ,lEI Sdbly Illcrapy Olltcr dill!! (;(111 ,tdIL~ "Jt:"lflace,~, ':i/\ ,0 fll<:!lily ,lew" 
('odd {J'·:o J h\,p:cc li(;('ll,<:~·J under :() !J(H\l(' ;!caHh age);rje~ or i;ospices, no! f,'!\)vidc 
prC\tk\jqWi or Ciun!cr ~.S (GOElIaC!1cin?- V)J1Jl'\lll,l<ktl $;(;ri~e 

.... illl t-:v~li (>ll I ~/4:l "r I )i,- i"';uc) 2 (';" Ihe 1. If ye" ;,l'0VC dclermiHl' ';'lhl1 drugs P_:::PHI'~Jlil)tjs fill 

Ilcl1i!L Ul<.: Sdt::ly C';C'I dangerous dlllgJ un: lill.HSP(.jk'd ill pllrIL!;;'" c(m::',iJ!cr~, homc ~j~Q by L'K' 
hi' parCl:!edJ ;\WlT.py utIJ";! dum eC:1!rollnl ;>llk:IL 

!-mh:;:Ilt)Cl'C;, i:lll pur!dblc cml~;:iu~f Ie· 
rrl ni:;:h HI; ((1 rmLit-Jj(f al hCl'le [01' 

i"1J~e~rnh~i' llellilllcl1! ,:r a;}jU5lll;elll of 
P::1Il'1I1r.ral (liug.lhcmpy b." lhe I;mLc ht"n:lh 
:lg~'il('y (')\ _:~Glmf'd tlc'o?in'. 

!flU It i75L!~\ 

(Au\!lujly CJ(.;,J: 'sccik;j; <1)05, B,hhG!~~ 
,11".: !')U!C%:Vlh Cud(;, ll",relenJ..G; :),£[;01\ 

--- .---...---... ~- ~~. ~-=7c ...----.. ---...~---... - ­
lG{}9 IIcdl!JelJ',' F,n:ililic_u lh'ncJi:rJioll P/~)i;\<t!l! (fll:AP) 

f\ccJc;:ilatnL Rl1.juirfI11c:1Is for jjct1111((;an~ hlt'i1;li;-;; 

. i 

ly'"' 
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p[lAHr'l'IJ\CY SEHVI('li;SIl\lIWICArION 118£ ~ COJHl'UUI'WING STERILE l)REPAHArIONS 

(,sUjJpICIU\'ul lor CnliTunlia IlnsJlitills) 


'r["'.."'_'""."_;;~:"~.'''':;.:'':i.;;~·'';~:.'~";·~~~·"';~~;"/~."'_~~·."'~~."'_~~·,~;~~,".~~;;'·~~·"1~·-"···~·;;;;·:~~~.hl~~~~~~~~~~~~~~I~,;~'~;~/~-;-~·-~~-·:-!~A:-l:l~U~~.~N::~~~~~:~~~:~~~_~~__ •. ____ __:~~)-I;I~-·:·~:·;~···~·~;·';:~":':'~J·~\;:~-:~-~'~~-~:R:E~:::~l:·.~·~_-'-~~'~-'-~::~~(~;~'t~~E~"~"~~1 

25JJ5.2U FUlllbhll1g to Pf!._!.~:!.~h:!:!.j.U·af1cHt 
lit HOlllc - I'fwtllble C{lUH~~I},gE 
PrepanltiUllltlllI Ilau,lJb_IJJ.'.J~!!.~!.c.:H 
The plhlmmey, hllVlHg oWlI<)u;hip ;md 

resjun;;:ibifi:¥ fOf \!w IMfl:!ok (.j)1l\;:itUJ!':, 
dm[j ensure thai 1'\1l'.l, i"))ja[)(f'c()J:UJ1(: k 

0) fum:;-;llcL ~jy" :-cgiskrcd pJd::milc!st: 
en .,,::(~;C(, in ';Ld: il :nrllltlCI tLa: ,) f;tn;l<:r­
1-'---;';;< ~w:11 UT';I he C!u\e'J :<: fld: I ;<: c:(~,: to 
ll!::;tL"q;:s, 
0) !,I;ckr II:e "J!cdi,·c ;;<I~»lllr 0 
rcg',,,l;;(l'{: !1~lf')e, plmf!llac:isl Of ,:elivcn 
penm:l l:l dllm:e~ whe!1 !lot in the 
plmnmlc'Y; 
(4) labeled 1.11) (he U\l(~idc urthc (;mllainer 
",ilb a Ji~J of lil(; \)()Jt(\Jttl.';_: 

(5) Ill<llilluin,;;\ ,li ~,n npPI'opda('! 
ie:l:ljlC1JtU!e: nccordj,lg LO United Stalcs 
~'harm<l(:OFrfl SU_ldil"c15 {i <)95,23 '4 

l?,;;-."i~juJ), amI prvh:dc;ul11 a!lli;)lCS ffor,) 

c-x[,-:.oI:le 1:::l1i;"r.l'.II1"" ,hi: ,;qdd dnul:1l).';: rhz 
c-{)lil:::I~i:. 1(, eel<. I 75 I. i j :~I)ll ")! 

(p,ulbn:i!y c;!e,+ :)cc!i'!!11U:1\ :.\m.,;m',~-s 

?I;d Pm\C:<sio!ls Cudc. ;"cf;':,<'!w('.: S<:di",q 
>11)\)'), BtlSlnC"3 and P;o!ess;od1 (\)(h:.l 

25.1J5.111'llUdslii)J:g toJ1QH~':..!.t~:~"W! 
Ageuclcs Jlnd Lknl.sf'dJJtm~~.~!-:!!""" 
l'nffabk Container Co.i~_h~n.!.'y!!"hm!!-:.~ 
T~le ,~()r;::h:c container may (..;,).[;11" up t;j ­

(Ii ]O;lILIII ofG.'}':·t>~fKiit'J!;cI!hrid<:, 

ir.If<'\'~r~lHS iri'us:o.J :0 ,.ul'lfl:IIC:5 of (1 s[/c 

Seif---tAP!:;WU;:'Y. nOCt;!\1}i,N'rS 
J.NTlf,j1 V IF\V'5 

OHSEHVA-nONS 

"2- sF"IFf: h sw:h d IHmuer thaI ;'i 

IfHllPtT,:FWf qeaJIl-;ust >c j,rGkul' h' .?,J\ 
!leGess [0 _he d!llg~. 

J. u:IJer the el ret"ji','e :'(;nt:,)\ ('1' '1 

rcgiskrcd UllbC, ~bH: H1lwi.~l O~ dc~iv~'ry 
per;;t1H:lL (JJllil~1f'S Wi!Cl'. nol ill (bc 

pIW_f!1li1.GY; 

4, bt'l.'kd Oil the ()l\t~jJC' or Ill,' c{)l1lailwr 
",jill !tIkI or tile con\cnh; ami 

::;, !lI,'LI)I1Jill<.,d uj .11\ il:'lprorr:a!c 
\Cm;hXdWIV, 

nOt 'Ul\mNTS 
INTJ';({'dE\\'S 

OBSERYATIONS 

\-\;rJfy!{l,,1 :he ;;:,ril:bl;' t'QJ:tn:UCIS med 
IlJ;:- "O!!Ule lj,llit5 (:;;ruihed i:l dw 
~lH:1dHr('. 

.~ .-1 '~-If. 
FHlI (:;JIIlp;i(ln<:t> 

1\ "'- N0!J Gnmp:imlce 
HI', Compmlllllillg 
not pt:il;J/ !lied Hi lhc 
lw;i!\:y. 
NA fm:il!ly dov-; 
1)ul p;,,,';,le 
\.A.1)iljJmWi_'f'd sk'cl? 

:~H')(Li1:j'J;V ;or 
_KlaC nw by til':' 
~~Ht: :;-1.1 

i f}{-X '1 NA 
I ~ full cnmplmnn: 
,I,,, Ncn---CP1HpLml'.;e. 
NA CUl1!puHPdij)~ 
1:;'1 Ferii.Tllted ?l rice 
llh__ :;il} . 
Nt. h ;'iFty \~()t'"~ 

11;',;11;1;:::,1[<.' f,l(:, I iIi",,; 1\::CI ,:,J; l,l~:"11 I'Htf;.1 <lm (r-:::J'- AP) 
!\ccH__ Jiit:liol\ HeqlPIUrWJ;I~ hi IILl,lhc,;n: h'_d!,li,:s 

http:pIW_f!1li1.GY
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1'1IAH!'Il1\CY ,s1~RVIl'FS/]VIEJ)lCA nON lJSt - COMPUUNDINC STE1ULI~ rIU<pi\RATlONS 

de1elJl~iHcd uy Ib, ~dl(lrn1i,,;Y; 
(2) ! OrJOJ:l!, qi"S% dcx:rn~e II. ;,(H\(', 


mp;,nnll in ulJl!(1ilJ<:l!> 0:':1 s:,.c dGh;lni'led 

by tlie {lh;,r;m:~y; 


O} lw!) Vlil!;; of \lfoKlllnSe 5{;(lO lni:~, 


i(]C('RU'!lJI(b)(: :Jj 


(1\u:liv it}, Ci:():l: SGC ~i(u 1no <, ,1:1(; All:1 7 . 
]llS;JlC,';.~ ;:nd i'mfCK~i()II,~ C,~u" ReJ(xcI'ce: 

Sn.,tif;j-,.i040, ,1C57, <061 iHld 4J:;2, 
l\US;,lE\$ aL~t PI ult'HH;;m:;. i \odz'.) 

25,1):'=>,22 Fl!!)tlslttng l!),llil!lL!JIJE!ill\ 
~~~:le~ a~!!LLi-r{'l!S:£f!JJQspin;s~ 

~UJlb!e I'UJtHlitl~L~l(',tlil.:afi.{jlUU~:!,ln t'41 
:~M.;ll <if :ht: foJlow;ug i\C']lf' "hail z,G 11. 
sciJzd, \lIHlI'C~' coal;H:lcL'>; Ihe n;"I1,;fling 
p\?tlllm.:y Ir.>!y sck'v! :l\lY OJ ,,!l ul the'Sf: 
d~r,gnom; CHlr'~ 111 up h; nh~ D(,,;ugc \I)),!" 

;il:' i~1\~III~!'U in I]l\: c;cal("d purl,;hk 

uiaLuwr: 

tAl iIt'J,-·a:in smhEll lud\ !.k,b 1\;;) 
H:il',/!:ll; 
(8) hCpill ~n H()(iil:m ]i,jLk r~m;h to \Ill.!'l/1111 , 
(e.: cP:J;CphLllC IlC-L;;'.)!I,[i'JJ _ ~I)(JIJ~ 

(I~) cpiJl<.:TLiiHC 11('1 .~ohl ,;OH i, W,:K)O, 
(I:) ,:iphcllhYllPlmillc :;C1. 30lHtr!ml" 
{!; md;lyl;i(I:([niS~):O&_' 125n~g!lJl;;-" 
((j) n,-;~n:,ll "h!iL~, prt'~vrve;( up le:;O l\ll 
v.Jb; 
(II) nahn:.nf: 1,ng:J:H! 'i, u-,I..,; 
(I) d-z;VG:i':';,1 ')wgi2 _111.; 

(.I) pI u'.h;ol1)cn:f.bc !(111lp;i-nl. 

(K) P'-'}l\l'.:L'l:./ldC 2"iE'lt!J\iL; 

IJ.) dC':I:c\~c 25 il:\:;JSDmL; 

(lvfJ !clucag;)!] 1 n:g/lllJ , 


}JOCVMR:'oi I'S 
IN'} EHVIEWS 

OnSI',HVATIONS 

I. \'::'Ji"y tiM' l!lf' ilcmf .1~l0d ill r.v' 
$ll1L:l;mL if I:'{;;d, ,L"~' IiLHf",d 10 l":vc 
dO~dgt· :m;r; j)>':l pCrl";Jlc cOlllliw:r 

:2 1Jf':,:;rllllllc lEthe !,]w:n:Jey v¢"i:iG:': 
thaI tlie "P&;; 'j<: daj\)lCl<::~lf ,inWi lind 
\jlH1l1[itie,> 10 be im juJecl in ['1<: p<1n?b!~ 

"ocla:jler em: il);I<:.1 :,1 Ih' h'Jl1tC Je"l;l, 
1."pelltY's Ol' iicellSC; :I')srit-c'c. T'!llky' 
alj(j j,rcccdmu_ 

no; plOvide 
cOIU.:J',llllci;o,1 :,vIik 
prepumtioL~ LH 
hdHC lise !)), \1"c 
pLti,~nt, 

! ~;r;i 4 N:\ 
! - i',ll] c(,trplmlwe 
4 No:), ull1lr;!if.n("~, 
Nt\ ('.'OWptltLldillg 

IItll PC:';\J:1L:d at h;~ 
neLII-y. 
"il, hri:!\y d,,~'s 
1I0t Dr,)yiJe 

';ClclP')\lIldec pte:ile 
prcl'allllllHl.'i [:-\1 

110111(' US" l~y Ihe 

p~ 11\"Ht 

~...~~~ ..~~-.~ .-.~....-~.... ~~ .-..~-..--..-~-..-~-
21JOY I k,,!lilc?J e Fa,:;' :ilic~ A(;~:t(!jL'l[i:on P>J!.i:1au (H!; AI') 

!\c<JGililrU;:Al Rcq\l;rcmclts lor! !eD!l;!\..uc Faetli' :e.s 25­

http:u'.h;ol1)cn:f.bc
http:nahn:.nf


(NJ illsdin (hlll1Hl.ll) ,00 .niL,tmC; 
(t') !:H:mctttnjdc U,5mgf2'-'IL, 
(1') nH,\~c~nid(; Hiugi!:tL; 
to) 2],11./\ Cre~'ll 5gllJ (11;''-'; 

(ll) L:dnt:8LI': I {lerc;::!! JOmL vUlk 
hjCCR 17)1.1;(b,:~1)(/H{J 

Tllc ;}j,;:J1Hncy sid! elVlli (' Ill:1~ [i;e spccifi: 
dm~ge10L,~ d(\1g~ "1m) qWU~!!\H_':: to <;," 

iliCliukl! in lile ;)(")f(uh!c ;r;llll-j!lf'f ilfe I;SL\_: 
ir the howe hUliiL dg<'JlICY'': (11" tictl5tri 
hO~fJi,;c's pelky Hil'I pnKcdu{'f" 
j()C(:P. ~75U!(b){'5) 

(Aulhnrjly ctlf'..(J: S"c!im: 'WOS m;;} ;W~1, 
B~l.Si .les" ulld P;OfL'i$jO!;;O: (\),k. Re(eTHC(\; 

SU;II:-Iti 4()4Ci, .f(J~ -:, 4(f~ I Tid 41:12, 

Bll.o;lJI(l>0 ,tid l'rcJ\;~"k'!);-; (,udt.; 

2S,U5,B 11 uqlhl!i!!tiJJ.dJQ.mtJIca.J. fh 
L\gfJj~_!,:S ,_lp dJd!£~'lls~~t_H()~11 i('i'.L 
J~l}r ~.:) b Ii' i.;,QJJ If!.itl(~J...£~5h:~"lious 11,'Dll t'J!l 

-1 h~ PJm1ll,:~'Y shJlI nOll"_h 1111) a pcrtilb!e 
(;Ollllli.KI :0.: l\ :W1l!C '10<1111: Jgclll:y Of 

licewwd ;l(l$jJic~ -,\;licl1 dl',';; IlOt: 

(I) iJUI'k'Hl<C'HL :l'h! lIlilinla_tl pdic:;('>, :md 
procnl(lWil (OJ: 

(}\) lh::: sh'HI!o'/:. (t::mpe,(lLurc sinbiH!y em: 
tr~J,:;p'-'llalipH ;;[ (:jC pnrbbk CTIMli'wr; 
(Il) (he Elnw-;itid,?- 1J;' ,hIl18t1F)l:": drug;;- fn'lll 
Lie Pl::,[~tbl<~ '::ml:w,t:f u;'Vu !!;Z' wrilltT or 
0;11 aulhul i;;i\!tt::11 0 1' a IY ;",\<:r;[,8r, lU~ 

:.Cj;~ ~recifj(; !:-ullr\\('nf P1<,;l'jrJ)j I(!! ih· 

:l(h'l;ni~'1 :11;.on vr ';~iC;1 J\\,,(:icail\lll ;UJlIi:,m;lj 

ill 1b81_' )I!a~)k1 ~:('H'AiHCL 

_'k11' -ex1!J:mgL '1)', HO(:I l1\-11\)\'I"S 

INTERVIEWS 


OB.sld-n'AnO~S 

1. VC;1 if) lbl~ the- liul'o I,eal:,t ag:::'i"Y cr 
Ih,)Spic;:: ullliLi!l,i'-. a pCfluhle c01:iaiHor- bs 
:he h.l-'IF,;:~rialt~ P,)jci<:::"i:.'fQ~edUln' 
,"\\.kh :'::;$;'1;;' tile ekilll:n~s o;-lLc \!lll1dhhl 

2, Vcr:!y (;\Hl I~K Pi!' nrv I'C,,-iewvd at 
kas( ,lll j HI-dll '{ ill 'ci ,-cVl$ml ,,~ ;\Pi,1 UjJr;t\\c 

c,y Ills a,;pr<)i;d1l(~ im;;vifb:,b, 

J rr,<:~ 4 N,\ 
I Fll;! (dlUliiiUlX" 

4 - NVll--n)!pplh-llcf'. 
Klj L{mlpn1Jl1(ing 

L'; pel iiJnllcd at Ihe 
fm:ili'y 
K;\ ~ :'lri,dy dnA'; 
In! pr,_,~';dc 

el)1111){Ulltied _stuil.,. 
I'leIjJ;-~l~i(1!lt lur 
howe PH.' by 1\1(., 
1);1,;(:1\1 

- ...- - -.-..~~....-~ ---~.--~.. ~.--.-~;~ ;~-c.c; .. __ ---~.~~.-.-.~..--.-.- .~.-~---.~.-.-- --­
200'; ,.:a;t: hdliw:,,; Al,:crcdilalluu L'rcgJal'l (-,:FAP) 

t\f;,>w:iil:llW;[ RlyrJU'ClllClllO' :'lr !V;1dl!IGli"(" Llcilih("s 
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1>IIAIt;\1AC'Y SFRVI('ESfiVUWJCATW:'II USE COMPOl.lNBL"lG STF,JULli, I'IUWARATION,,, 
(~ujlplemrul f9f CalihH'!Iia Hn~!l'Hals) •.~.~~. . .....•, 

--- ==.,

S j ANDA!W! U 1;;1~!~l'n '~"I'-' i',XPL:\NA! rON .. L SCORll'-,G PROCEDLj(~·: SCORE I: 
.~~~~..dL 

(2) have ~hl' jwlicic!;, :~I ,-,V'JOfC$ and 
p:~)I(}C{,!f rCV1CV"Gt! lIud r~\'1Jcd (3.~ J],";;Jcd; 
annu!!y by h ~'J OlJ;j <;1' p, OieSBic:lai 
pcrsnmr:L illC;UU;q; n physJ.:illL and 
Wq~~()!l, d pLnJJ!:m,j~,[ nm: n rc~!i$lt'"J"J 

:UFt:. 

16(;(:1{ !:,~I.!Jl,c)(2J 

/\ COpy (Jrfh~$" :)<)lk'<:s, proccil1Jrt'i dnd 
pr(lJ;xD!s ,,,helli be Ir.nin:dnd hy 'he 
rU;'ll!~tl1nlt pb1lJL\CY H'OEl G;lG '\ 1101lK he}!.I\! 

,:g0Ht'!" ('f !i'.:r-H'icd I:;)spi;-l' L:,r \Vb \:11 _he 
pilncu;,cy rll'lli')il",s Pl1fiJ.bL:: ::::':riHI[JGr,~. 
1\) C:CR 175',11(::) 

tAut!'Cllly cilrri Sccli<H' 10G5 ;1j;J 4lJ57, 
Bu,inc$$ ,wd !)ruffSA;"ltS Cuu", Rdcn'",,;e: 
Sn:!i[u '104 J. ,j.(i57, 40R I nod 4332. 
:Jusmess and l'l"fcsslo,ls CC~ll' ) 

;t5.1J5.24 fl1rni.slu!l1! to [.10111(' I!~'.allh S,-,I \~;'l'ianltQry, l>onj,'\-1J(N'l'S .'y A r":A 

Ag('ll.ciNl ami .IJ.ircllsl'.d 11jj!l!!.~\'~ INT"'l{YIFWS !"\JIJ nHl1pll;lI\C() 

[>o.lJ:t'il's 1I1l~1 JfI'Ou::g.llres lllllt H II i\ liE OBSl(ltYATJONS 4 . NCIH'"'lI11FblJIC:C, 

.Huspi9;..lIunUhIVc in rlil~~:!lI(t'.~1J '--l/\ ,;';\1JpulIr::il1£ 

Il'. (',~~0S wl.WI e A dflJ}~ h:h l;C.e1l [, Vel iCy [Iml \tfill (l ',!ur~ E:r mcd:cali:j\1 IU, !-'cr;i:rmed it: I!;c 

<ldH:illi\~eH:0 'l) ~ ;>llkJJl ['uSWH11 lu lim "riC 1!l11110dl<lxly \H:Len dow:! ;'J' II nurse !;tciJity. 

(J11I1 onkr of fI li',"cl1ned Yl'ts"d:.n o [be OJ' 7. j.l;kCm\G;~t ll!'d '.~l.rLl llclllCdltd by t-{'\ h;,:;i!ily ;;,)~~ 

p!\HJ;lih;-l< o:ha!! cn~Jre ::l).( the [)fal mJc\ L­ coPy ')f fax within :,,~ j11),JI\ to til.': nul VroviDf' 
inun:lh;11d:y wnlLGIl d<'\\'ll by B rCi",i:"~hed fill r"~Jlng p:!arm;;:::y. wilL \\ copy (.{ (ile CG'l1ptlumkd S;i'!) ill"'­

mIme 01' VlldH'lll<'iH\ ,uti C,)llll:l:.lm,.,l!cu ;1Y prc:;cnl)er-:"igJIf'!l d(,Cmm:;l( i(,rw<tnkd p.1cparat!C>l)s ipr 

enpy P! (In. wili'll! 241m\!(.\ 10 II'\: 1\1 II w ,bs;'(,J\~ 'Ilg pl.:\rll1 ,ley 'vj ill L! 20 hon c u~(" by !lie 

rmt1:~hijl1! pJliHIlI>lCY, wil h '" ("py or (he "'{yr:, ]J(111cn: 

"If'};q:l)er~::;ig\1cd dl)ctlme,1I l;xwlc;ied ,0 

:;K~ di:'p<'L')ing I'hdlli<l\.:Y wi!l'in 20 ,ill~"" :2 \I('6y ::ml witb;ll !>C\C!l days P6S 
H:!lYR :75J Il(e) hJlI:s) aft;;;- Ike sef:i hd becD hrokf'J; 01l 

~-.~-..~~.-~.~.- ..~. -._. 	 ..__.._-_._-----­
);:;~)() 	 IJ~'lilh(;;lIe J':lCIi:lie" Ace) cc\i;nl inn rn;VJiUH (Hi' AI'; 

A!;er::Jil~liGj\ R...qU;f<.:Ll~ll[S :"11 I!~fill,:!qlr(' hlniilie" 



·T·'~~~·li 

t'liAHMAt 'Y SI',RVIC:t!;Sfl\'l Elm AnUN lJfW, - ( Oi\lPOl!"IIDiNG STEiHLt: 1'IU::I'AHATJO.'\lS 

(Sllflph~mi'll{ for C:Jl~r!)rtlift II<)sjlH:I."I'"i~~F~~~~~~~=~~=~~~~"F 

Itt i SCORE " 
"--=--.-==.'C=_,=_"-",---"=,,,,J'

L~~'rAND'~I:rl"I,"~,,_[ ._':'PLA'ATIO"~~;~' _",OI;ING l'llOClrD\ 

-;'[11,: pl:;'I!n"lCy NimH cnH')C ilm! within 
$CW'U (by~ (I Gk IH)u~s) d.h:r til>: ~~'al iliiS 
:)CVU bwkcil0!l [,1-<: j;(;flablc eorlHilwf, ILv 
hO,lIe hedllh ~y:t/'cy'·; (:11\'0;101 (1; IHI:'S1l1S 

sc-yice "r;.; ~-q'.i:,;ewd JllII se elll);1 'yed Ily 

;he home l1(':illl-. :It,:,VI'Ly or ilC:CH~V:~ 1)ij~pjC:t\ 
rdu)',ls ;:w: eu,\(;;j,ler to dE: flll'J\lS~!jHV 

jJlm:-mnl:Y The ~'lTl1j.',hillg ::I:H~llll[;y slu;i 
(he.l InTI,)] In Wi :I1Vf:IlI{IfY of tile HJ lIi"'; u::,fd 

\i.'Cl;] 1be ;;01(<lill\>, ll:1d jf <:c cUjll<I~!1e/ will 
be jet.~1;;d, m\J~: ]"c-sl::;;\; :m\! tcs(.d the 
;'()!l~?ind b",(o:':; it i~ <1gam [tlLllL,);\.",: tu ,he 
hm:w l1tit~!I1. ag,(~n\:,! l'f Iice:I!o>\:d hO.,pI(,,&, 
l(j ~'Clt ~751.l1(f) 

(./uHhtlrity l'ite{~: SCC1l0H 4{)U5 Hie::' ,10:'7, 
BasLle,'J,~ nml P:T,lc"sioL$ Code. TIdcICl!;X; 

Scclio1l4:14(\ 4057, <lV81 tu,j 'U32, 
BHAJHU;~ mId I'm[i;ss'oi\s (,(,de'; 

25.HS,25 FI~Uli~hil!g 1,1 lI!I!Uc lh;E,J th 
~1,';('.lltics mId LiC~{I-5cd 1~!}5Pic~JJ---=­
J't'lici!'~ uud I'L!.lt('dm'('s thnt l<nqlil!I.ili!g 
Phlll"}nHrr.!!!1IS1 HlL~" iul?lpn' {cout'd) 
Ib:: [t1-'1'li.;/1 lag ,;\nr:1J<-:cy ~!Ii1l! I\(iY'.' WI :111.'1\ 

polk-les ,1:\u PtC(~CU\1le'l fiJI' II>: <\J.l~CP!f. 
"~,t(;kJi-' ill]!:. i 11 \,kh! ()I Y tHCII: I ,)j') nil, III )<:;[11 IL­

:Hld "'!<)Iag," i.\S!lurLvl.'~ urilw p\lrlnbl,~ 
(;uJu:iuer ',':'CCI:1.\"j;: I(g) 

(.'\\!ihnrily dIP;:;: Scdivl. 4(J:)'i 2));,14;)57, 
Bnsi_k~s nll(l rf(){~\-,,~i(irs (':)dr, ;{e!acn;'e: 
Scdi()i1. '1;)4;), ;1(:.'}}, 4::1[; I and 4332, 
I3lt:'n(~~ u);d I'h)(e~"iqn," COlI\;) 

'Le pOJ'I';-lbk cOlllnlHf"1. ~ll(' 110J)10 Iwalt!; 
ag(:!1"-';- 's dired \}l of:11' I"il)g 1;\)1 vice Dr 
J\:gjSlo!"~d d:I!S;; emp;oycd by the !h)1ll0 

Ju:aH!l ngG_1CY 0:" liCttl:>d hOspltal 
[eturn'; alC CUUIH;nt'_l' I'; tbe (i,Hni~hi!lg 
vim ·macy, 

J. Vl:nfy !I:M 1:\<: rurul~h;!1b "J,'ilIJU:;;Y 
11<;.:1\ ,X-,d(!UlIS 11! I iL\.-'''!H \\fy ,~[ th..~ d [ llgec 

J_~etl ;:ron lilt ('<lll:~ Iller, I(ml if [L:; 

;~o!ll<ljncr .,.-ill be ;;:;IJ;;-d, rt!~hlek<; Wid 

reS('.II::; t'1t:: <:n"lai~J,'! he{;){(: it is aYLill 

li.JHll>~lCd ,0 tht iWlJc hepjlll H?:.ellcy 0, 

ii;;ensl'IJ ~V')Hj.J;V:, 

J){Kl;MI<:NTS 
1f':'I'ERVlhWS 

OBSl!1{VATlO~,'i 

V":lry 11lJ.( the p;wllrnry h:l~ ,VI ilwl'_ 
1"(,H:'ies .1Il,} plOuc<illlfA fi.lt 111C (ctl~'il'f, 
!13Ck.lgi:lg. iJ1 vcnh)--y jll\'nho. ing, 
!"htling ucd so{(;r;lg.: in~~nlc:i(>n;; o('IL:' 
Yll-:?blc Gn)H\;llC,~, 

1 ~{4 I'M 
I FuJI ('·uu,:ii;-lIKt· 
'I NflE cIJll'j)li'iJlc.;e, 
hA (",'l'lp"cll1,;it'g. 
e)i ll"rr~JrHWd J[ lh.c 
l:lC,I!ly, 
N;\ FJdLly dOl:;" 

!i,l! IJlcVJ(ie 
en'llp(>uml(!rl _,In lie 

I'lep]dJii(1lh for 
1j\11L;c me hv 11J<.j 

IH;CLf\1K"fr~ 

:;c,I;lj',:2!'>' Ydfili,;es A;Tn'l~:t8Ji(}1: J"OgJiilJ1. (llFAP I 
Ar:cwdl:E.I iUl'. RelvireWeA}\ lu~ Hf'aj,!nA1T r~,dJi!i,,, 
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;:;:XI'I ANA UUN ,)(:i)Rth(; P!(OC'EI)!}RI-l 

Agt'llde1' fll~d LkeuH'u Jlospi('<'~ ~ l~~(unl 

of I'm tallt!:! ContaiUN.!i {cullt'dl 
The (~lrnisLipg pLJ:nmcy shall C!l$u;e llm~ 

IhE': lJUllK' ht'~.a!ilt Lgcr~y or !;ciC!1!;td hU!';Ficc 
rUtnl> Ihe TJ!ir:;:b!,; C;1;):;;jl~cn; [0 tlw 
nfllj,;hillg I'Jl,p'l11n;:y iIi l;;;bt GVt:1 Y 6;) :'H}';; 

lbr V;';I ;fiolII"ll ~)f pru.crcl gln}:t}', 'Julln,;f}" 

:1IlC.'gf ily:j IJ CX"iFf!iull dr.ks, Of wi:'ll!l 

seve) dny~" ~6'1 !!'mrd nller (Ii;.; ,;cu! tln~ 
l](::'1] broKen. 1(! CC]{ ; Pi 1.1 J(il) 

(Autilnri:y .,lte.;\; Serliul1 41105 nnd 4057, 
fjnincks and i'lDlcc·.,icns Cod". ik!::r('~\C(': 
S;:;C(I,.,~1. 4U'HJ, {,v5?, 'K'fC il:HJ 4::;::;2, 
B\,~H!C:i9 ,tK: !'Hl;h~hHh CdL'.] 

25.05.27 turnishh),r,J.~! Home ll(>:llHl 
Ag(;lJ.cie.~ and Li;';£!~5.cLlllnspise:> ­
Iny.clItory ilIlLll{i;,nrd1i tile jillrnisJting 
Phg.! lIIilt'V mu·'Ulal'fju rh!!:~c. (fon t\fl 
rile rnrnis\l;ag pll~rm~~y l>imjj nn:ll:n(ll ;[ 
nil renl i[1Y~'Hln'y aL'; I"C(l['d of !ill Hf'HJ~ 
plgct:d i'ltn nnd r\lS;;i~b:.d fmlll I\;;~ pnnlib:e 

(:(;!U:;\ild 1:-- CClZ !7:; Ll!tU 

(/\:llhor;\y <i~d: ;;ec!iou 4{;:!5 11!1;l 4\};\7, 
B\I~bess <lad !'r,)fess:v;l" Code. E~t';;>r:'Jlc.'; 
Sr:dio;1·I04(L 4U.57, <tUg! dlJd 4332, 
B~hk;;$;; "wi i'1·OI."'''.,W:1S Cp(;e.) 

25,OS,2!1 ObllgfltioJl~!Jf n 1)IUlrlU.j}LY 

!tunt~.hjllg l:mla'-!.!(' COQtaillen. 
(:;) /\ 1iCi'.;I~t~d ph"r:m:t:y simi: ilO! i,c:~tlc 

ptlll::b:e c\'J1,ln:l1cr.~ 11.1 "uy iU)!JlC L:nllh 
~.,);C!;(-3: <:'~' !tS\.-"lhC,; hHPWD [·1]'-"<> :iIC !:~):\le 

ileal:' J aglilcy OJ' lin'lwwi :lOspke- COJllj)il'..'S 
wlill the povi~kH." "I ;,l'Cli,lIl 

;;,:; i~exp~ar;lIoI'Y. 

IN'[':HV1J',WS 
Oli,sBI{\'ATIONS 

Vel11;' ([u~ th> prmm.:JL'Y ell~\I;e2 Om! !h." 
!FlIltf: ite<lllh llg,: IC)' 0( Iircl1Gtd Ih,wi<:.e 
refun:!; the portable c<}Il'J!1I')!$ to lill' 

fl1l'Ill~!t:!lg phJ:JJ1f!c), lit kWli eve,), 60 
dJ)'s l('r n:r; ;;011.1 iOll oj' pr()du\~1 '111<1' it)', 
quar.Wy, wleE'i!ly ami GXpiHlli01: d:ttC1. 
or v,.;tlJ-Jl.~:;yen ;''1yS !) fill ;j()iH~) :1fle:'. 
tho: ~c,,~ bli1 J-~'cn lllo:z\'l'. 

nOCLMIi;NTS 
IN'I'J<nVIEWS 


OBSI,-RVAIIO:-;S 


Verify Ihnllhe rn:IHsliillg pharm?C'y 
IWjlJI,li!l~ ercn! iilh'U~ory End !eC0<i 

Dral! items: pl>~cnl in!n U[](: f't:rnis:l'xi 
fhlPl :he p<;;[,ilok 0(U:l1iller 

DO<:\;Ml<:NTS 
IN'} EHVU:WS 

OBSEHVATIONS 

Ver;fy\t:l<\! (l ... h;\.·;I~cd plllHll1lK·Y ({«",' 

En[ 1,,;;Ur: porl1~Ve «()tt~~:iu"'~ iI' :lLy 

Im:lw IUllHi I al!,e'\,-~y <)1' E(ell~o.:d IJu·~r;ce 

-F wJ I ('I)l1ljl llZ.nul 

4- N(ilI c()mplinm 
NA ,- F<I~'i:lty do;:::: 
1)(1! 1'J 'wide 
CWllpoL,ndt'.!! i* ,ile 

preparaU')lJ" 1:,.[ 
lw:uc USt' G.v lite 

patient 

! 1,,1Jfi; 4 ~i\ 
1'-ful! ~~nmpb:ll>;;(; 
4 N!JJh~()I.,;;ii>J()( 

NA"'" :'dnlily dQ<:o~ 
no! pnwii:;:: 
COHlpc~I1lJed ql!;'dic 

~al-'parati'-;1c; (1)1 

lwue t:ge by tile 
pmicn; 

1 ;;!'.':i.i: ~1 tvA 
1 . Fldl c,)I':plilLL·C 

·1 = NUII-Gtlll;plia!K,·. 
NA C()UlI'()~lIluil~g 

no! ;:;:d';YH1f:J a~ Ihe 

fac'ility, 

--...~--.-...-- -c-cc--, --cc-c-- -cc==--~~~..~~-.--
l~ "allh,:nrc j:fH';iitic~ A\.~cr<,/di'a!iOH l'A ()gnll1l (;:F APi 
!\cndilallo'l ;{cquiremelils L.i\ IIcul![tcme I'ae;i;,{ic-s 

llD 
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l'HAH~lAC), Slnn'It E~iMlmlCATION un", COMI'OIlNJ}JNG ,s'll<JW.[< I'HEPAlt.\TlO:"iS 

(SUrpl\:llU!l11 .~m Clll~!:!:.::IlIN lJ01i[ljlll[~) 


i~~:~~~}/&D ! ! 'J J:rvll'J\ I .- IXl'J.ANAI'lON SCORiNG l'RuCEDURL 
= ..........~,-=.... ...........-- -

Agclicks «nd Lh:(,IIM~~"!Jm:llkcs R;;turJl INTF-RVIEWS 
u( r'oftll.ble C111Haitwr.~J~~J!Ird) OBSERVATIONS 
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I'HAnMACY SI:.R'VIC1,;StMEDICATION CSE 

STANU,\RU! ELEMFNT 

2::-.00.UO r.ltllrmaccntienJ Seryjees. 
JiI" hmpifa! ",11:/1 huve p/;Jl11ta('cuficlll 
.\'1<rl-'iccs till;1 ','cd rh.o IIci'dl' <!f'Jhc lilltiell/s, 
JIlt' im'fililtiOl! i111<.'! hal',; J pharMacy 
dii cLivd by (J r,;giSff'Pyi pJwmlilu~{ or iI 
,f, IIg slorCg.: orca m,,jer <-'OIl1jWfent 

supn rio54-"1. "/:" l!Joii<'(J! s/,J/r is r,.\pomlbf" 
.lor (/{'vi'iopmg pulitic" [1/Ni pm(~edllr(,.l Ilia! 
iliiJJiJlliz(';I! '4~ ,,,'! or.\'. 'lil/ \ fWWifOfl iiIal' be 

di:h!giltfd io (lie l>t!,\/!i.tai .~' (J!"gm,/ztfd 
phmman--u1ical.I'eTl'in" 4R2.:25 

Meuicu(ioll nTors llt~ il ~ubstantial 
MIIII'ce of morbidity llud mortlliity ill tile 
bllspitllliLNI S~1tillg" Therefore, till' 
ucyP10pmmi ofpolJeics UnUIU'{h;('dure.. to 
minimi/c llu·tiir.Alifli' ('I:Tllr~ must he 
baseu 011 lH.'N'prcd pnll"~~ioll.al prillcipl('s; 
external alprb and proarJivc n;v)ewof 
fadJHj reported find rt'vit'wNIIIUler'lC 
drug: CYt'lltl.(, It i~ important to flag IJew 
typcs of mi!):tak('s ;md t'IlutiJHlally 
improvt' and refine pro((''lSt's, ba,~ed OIl 
til{' alllllp.is or what well! wmug 
1_ lligh-llierl IHsdic::lliol1!j-------uoAing, ;in:iL4, 

mLninislrull::Jl1 guilieLflcs, pa.:i-;:<lgiag, 
:a')elm& f:.nd Slm'l:lge 

)' ] jnulil'g the variely of l1l~iIGaW)J1, 


related device" and ~'qaipme.l! 


:1. Availlloiiily of CU;TLU! n:ed icalioll 

il11\l:wnlion 

4" 	 A vailnbililY f)[1}harm,1cy exp<?ftlse_ 
;3ilarlll.m:i~t ava;;a;;Il!ly (jr,~cal[ when 
Jlhamw\~y d~~c~ nnt opeml0 24:7, 
S!fmd~rdi?a!lOlI ofprescrib:ng nll<J 

1'I'Ovi~)()11 <)fphnnn::lceuiwri "ervwcs 
m;u;1 mcel Ih>: ll\lIXIz;; of lit..' rmtienls' 
thernpGulje goal by j)Wmflling a stile 
mC\lieJ!:Otl \1,'(: ~fOC~s Ilm! ell..<;ures 
0Jllhnai sei(;diOIl ofmuiicati1)J1s, d{;ses, 
dosage fonll, lrcquC1KY, r(tulc, ULJHltio;, 
of!b::r,Jpy aml that sub~hlJltmllj fl."(;!lCCS 
oreEmil1:l1e~ nIverse crug ev<cx~ and 
dupiienlio!1 of frert:meaL 

":'!1C hospitilr:> phllrmilcy lm;s( be 
Uifecl~'u by a rugistel'l'){j p;larrn;ld~:.. 
PIUlrmaceuticai services wuulu 
jndud(~; 

• Tlw procuring, IlHlllUfllCtul'ing, 
e<Ullp9J1l1diJ.g, plwkagrng, 
tlbpcnsiu~. Q-rdt'rillg, dislrilmfing. 
ilis!lOSWUU, nsf', and 
admillJNtl'atioll of all mcdk:ltioHS, 
biolo~l:ab', dtemlc,a[s nlld till: lISe 
(If 1IIl'Uicatiolll'eblted devices. 

• Pi ovbiUlI uf lI1edicatiun-rdah~il 
infQrnL'itiun to hospitaillealth 
cnre pruJlfSsltHL't1£ lind patients 
ut'Ccss;Jry to llpfimize tlt(,I'apcu1ic 
oulcmnes. 

• Provision of pharmaceutical cnrc. 
PllltnlL'H'l'uticiil eare is deHned HS 

the direci, n,'Bpouslblc pnnisioll 
uf medkatiun-relilfed care for tbe 
purpose ur .acl!ie"ltl~ definite 
uutcumes that improve i1 !11,ticur's 
{}lIallty of life while minimizing, 
patient risk. 

SCOf{(NG PKOCEDIlkE 

INTER\-' IEW. OBSl;:RVATIO!"i. 

nOCL1\'ll;~N r REV1EW, 


FILl;: REVI)i;\V 

& 


CHAUT RIQ::1EW 
IntoJfview the Chid Philnlla(;i.~f ,,1 rile 
individual ueiegdh;il [(, (Hell the 
lhncl1ou". 

Review policies 2nd pn)c~ill'n.w, Ii)"; 

!inlllulary, m illu:c~ of rhe :UCCtit1g ....:v)re 

phJI'I1:JGy ;';:;lles tUG di",'C\,,~;;cJ aad Ow 

}1~larmacy QAl'l plall. 


oh~:'rve 11)7 I:ompii~\!l,,;c wilh ;:brlll:1.cy­

refated puJ:;.':es nnJ [Jl'Oce,lux<:. 

lntervicw staT:' l0 ,-ktel111jm~ the;r 

fa:mridri(y ,>",-jlh plmrmacy-rc:lITtl 

pnjicicl1 dlId pw::et!lJre~ 

Ve~iry. 

LIller the MeClcal &tatT Ot 

pharmacy hE" deycbpod policies 
and rl'O::cdures. 

2. 	 T:le purpose ofphm:nilceHticaJ 
polick!' End pwu.:dlJreS i~ I,) 
mi:Iimi7C dills CU0r'>. 

3. 	 Policies f1t1dJcs~ il!11J ;s,,\J2:-;; 
uefi1:cd :n the s:ar.Jurd. 

4. 	 P;lOJ1f4'lCY is I (>-$pcn;.. iblc for 
n:cdic<ll:on ndmi:!isirn!iort 
~.l1·C:lsbl!tthe urgulli?:a~:on, ill 

JIlj.KIC:CI11 f1ml "Illpntien( CHIC. 
~. 	 The h[l~t>bJ's pl~lr1nacy »c'vice;,; 

~lrc intcgrakJ ~nto !IF !j(},~pi!dl-wide 
QAPI progra:ll" 

i 2 J 4 N.N 
I "" 1";1;; ~~r\1plimwc 
4 ·,/,<?u:'f)h-,t>!c 
C'i)lll!jJml(C 

1 - \{;n,uml C"'11piihnr,t_ 
4 = NtH 0nJplwnco, 

2001) HeJhh,,-are Fac:litif;'s k'CfclJi!;;t(or. Pn)gl aLl (UrAP) 
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l'HARMACY SEH.V[CESlMEDlCATlON nSF 

STANDARD! U,EMr:~r 

comtl~ll;ca~iC:,l prnclict'~ ~\) irwludc 
• 	 A v{)id::n.;;e ,,,i" d;~llg,erotl~ 

(i~)bfevjl1.!i(ns 

• 	 E1cf11~nt5 oCa lXm:plclo;; :)f(Jer· 
dos0, stea.gth, \l1\iIS, :;lule, 
frvqucoGY, <lH(l ;'<l:e. 

• 	 t\:e~l ~ys!em;, for !ook-nIlke ;,od 
"mmd-a'ike dmg J1.'lIn<.O, 

• 	 Use o/" HKilLy upprcvcd px­
prilllcc order :.h;:ets wru:m;VCl 
possihle 

6, Unlet:; 10 ~n;Sllllle prC'ikm5 orc:::,," (Ire 
f1 rn:1ibiie,,; 

7, 	 A vobr;\ury, IlrCl-ptltl;tive fl')l(lrting 
:;yslem (<1 Il;Oni!of ;;Ild report "dYersc 
drug ,:Vo;;l1% (ir:Ckltiil)g ll!euj{;.lticn 
on':)r~ un~, ,,:jl'c:n;e d;ng rcadioes) 

K 	 ':lte ptL'pamlioll, dlS!libUll:m, 
"dtrJ!ni$tm:~\)l1 tInd pr('p;:r ,LSpOS.ll or 
ha~mrdons mc6i:;(I!~OIIS 

\l 	 Drug recail~ lmd 0;,,(cLlal '1J('r!~ 
ill. 	Tha! pa:icl!l'Jpecifi:: i(jl;Jn~mliou!>: 

reLd'iy D.(.Tesliih!e to:'.ll ,!lfljviGnnl~ 
:l1volved iI: pmvi:;:ioll 'If phannaCClliGaJ 
care. 

1~, !ciel1liIj,:n:io,1 or when wdgbl~J'<I~ed 


do"i~l;J, for ;x:.Ji,;tric populatIon;;: is 

lcquil'ed 


• '> ReqLiH;,'llWl1ts ;';1 rev ivw nr'.d revi:O;jwl 
bused Oil radJil y"g::rDrnt~1 rep\lr1.~ of 
ndversG Jrug. event~ at1d QAPI 
:IG(:vitios, 

D. 	The Iwspihllll1ust IHlv(> fI "llllrlllllcih[ 

lellJt'f Ul.11 lias an arlhc role on tlw 

lOG!) 

IIUIlCtilltl,~ or l'h:U'IWH'{'utiNII Care- nro e. Dmgs and bioJugicuh nw s:or,,""{! in 
th1i': 	 uc;:urdan::e wilh oElJ:1faCilln:-;-" 

,. 	 Collectiun {Iud orf,!lll1i1.l\tioll or dir"c;:olls illlLl Slate and F::ocr-ai 
pajiellt~~p{'dfil; infofluatitlll r"qu i,emults 

b 	 DeIH'llun:, I inn of tile iln\~('uc(' of 7. Rec:ord;, have wf'kicll[ dcl;ul h) 
met1k4tiOlHiwt !IPY prohlclll.~ H)E()\'.· Ihc new ,)fc"ntrol fWHl 

lmjh potential lind nctnal entry 11II<'Egil r1if.puiation 
,. 	 Summary or H~c Jlalieut'~ 8. FJnpi(IYc,"" provide phlflllUCcl1:ical 

mcdie-ntioll reL"lled h"'lllth l'l\I'e seJvin',~ \vlrhilllhe:r scope urlicetl'k 
lH'eUS and LxlncJJkn: 

d. 	 Idelltifj,",ldioll and spedlicAlhm of 0. '1'~te h05pi:alllH.~ a mt:HIJ:. h' 
pharmllctltlterap(>utic goals inCmp(l,;l!e eA:\xnal alel1$ lind/or 

c. 	 ncv(>Iuprucllt of ,} ft'c(J!11l11endllt1on;; froJll1lnllomJ 
phIiTlIll\COUt..filpC utic r(>glult'1! 1l;,HI<Yiari011s and govef1l111<:nta! 

f. 	 ImpleruellL"ltioli Ilr Il monilorillg lId<V'IlLies lor r<:vie'V nnd pdicy oml 
plau in collaf:!.ratilm wilh the rro(;C\~nrc t,,'V,sioJl, 
patient. H applicable, and "Uwr Hl Pc lieies ilrc: ::oIlSiSI;~:\l in application 
h..alth care pmfessioJl."lls !hwogilo:ll.llic ho",piiru. 
)iouitoring lhlt cHcdS or the 11. '1':10 ;;!>,mmlcy Jire;:,c- ;xT(oilrc;llly
l)lIarmn(>OIhcnt.pcIlUc t ItginH~n r:lOl1itOl s impk;r.le(\!aliOl~ t,r ;)DJiclC~ 
Rl'tksiguiuj! the n:-gimcit aud and proc:<xlun;<;I" 
lIltmilorll1~ phm !IS indk:atctl. 12. P:,liC\e'> 1ml procedllr<:s nrc eum:n! 

13. T::-tc :;hannncy i,~ respcm;ibk for the 
The hospihl1 ntily l.lilizc H J.nj~ dust: prucun:mcn!, distdb:lliuT! alld 
~yslem ;ndivk-:t.C11 prcHcnp!lOll, Ibm co,1:ro1I)r nil ,naJicaLon producb 
.'>tock systeCI or a cOJr!}inaliun oi these usetl m the hospili-1: {illdud:ug 
sysk:n~, propcrly s!ored. lllCtHell:ion<e!akd Je~icesl E'r 

iHrOlticnt ~t:(l,mir,,-tiet1! que. Thi.. 
P!;armacealiea: ~el'''iices 1001\t be j!lclUde~ I\LL lmspitn! depllrtmeol'\ 
Jd!.li:)islereu ill aCC(l:dlU~ce wit;' lImi locntions. 
accej)!e: :}foressional print:j~les, 
Accepfc;l proro:s,-..jOlul principles lJron leview OJ"pr.!;C111 di:lical records, 
includes c:mnpiHrece wUll IlppliC<lhle are issw:s Wi~l regard I:' })rovisiun of 
FeJerrJ :1nJ S~Je !hWS, n..:g(j!lllioL~, and pilanmlcertica! services iCellttC;cc? 
gnj<ieJillcs govemillg pluflm.c:eulic:u; • Is l11<o fneW::- awal"() ofl1w 

He-a!t:lf:ar<: I'<lcililics ~\c;:'-edj!alim: Prognnu (flFAP) 
Accreci!aljcJ ~{equin'[lcllt5 ler tkl.lilil;:are Fw:i:itics 
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PHARMACY 8ERVICLS!MEDICATION liSi: 

STANDARD f ELe,mN 1 

The pluU'mncy h.'1H1el" sholiid report {u 
tilt' CEO or COO (C~O if on tilt 
sam,,' orgmlizationnl ,""yellis flit' 
CFOfCOOL IlUn: a Wit' ('OIl~lHent 
wilh o,he-rs n'porting h, Ihat 
ol':.;mdzaliolllli ievf'L 

EXPI.A~Nnor..; 

scr\!w¢~, a~ wd l as, >hmdal'd:s or 
rCCOl)\.Illelldati()J~S Ftmwlcd by 
l1u!io!tal1y r.:cog1lJ:a:d p!'0feS;;lOlla! 
01 g?llizd::'on;< Ap:nei.:s ru:t: 
ofgan~7atlOl!;; ctmJd ilh~~truc H)A, NUl, 
Amcrrcall Society of H.ffi~1 h~Sy<~t('I'l 
;'harmhcis,s, dc, 

The i.o>pilnl r:\14f;UIlCY ~[)j'Vi<:e 0\1;;1 hi; 
mr.!grflfed into (he hotriw.l·",idc QAr! 
pn)grsJ!1, 

The p!ulflllaey ie;ldeI' mtl~i Iw 
lIppn;prinltly pUliitiotled within the 
1Jlwmizatinll to ('nsun~ tht b('sl 
utilh:atioll of bis Ot Iwl' c'pl;ri.is': ill all 
d(~i~jous n:gnnling IIlc(!jratioll uS\'. 

Wilen Ow p[lllrmat·y ICl1{ler repllrt.\! 
dkt>,Uy tv tlte CEO or COO I"llther 
than mllltipIt~ hlycr.. of munagem<'n(, 
Ule 'Ililltity :lilt! timelhl<'ss 11f 
information uebange imprlJye 
!ligllllicanlJy. PhilnmH':y leaders {'lUI 
Itt' mQH: a,tivdy ellgil!';i'd in crHieal 
decision Ithlldug and 1l1ll1"C l'ffedivc in 
lu;IIJiHg lhe orgallit,ati(lll addr<'ss 
rapid eliange. 

N(lt(>: Each ol'ganit:aliun may hal'e a 
sJightly tliffvl'<'1l1 Ielldcrship slrudure. 
The intcnt of ihis ~iandard is 10 
(>liminatc rellorting lay<'rs hNwcen tile 
plHlrmu{'y dil'cctor alHJ the CI<O. 

SCORING PROCEDURE 

N'iUes'l 
• 	 Was there a failure to implt.'Hle-:ll 

:J poLey and pro.;;cclun:'! 

DOCllMEN'I' R({VIEW 
1. 	 Rcvlew Oq.;mli7,ational Chnrt 

2. 	 U.e"i<'l~ puliey nnd proccdures 
h) det(>rmillc pharmacist ro[e 
and respollsibilities. 

3. 	 Re"-tew ,10/1 Hf'srription 

4. 	 :\rlillu(es from Leadt'l'ship 
m(,l'tilll!s rut' atfeUtL-i.llce lmd 
di\("llssi;}Il. 

[Ica! theRn: facilities ACctcLit:Jioll Pn:g.Hlm (HrlW) 
Accrcdl(aliOl: RcqLlireltK"!ll~ t,x He;;llhcttrc hlcrl:iies 
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f'I-IAI<MACY SJmVICI~S/'1EDlCATJO?\ um;: 

b~~_S_'T_A_N_D_'_\f_Zl=)=!_E_L_E=M=J~_"_T_~~.L.~__~i'_X_P_L=A=N=A_::=':_O_N_~__.b__=SC='=()=R_1N_G_'=i'>="=(JC_'E_D_(_ll={J='__-b~_=S='C_'J~)R.?.-" j 

2S.liiUH 1lccu~urc, 

Ene!! p!1,wllacy I;X;,}(jOH i~ Lcell3~d :t'> 
H'-q;;ircd by Stilte I<"VI. 

lftht.'_ phllL1VXY pHlvides n%il 'iulpnli~:m 
dhpmt-i:;g it j" abo liccw;c;: for ILi~ ll;:tt­
vi:y, if reql;ired. 

2S.(H),tl2 Penult" & CcrtlHt'ali'lIls. 
PCr;llit~ mid tutifici,lh_'n~ rC{juu:etl by 11W 
iFC cwTt'_lll !(If 7.11 phann:lcy lclc,Y,;nns. 
crhc~ arc IpcDteu wII/-;in the plmrmaty ,xc)) 
am1 po:"icd, it' required by 11w. 

TIl(" lW$pitnl sholild have PQlicics llUO 
1)I'ncedU!~'!i to> adivdy identify 
pute-nti;!1 mil} nclual adverse dl'lIg 
t'ycnls. PI't)Acfi'it' idcnWlcatioll I,'onld 
illclude dir«t ob8Ct'vijlloll.,f 
mcdii'lIti')1I ndmintstrati~ll. n,yi~w Qf 
patient's dinie,:!1 ~!c~I'\ls, 
idt'uiil1clltioll uf patit'1l1 si;':lluls [hal 
WQuilt WHn"lmt immNHatc rt'vie'" uf 
pnlicllt's IUl{dicatiOIl UIt'rapJ' and 
implcrncntntioll of tlwU_kalion use 
CVll.hwiioJl .'itudie.<i. 
The iwspitNl should IHI.'ie a JIlt'llUS to 
inCOl'lWnlrC exlt'rlllll alerts lllldJor 
rCNmme_lIdllti(!nS from national 
fll>MlclNtlollS JIlIG gO'l'crnmelltfli 
at;cllI:lt's for re~iew <Iud facility rmlicy 
alld procNhu'e rt'visiqn 
NHlsidera!iolili. 

\-{us! ~!ine.~ reqLitv :,(),~pitil: ?L£lrmm::ie:>. 
tn IX' ;b.:n~ed sC;Br"te:y nom ,;le 
i\cHity. Sn1J)t;' sl~ ,cs :-'£'1uire rdail 
pil;wmacy licn:.~:; for oulpatient 
11ispcnsillg ,;ven l11Lh; is limited 10 
employ:;e !lres"fiplitnh. 

Pc,'mit~ ltluy :ndw.le ()Ot lIrc nul HWiteci 
ill : 

• :-btg. EnJbrce1liem !\g<:(ley; 
.. Sin!;: controlled su~slam;::; 
• 	 'I'd\: Citt akdJ()j; 
• 	 :'ilnmli,cINt ,l}1'e;;eplC'f fur ;llte!'U 

]1f"':11:i,men;. 

ons~;nVATIQ~ 

Vel"ify Ihat the b'C:l~C(fl i"hn: currenl 
uld pJlJll1inclllly pon.;;L (OflJd, ~lales 
re~lIirL' reiSSlie il) tlw evenl til' u dmngL 
ia pharmacy ,:ir.:0to,..) Ifn:qui,<e<': by the 

~c"'k" lict:uC'C(si i&pOSlcd. 

OHSERVAnON 
V;:rif"y: 
1. 	 Pefuils and c<'rnik-a:i<J!1~ are 

tlllTel,! :In.i pO~lcd for;;(\ p!mrmuty 
lo(nlions. 

L Permi,s exist for:i11 re(jlJ;rd 
uetlvi~te.<;. 

J2J,4NA 
! fdi ~\j.Jlpk\!l~c_ 

..) LI~ "hi' CU':I.:III l>1'l 

:!;,t pnMtJ k all 
"":;lIil))"l 
" ··l.-r~"'l'nlJi C,;,,")l III 

"II "'<Jli<)!l~ 

: 2 ~ J NA 
I - Fd! VU)I,rdl'~e. 

"2 ~ M~L I'", mJ!.tI1 
;J:j,l~<I :rr~qa.."td 
4 ~ ,\ ;"xmil i~ lII)l 
<:.1[;",11! J',,,i',,b!~, 

IIcaithc.1fc Faci li~l.;\~ lv:..::redlll\I)Ql: Progn:m (IIfAP) 

A..::c:rcdi(;;(imj Req:ti~'e1l1CllW f;)f HeahlW<lre h,;ilili;:" 25·4 




PHARMACY SERVICES/J\lEJ)[CATlON USE 

STANDARD / l~I.l;MrNT 	 SCORING PROCEDURE SCORE 

25.UU.03 Scope of Service. 
['he hospitaJ provides phannacenlicai 
~el'vices appropriale 10 Ihe scope of service 
oflhe facililY. 

25.UU.U4 iHlmagelllt'UL 
A fidflilllc, parr tillie, or cOlJsufiillg 
plwl"l1Iacist lIIust /J(' resj!ollsiblej(II' 
developillf.'" supcl"lli.sillg, lind coordinating 
an ofrlw {lclivifies 0/111('. plwrlll(lc}, 5'crviccs. 
4S2.25(o)(I) 

The patiellt mix and (leuity drive the 
scope ofserviccs. 

J)epcndin~ Oil the size lind COJljplexily of 
the scrviee [he pharmacy dircc[or lImy 
be less [han hill time. 

In any event, Ihe plmrllmcy dircctor is a 
stille licensed pimnlmcist with thorough 
knowledge of hospital pharmacy 
praclice and lIlanagemenL 

A singl~. pharma(;i~[ mn~l be rcspollSible 
for Ule overall (lchninistration of the 
pharmacy scrvice. The job descriplioJl of 
the pharmacisl shall c1e(lr1y stale the 
rc~pon~ibilitic~ Ill" this illdividllfll which 
include: 

• 	 dcveloping, 

• 	 supervising, and 

• 	 coordinating <.llihe ilctivilies of 
pharmacy servkes. 

3. 	 If reqnired by thc ~tatc, pcrmi t~ arc 
posled. 

DOCUMENT REVII<:W 
& 

OBSERVATION 
Observe physical space, equipment. 
Review [he scope of serviee statement 
Verify: 
I. 	 The scope of scrvice statellIcul 

identines the Jlceds of the patients 
served. 

2. 	 Pharmaceutical service~ are 
approprirrte tu meet the lleedN III' 
patients. 

FILE REVIEW, 
1JOClJJ'lENTATION REVIEW, 

& 
INTERVIEW 

Review lhe implemenlalion oflhe chief 
plmrltltlcisl'S responsibilities through 
review ofmcding millllies, schedules 
and log~, [he job descriplion, "lid [ite 
evaluation/compe[cncy vulid<lliml 
process. 

Verify: 
I. 	 Current ~late licensure for <liJ 

phannaeists, inclilliing the director, 
sel'ving the facili(y. 

2. 	 All pi1mll1acy staff function within 
tnl appropriale, approved scope of 
pmctice. 

'(:OP(· 0 r ~~rv iCl' 
idenlilicd need~. 
4 - Ser"]c~s do nol ]"nl 
II]~ scope ur :;~rvic~ 
idl'lllillcd needs. 

I 2'j 4 f,j;j 
[= hilly cOlllp[iant 
4 ..-One liccilse is Ilot 

nLl,eHli a"ail"b[". OR 
4 - f'[]anl'''~Y "laIT'Lle 
Illllctiolling oul,;ide Oral] 
appropl'iate approved 
scorc or practice, OR 
4 = CI,id' jJh,'nl",(:i~1 
ddined l'c,;pomibililic, 
do nolmcet ,Iandall[ OR 
~ = l'lmrm,,(:y di,~dm]:; 
nol illvo[ved ill all 
Go]","ill(:c~ wllclC 
medication ld~I(,tl 
I'0lieic~ and Ilf()CCdLLl'C~ 
a] ~ I)~i]'g devc\oped. 

200e; IIcailhcare facilities Accredilation Pl'o~rilln (HFAP) 
Accredil,l(ion Reql1irements for HealthcHIT fHcili(ics 25-5 
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PIlAR;VIACY Ea:RVICl~S!MEDICATION USI<: 

STANDARD / ELEMi :nr 	 j':Xl'ij\NAT10N ,)CORE 

The pbarumey ,jirl",~or w;ll be activelY J. Tlle phHrmacy dired"r to; 3(;(ivcly 
J,lV0heJ j,llhose comn:iiiecs il:volvcd in dwx.: cOllJllllll.c;cs 
r~~r(l!1dP)!<:o for cHa!>Ji~hit;g merlicalitu­ 1c."p~Hlsib]c hlrec;taGl;shing 
rdated p!lll::;ie~ aud pwt:.o:Ju,-es, 1r.e<ik;;lIion-rebted pulicicR and 

pr('Cedur0s. 
Pl!f.rm?,\:jst~ >1rd pL.mlldcy Itdmicians 

,nU~L pcr~i~:m lhc:i~ J.utic~ witllin the 
$(OPC of filth iiccnse illyi cJtlca\i,YI 

25.1l0J15 Sfaffing" 	 Professional cI;teritl, PCJCH;! m:d Stale DO(TMENl Rl<VIEW, ~.j " N,~ 
j 1;,:; philnf/{{(;)' .l'c:FVU,' ilillsl hove!1Il regu!at!vtos (and lict'llsing ,:::b) p,ui:.:c the INTERVfhW, pu'l l:ump,i.':-,"" 

1 GeLl ('('~l\l'iiNI1,:e
alic,!Imh' iJlIJ!riJCI' 1~/'p('rscwlid fe, CIISW'i' 	 l~,ciEly rcqlillem0l<l,; j(;[ ,;tafT. !if 
qualify phm'n,/i;YldL'u! .,-('/",i';{'I, indudillg 	 OBSERV (\TlON 
f:mergl.'Nty SCFvid!S. L82.2S(n){2j 	 'I'llcre mll<:; b~' :llIfficicn! PdStlt1;lel to !)dC!u~jnc: 

rC1>pond tv [he pbrm(w0c!:ieul net&, or I. The stilfLlug m;;.; fll)(llllld:cr is 
IL: r~ljCJIt j)opaialldll :}oing SCfw..L 'j ,1e d.Jeq'mh: In r~"(lVic1e Ihe level cf 
p!ml mil(Tl'iic>1! s(:;tn('£~ ~,aff nlilill :).; .~0n:ict, J\ppm;tLilte 10 Ihe i!hfi;ll~:on, 
sulTi::ieal ire :ype~\ 'hll'It>CJ1'" ~mtllraijli,tg iJdll(jing 24 hUIIL 7-Jay em.;~gcncy 
to pw .... ide qudily ::el'vices, IIKhJcli,lg 24 CI)Vd"dgC, or 1!:2;\: is lEI >1rrnllg0,ll(';cL 

hOllr, 7 -o.>1Y c"llt1rget:cy ,'()V(~~ ~ge, or 1'1,; cmergeuc-y ~0I'viGef" q" 
:hnv is flfJ ilrn.L~lge'neul ;i.:r 0mergeL<':Y JC::cl:l)ine-d by the lle<Cd); Dr !lle 
Sl'TV;CeS, ,,~ tll'tenni,vxl by the .weds or ;xl;icnt.:; m:d a:-. spc;:ified by Ib:, 

tho pilllt'IIIN ani', as sjl(;cif,ed by lil0 mcd:c::t! $tllif 
m~djCll! tl!<Jtl 

2. n"," nrc ",meionl pc~''''nel Ie 
The l'umbl't 'If PI\;1!'l$lciNb dui/Oj" iiI", ;>rovkk <lc:;J:"a\¢ l\llJ ~;lHe1y 
I1lIl11bet u!' 11m"" of SClV!W\ pro\';,Jc~l hy ll:h;;Ji;:atiOIl (:eliVGfY, cw!.\;rc HWllo":\ie 
pha!m>1cjHt~ lit ;he hO~Pl~l1l, t,r a l each 3ad sufe n~2dkllli(ja a<tmhl::dlatl(ll1 
l<,cati01~ Dj' the J:0sp:'!ul ,ad pl"Ovide-,.., mId hI provfde appropriate clinicaJ 
p.l&nmw:mtieal ~cr\':re'i. H1(;31 ;lIcd j,lO ~cl'vices !"S wdl ci';; dee p>1rth;iraltou 
be ill aCOI'(h!!C0 "/itil the He-<:,b or ils in c{'nlh:(lous :;,uultly i:upmVel1\t:11 
pa!kjtl~ :loll J(;(:eplcd pf0fc~~i'Hld! pfogrmns t!;at m-eel '.Ill; need:;: ofthe 
pdncif'ks (ll~ pr(fviO\);lly tldI116d), Lat! 1'<1lknt poptlkltoll being s<"rY"''',J. 
rcl1cc; Ihe ~c\)rC arlO c<)!Ilp1cx ity of I~H,: 

HC<1j1i1Cn~e i:~lcili~je,~ AccreJi:atiol1l'n)gram (HFAf') 
Ac::::cJita:io.1 RICquirel:wnlf Ihr Healthc:Jw htc;litj,~ii 
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PHAHMACY SlUtVICFS/l'l1EDICA~lIOI'lI)SE
F~~~~·~~~~~~~======~============T-~~~'~.!, 
I~ STANI)/IlID! ELEMI\~:!.' EX?l.ANAr!U:4 SCORING P;ZOC1-:J)lJRE SCURE! 

...~~.~"'" 

25JWJ)6 lL~.!leduled Dnlgs, 
Currau emi (;.C'C'W'llff' rl~ccrds ml-lsl he kc!pt 
of rh;' receipt (lltd diSjHf,ilwJl ",Ff.;{! 
g1i('lluiui dn(~s 4S2.25(l:I)O). 

Con:pOIlCl1b of (1 tee-old sy;.;!cm to main:~ill 
cu:n:nl Hnd aC;;;U1\k :::c(J:d~ of the receJp~ 
lind J;jr(l~iliou u:";;cilcJu!ed chugs mclude: 
L Ac;:ohnl:tbili:yprncedun:;s 10 CLM:rC 

control of tlte d:strinut'QI1, use, .11la 
Ji,,;posltKm oral; _~ch<Xiu;e-e' dmg8 

2. 	 Recant'! I.lfthe rcceip! und dis?(j~ili()!l 
ofr.!! sdJ>:(j{;ie;i drugs mtisl iX' ;:u:n:nt 
and ID'U);t be accuale 

3. 	 i{cwrd~ :f<1CC Iht' IY:lVClnl':lt of 
sC!lcJuled {:'ngs thr<;lgh()u~ tl:e_ service 

4. 	 The ?hQnJlaci~L i\ rc,;p,'Ejible f01" 
udermiulng rlwl all Jug. records ;.rc in 
e:uer rna flmt :m a"cmmt of ::Ill 
seh:uuk,\l unlg~ i~ I::miniaivcd ,mu 
reC0!101kd. 

5. 	 The roco,d syMcn~. Jdidcuteci in 

There "IlL';\ h\; suf:1ci<.'nt !1u:nbers an;:'; 

~YFes of pt'r~()nl1c1IQ provid~ accma,v 
(lUG timely mc;{ie~liOIl delivery, <.:n~urc 
lH:curotc iwd safe medication 
adm inist:"alwH :lnd to pi ovide 
U?pt'Cwia1c vimicru .;..;rvices iH wdl lL'i 
ill!;. p;::rllcipati::;!J in eO:l:2lltll)lJ,'i qudily 

tmpn:;yement p:8gliH!V rha! mcd ~he 
Ilectl~ of tl-.e pilllf'1l! pupuldicn he,ng 
seri'eJ. 

A.. "pcr,"chmi" inve;1!My is ttdillu:ned_ 
Di!l!ribJtion find IltOv<:1l1UI: 2C :;chect:led 
dt:Jg,., tllrOl,gl:imH :hc la<:ilily i~ 
eoni.n:led fln~: r:cNus IJ;-C muimru!1f'4 
aml Ic<':(1)(;iled, D(.~lru::in!1 and wasle 

reuwds ore Inuintu bed m:,i nonitoreci. 

JH)('lI!VIENT RIf.V,IKW. 
INTERVlKW,& 
Omn<:H.VA !'ION 

Rl'Yh~w ~ Mmp__ e of (6) lltlrCqtic hdallCe 
MiCCIS re,m:scnta;; ve of flllG:-:~;w!-.ia, 1d{, 
Of Jab, p!lt~t:nacy, "l:'-~ from l1ur;..tng care 
!!niL".. Observe fot -witlCSS<-X} WilEtl;'! 
de$:rc:::~olt (lll(j ba!;mccu icvcnl.ol'Y. 

S;:lo:: two (Lugs fron UK lI:vintnry and 
c!)rH?!ete a dug CUttnl wilh a reg:slered 
IlUl'se or phrrrmm:i~~. 

Ver~ty: 

L 	 Tt.c [!Cllletml ill'-T1:!ory ill 
mainlainec. 
There is it rec;y-d syslel1'_ b pla~c 
11m! pW'iiUe8 ido:'J!w.Li.Of: en 
eO:l[roLed sUf18iID1CeS in II rcuJily 
r~::-ievrrble l:mWler, n:.d rc'<nv 
n:t:nrdi to dt'te:nullc !ky cff",.':;ve!y 
(tan' IT::)\,cmen( liJrollgIlOt!; the 

12J4i-tr< 
I'h''-'I,11<' rtm!n;1 

~ti~h, 

1 j itc<,--_lCe oj 
"IIC::(;'IY r:d h',)Hll~td 

.J - All h..:af;:)'}; ,ii-" Hoi 


'./<.::.o;Id i11 th¢ i:,lc'tilliu\ 

drug .n.\:'lh~1nw:(­


i;IO~~~;; 

1 A pl"~n.~ q In r:~;.;;, 
hw (,'1::01\;.'1 c'·,' flU 

l"I'I1:> 1~.llb,nH(" 
4 o. Mu_jl:~C lr,calh.,~ ~lG 

INl indll:k,1 ill Iil1;' 
uJ:'jjnm",;e:r ,wn>, n, 
~ "M;;lli;k irtWHCC'; 01 

lIn,'C.;\H':ibl <Dr.<- ')' 
idtl)lill<\i ,Ih;;,,·;;;n­
p""~n, ,hie; HI( 

vll()uht'ly c.)IMd lu;e'pl 
[oj dlslnl>u(:m 

Ueallh<.:a~c Fad!',lies .l\ccft'dllatioll Pr~,glllm (EVAn 
A:::crcc1ita0oH !{cqu;remenl<; :0f lleal:h":l[C: !'~!Gililici< 

http:ido:'J!w.Li.Of
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po:je~es <lnd pn>.:cdt:fCS. Imcko Losp;!nl. 

ll~y(ellh;l1t of i111 ,~~;)~uvkd dntg~ nen ], IheR' is an d'lL,t,Jve pmc\:,,~ [or 

the pu:nt of cntry inl(\ thc lJospilul k) ,tIC r('~_'(lr,,:j:LI~iol' wtl di~Pfl<;Jl. 


poin! of (iq:llrt\lr~ diher lilhlJgh 4. 1 he t!harmt,.;is~ i:-; ]t'cQ!iJll,lbh: for 

ctdmmistrdtion lq the patient, nrninlel<ll1e-e uj' till :II ug rcc.->!"d~ ar,c 

(1:.:,;~nt:-lion Or rdUI"Jl h) lhe 1"f'C0I::;ilirJ iVI:. 


:MJlUf1:lc!llf<jf, '1 his i;y~ll:!11 p<0"iJes 5. Fucility poli<:y and pl\/Ccdufes 

ctocumelltallOIl Gli schcuuled dmgF In a mLlimiJ.e Sc:ilc:dult.:i dn,g Jhasi(ln, 

reJdily re:tievilbk manner 10 fL:iti[,llc 

recolld!lallcH of l!le lei:eipllllld 

Jbposili()J1 of "II ;;dli::dulcd dm~, 


(,. 	 All dm?, r:~G;)I".i~ drc In onkr ,H;d <'Ill 

l1ceOlllL of a;; &:!Kduled drtlgs iJ 

mainblllcd illhl (my di"crcpal1cl<:\i in 

enunl HC ii7\.'ol1d:"d prvlH;,lly 


7. 	 The jh.);(pHal liyst;01ll is (·:.tpil.\;1e <Jf 

rca~iJy ldeolil"Ylllg Io~~ or ,~jY2r~jml of 

;;11 c(ul:o!)"rI :-;tf'A~I;1jlU;;S in "uGh 1:1 


man::r as :0 m:nimu.e ite rime fral11 .... 

betl"ccn the ilctmll b~s Of d:versi;w ,0 


the lit:le of tict;~;;ji0n and (~ett'l1nin,,!i<u 


of J1C CXk:l: Df los;; ;)I' rilvel'skln. 

S. 	 Fucili,y fJulic:cs .loti )J1"{)~eduh's S:IOLld 


miLinize ~c:hedukd drug tJiv(:,-~ioL 


25.00.07 .§Q.tlCC ncg(!irul1eut~: Sl!iTu::icnt Spi1-Cc penub tLc ,miedy 	 OBSERVATION I:ZJ4Ni\ 
There is l~deql!lilC ~pa(-c Hllccahxl ti) OlUMncc slomp of m\'c!1tol'i('~. I uto/view sJaff 10 l1cr':rm:ne C:IClr Fufl UP';l!,!i;mN" 


, - SPH'<' iliad",!!!:.':'
tile SCLunty of jnvellf{)rie~, 	 famJiMity W,tll ~han;Mt:,y-rda:e;: 
~ eo Sd}(<;\,,;,,; ,;rtlg~ lI"t 

S~'parate s.lorag:: i'u; SdJF\":Hk n drugs policies and pr{lcnJ:ires. iWOllH: 

cxis~s. 

V:cl'ify: 
L Spa~e alloeaiJullllllows fur 

orderly storage of ili\'clltory. 

2. 	 ,schedule II invculory is stored 

2009 	 IIcaHhcil.:'t" Facdi .ie:. A<xredil:llion ProJ!riUil (i-H' AI') 
;\e-::,:dita;i')a RcqHi:cmcn1;-: fc~ lI::ulth:Cille Fac:litJF<; 25-8 
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IJHAR!\1;\CY SERVICESiMlmICATlO"i llSE 

STANI)!,RD! 1',IYi\1ENT 

25.iJl.iH l\ledicathm Cnutrpl & 'I'he pham1oc:sl, ill 001wlitatlOJl '.>'illl 
Di!.h'illubon. ;1[lprop;idte hosplta~ rtqrr <"m1 

In o;',{(T to pro'/ide pttti>?n! sufi:;;,', drllg,\ {md cOImdltlJeS, develop", md 11111)1\;;11(:;11/); 


biologiu;iy '1111.\1 he cOl1lr(!{f~d ulla guide:ines, prt'hKOls. polic:c.~ ane. 
diSfrtf.mlr:d Iff nccord<l!/(:e with t!!,pficMi/e prv:rcimeB ::br 11K ;;rovisim: nf 
,,'t{lfIiJUld;' n(j)nk t;'t'C <OIListell! ,I iIi; ph~mnjGe:l!ind services that ensure 
Fer]f:'!,!!! fJ!id Siafe (ow 	 f"li~llt ~Qr.:,} dW)Ug:l Il)e tlppre;'wir;re 

;:;cnlrcl a)1,1 dis~ri"lI!;()!! ~<'mcdiea:;ons, 
rleciicatiOlc-Idutcd z:evices .lIU] 

biolugicals. 

Hjgll-Ri.~kMedit"atiQm;!! PnH~nlll 

Fot higlHisk medicalion;, mJ h;,gl,·!!sk 
p!ll:e~lls (pccia(riG, gn:ill,k, DtPiHkllC~ 
wili! h.'Hlll or llDPil:ie impal,ment) there 
shc;dJ he sy:,k'!U, :n pJace to nI:n:mi7e 
0dvU11C dmg cvcr:t~, 

Such .~yskllt~ could iJldudc but U'e ,101 
bnlted k) dlCvk!ists, do~c lir.llL-;, pre.. 
printed ptder.~, '>Pecj;,l pHek<lging, 
,,:;>s;ia[ :aod!llg, d\.'I;hk--{;1:x~(;k~ atld 
wrille:! gui{iebtes. 

"lLgh risk mcdivillioll"" llfe thu;,c 
Im;din!tiom, involved III ;, high 
ren'eClil.gc flY mecii(\'?.!k'l1 I.Tllb" nnd or 
Glililjal e\'~"t:ls iud ~lle(H.,;(',lic1:\ tll(l( "(IUY 
li ;Iighel ri:;k for ilh\l,:;e, enul'", ;)1' other 
lldn;($e \)llh:Oll,::'$, 

fjst~ o:'hjgl>rj~k or hig;l~alert d:l1g~ arc 
)lv"jlabll: 6\)11\ 5wI, (I:gnni73licHS 41i Ike 

~(,pl1.ratcly unci duuhle IQ<'kcd. 

DOClJ)1ENT ltEVlE,W 
& 


9 HSIl:RVATION 

Vc~ify, 


Thc~c pl'oce~:'K;" in place 10: 

i. 	 : .:wil drug :;oHct'll,mliC'lls, 

I:arlicu!;\l Jy high-?Icrt cmgs 11ke 
{'.-10rphinc ;uJ ileptdn, 

2. 	 Limi! ut:<:;oss 10 cO!lccnfl7lh",J 
<;(!lul iOllS {pO;i,,,,,,:um <:;hlori,:c, 
sodium ell loridQ (·()f1<':i.:tltl'iiti(lIL~ 
gr;:;u[cr tL;;;t O. ll':,;,), 

3. 	 M(J:li:M medinil:on tl\e:'i1py, 
4. 	 RcpOi/ *,erivu;; adi'el':)e dYlI;! 

waclioll~, 

" I'revem tJI),mlilCl,?0l1 t1;;~cLe and 
distribution (~r medic<lliiH1, 

(;. 	 ({eiric\!c and fe::UOYC 11 Ol1ljl 1':;(;,);\. 

tLdwJing no;i(ic,;timl of paliew,; 
111il( LiVe heefl i:lIpi1uc"il };" well ~b 
lhu!-ic thaI wO~lld un':;): d;:,pet;s;; OJ' 

ac1mitislc;' U\,; JUcdi(;ati;'n. 

ke!1tif'y ;-lu\llli!i!c$$ tlJe \tOlI!!ly a\.~\l.[;u:ec 
pmct'dures ii'! Lte pt,;;p,.r,-;(i()l1 of stt'riie 
;m,ducts. 

1)e~ej'jll,HC: 

1. 	 TllC phaflllilcy;,. i.lVoheO;p tbc 
"v41uatiDll, !.$(' llnd IT,olliloril:g ,if 
tlrug delivery >ly;;~cm;" 

SCORF . n] 

~ 3 4 NA 
I - I'll!! ~"'''rUl!lrc 
J -- r.,Xe'cs ~'c illl;Il!~j 
bu: d",,,, i~ I::C<llwi,1<:1l1 
;'ill)temClia{j,,,, 

~ Cnfl ,,->l'''W 
,ji!'I,.;llult<~, ,_,I 
m;;.j,,",I.i,lJI dr8~ 11'" mt$ 
'~".:<:r("I'.l f" ,I!lda! lis, 

llc81theare FadlihcH Accn.cdHnliOl: PrGgraCl n IF AP) 
-\n:rcdilutl;m Rn~t ircmcn,,; f(lr IIc.a:thcnre F "dlilic;; 25-9 
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l'lIAHMACY SI':RVfCE':'/I\1JWICATIOl'l USE 

I-'XPLANA nON 	 SCORl"J(, l'ROCEDUR[ 

lnstitu!e for SlIte Medi..:alion P~:Jctices 
(ISMP) ,md the U:Jil~(: Stu!c>' 
1'IlRrtllU;:<?;;eia (USP). 

Exmnpk~ of lligl>fJsk Grugs may 
b.:'nde: 

• 	 lnV('~' ~gati\)lla: drag:;" 

• 	 ContmLe<l mcdic;.r!Oli'l, 
• 	 Med;catkn~ nol Oil :,le 

ilJ-lPI'0V:d rDA !ist, 
.. 	 MClJjcn!iot:~ w;!h a r;JrI'OW 

th:::'u:leUI1G "lUg<:, 
• 	 t'sydl'l~~lCrapel:tjc mC{liculi(ll1~ 

2m1 [,l{)K-a!:kc/sound-Elikc 
lll('(iicatlOcs :LId 

• 	 Tho,;.: r.;;w k, t:le markd cr 
new 10 th..: :,c1!piml. 

Review of Orders 
AI: Jl1edio.·u~;o" orcier:> Me t¢yi;;\Vo."j ror 
appt\;?riulclla!1! by a ;>hi\11rlHei,~t !lefoi"e 
:he order is dispell..~e(t exn:pt ill 
emergcnt-i<;s. The review ;;llOU!d 
illcic1<l;;: 

1, 	 Ap_jropri;\kn.:~.~, 

2. 	 TlI(~mpcHtic duplicaliun, 
], 	 APPl'OP;IDtCIWM ofdrug, dO::'8, 

ftcquenc'y, n:ulk i1H': method ;):: 
acimin ;SI fill i( ;11, 

4, ?ofenlilll illlcra.:lio:ll!, 

), Rei.! ct uo[(;ntiu: aJlefgi,~s or 
S"~l.~; tivities, 

0, Vu ialioll f':-DHt LLl\:~ia (;',' 110;0 aad 
7. 	 Other zOl1lr~ljl!,Jiuiii')L;;. 

~:dlllinblrll;lOn .lev-iccs dG:i 

uT_lolllatcc Jmg disJ:,:culliug 
m.achinc~. 

2. 	 The c,,!,d-.u'llion H::1J :110nitoll:Jg 
;<:'<)'.Ikt inc:utk tile p~)lea!iill for 
Jllcdiz2.Llml C7ro~". 

3. 	 Yledicati,m "forage- areas arc 
pcr:oJdici1.Fy i;~"pt-nc~~ Ie make 
"til", Lledic;lli~ms ;lh; properly 
sHv{'d. 

Ifcaltl:z'.re I's:.:E:ti<.\s AccIeciitalioll Pr:'glllfJ (HFAP) 
Accfedit;:.tOll Rl'cju:!cmcnts fx lIeHI ~lncc hi.' Jlities 
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PIIARMACY SI<RVICt:S/MEDICATION USE 

FXPLAN;\'! ION SCORING PRC)G':Dl)RE SCORE 

!\·l(!.tIihH' Effl,-cts of Metl.icatiollS 
Tin: ctfurls 0f fxdiratbus n!U"'~ be 
:uonitofed !tJ mln;mi7e adverse c\'!"nts 
l:nd il~mf(: ~;)pr(!pri<tl<:,u0$~. TL:: 
r;1<llliroriEg j1il)l".CSS iW.:.b,"c!<: 

,L Clbil.:11 il1l,J :abowlnry dnta to 
{;V\lJu;l~e eflkacy 'dnti ;\,I:Jdrf\(e or 
cvainme ~\H.i(;ily arc adw:$(' 
('ffoc;-< 

b. l'hyskal ~jgtF. ard cliulnJ 
,,-ymploILs ::d{,\'&.l)t ~(J (hc 

rX11:e.;1~'S Ille:::!ic;:;lion II:ernuy 
c. As.\ess'ng the: plt~ien!s' OWl'. 

p~'rcerti(m~ abc)U! s:de efC"e:s, 
and I'rtceiv..:d ctUCflCY. 

Sft:rUe Prl'Pllralioll 
Slerile prv(:uc~s ,\h,)u:d he pretJdHJd and 
labd.::d :11 it sHltai)je elli'iwnil.wnl :ty 
upprop.ifillt!y Iruillej and qllU!iJiui 
p'_'r."':>lUleJ, 

I<mergf:llcy M ..tlkallofi KH~ 
The phaou:tr.:y ~h(lu;d ]l:lidpUIC: 1Jl 

lWHpJtal ::iCdH;\l:l~ ab,)uf en::rgcn..:.y 
.ncJicalioul;i!:;: The suppJy and 
pwvisioll of ::ltergellcy IlK'dinlli,)!1s 
stored :n the kits mus! be G()Jl~I~ten: ",'dIll 
sU:.uci(mls !,f iJl"ae:;ce ami ap[L)pri(lte ~or 
fl spee,fiGci age group or dlSca"e 
~reHtll:en: 8:< w('}; at. consi,,:cn! wi!ll 
,~pp;~[ahle Federal anc. State 12.ws. 

Automnted DnlJ! Dispeu<;ing 
.'VIflcltincs 

Hedthcmc FH"i!ities ACCH::uilnl!o!l Progrmn UIFA;"".J 
/\\;ceditalion RC<l1;remnl~ J()f HcaLheare F~,dli(ic); 
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l'IlARNI.~CY Sl<RVICES!MEmCATlO~ t:SE 

[ ~TANf)ARJ) I ELnMF~T 	 rXPtANAJ10N SCDRING PROCEDtJR1', f;CORE 

r~¢ plnrW1CY ~ho\1!d hL" Inv;.lw..d ill (be 
evahmtio:t, u~c <.ud JnollitNing of Lim>'. 
~"d~n;J'y ~y~t0ms, Nlnini~tril(;lJtI dc,,:ces 
Jnd 4U!t'!11(,trd d:q4~ di6veuOiiug 
1'1,l(;hilK'}< Thc cvrdtlt.!ion lIrc;;: 
1'.lol1iI01-:ng shnulJ ,'I!(lu(~e lil\' p'ltr:l!lal 
for Inedic:alio:t arnrf<. 

Rep9rt Adyent' Reacl1vns 
Thf:rc must ~w 11 Fof;e",~ I,) rl'pJr! st::bu~ 
nuvc!,'{(' drug It-action!; to the FDA i:t 
uC\;cnlmloe wilh the M.:d Wd;;;l 
lllOgr,1111, 

''\'iedkntioos FI'HI,Il Hmw: 

Th;;!'e is a pGEey Iha! addles,;t;~ 1;10: tl~e 


of med!cutiut;s br(H,ght in!!,) Ihe hm;p:lal 

hy pl!tii'::ll!~ ()f :~leir ll,ni!;es. 


I II,'c,~tig,llHolla( :\"1('{Ii lOaDUU!) 

lL:lT is a r:r~'(;,,1(\ au(1 ~Xllit.;y t.l eflSah; 


(;)(!( inve.".ligalk1r,a} mClL:ations luc:mlc 

lhl; lbllowiLg:: 

• A wridcfl pfoce~s l()\' rl'vi(:witlg, 

npt;':'ov:ng, StJl-'dV!;:illg, (lm\ 
Hloui:(l:'ing i'::IV(';;!igmi()Jlul 
LlnlicnLtor.s HpccifYUi[!. lIM! wileJl 
pharmacy "erv,ces lit!.': provide;], tilG 

pbl;In<1CY nmtroi$ t!it:' ~t()r.:'<g0 
,1:spens.:.ng:. labeEug, ant; 
<i i.~trib\ll ion 0 f 11)(,. ill vo::,;tigU\0ftll 
r.ledi(HI\,m. 

Tlce hOi.pitll; ;;l~'1rmli'-'Y :n,l"! etlsprc lila, 
mC'{li"nlw): (l"jer~ ICC ao:no\1.le Imd tr.il~ 

200-:: 	 H0;1il11cLl'(; Fil.c[litl::~ Acele/itation Program (HF!"l') 
!\cc:nli~f1tifll1 f{ct]lIiICnellts for ::eJ.1thccre faeil,r!,;? 25-12 
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PHAHJ\:IACY SEH.VICES/Ml<jH{CATlON USE 

:n ANOARD j F! ,LMENT 	 EXPLANAT!O!'\ SC(lf{INU PROCf'DVRE 

2:5.UL02 SllJ)("nisitm uf Phqrmar:y 
Acfivitjvs. 
Ai! ~'1l/J11N!lI!dili'1., p<k lwgill!{ aud disj)(,d,'mg 
Orf/! uJ;.s m!cl TJioif)ZicGI,; ['I';.)'! he ullder (/,1: 

sll/vl'ri.mm 'i,f!) pllal'l!uvh'f nul J!eI/onm:d 
CON.ji.itefJt w;'(1t Fc;i('l'ai mid Shlt[ {a."\. 

4S2.2Sfb)(I) 

i1Jedk:aticll~ tlf(; ;L1aHJHsk:cd U~ c::"tlered. 
nec phamL,1cy ,~houJd 11;1'/c tl ,-.y'>t<lm l,) 
lecUlKile rLeclka~,oll~ Lim: die no! 
ndl'li~li$ren)c:, tim! :eJl:lill in HIe 1'3!kr:!'s 
liledicni!o!1 ut7!\\'\':r, ~!P!, e!e, when the 
P:UltP.lltcy (flVellrone" pa!iem 
mcdkilliow-: l'f restod,--" pati("1t1 
11l;)dicaliO!J~ TlIe p:I,',rmUe;r ~bo\lkl 
dckLn~lle the ret:~on thc .nedic:;,tior'l 
wef(; Ill); L>.;(:(t 

!. 	 !vlcd,cmi<)\]i> BleSI ~(: prcp:ued 
..alely S-lfc prep;u-a:ioo pr0('_e::1LH:r­
:tmst i~Kludc' 
',j. Only (hc phamwc), eom;;ot:ut!s 

OJ' <1\l\Jlixe~ aE sl"j'ik 
mcdi;;diom:. irH:Jvenoi,lS 

,,,In:ixlufC< ::l!' olht'T til ug,~ 
e'\u,:pl in elllcrg('i1t:1Ci> ()! when 
J:ol ~(as;b;e ([01' cxu,11ple, whcr. 
ilw plOduct's ;.)Iahility is short) 

b 	 SHf::~ty mf!~,.;riaJ;; lllld e<\lIPJTW~J~ 
arc coer: w1le11 prqaring 
l1klZ,lfdow; Jm:di\~<JtiOl:-~, in all 
lOCl;1iiol1$ 

Wht:'e\w i\h>:Jiclti()t15 ar0 
prep2.te(l. s(afftm0Ie(;Il£I;;llC~ 
to a,,~ur(; !J'j.:u;'acy in 
med-telll ion prepawliOiI 

d 	 Slaf!' US.e JPPlOpri::k' 1:'chJ1lqtlc.~ 
jl) awi£! 00lllilll),tmtion r:mi:lg 
pn:;)J(atioL mduding U~lUg 
"kllll or ,;h:rik kd:llI((He a~ 
;;Plll'Ot)rinl,-" m:dnmini,l& clean, 
'judul:er0d, mlU tn,lCtrom1ily 

OBSERVAnON.INn:H:VIEW 
& 

DOCUMENT IU;VlEW 
A R"v:cw polk:ic~ ilnull:ocedlln:,,; 
13, InlcIVit'w ph~lrtna(;.y .and 1I0">pitill 

S1;1fft" d(:ll;".n:li:K bow drJgs J:lU 
blOlogica:s <Ire prl:xwod (L'1d 
dBpclsed; 

CO',,,,,, '" "Ie <li;p""'''g "',u 
(;()l~Ip<)mlding c>pemiio,t'1; 

D. 	 RevieYv :';:cOId,,::;-:, Jr~I:?~ Hrd 

IHi,k'g;;::[\l~ rCL1uvcd frOl:l lhe 
p~lLnLKy hy lJon-plh1:'mucy 
llcrsu:nel; m;(~ 

1:'. 	 b~poct dn:g '\Wfllge :J.I"e<l.S 

VCJ1fy' 
1, OnlY phanwI;::lS[S or p:,r.rmilcy 

SllpCfV"1ed perstlll:1<:1 compound, 
Idbci ,'nd ::t!~rwn,\l; drligs or 
biologJc:J~ iu aCi."ordancc with 
Stme <lnd ['cdorai Jaws and 
reg\llajl):t~ aud as llc,:(;pktl 

1',,:,011f11 principles. 

12-~4NA.: 
,- fdl u~"I'I'Jl'cl' 

~ - Pn:t''"''\:! ,k-. .}:>[ 

.'iu!,rc"-I s,-(o 
O)';IP'''1I1(ling md 
dii!]'''''~"lg "r 
I1Jdkl;i;mi> 

1l(;[l1,11Cn;e ['aditios A::ncoilntiOJl Prug!1l!r (H FA!') 
A_\:<':n'd:t;)};tl!l j{cGci!emell~;; I\'r Henl:bcille I'ucilii!:::~ 
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PHAmrlACV SI;~RVICJ1SjMEmCAnON USE 

~qni"'lte fH'ea~ fOJ prodncJ 

prcpr,r,.tI0J1 to minimi,"c 2. Policies and plOce.dul'es afC 


p0IeJ~li~.l c;)lltamilulioll, llsing it C":lSiS~et:lly :mplemCillcd. 

lillU;lll;\f ,ddhw h\lOd il~ ()~:w:r 


nppmprimc <:r;~ inumem while 

pr;;p!!! any inln;;.'(;)ons 
IIJmL,tore ill the pharmacy, aoy 

\t.;rHc pmdu;::; made from non~ 


-:tcjl~ Llgle,Oi-c;w;, or ,)ny sietik 

J11\h~UCt tk,: wi:! ;JcllH; used 

within 24 hOllrs, and ~-jwaliy 


jl1<~pecting tile inlegrily of Ihe 

med!cii';ons. 


, 
Me;i"i<:rdi<!L5 :tLl~t be tlbpcnsld 
safd)' jji', weil as ElCl"t the need, of 
;hv pah('nL 

L, 	 QuraliLcs art di!-pZ-fl"cd wh;ch 
uilJimizc divCfS;,U lud 

TL'L'flti:;1 dV(;fSC eve,l~f w'jile 

m\~ctillf-' !he Ilc(;[i~ cf:'atlc'lt'i. 


b. 	 M0dlcnii()1l~ Me dispensC'd in li 

timely manner. The llf)spit~J 


m~)$-f h(lVC a sys~em that eJl:H,re" 

C,,~I (~ldt1'5 ice l'e:'e:,.-ed FJ1J 

:t)(';Ji(>IIlOll!< are JdivClo..:d 

promptly !~II' Hmdy distrihtl;;,lfj 

io patknts, 


I), 	 M.:dk:lllivn j" di~r!c:lso..:d in the 

1:-10'<[ R'udy le t',t1mllli"kr 1'()Un 

~1V<1i!tlble, 

J 	 A c011tdsten! packing s~~te111 (~ 


[)tili7t:d 

c. 	 AU COLleen:", is"ues or 


ql:es.~olls a,e c:1'-ulfied w:lll tltt 


~--.~.-~. ~--~.--

llulitllcnre f:lciHlies J\ccfe(liln.;i{>Jl Pwgram mFi\l') 
Ao:rcditaliO.i1 RiO<)Clreme:iis 0]f 11;;;,1i11\.:41'o..: F\Kjliti~<; 
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l)HAHMACY SERVICl<~S/MEDJ('ATION USI'; 

STI\NlJARlJ / 1',l,l',Ml':NT 	 EXPLI\NI\nON SCORING PROCEDURE SCOR1' 

25.01.0J SeeUl'itl' of ;\1edieatiuns. 
COllsisknl wilh ~[a[e and kdeml 
requiremenls. illihe plmnnuey allll 
Lhroughuu[ [he facili[y: 
I. 	 AI! dmf!,s alld bi%gic(I/s lIIusi be kepi 

ill ([ secure orca, rind loc!wd 1,'hell 
appropriale. 482.25(/J)(2)(i) 

2, 	 J)rugs li.lled in Schedufes 11,111, IV, IIlId 
V uj"llie COlllpre/wlIsil'C Drug Ahllse 
Prevclliioll and Colltrol Act ill Q70 
musl be l(('pl/oded willi ill (I secui'(; 
orca. 482.25(b)(2)(ii) 

3. 	 Ollf}, aulhorized persOlllle! ilia.>' fllI),(, 
accCl"S 10 (uded areas. 482.25(/J)(2)(iiiJ 

i1\ciividualprcscribcr beforc 
dispellSii\g. 

Snpervision of NUIl-l'iulrmacists 

1\ plmrmaci,~t verifies [he work OftL non­

phanllaci~t prior [0 [he drllg / hiological 

leaving the plml"llmcy / drug room, 


MccimniSIllS me ill place to (Issme thai a 

regi~tered pharmacisl is accounlable for 

allmedicaliolls lenv;.ng the phmmacy 

~crvice_ A l'hnrmncist ['eviews 

medication mders prim 10 delivel"y to IJle 

palient floor / ullil. 


Thc sccurity of drug~ and hiologicals is 

es~entiai to patient safety, l'hus, all 

drug~ and biologicals ml1~[ hc ~torcJ in a 

manner to prevenl ()ccess by 

unatllhorizec1 individuals, 


Only au[lioriLtxl per~Oll1\cl may hnve 

access 10 lucked lIfeliS. 


1\11 drugs and biologicals ml!~[ bc kepl 

in a secure area and lockcd when 

approprinie, Hospilals have the 

flexibilily 10 dc1crllline [bc lJ\o~1 


cllcclive way [0 sal"c guard 1101\­


cOll[rollcd drugs and biologicals whcn 

Lhey arc not lockcd. 


The lcrm "locked whcll approprialc" 

applie~ to: 

a, Schcdule II, 111, IV, aml V drugs: 


DOClJMENT REVIEW 
Determine all required polieie~ are in 1 - SCClil"C. 

'f - No! sccllrc. place, 

onSERVAnON 
While louring each palienl care area 
including lhe Emergency l)eparlmenl, 
Crilic<ll Care llnits, J'ediatrics, Operating 
Roum, Lnbor nlld Deliv<'ry, <HId 
oulpa[icnl servicc..~, delcrllliue by 
inspcction whcthcr all mediea[ion~ arc 
slored in a manner that prcvcnl~ 
unnulhoriLed <lccess. 

INTERVIEW 
Delermine if Ihe facililY idenlifi_es whal 
pcr~ollllclllmy have ()ccess [0 
l1ledicalion~. 

Healthcare F()ejiilies Accreditation Program (HI-'AI') 

Accredita[ion Requiremcnts f()r \-lcalthcare hlCilitics 25-1 j 
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PHARMACY SERVICfi."I/Ml<JHCATION US": 

ST/1NDARj J! 1:LEMENT 	 hXPJ AN/\ liON SCORING PROCJ:n'.JRI~ 

.) 

I) Th(,llc (AI((:g(lriC~ of dl'l1g~ must 

be lucked within a seellted areil, 

regurdk;;;; of wj,e~;ier 11K' piilk:nl 

ta,t: FL.\~L is stalled. 


?) 	 l11es(-, d~Lgs au:< be in it k'c~ed 


storage efibinLt, curl, de., 

k'(':;1-n1 wililin iI sccl..In::d or 

I{H.,lcd PH'd. 

3) 	S;:'UJHk 11, Ill, IV, .and V dftgs 

ctlml\J~ be ieft or. a s;le1fof bil 

in un l!!lle,eked c,~b;ncl./ carl 

willun Ii ],)cked operating j'()om. 


b. 	 NOU-{:l);JI;();]ct.l suhsl1L1ce,,.: 

';'lns calebory drub- l:lint be "ectrix1 
at 1111 ((mc'> and klcked when a 
p"llen! care Hrm is not staned, 

;;ccur<L\Llu<:l'~ 
a. 	 A Clvuiclt:O:J is c(lllside~ed '>C:dre 

when unautilorilcd persom nrc 
prevented rt'OJIl o\Jlni1l.1llg :lccuss. 

h, 	 An nren w01,1,~ gell>.;rally be 
cons:dered a "seclI:;; J(:ca" ''''-WI1 
~tt1r,' arc m.::lvdy pr.wicing pafi"nl 
Uhf' Of preparlag 10 reCt.:ivc pati0Hb, 
e.g" XHiuJ.1, lip !ill il ,~urg;clli 
;:;1Ct'(j,~rH; i'llldv,l:Jec 0;' pllliCl1f 

<1nivaL 

Polici~,~ 
l1o~pil,11 policies un: in place for ~he 
fo:lowl\lg: 
d 	 I'n:cvir l1'S for st;)l1lf:e of :tcc­

--.~.~.~--.~.-. 

11e0111K';;;(; j'uciWi,,'$ Ao:;redita~KIJ! f'rOf,fmtl (HF}\P) 
Acc;\Jdi:?[icr RCcjlU,m:c:l:" ;f;;' H,,::Uh:nre Fl~cihl.ec; 
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l'UAWVIACV SII}{VICES/J\u:;m{>\TlOl'.i liSE 

r'l S tANIJAR.Q! I;LEMEN r EXPLAK\TlOt-. SCOJ{lNG j'RUCEDUi{E SCORE 

cOl!1rdled dru.gs m:d biolcg!t~h 
whO:!l de1ivo:ridg pf\tj;~l( caw. 

b 	 McaSJrCii for sal;: gunrdi:!g drugs 
11f:,! 0iulogkals 10 pre"cl:l IlH!lpetillg 
<lilt! (l1Irlltn:z0 di'rt'f$io!l 

S!Onlgc and ",wnitor:ng of df,jg~, 
Hdogica:s, ond ca:t$ (lucked owi 
unlol;b:c) itl ;11: ';ali(,111 f1:dll, \0 
"n,un; pnliell'. M1ety, 

d. 	 l(ie,1~j~ic41jor "r~he "gccme" ar(',a.~ 

oflhe itospi:a!, I;'\g., ujwli\tir:g ~(I{)m, 
'ahor aud deliver. 

idel)1 ifinltJOll or uuthorit:cd 
:ndiviciutls tllfn bwe accc~s to 
i(lck:d ;u~d secured ;If("a,~, bflSet', ell 
He.:d ,md SI"h: ,1\1d b(;u! law. PdlCY 
aL~\l de[u:;:s [ho~e individuilh thilt 
rC(ju i\ ('. $tJpervi~i(ln dL)! i 'lg 
pcrl(H'l1l~nn: ()fwu:illL dillics, e.g, 
huusek\;cpcrs. 

[ 	 Silkgunrdi;!g, L'4Us;cr:ing null 
... Y'dl!noi:ity ofkeyCi h, til<:" kKket.! 
~1\1!'{jg0 are;i, 

Op..::rn!illll R;)PD.!S ;'lud ScuSes 
iI. 'J he operating room ~ili~e W(luJu h:­

"')J~s:idemd: 
!) ScetHe wlw!l tho ';,iii<: is staffed 

aJ!t: the s[;dr'lre a1.:livdy 
pmvicih:g pa!ienl care:. 

Heahhcar" Fct0iLfies :\cnciitalioll Prognm (lE,'J\P) 

AGct\'di!a!lnlt R..::qnil'en::.::lt,'; for i :Clllli1care Facilities 




PHARMACY SEHVIClcsfl"lEDlCATION USK 

STANDARf)! FLEMEN J EXl'i .ANAT10N SCORING rrzoc:~J;U:tE SCORE n:J 
L.. 

2) 	NO'1 5tY;UrCU w:wn l1:e enlirc 
M(\!{'is aot 0p:l1lliOIm! or 

otherww' not ill L5:: (c.g" 
uUEng wt'e;(<,:mls, anC( ;WLl[~). 

h. 	 When thc OR su;[:: iH cn~l'\l ur 
0jl~cn,,'i$e HOI. in usc. it IH cxpcded 

that ilU drug~ fil10 bipJcgi...:ab bc 
lo:,Ked. The hOHpilill milK: Ixk Ih,' 
cn:.re SUlk :L}Q; 
t) 	 L:x::, m'H<ll.ol:ilc l:w-t~ 

cOllI;;ining drugs m'..d 
biolol'kJIH, c: 

2) 	 Luck '.wbil, ,."" cpnl"i.,i.'g 
tlrngs and ~iol()gk'd;; y;ilflin fl 
l(l...:ked mOttl. CL 

:n 	 t,lck drug" Hnd b;o:ogi,;rtl~ 
with:1l a $('UII',' .ilfClt 

c. 	 When :nilX.hl"uJ ;)p..:m!ilfJ! rot)m~ 
are o:I(),~ed Of no! in use, J1('lspi!ab 
me cxpecled iu: 
I) 	 i3lek :Kl\·nwhilecar:s 

c)Jl!nmirg unrgs :laD 
bio;ugJcaJH, ,,;\d 

2) 	 Lock nwbik t"arbl<:olll(lilliag 
dl'lg~ ,IIltJ l)!ologkals w;lhin a 
:ockcJ f(lOIU. 

d. 	 Sd;cuule Ll, HI, iV, anu V (if,is"' 
tilm< be iUll !<:ekcd storage cat)!):(;L 
GHl, etc., located witlmt a $,x;u;ed 
or h:;,cJ area. Thl'~'-' drugs Call1!O~ 
be left ~'n a "hell' Dr Idl in a':l 

ulllcckeo cflc,ind! <:alt ''>'-'ilhm u 

Helllth<:flre F'.c-Hil!t:s Accredilf111Pd Prog:mn, (lIFA!') 

A(d\:,:UatiOrl R<,;qtdrcme,vs for IlcnttLnwt' htdlilie" 25 lR 
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!)IlARMACY SERVICES/I\,lIWICATlUN lJSI~ 

STANI)AI{I)/ H1J!MENT 	 I~XI'I.ANATION :-'COlUNU PROCF])U[{F SCORE 

lockcd operating room. 

e 	 Sclledule II, 1lI, IV, and V drugs 
lllLlSI bG loiJlu:u wilhin ,1 secured 
area, reg<u'dlc~~ of whe[hcr Ihc 
pi\[icnt car'e area is staff-cd. 

A l!thorLzed PersollS 
a. 	 Only aulhorizecl personnel Illay 

have aCGCS~ to lhe locked area. 

b. 	 l'el'SOllS wilhoul legal access [0 

dmgs or biologicals: 
1) Cannot have 1l1ll1l0l1iiofed 

accc~~ to drugs or biologicals. 
2) 	 Cannot lmve kcys to medic~tion 

stOl'age rooms, cards, cahinets, 
or conlainer~. 

c. 	 Whenever persons without legal 
access 10 lile dmgs or biologicals 
have unll1onilored access to ur could 
gain acces~ to thc drug~ or 
biologicals stored in an arca, the 
hospital LUllOt in compliance. 

Medication / AJl(~thesia Carls 
a. 	 \Vhen not in usc, nursing 

mcdiGalion Gart,., lllle;.lhcsia Garis, 
and other medication carl~ 
contlLining drng~ or biologicals mu~1 
bc locked and stored in a locked 
storage room or secured location, 
per hospil<ll policy. 

2009 I-Icalthcare Facililies Accreditation Program (I-II;AP) 

Accreditation l{eqLlircmcnl~ ror lleallhcarc Facilities 25-19 




}'UAR1'lACY SEHVICESiM1WICA'I'lON USI( 

STAt\DARD! FIHYfr:~r EX[>IAKATJON ::;CO[u:.f(j PIWCEDTJt{.< ~CORE JI 
b. 	 Ifa cart cOl1!ainiLg J.fUg~ Of 

b;oiogi.;aj~ is ill UJ'\) udd u.tlur;k~'(L 
son:.:OJ1C 1\ tIlt 1,'gf11 ~c,:ess W':1(' 
6rugr fU:j biologiw!s illlhc Girl 
ULf~t be do~: hy 1lmI ~fij'o;tly 
1110nito:irg illo em1. Tha, p::rs()!l 
cO;lld he a DUrM.', II pl1Y~khm <W 

o!ber indivldutl W;1(l jn ,'l(:tc:'oollce 
Wi!;l Sr:lle <1ol1 Fcsera: Jaw anc 

b"'lli:"l PQlir;y I~JS legal dc,-e~~ 10 
!lw crugs and h;'llogic-a;s in the 28,rl. 

That person mils: momi{1f {L," cart 
Gnd P2 aWflFC 0/ other peoplc'~ 
ncllvities r.CflJ the Cilli. IIei~~le is 
I e,,-:pOl:sihlc fOf Illc Sl'l:UI'I:y of 111C 

drngs and bl{11ogicIJJ~ ill tbc tFl t. 

c. 	 When nor i1: lim:, :nccieattou 
CUlllai_,ers :hal are mo:'He ,)f leul. Iy 
pLl table mu::! b£: stored in a :ocke;:": 
room, I':()llltored IO':ll;; ..m, Cl' 
"o.-;'.1n:d k>calion !till! wid eu);u~c lil>] 
,~ec\l;'ily ~;f the cla;g~ ,)r bk,k'g:i,"lh. 

P.JliclIt S('U"Admiul$(ratillll of 

MediCilii;)fli'j 


Ihlli(litaf pol ides des;::ribc ilK' pr0C<"SS";$ 


;;'1' el)5!-ring ~nff and ,,[[UlT:,e sell~ 


adniniSlrulicr. of mcd:<:lltioll&, as 

allowed hy Slaw ?ud l()c;.,llaw. 


;-kd,'<de ,u<xlkgtiol1<: (e.g" 

nill l)glycer:inc. :nh~leL~) lml~i be );ectlfcd 

10 (l!'evem "ther j)illkn[s orViO'llors ;hl\ll 

tafr,pering OJ' rCmOYiLg ~~l[H[' d/LgS !'nm-, 

201)(J :':eahhr;nre 7~I,-,iiitjes Aec:nxJi;;:t!Gll Program lHFAP) 
Acq-;;,Itat:Oll Rniu;femen~ for Her.Wl\:;m: i'ileilities 



PHAlniACV .sE.RVICES!MEI)K~ATIO'lliSR 

STANDARD! ELEt¥lL~T 	 EXP!.ANATION SCORI!'fO PROCHDI;RE SCORf ]
I"===~~~~~~~~~~~~~=~~,,~ 

25.11 J.04 Pllllrlllll(,Y SCl:mity. 

At j mill:n:!ul:, Ih:: ph"f::ll<lCY:c; equipr;cd 

with JoelJng ee!r:~,>. 


25.01.115 11IvNltDry MtUlag<'flu'lil System. 

O.,idllied. mis!tlbefcd, or (Jlht'lwbr' umr;(lhle 

dn,!],} and bi(J/uglCrifs m/l\! !lot Iw a!Joi1oh!,; 

lin' PfJ!ir!llf lise. 4R2.25(0)(J) 

. J he pbnm(:y Jll cdDl' l~ ;'c;.:pon¥i!;le 1'01' 

eSlilblishtng llllyh;)OlSms fiJi" roU1UW tcVI(;W 

uLd; Cfug illv0l1fori0'1 in th: bllwJ:ng awl 
liv logging :Ilvell!nr:i ;;eque.'ih:rnJ n~b~e,J ~(: 

fhe,0 j;':';:les, Tl:e desltuct!ur and! 0: l'clu:'I: 
of recalled u;' unusable drugs io; !he 
','¢'iPOtlslull!ly (If ::1(0 rItdrrmeisf. 

the 'Jed sid.:. 

Volie-lCi! are in pillee :\:1 the safe and 
acelllllfe adminc;ln:tion of l:lcoicatJc:\s, 
induding ;)fO<:L'SSCS to: 
1. 	 Se::ure be(lHt~\c med:;:;:IILOn~ 
2. 	 Lllsure ;XllKllt eOJ11petcne:: with 

-~['l~-admm:st]'(lti01: of meuicaJoll 

Tite i']:a:llIw:y I'; lad;t'( when no, 
>:'_a!ktl. Key illV('n:CF!es 1)~ a::c-e$~ ;:cc:s 
me 1'".1 idly ccrjrolled If"uHI..jjual" risk 
)'i' ~>Clcdved, II1t"llsures are ltlkc\l to 
1\'5pDnci 

The :lO~;'Jhtl 111,1,,; han; ~c :~hal l1)<lCy 
lUc)t!l:ng, ic.,-,pe('liuu. ,mt! invcLlmy 
If\ill\ugcmem ~y.;;il'm th;l1 eI15t1~'-; :;1(;[ 

vUI<.Ia!ed, mblHbckd, tir olh":',.:i.;;e 
unusa:,Je dnlg,~ ;':I1U bir!iogicf11s Me no! 
av~ibh!6 I(), patt'lil ;1$\0\ 

r,,1e-d\l1TIlm;5 <'Xl...;: h) icil'nlify proo\l\;(,,> 
due t\l ['xpire, Ail <.Itt:g illl'Cll[Ort['$, 
:ndtlding lh(k~e in "crash c"r:,~", e1e ;)n," 
in~po:::ed ill lca.~t I11C'1:,:I1), lor rh,dl\(:I~ 
rendy 10 ~)u!dtlje 

!(ecaLGJ u::ugs :Ire p\llkc flQJU inYl.:;l~OIy 

lnm:edialdy 2-lld !Jaed~d aU"Qfdmg tn 
FDA i:UlC ~nallu;\l,'~urc!' req:llre!ncn:s. 

OmUmVATlUi"{ 

& 


INTERVUC\\' 

FY<III!a!6 the S::UII)!, crtb:: ph"nn.Jl.)' 
1. 	 ':'lIe I1Ica i~ ';:eellte C1')01 

'.ll\dtJ~hcriJfd eLlJ'y. 
I., 	 K,'y~, ~ccUlJy v.,uc,-, and enrL, are 

&Cll:":: 

INTI<RVIILW 
Df!<,-II'N wilh Ihe pludmaelsl iilC PJeibod$ 
i(lr deaJj~lg wiil] il.,Gir.;,! da:rd ;m)(jll\:s. 

OHSERVATlQN 
O\)~erve -"('wrnl stO)7,gc ar",,,\'~ roo' 
iU"lhifadurcl's O\1\\1PJcs. (Refrigt"l<1tor:> 
m;;.i Cree"!!;'L,,, t1J'e olk11 "over!0oknl" by 
~lfJJf) 

V\JrWy; 
L 	 The llISpevtio1( pn:n\,LII:'; f(11' 


tbeddlig Otlldatetl rltuas;Jbk 

dnlf;!'s and medicatious is 

c(JlIsis(~n( with l)olil'Y. 


1 23 4 NA 
1 ~S';.njjl:: 
4""' Not Iceu(\; 

JQ:'4NA 
J. e·l'~I!1 0(:mpii)\\(c" 
; One "n!c«<c nI 

'''lp'''!"1\'' I)' h;,;/;« d:ug 
EYTld. 

<} - ~';,;jl ;;:llllp,hnn'_ 
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I'HAR:VYACY SEItVICESfME(HCA.TIOt\ USR 

EXPL/\N AI'! 01-4 	 SCOR1NCl I'ROCEDCIU.l S('ORE 

H.01JJ6 Phllt:maey ACCdii, 
i:~1Iell a phOfl!Jllc-iS! is fI('! r,'Ylif(J/J!t" ifFigS 

and bio"ogieals 111Its! he rCl.'l'h'ul ji-om the 
phar!'l<iry or sioFa.fjr arca {m!v b.'/I)(:I;'-III)l1('/ 

dc;"if!,Jj,)tfY/ in the policies ofthe medinll 
'.iullulJd pJwllno<clJlic(li serFier, ill 
n<xorilunce wili, 1 "dl'!'af alld S!fl1e ifllV 

48225(h)(4i 

ROl;!UE' lIi-lor-hours aC(0"" to th:: 
pharwa..:y by nOll-phar~lliE:;sl.s f('r i1ceess 
tn mcc:i::;:.ti::>ll should be m:nimin·d. r,nd 
ein,intltcd us ll1tn:h liS p()~,.:ihJt;' 

'I'll{:" Oie vi' well-designed ll:ght c<luinct:;, 
ll!kr· hQ1Jr~ ~ll(:Jicatjl'1J enLs, 2.ml u[heI 
JlIe~;l.cJ-; may pr~'cl\lue (j;," need lilr 1lO11' 

SCt.;l1l>telea n\U1 gcnera; 
:IlWllforie:. [p pr\:,ve;'l( l"eIS.Q:e 

O;lttlitlt!J S;::leDule it and m lil:JgJ 

art' ;;C(~GeSlele~; "cpa~.t:eJy frum 
:vJDscheduled lh-.Ig.~ 

), 	 h.1C 1 p<:tienl'!; Illl'uiCl1\ :on IS 
npprC?.tilHdy inhded Wi~:l run 
IlmllC, fln:M:nhei'5 camc, Stl <cog:!' 
lI<ld qctUI11ily c1' J11t' Jrug (:ibP~t:sed_ 
App:oprj"le u(:cc,,:,>'l 'i ;1J~d 
nm:lm:ary s~~lcIl1Gnh me ;ndmled 
ad well as the t"xpirl1U0J: date, 

4, 	 Fkor .4Cl.:k mcdicaliolls aI;.' h!heJed 
"'ith name ami "jIcngc:l () f tbe dlUg, 
Jet aleC conlrol IlIU1De! m 
GtI!1lvJien', and cx:,im!iol1 cnle. 

". 	 lf1he :mii 0C.",' sy~te1H H :tliHzut 

verilY 11m! em:11 shgle l:.nil tip.,,,; 

?admgc \l,;as, 

• 	 :-';a;J1e and "~l!mgb of the dIU;;,_ 
• 	 LA m:d COlliWI I1vmh ..T 

c({uivillenl, <H\(: 

• 	 Expiw.:iU,l dn!e. 

OBSERVATION 
& 

DOClJME~T ,REVIEW 
R{WHlW poUde~ reiutiYe to niter-hours 
ar.cess III pll:tl'nllley, 

View Ihe:: "afll'r-Iwurs" merllcllli.{)I1 
wi1hJrilwdl jqg I'm Jt lea,< thrce diilcfe1l1 

2 3 4 N~ 
I - AI! ,,1'111':1::> met. 
) - 2olick;; & 
i'''XTt: II,,,, are in r:""" 
He "I:m\~!<d, bIll '.In,;; 
,,,,,,(,,\11 i, fI:l1 
cc!:si,r.:"lIy "'" ,,""','nk,1 
.'1 •• P"h;':sa« ',\ ;)j;\~(; 
~1~'t o1a:1 ,1~''-': ;101 :ltc" 

dl,~:tiul "r ;lI\'C0;5C> C .. r 

IIcaLhc:lre riKi!l!ics t\ccrediill1101l Program (H r: M') 
:\cclcJ:I,t~io1\ R<:qJliCmc,l:s fut' I,ka;lllcHIl: rac;litie~ 
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PIlAR(V1ACY SERVICES/MEDICATION tJfH: 

STANDARD / ELEMENT 	 EXPLANATION SCORING PROCEDURE SCORE 

llh~nnacisl sln11' 10 enler ilte pharmacy. 
Policies anu procedures musl be 
consislelll witll kderal auu Siale Law. 

When non-pharmacist health care 
pmkssionals are illlowed by law anu 
regulation to obtrrin medications rrfter the 
pharmacy is closed, the following 
sakguards rrre ()ppJieu: 

I. 	 Access is limited 10 Ihose 

medic()lions approved by the 

hospital 


2. 	 Only trained, designated 

pl"t;scribt'rs and ll\U"Ses me 

pennilled 8ccess 


3. 	 A quulity cunlml proee~s is in 
place 10 prevcu[ medicalioll 
relrieval eITor~. 

4. 	 A qllil.lified plUlrnmci~t is 
available on-call or al anolher 
loealion 10 an~wer questions or 
proviue mcuication~ beyond those 
accc~sible to llon-phanllHcy slalr 

5. 	 The procc~~ i." evaluated 

rcgarding rrccess i~~ues and 


(1. 	 Change is implemellted to I'educe 
access frt'quency 

Medicalion removills fW1l.1II.1e plmnnaey 
or drug crrbinel: 

• 	 Arc n;l.:orued anu 
• 	 Are in qlwnlilies suJliciellt only to 

dose lmlil a plmnnrrcisl crrn 
review till.: order and Ille remov()l 
recoru. (This activily is 10 be in 

nighls. 
Vt'ri[y: 
1. 	 The policy limits access into the 

Pharmacy by anyone other than 
R.N or pllysjcian. 

2. 	 I':ntries in the "after-hours" 
medication witbdrawal log should 
indicate the patient's name and nol 
"10 slock simply". 

3. 	 The quanlily removed is not grerrler 
than tlml net'c1ed [or immediale lise. 

4. 	 The name of Ihe "plmrmaei~t on 
Grrll" is readily ideJ1tified. 

5. 	 A retl"ievrrl rrccuracy validalion 
process is in phlce; unil slalI are 
8ble 10 mliculaic Ihal process. 

6. 	 A pharlllacist HJulilldy revicw~ IIle 
removai8clivily and correlales lhe 
removal willI currenlllledicniion 
order~ in lhe palienl lrlediGation 
pwjiic. 

7. 	 The pharmal.:ist routilldy reviews 
Ihe COllicIlls oj" Ihe aller-hours 
supply to determine ij" it i,~ adequate 
to mcet thc af!cr-hour~ nceu," oj" thc 
hospital. 

HOi "on~jsl~Hily 
ilH~lcIllClllw. 

4 Ullaulilori/.cd sian 
accc""ing [I,e pi"" "mcy 
"Ikr bOllI'S UK 
4·· Ollli"ur~ [11"mnaty 
accc~.1 i.1 "",I inc. 
F.IT"<:llv~ drorl~ h"v~ 1101 
(wen impicmentcd 10 
lnillcc aeee,;: ncws. OR 
4 Plmflllacy "ceeM i~ 
Hoi r~ol,iel('d 10 ilPp,ov(·d 

dru~" only. 

2009 Herrllhcare Facililies Accredi IrrtioH I'rogram (H FA 1') 
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PIIARMAC"Y SERVlCt:SfMEI.HCATION VSE 

S·rt\~I'-i\RD/li!,H\.'!ENrr L__ 

25.0 I,07 AutomAtic Slop .\1"di<:lltilJl) 
Onjcr'~. 

JJ>"ugy (md biologic,;!:; Ilfll .lj"h'Cifically 

prC,\'<.Tiiwd liS ilf till!e IIrd! (1" !/IdJ/bur or 
doses 1I:n;-: ;tu/(ptw(ic:ally he 5{tJ]1!'('([ after r; 
rcnw?la{;/c Ii!",,!' rhat is prcr/ctermtJlcd by ;be 
medical,,/(!ff 4r:225(h)(5-: 

'j ~e l'tokss:oaal 'Me~ie:ll1:,(ar:-, via 1'o1:;;y 
,me": i or Ruics end Regu:ntio!ls, e",:ebli,-,;lc;; 
~;me fi-ll:m::" for "liDC Ihmling" or 
DleJi;..'-[.ti'n 0rtlc~. There arc Pleeh,1lii,"I11,~ 
;r::! :uLtDm;,I:cJliy dlSCOl1tillu:ng Ule,lh:afODS 
which ;CG wrJtten ax a 'till:e limitctl" ord':L 

EXPLt\NATlO]\ 

"prcpnr2!Jcn ror immeciitlle oosing 
.mll'''; di~pe!lS:ng by nCI!­
phillnlHci~:s is lId pcrmi1:f('", 
80mc f:i,!e" poldbit <:mry inlo ;he 
phaL-ma.cy proper Llrless a 
pl"'f!~lafisl. i,~ pren:l1t thus 
rquiring \I~G <)["I1:g(;;" clpset~ qr 

Ul1li; :::Iphoams (:Of ,,11cr hours 

'-;"l?111y. 
• 	 All aft'."! ·hour withdrawnlt. ,m: 

lcgg::(L 

D::1lg," :u;:J I)i()logicais onkfcd os siegl,: 
d()sc, Of as a. s:pec1t!c :l'.fmhCf, ae 
\Jispcn,~~ll Hild aQ:nllli!>tcru: r.s or(i,'::~d, 

"i:lggesl:'d "lll(lxin:al" ti:l1C fr~Jlles ;i;:' 
hp::cific groJ-;>S of d:ugs are irleulified 
\<'hid; r;:qllin: review prim It; WHewa; QX 

aUlOlUutic S~C? 

The pradilbner i~ to be uot;li.:d pri(lr It) 

~\lch uutcnalk "~C? 

Drugs n'llIulll' llIcltl,,:d w:til HIC 
Mutomatic stop IH'(t('cuun' include: 

• 	 AJill:}iulic", 
• 	 DI~A Schedu!c,:, fI, liN, lIJ, 

IliN. aTL~! IV, 
• 	 Oxytocic",", 
• 	 /\nliwt',guJa!ll, 
• 	 Corlic(J~(c::):t!s, and 
• 	 AIl!I·r,;:c?lasri;;z 

sceJHI '-lG PROCJ'DUHE 

DOCIJMENT REVIJ.:W 
Re\'icw i,ham:acy policies "mJ 
prm:uJures fJlU Mcdkal &1"dTRuies / 
RegHJdiDlls thi.lf aJdress ::ItS~' i:-mes, 

QBSERVArlQN 
ObTrye- the :ncc!:Dnis;1l cmp:oyed hy :,lC 
phanniK'Y :md nnrSi(lZ service 10 ilkr! 
!H7.c~ilio!lcn of !mprmling J:llrm<1!ic 
:I!vp D:dcrs. 

Yer:,:'y: 
L 	 Plulnllacy! Il}('dit'ru staffpulieii'N 

an' ill phlce Umi ntltlrcs~ lHllmuatic 
stnp I1H'dirnliOlI f;rtit'TS, 

L. Ml':':i..::aiiO:l ;Jrdcr~ arc ;miOl!lUl:l-c1l1y 
n:vicwed and rClIcwal is rtx;n.:,;ted D: 
liP lI'J.tomal;::: '!tOP i~ ir.slltutcd If: 
dU'orUilt:Ct: with :lw Li.me ii-amp 
"ppmv..xl ;)y lhe Profes..'ioru! 
Metiic;1I S!af[ 

3. 	 Prll.ctitioni'l's arc nQHfietlll(~fon;l 
the drug is aUlnmaticaUy stoppelt 

SCOHF J 

2J4N,?i. 
I - All (1:..}"," ill p,-,);t'Y 
"tUT,~hll\'~ JIG HIli '" 

p;w:,'c~ 

,- NDhEea!;"ll~ !VA 

,1",K '-"""'5:00:1:.­
J ' All[e-'cm.;;'" 1:q, 

;'hk,'; 'WI n<1dHsY'{1 

IIeal~hca;c Fac:iilles AG~:rcJita!!;)n P'~lgHtlr, (HFAPI 

AccreJlt:-t:;OI1 Re(!niren:<:I1[~ :i';' HealUt<::1:-c I'nci!i::l'~s 25·24 \ (,


V· 
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L 
PHAHVli\CY SI'~RV1CES!MEDICATION IJ;>;fi~ 

:;n ANDARD / ELEML:'ft 

25.0J.tJS D,"ug Reac(if)ll~ & 
AU.!~linistrn1i!II' Errors & 
I!.lyol\\pal ib i!Wes. 
Druf, a.Jlltmiy1raliOIl \!IT'!rS, adl'ync dmg 
I Hle/lOilS 'i.ld {t1,-(lllljhlfiiJHili<!.Y mllst be 
{lIi1J,,'dirllc'~~' ""por!ed to the illl<!!I:1fnp 
physidulJ (Iud i/'('JlpropriotC', I') i!J,; !lO'pihtl 
wi,!c: qurdiry ,h.\'I'F(ln"c pelf;)f)UHKT 

improve,nent prognllli. 482.25(b )(6) 
The;'>, 1li11.,·1 hF <I hO,'if>jW! pruccd'Ir'J Nw 
rqJ{)r!ing tram/i,.\1011 INlctiu!!.'", adhlrSe 
rirag n;(JNir/ll.'i. {lml ,'1"'01:;- ill ad;ninisli~l1f'!!I 

ofrin/g." 48L23 (;.;)(4) 

SCORlNG PROCEDlJRh 

PO('UMENT REVIEY.t.,. 

CHART REVIE\):: 


& 

INTERVl.IIW 

Revit;:iw Q,\PI r¢p'J!"t~ on medk;;tion 
en,!,,:>, <ldvt~'~e n:acliu;) reporls, ilUt! 

IllJ!t.,fus:OlllT~ldi"ns. 

Review red):d'l ofJucdi"i,ti"t; errOls. 
ad.ifer~e Jrtlg 1'e.1Clku...., ;:hld !Jl'!~~~U"iml 
reacllolt.... ttl delennim: th;:; d,,; n:pw!!rg 
SYSI;;:U j" -1;lJ!cwetl. 

ime-IV iew Hu:.:ii1 y Sla!r:o ascena!;! 
aWilI'encc,c, of the fadEly's polir.y 0'1 
rc:p\lIiing Jnd documel1!1\!IOn uf 
EIUJ iCi1::rn err;}r." A!)RF, :md 

j:XI'LJ\::-!AT10N 

A max iW<li Ii,11e fnnne (~l:l:I1 a~ 21 - 30 
ditys) lDf dl ptller l~ru~::li, !1(1~ wl'litGl; b II 

lime! do:'>", I;m~ted f(t~!r:m, i" 
Vcll:lIni!lcu by the ,\II'Jical SEliC 

Thc fadWy mllsl acl"p! 11 nedi<;dtiO!l 
an)!' and iJr!vetstj tiru,! l'd.IClio!t (AIJJt) 
J(~rlllt!ioJ1 ~hn: is hond Ct1oug!. ill ,,«(:,Pe 
L, ca?I'Jfc ""eill mis~c"" (11\0 s:I$I'(;(·ted 
ADR~ d~ well ~~s ild'JuJ tne(\lcalio;l 
el f(,Pi and ADRs. 

Tile .oJfc'gr<t,n c[;lss::ic,< Adverse Dug 
ReActions (Alri't\l in terns of 
prob.llhil ity, 6t)v~rity lle<:hill:,io:[;1, unci> -' 

d05inl-', irx:a;io1): Tbe j\;l'-;Ollltt 

lumJi-vuirg Cmmcjj Melli,,;:!;":)\] ECt>r 
RCPMli.1g ami t',-evenliO:J ddinition of a 
tc"dicatioll error dl0;:CiS the inclusive 
hloud ,;rih:li£l reqllired, 

The bcilily IM5t prom:li'lely icklllify 
n.;:dicativll U!'OI'S fU:J mJv::,.~ drug 
lCiJctiom, hr;,.clivc idcntiEcatlu:l 
i.1C:ude~: 

.. 	 "bs(!rv:.;lirH, ,,,f a:~·d indio,} pus,,,,;::!>, 
• 	 nucllLTC111 l1nd retrrs;x:di\'c 

reView l.!f[)I,tien: cHwcul record», 
.. ADR survcillantA: kal/" 
• 	 l:nplemz·n:il.l(o!\ of tllcJI(;atio'1 

nsagl' CV,l[Ul:;oa,q 1'01 h:gh·'}lCr! 
drllg)' a:l~; ideuliC;:Htinn of 
ir\~k:ij(jr (lI'Ug5 or "p<lli0Ht 
."ig.n(tl~" '-hal, wJ:e:1 ordcn;J or 
Hoted H\lhllT~at;caJly gCEl:nJte;; 

Vcr;~y: 

1. 	 I Le me<1in:lin)) el'!,(l{,id: ug, re,1c:i(ll!~ 
reporlil:g program \)il:S be,,\: In 

e:d:;i..cnce fo,';lx pad twel\'(' u::mths 
and ~h:"t suffleiem Jala hilS'; been 
repclicJ t(J lesul1 i:; risk !'&bc:i'Jll, 

2, 	 The pn:c('ss is elli:ctive ia ciMmiq.i. 
Icpurrinlf mid commc.nicali{m 1<' the 
a[k'1:dmg physiu;m. 

.1. 	 Mnj]catiC:l enol' rqx,rting :udt:des 
all ilIntS where meuicClciun is 

1 2 3 <1 Nt\ 
I - ~"I!IJ()j'::'Edl<C 

'.' "" Pmce,"1:', ~,:t in pbcc 
bul £I"n nWill'l'IlL':l.' ;~ 
·"'L";\k ,,,. f1(>,H:".i,lcI'{ ill 

.<"'"W j ':il",'rh 

\ "" j ht "C"p" o' 
"V(J~'lillj":'. ;" 1""10W ,Hid 

,1<'.0:;))'\ cflp!lIr~. ;J;W 
,;li,,,,-"-,, nR 

,'\ 11".: l'cp<'r:ir ~ :'1 ,,~ro~ 

i, p,·rp:v::<.i;e,' p,,,;:i.c 

by .~Lal I: 


~'" vciH.In<:( iii 1,,;1 ill 
p':w('\.!k 
4 "l'olicic; "rt' ,\,)j 

intl'klm'!lld OR 
4. The ~Y,lCII: il~ 

,:iOl!!,\d ili.(f< II"L 
i!'Xlunid,' ql'lill'l' 

20U9 Hw:IlJ:;ul'e Fr:::iElk'$ Accl"e(\ili\~;(m PfI..1p;nl!:1 (UFAP) 
,\t.<:retl.J(:'..[iOil [{f'q,dn;mellt.1 for lleaJ:!l>.'al"{! Fa;'iElics 
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PrtAI~MACY ShRVICF.SfYII':!)ICATIOl'i tSF 

S'1:\;'\!DA1{l} t ELEMENT EXPLANA'j JON 

Drug, regimen reviL'w for II 
:"'ienti.a~ advcrse drug e~';:lIL 

'Llf': f:lci!i~y mu,,>t lIn V(" a mdb}d by 
wil:;;I, ;0 measol\; lht: "]cctiv(,,t('ss of 
Iheir n;:p\Htillg SY$:cm SP as to ictCl'lii"y 
w;,":lhcr 0_' ()(II 1116:- sy;;lein i" 
k:CIltiiyiIlg a~ many Illeoie;:tic!t errors 
[mel a:i\'tn,; drug rendic)!ls (113.l wcuki be 
expecled 1'0: the size !tllt1 S;;C,Y'; uf 
h?fvitX"1! PrDVL\0,1 by their hosri:aL 
Such clellt()[h; cm:!ct include us~ ,<. 
;;;;:ablishd bCl1dmmrks 0:' ~:udk;; 011 
reporting tulc-:: l)obli!!toxl ill p0,;,'lcview 
jO\1l'Jll~b. 

To i:llprovc ;ncideJ:1 :'eporlir;g t:lC 
f;1clILy ll1ust ;100;'1;1 m:m-punilivc 
sy")lem with the f::<~:ts on ell.: ~y.',tcrn and 
lloL ".l1e ilwa;l.'ed heal~!I":;U;: 
prl.lt-l';':>:011;1ls. 

"('I::.: Ilospi tal mllsl report dl'U~ 
IIdrllinisirath'c t'rrors, drug J"t'lldi;ms 

lind drug iut:ompl\tlbHHif'!; h) the 
fac:Ety Qu,JiIY AS$ess:nent~ 
PcrJbrnance lr.1;mJYCmClli (QAl'l) :t:ld 

Risk Maungcm":lll prtJgrum$. 

Sigr;;:'k,iml ADlt'" arc reported Ie 
appropri::h; regula:o:' or ;icemillg 
,1ml1o:iIY per sl::1.[(' :md!of fcri..:rd !aw~ 
agclltie1, 

TI:~' dcflmti0H of an ADR 111Uy be (&'1! 

SCOR1NG PROCEDURE 

;)!cpared Mld aur.lbi~tel'e·;:" 
rLanll,KY, mdi<Jo~y, :lllesiltcs;u, 
re,,-pi:-:l:ory t:lempy). 

4. 	 Correct:ve aetio!ls dtc iJul1fified .acId 
irnpiemelll;:J,, Staf: art' kno't'ilt·,ugcablc of the 
facility's ;;01;\..)' on n:'.porti:lg nnd 
d(.~;:;ulllen!J:inn ,)f luedi..::alltll! :'::1'Or5, 
AD~t.", and ~':lnSfLS1tU j-caC\i(lWi. 

Evicicm:c ,tf eth~il!;ull is 
d(!caD'lunted. 

2(109 f[cal~hClJ.rc F;](liilie;; i\c:r"dit:lti;)I) Pl'ogrnm (HFt\Pl 
Accn;;J;!iJ.(i"n l{egtlire!l1~llh; fur: .\;a!(hcQ~·e ;'-'aclliiL;;; 
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PHARMACY SERVIO;;SlMEDICATlON CSl: 

SCORE ,m-lST ANDl\RD,' [].! :.I\Il/1\'1' 	 EXl'LANATlON ~CORI"I(i FHOCEDUfU: 
L. 

25.tl1.4)9 RPIlOriin!!; of Controlled Drug 
Loss ;lmt!ur AhlIN",,!. 
:1huse,\' (lna IOS'Ns (~{n)!jlro!l{'d :WhWdWY;S 

mllM he N'/IOj"I{'d, itl (iC'vm!ollr(! >.iff; 
ilJil!/it,abie Fedemf (I'Id Slr'f(, lows, {IJ the 
indhidtw! J'('~!ir!/Isibie}iil Ill!> 
p!iO/'llI(1(u/tu,al Sl'!Tici', 4,:41(1 the du(-/ 
cx(,::lIfiH! (!jjicrr. If/ (f1'PloprirJ!c 
482.25(h)(?) 

suggestEd O}' ~hc \Va;-!:: HerrLh 
Orglllli7nhoH Of fi'om orlwrproics;.i,'nal 
grc:tf'~' C:nicllJ slnff nrc kl!(rw!cdgc"b;c 
"fthe cklinitiG1l5, ADR .~igll,~! 
SJill!Jlf!ll~", and fcpcrling 

The tnK'ki:lg sy;;tcm io~ SciledJl{"tI dregs 
is capable of dell'ding rmd l'e1l0rlilg 
-srd: ?bu.'?es al!(llp~~:?s 

nOCL'MENT RKvtE\V. 
OfiSERVATIQ'''i, 

§; 
INTE.RVIEW 

Revlcw 11:;: puhcy! ,'l'<)Cc;jurc n:ga,-d ng 
abt)s<: ! loss \)1' ':01111<)1 k.....-: suhs!mtcc~. 
Intervi<:w l!lld'i l" Jelcnpfr: the:r 
UJder~hmtJln".; ,,[the ;:onlnd::d dmg 
pojkic~. 

Review r('"porl~ 10 d.;tcrminc if 111l'!".: ill'': 

rCfOf1{"{: prob!o:ms with t'Ollllol:;:J drugs 
and whal l'dmn,; ravc llce:c :ilk,;n to 
Gor:;:cl lit'.! ~i'J.l:1lio,l 

V;::rify' 
I. 	 ':'l1e pOJlky addrcsses tllt' ("('porting 

of abuse allti It)SS,,!; to DEA Ci<.U, 
and <111pI"Or£i"l(' Siale BuuHli, 

2. 	 J>robfcllis with tOutl"oUed drugs, if 
any. 1I:1\e IWI"Il r"pOriOi'd 10 the 
fmtlwritk,., IH'('l)rding to polky, 

; ~ il:; Ni\; 
I = h,(j c(,;;tplinIlGu 

_1 ----, I'mn::d;m.- 0<<:I",k_, 
Jr, l-11Iily. 
4-. 	 N(>J I tt1'''Pll:l!lU'. 

20')9 	 U(,fllillCare Ffldhli(;~ ;\sTcditntiOll P:'ogr.JU (f1l'AP) 
l\c()~Jil.alkm :{('ijllin:ll:cnih rill' Eealthca'c fil!:;iitics 25-27 
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}'!-IARI\1ACY SERVICK"):fi\1l:;IHCATION U~F 

2S.01.lij lnforlIllltitmlll ReiQurtes. 
lnjill'm/lfi'{j~' rr:iaimg /0 dnlg inteJ(I(;lio'n 

mid i!!jimIlHfioll c1 drlJp !hemp)'. i'ide 
i'!!(('Iy, (oxj(.'(Jfvg~', dosage, iI,dimliolbji;r 
IJM!, und H/!{i:~s (If (Jd,; 'in";' afiGu Iii IIsl b;, 
(I"rli!(1h/e 1(1 ftlt! pmfi>.I,s,'V;1iJ! stoll 
.102.25(b)(~) 

25.01.11 Formulury Sv~(etll. 
A./(J"nndary SY5/Clr 'hili! lw estahtidlcd flY 
{he /i!('dica/ sUlfY b (!!fMm:: quolif} 
pj,amw,\>,<!icu/s rtf rc,;:;r!llal)/(' (,OSI.I, 

4H2.2S(b){9) 

j :le lacilny :W.'i in:jc~djf)lely avai!Hh:e 
$ullicient texis ,'cd otbo'f re~()Ur\:('6 on 
drq; {be!3])},. 

T~JCJ phanLlei,;! :U;O cilOUld be H·adil;' 
;'t\ mll1::')e by :depholle c:; other me~lH" tu 
di;.eo:% drug dleri1PY, :Hh..'(fKtiQllS. ~i(:c 
c1'6)~I~, dOA:ge, dl:., with pm;;(HiCllKrs to 
u~~jsi ie d:ng seJe;:!iml al~d ,"~ilL mlc\Jng 
per<;()lIIlCl to :!;;;;i~j 111 t:le ideldlkHtioJ1 
ordj'ug~lHdtlced pl\)blem<;, 

The rcf;;.Ll(.« nttll:::'iah il';:luu<:!.he &flte 
l'iq11\1Hcy Pffidit:<: Ae~ i Hurt., ~'Jd 
Regu;lItio!l.S, Dng F)1forn:ItIl.'111 AgCih:Y 
,,('d;::< for h\lspilals, ;(;xi;:Alkgy lexls ~ 
re.~m\rCCI\, rHnr.:l.Wcy text:<, and elC 

The tn('dicai ~I;)n' lim,;: ::s~llblish;:: 
fO{!l)!lI;;fY syslem, Th.> tornmlu q .. is 
reviewed llf !{'lI"t llUlllHtlly to ('mute 
the cOlliettts lire furrcnL 

The li,:n:dflry i:NI<: {:W.;,iio:ali(~ns 10!' 
\ji'~;'~·:lSijlg Of nc1'11inls,...,li;nl thai the 
f~ogf'i(a; rl,l:ol,,)):s (If lha~ UPJ f\\";tli.y 

OVlIih'lblc, 
it Wn[telllTi~cria !5Lou:d be JC\,\;!;l!,'Od 

fOf Gete:minil1g 'vlla( !ll.eJ:n1Ii\H1~ 
lire nvailuh:t: :fot' dhpem;ing :Jr 
uunlbi:<r,llio,'" N fllI:ir.in;llllt, li..: 
c:lIeria i:lchh;e 111.:- ipJic'utiQJl for 
use, dTrrtiv(,H(;~~, I(Ilb a,ld cosb. 
D:t'g!\ Ufe ~i:4c!'l by f;l'?, $lrellgth, 
J"oH!e, IFallii aud g':l1t.:lic equiVl~kJll. 

scnRlN(i PRUCl':DL3.2 

1:'IIT1<;RVJ£\\' 
& 

QH!)I<:t{VATIO~ 
VerilY that cn{fellL !cfer("ce('~ arc 
uvailahle: 
II" 

• 

" 
• 

Sil'JC Pmctice Act; 

"I (lxko{ogy, 1(l(>lIdillg the !'(i;;toual 

P(t($(\tl I,;ontro! phone :mmher; 

f'hmmn.Gy lex1s; 

On-call, or readily Hvailsble 
phaf1tl;)cL,j !ell" (;.)r)SlIltll:iOI1 

POCl!JUENT REVIEW, 
OHSERVATlOl\, 

& 
INTII:R\"U(W 

Exami.:le Iht; il(l.i]lful r [j,mnhIfY ! Pr:lg 
Li~t. Dele!'l:lidc the dille of <lrl1l"oval (jy 
the Mediu1l S~;.;:'f~ Intervt::w the 
JlhaIH.l.1cy di,ector Iu ~<:,ennille the 
ProU:N ttl!" periGdi,; revkw of tke 
!'on:ndary. Oh"TV(: tor avaikbHity 0'; 
U)':: J;wl11Ulnry:n !he ni1:icd ureal'. 
[;'Lej"view ClilllGU! staff regflrdng i he 
avid!;)!::illiy vi' IhG for~l1ulillY. 

Verify: 
1" 114' J\lrnmi::'fY 1;; ;;urrC!~f al\,i hw. 

bue;) ilppro\, cd by the H\etEod ~taf[ 

2 3 4 i'th 
I '" hI\! c"n,)Ii'lIlGc 
J .~",·,rH:k"~llcs 

availnhip, ,nit ant 
~"ni";oll for ~'J!li1)IV;jti 
Dr kN1Cc', 

,1 - 1",,,!u;cIC,c' PI' 

jj<'l'lW;bh:!lJ M;I:;X 

n~~,.>nl :/{.,;, J!I',1!;y 

p.'~ll1'aci"j 'HI n;l,tahk 
7417 I. ,I' c,'IlMIIWi :'''J. 

I ~, :) 4 NA 
j C;'1n5il! inl-I 

('o01prdlc,l,h'0., 

3"N'JiGUl"''''' \lilt 
v)mJ","'''~\'1H'. 
J - ('un,"'.: bll "ul 
''<'l1lp',~l(1Fb~ 
<I ~ Ncithn "'-'11e11." 

:~mll)i'dl~"';I""C' OR 
4 l{01 available in;;11 
tlilllGJI ar~;), 01\ 
4 Ha~ lK'jrt<:,) 
np;>lm't'(1 Ily :11(' l1'.dicHI 

"Iii ;1". 

:le09 l.lealthwre f a<:ili:ics A:::aedtlulioll P!'og(;',m ([IJ.AI') 
AcerCt.!ltan::'lu R:q:lin:men:s lor Ilcul:ilc31 e fw;ilitif''J 
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PHAIH1ACY SfRVICES;MI<:nICATION VSt<: 

FXPLANATJON 

l1. 	 Th(', !(lfnllikry / dmg !isl Cllil be Gy 
drag !Vfe, ll:t;01c, Of;l}] ,ilpha 
lisling, 

(;, 	 t\(kk~:ldn n,ay be t:tiliLcd to ;'dl::cl 
;~jlfldUaCGlltk~!3 1:;:;1 j.lcIfcnac;r::d ;In:ti 
Of doted in tllo p,mm;;lr:Y $,;(;11 as 
raciop:lrlI'l11a;:eulicJI anJ ollie 
Illjcc;ahlv4, il!g>):liblc diagnu1\lic 
!-L"iting ugenb. 

Pn:,,(\,"'~\\, ilt;c medmdslTlS ~l1011Jd fiG 
('u'.hlislicJ to: 

• 	 MoulIn: !1u1icnl re~p';r::$es ~o 
newly added medical!oll I;,tfnre 
Ib: medic;;t!on i.~ made availnbk 
fm c[spcnsing ()f admin:"tra:!ol1 
wiCtln tll;:: hOi.pilH:, 

• 	 i\P[lfO'tC Jl1d proc\lre 
lUL\iic,:[iun~ lila, W'C aoll:.1 lile 
i1;)<;pi\ilI'-; formulary f drug lL~t 

The hl);;"il.1: should have prnces~c:< i,p 

iHlcre~s medi;:;:tioll "~10rl,,-gl\\ dnd 
OlJtlgCS itdudil:g tb: follow:ug: 
:1. C01h:mll:i()ating w:lh Jppr,'pl'iJk" 

;m::sGribcL\ t.Ed ~:uff 

h. 	 D;;ve1uPlng ilpproved 3ubslilLtion 
p:·oIOGols 

c. 	 !:J\icatillg app:::tprh.lle J Jcel:,~d 

lnGc;,,;,u,::;nt Pra<:lit;oners \ r J 1'.,), 
apprnpri:1tL he;11l1: care 
p7o!essiunnis, <1m! ~t;ln' anom these 
pL.,to~t'I" 

d, 	 Onh:ir,ing mediGa!ion,; i~ lhe, evelll 
ure:: d:isJ~ter. 

SCOR:NC; PROCEDURE 

The f'mmbry! d:t;g ti:<t ,5 mOle 
tJll.n a phllfluacy ,.Imrie - Jlwst::r; it 
iJlC!L1de~ remotely pllrd1!!'>ed i 
I<:oreu ctrug~! hiciob~ca:s,l 
diagf.odi.:: (etling r;gGnls. 

'J I;e (\)[I:lUllUY is ('yml;lbk n :h,~ 

cliri..:a~ areUK CVlljen: sl:1li" are 
HW;)[e of the uv,}ibbi:ity or Ill;" 

f;)fn~ldl1ry. 

th~ill:1\(""rG F;wjlitie~ t\ccrt"dila:iPtl Program ([ !j:AJ') 
Aeau!ifalicn R:.:qu;l"<ltnu:!:< I,x fk"hhf+U\' Fa;:iJitie~ 



PUARJ\lACY Slm.VICES:J\lF·I)[CATION USE 

STAN':')ARD / FLEMEt-.;T 

25.111.12 ~uuronn[llan' Me-tlicatiollS 
"7'here is ,11i;;;::r.rH!Slll I()r Q!(k~!ing ,:l1lgG nol 
available in tho fonr.dHry. 

2S,U 1,13 Integrity (.f i\1edkatigll. 
nlUg~ "lIU ~i(l!ogiG;Jb ]:'c. ~Iol\~d at pn':::;'K'[ 
tonpt1a~lIlT~ lu Udint;::n "lrenglh i PC;t'.'lCV. 
Re::cnj" hre m.aintai[cd of dL1t rc.frigc.r?iC! 
and liee./::! templTJ.tl1IUS. 

25.0 L 14 COllsulla tiOllS!Rt'sourc~ 


A v:tilitbilitv_ 

ptt.lll'l;']C[)uiioal \',\kicj.H;--Jio!! i~ m,l{j.e 

ilv;HJnbk, \) prest:! jbers or cr\lg.~, lQ l'u,Jf 

:::nluiListEJ;ug dlllgS, aLi itS hpf)"opriaIC II' 

palien's (did JH.I:lilie~. 


EXl'LANATLUN 

M::~:lOds ];;)r ~·;l.."l.llgillg !IK' r(ll'lluillry art' 
:de!lL.:1.:~'. BOIK. fide CIders for 
,n;w$.lL.l.:e use ()f n;!I1-fonnll;my dlllg,. 
an.: pm~'e;;scd to meet pa:;rat Lwrapclllic 
lled;.;. 

ODiiy teUl(tet'~ttUTe n:o)~::s, frOIl! 

aCC'.Iratc tlli;'~n;oltu;tcr", 'Ire 1t1llintaim'!1 
for c4ch drug r:..'frigemh.,I'! t'rcc.;er. 

The:lli<)meter aecurlH_y is v('dC:c,J 
agaill";;!1 knowll ._tandard OJ: a 
semHlll!nml :'aj;i~. 

Re..:onUllcnucd guide1ilJCs* i'(~r 
c;'n;;i(~('nlli()n ale: 

.. Rei;·lg;('.c:liur 2 (~c" 
:l r, .1::; ~t' 

• 	 F;(X7el' ~20- 'OC" 
-4 14 f--" 

'llt<'IT must be ;fcfficiellt !.>ilam>.wis! 
li'l1C to r:ovidc f:Jl' c-0ll~uha!i()n.~, ew~n ;i' 
iitf;re IS nnly;1 parI tin.: (W coowl!illg 
r ~l<lt1H~,Cl:>'. 

In ~\l! llI"tanct~~, 41)1;,)c'0' Jeis! livrvc" 011 
CK Fn",f('%:!llIfIJ 0-1.edie;;j SujJ' 
c()tJ)milt,x' (13) which tb;{;(jiiS dl1lg 
:ltcntpy. 

SCURIN(j PROCEV: fRl-, 

INTERVIEW 
Delcrmine the me/imuis1tls for dnenciing 
Ihc fnrmuklf'i and for ob~ainiag 0011­
i\)fmwary Jrugs when bum: tide (,dus 
;;xlsL 

OBSJmVATIQN 
Verify: 
L Dn.!llS arc: 3[;)lt:J!lt temperatures 

.specified hy mr.IJUfuCHlrcr guirie" 
lines, 

l. 	 Daily h:mpenltul'e 1(lg.~ arc 
mainlalllcd. (Grapl::> arc 
le,;oHllllcm!{'d bnl m;: reqwred.) 

Verify: 
I. 	 A rhannm:is! S{"lve~ on Jp!lJOprialc 

M~',lit']J Stafr conmJiuccs. 

'1 	 There i;-; su[rj:jcnl.~ta:'Ti!'g to prcvide 
~'lch C01:SUJ;:lli"l>;' :'.ud etlJcalionr,j 
service . ., r~'I" 
• cJi1:it:al ~\af.'; 


.. r;UI',;,n~ ",t;,[T; 


12· } 4 Ii,;; 
/\1U '>Ill1l[':'at\('(' 

~ Nu- "{)IHIl!;!',,~~ 

I :2 ;;: 4 'NAi 
I'"' h,1{ ';("'lpl!T\(~, 
;; Lng>, "D. nclN ('l1<" 

mh'-;il'~ Aren 
3 ,,'\ :l('"1~H1Ull'kl1i 'vI 

,..libmlo:l 
1,- Nr>j! CIl!l1j:'IUTC. 

234NA: 
I ~ Fdl ,eH'l'1 '''~\'c 
1 N" i'-"M~rv9" 
prvv;(k(J, 

:, R ~>h IW1 ",,*,;;'hk In 

;nf:;dv; C,,,!1l{>t (';:::1' 

nlHt't"; £1- ~'! rr"~ If,-o) 

pl'~~ai',,.,}. 

.4 = i':llll cr>!!:l'liw*"" 

Ika;th;;nrc F::;(d i!ies A::cred:iufinL Pr8gl1'.m (llFM') 

A(fcdil"u"r; RC4uireHl<'u:s for IkulriJ(:;)tc F"dli6:;3 
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PHARJ\iACV SRRVICES/rlffl';JHCATION tJ8E 

s; A '1DA!W / ELEMEN"I 	 EXP!,ANATION SCOmKG PRCX.:r.DUR[ SCORr:: 

25'(H.15 Medki!tiQII I)rolflwls. 
"St:Lldl.lg'" h;~jli~l<,; vr :;.m):ccol ordeu are 
It'viewed llmJ rcvi;,lx) by :llC ~)rc~crihj,lg 
pmcllti(ll1C! lIntl H:c Pruj'(,41<Jiof:n! MedicAl 
S((lff at lens! umually. A 11')(;011;:' copy of 
~l'd: orde/1 is mamtaillctl in the ?Iwnnacy. 

25.tJLI6 Home :\1ediC1l/ions, 
'f he J>f():'c1i~i()r:~t1 MectiGal Stare vi;, Poliey 
:wc,' nl" RlI:Cli amJ Re-?;datio!l!<. c;;1Jblishe& 
jlan,i(ll'ds rcgmdbg the LI~ of mcdieafi!)]ls 
brougl\l mto the {heil ity hy palientk 

25,01.17 LlllJclillg~ 

I), Ul}3 ;.tJid hi()l()g:~'d3 }(>"wi;)Z4 the pLa.'ll.klcy 
service lbr ether ::t;Hl ";>~v" lewd ~t,)mge !Fe 
I;-;hcl:::d with !if': j'uii lP;nc of lLc pa(iC!I!, ~~Je 

A p;rutl1);1d<;1 providc;. ill~..(;f,!;c<: 
pwgrau.- :hr Ilursi,lg .-;{;;i1' &11<J ,~ej ye~ 2;; 
E rC'Hll1PCe L(' diHkal ,;tan: 

'IVhCIl pl"ltm:uJ orders /tre liMed, the 
prac.tlti(lJlcr lluli\-i<itwllze<;: the o;',;crs 
fOI' {,"J.cll pntifltt. 'I he unJer is dllt~'-d, 
limed, Jlnd signed by the onJt'riug 
pYliC I i(julie r. 

Alllllhllly, pmincol orden; arc 
n.lVi!",)Hd, upuale,1 flS jndit'lllcd, and 
appnwcd by the ,'\'If-diul Slaff. Thl:' 
sponsorlllg IU"lH:liliOller aufhentic>!l?s 
the "lllilstcr" cop}' as e\idcnecd hy hil" 
f hpl' signaturt'. 

If such ungn a~e fo be gi'i~ll W tXlfiel1',~ 
there n;nJl he p0s1ti.'C :ucIl!!lIca.:ion oj" 
the Jrug:, irdudillg ~mHlufaG!Lfer's ll)t 
Humber, whell nvalhlblc, :r, a 
jJh:::.r.naci~t {lr phYblciFl:1. 

!\dmiuis:lililon of Jrug;; 1l0f ~mppliec! by 
UI\:-, facHity ,<"quire., a spt'.(;ific volic" ;md 
II:bcedme. 

S:~l': (111(1 federd; rC<.ju:ldlleJlt~ regardl:!.' 
labeling uf repackaged (hugs :lre tu be 
cmfnn.:e:L 

nOClfM.E:-rr Rl?Vlll.W 
& 

fNTERVIEW 
tmerview the Di;Y'.c[ol· 11[PIHllUl0CY, A~~: 

if tbene: drc protocols, wlu::h ImH' not 
been ~0 rcv:cwcd. 

Vcnf:,'; 
I. 	 All ,~t.:1Ilt!ing or routine !nkh 1mv" 

bect ~nbjCd lU <lllllll<l; reVlCW d:ld ,. 
'x' :-eVhl('I1, 

2. 	 Standing 01\1.el'1-! protocols have 
beeu reviewed 1::y the l'rof~.~i{)nal 
McJjGl! Stall'·'lI l1c. c<JIUlvi!!ee 
stn.lcime 

IN'I"I<:RVIE\Y 
Vel1fy: 
1. 	 Ph'1I'maey polit;e;. alid prccedures 

fUld!t;r the Prcl'c:sslond Mnlictll 
Si::.tr I:{nk,/Rcgl!lZ:iions adurc;,;, 
mcchcnliOlI" (,hl.a:Uetl Don, ~"urCl~~ 
ellier Ihan the facility phaU11flCY 
~ci'< lee. 

Q:BSERVATIOoN. 
h:~pcct lInit l~ose dnl"0'Grs CI !Xl~lel1J 
:ned;calioll n\pbonrds for [he lalJeEng of 
repad<aged dn~g!L If Ct:lp,llicnt 

12J4KA] 
I .. All r,D\OC();:" !\')"!!11C 

"$III'vlmV'nh::i$ nr;; 
m)h\!~II: ;;rI'E)\"~L ;'l' LlK 
:-;:1fL 
1. - 0- 'iii % ~I~ C\lJr~"1. 
j=<7:%iIOGclIlr.::c\u. 

J ~.-: 5U ,,,;, "''' n,u,w)!. 

1 ;i" '3' 4 N,,1.,j 
. = ,\I! lH.,,~ m ruFcv / 

1)HIc[i(t 


4 - ~<l:l "nll'rh:,'w~, 


I 2. 3 4 l'LI\' 
I All bhding is 
V;1l11f! ll~lll 

J ,. J 1)1 ,,,,,,,1,,;1 or 
(.~p"nvu JJJ¢ HI:I 

:;enIIIKarc: l·ac;l;li.;~ !\cci"t-di:a!iull P:ugram lflfAP) 

ACCfedi;;,:!ion Rct]llilemC!llb fix JleillthcUiT :r:a,:ii!::e.'> 25, J; 


2009 
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PHAR1HACY SrmVICES/:\IEDrCATION USE 

5T ANI JAR})! EL[\U·.NT 	 rXPL'\NA'IION SC()RING ?R()CE])~lRE .sCORE 

p;t;};d(bl~r\,,> ll(Ulh:, the Han" s.lrcngtL 
qu;;nftly exr:Lhl!1011 dctIC (If the urug, aE~ 

:lppl'OprlfJte ::~'\::"r;cr;'! ulutiO'kry 
stJlkmt;nts. 

25.1) 1.18 §.Inndardixo (i01l of Labeling, 
'1 be methods I(lr h,bding, ?ill:kagit1g <md 
slori:ld :lleJica:jm: have ~'Ccn ,.;fallCarcll7ed 
ILr';'Jgi1UUi Lle f;1<,;,]ity ~o reduce ndvcr.,;<, 
e\o'~lIt$ [{,SIll!illg Ji-Gnl improper lab::iing. 
Pl1.:;;:q,:ug ;md or ~\onq;e ~1r medicalioll!;. 

Mceilf,!l:illh eu•..,i [(, inlet.. ille 
lIl<lJ:lfildu{c;,,,·lot nu,nber~ lhi,~ mil)' he: 
0'. lile label or vic; Ie,?:" J;)r :n-f,lt:ilily 
use. 

OUlpalielJ1 ,Ii.,pl:;lsrng !0.p,i!ef' (he: lot 

nmnhn OF "he labeL 

Patknt Sllft'ly hlitilliiyc 
!mproper labvIing and Pdcka~;Hg ;)~. 
fH<>uira!iolls H0 wel!-kW)Wll Ca~j~0:< of 
senou,: FW<.li01.ti(l;l e:Tur,:, T:lc evidence 
show~ ~:"h,j rIlel£" 2fC .:fj(;ctive mt:lh~);1s 
for !.impiifyillg ?lmmlEcy all('. 1I01l­
f:1mrmacy di'lpcl1siJ:g by:<taudunliz;n)f, 
thc !abehng ..,rr:ledkat,on cOIliai,lerG 
,m2 dnlwn-up syrL\gcs ~ll1d the 
packaging or medications. 

Ui:<PClhil:g exists, a;;~, to st'/' n Ll:ug 
prq"ldfffi (0 ('o.',.\lrc the rrquked Illb .. l 
i,)forlllaliOll is pl:'('st'llL 

Verify: 
1. 	 The Indlitj' hlJ\I nil l'l'fcl'tlvt' systrm 

fur trackiug lot llurnbcys. 

2. 	 iVIl'tliraliuns ar.. l:thded with the 
t't'fluirru informatiun indtilliug l6t 
IHimIJer and m,pirlltlon (faic. 

nOCUJ\iKNT REVII<W 

:!!< 
OIlSEltVATIO!,! 

Rcyit'w mc:iicr.!10.ll a.d.rJj:ti~lm JM 

In!icie~ Obst'rve n::cdicnli;:m prepnnlli;)n 
and ,!<.rc:gc d!-eag n>; W~., [IS 

lldmll1islrali<;n 10 yuli,l£lte c(1,npliance, 

Re,<i.:w Jl1eLlCd J-brem;ur;ng compl;allce 
V.i~:l pollcies alld l;rOl:::uun}s (;;1 
lC1GJic;,.tW!1 htbcl:og, pn.::.;ag;ug <11:<; 

H[C::-llge IhniEghol1llhc ;'!}!,rtEi£ati(\o. 

VenJ)': 
L The mcdkatioll l.tdmiuistratiOll 

lllbeling: policy llddresst'~: 
• 	 La~;e]ingDf,,11 mecicl1tLms 

until tb.e)' <Ire lldmhistered 
(0 the pl;lrcnt 

• 	 Vll!iI1'lliOa Ill' C(l1npj(111t'e 
f()l' atl ~tml'i, 

• 	 An j:1S~\II(tiUjHv:de 
a;~;m)nclJ 

t:a;;hd on rw IN< ';]IC 
')Hlp;,j;;_ll hbd. 
1- :\1u1(iy;; p:lI,-:nW\l'l~ 
[(l"l ['0m J btl"",. 

1234NA 
f'OI:,:HoSllf<! ,",Lim 

i"L!df£$~a'l 

1'\',!"Jf0TCd11l1<J 
(pmpl,,,,,,',,, Ii, n';J....,-,; 
;h'''''rl!0Iil (he 
,)!'i;''''',''''!;P'­
2 = J'p:klo, il;lj'es.; 

r~qlljruj'''Ij{~ h,,; 
u":,:lIIHIlCC if' ud 
.:vidttll in ""~ 0' lwfl 
~!\YJ 

:< r!)l:~.'0'NJ;lI"""'; 
wq'l:Tmcllh ~'.I( 
('f!mr]"'w:;;" not 
r:, id~H in 1\1<" ~ II:;U) r11 ,) 
;'re;'~ 

<1 - 1',;1 c,e'; Vtcr' ,;,}, 
tVjj1hb,( ;0f ;,;\,'~W flf 
,lid j;'" ,',Mn;\!} nil 
Kql:iLclI'mls ~jR 
4 .. ('G,;-~)Ii;'\n;" Wilf mA 
~qdu;; ",r(>:!glIOUl ,;,~ 
01"'-;,\::111\\;,'11. ('R 
4 - CVlili)liahU'i vms m)l 

"'HU<l1'~d 1\'\ '\lldy N '" 
~1[irVi", 

20Gy 	 Heahhcure fucihries i\ccHxlitali;)ll Prugralll (I1I'AP) 4~1
ACCfl\.htiL:l'H ReqH~rell1t'lI:l' for !i:ntl:lwure ?,Kilihm I ' 
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PH·\UMACY SERVJeESfMEDICATlON CS(f~ 

EXPL:\NA'!'ION 

25,tll,19 1Iig~!:/~J(:ft Medit:!tiuus. 
'! he si1fc use of"!,ig!hlbf' an!?> will b(' 
fQ~iL1['l!>.:d by IUlpkrnel1til.ioa ufthc 
fh!Jowing: 
I. 	 hk:hlinl;ilCUll or "hI2IHl/crl" Jrugs 

HVililt,b:", to wr:rlcers ill lit:: bci!i:y 
2, 	 1.11piemcntatioll era l'iO.;eSS to identify 

new ,11cdicalimJt> for ;;::I(Lliolt:<J the 
"high-.i\1ert" hLI 

3. 	 D~'vdop:nc!!! OfiJIO:{1col~, gwdelines, 
zh""irg s~(jk~, ;md!OJ c;K'd&~! tor e3c11 
"high<,k~'l ' dn:g; nak0 rhese avaJable 
to rilkv:Jnt carcgin;I'o; 

<1. !mp:~'ment3ti;n Ill' n 'pJ ocess 10 ,lwb t 
\~oJllP;ia3ce 'kl:;) Ihe jlro~o>.;;;l~ awl 
guidelines 

5 Utii:r.:!lioll ora :nuilidisciplinar,; !Of-H) 
t<~ ;deu;;:'y nJld regtllnrly :.'vjew 
sn::::grumb: for 3il "h:b!Hlerf' 'kClgs. 

JOn [it'Il( Stlfrtv lnitia,(ivc: 

Ccnni:1 das;;e~ of medi<;;l\i(ln,~ have 

h<!e\l rep.:a!cdiy sJI(y,..·n (u :'nusc '1<.~vrr~c 


drug events ,;nd ShO\ll~ he vj,:wcd (i~ 


p:ll'tic!l:a:ly illi/iOl;~ (!llrats to Jt;lt,e.:J'. 

$:J.iely, 


Examp'c.? oflligh ltleH dwgs lin:: 
• 	 Inrn!Ve!lou.~ ,idx:Klrg,ic 

ag0u:"I~ and '-41;ngcni~:s 

• 	 Cher:j(>!l,-e{~lpy ag":Ht>; 
• 	 Antkoag1l11ulS llm! 


anti tLrc:nb(l! ic~ 


• 	 Con(;;.:!~t~J.:ect parel:tclai 
e!cdrolynci 

• 	 (jenem! ancs,hetics 
• 	 N~-urPJalGculu bl{oCkeiS 

• 	 I!l~u;i!l aad c·ral 

l1Y1JoglFemics 


• 	 ,\h11Tlltjt\" and op:ak;!l 

• 	 ;::!mage oflodt alik.;, ~:)lmd 
alike <::l1d vark;) ,'Itrcngths 
()!' I11c(hca~10n;; in p;ly.~ieal!.\' 
;;cpr..rale IOcatlmlS 

2. 	 Compliancc witll the rlwrucati!)i) 
!lIbeling pulicy is evidcnt 
fhroughotll rhe fadlity. 

DQ.ClJMENT RI<vJY.,\V 
j{cview polkk~ fJld prO\)!:~nxf 10 
val iJale i~KI ill! i ;'eqaircllwnt;; Dre oeil1g 
:dJre:t,C(j ia tLo (l(;;"u;ul\!kn. 
!{0Vlew <luJil matennls !<J, cnW1:l1g 
Go.np!ia!tc:. 

Ons.KRVATl.Q~ 
Ob;:,:rvc el:)(";:,ge dltd H.~e of ~Iigl! ;;lm; 
mc(ji('ntic)Jl~ ,:;1 the ullits !o Vnlit\;:ltc 
('O,tlpti;!Il(-C 

2 J 4 NA 
I '" ;!t>.ltlir..:': i'"liciC! r:': 
HI p'lIce il:(;b':ing 
Irqu,,'c;! "h''*'tnW )·5 
nnd ",,,,,.~Ii(\ntc 
.hwtlglwu\ .he 
01·;t'1Il1t1tj,)Oi i~ e':juC1lL 

2" R",:' j,,;<,J 1)(,licic., hH' 
il. pimY" bu u,mpli,,"~e 
b 'll< c;idr"r '" (t')C (Ii" 

lw,)" e,'s 
.1 _. f'"h'~_::-1 (if) 11« 

,','Blain alt '-(1/1,,,\'(1 

demen) I.~" OIl. 
3" Cnlll],';,lIl,;t']" .-e.': 
,,""J~'H til 11H."·" H.~", lw(__ 
~j\\V 

'I rd...:,~.",,:;; "ul 
'haliah:,' .ur !cvkw (If( 

4 = ('omjl;i,~-.~<: i~ ''''( 
~.Vil ClIt Ll11"'''I'I",F' lim 
(wilily 

HeDJ1,c[.[c I <;ci1:!ies Accn,:Jilati{l1l Progran (lIL\;') 

A':credil;:lion )(cqu/emellJ:'; )(')" r;ctll:l1care Fa.:ilitics 




rIlAI{i\'jt\.CY SKJIVICKS/i\1f.DlCATION (j~lt 

25,f)!.l0 lli~pcnNillg Mi'fhods, 
Y.edica\;o:l$ will Je di~j1ell6\:u in u!1ii~doSL: 
or ,mi~ -nf'~lIse form *beucver p"",giJlc to 
,i::dlTC ulvt'rsc events n:;,.;u:tir.g 11'0111 inlk 
pack8glt;g of nedicat!():l". rhi;; is 
cvitlelh:ed by: 
1. 	 L:uit-d(1~01)(I(;k"g;n~< for n'_<.:d:ndiLo; 

whenever possible 
2. 	 DlSP<."L-Jicg in n-'mfy~!o- M:mini~ter 

J(Jrn: 

3. 	 Cuil dose pclckllge lGbdillg W11tililliLJ.~ 
prout:;.:: IHill;;;, strcngill. ~ll,muruclVr¢r, 
cApJm::Olt dalL:, and >.)! mcnheJ' 
prc,illc;,d ia macililll'l-'ll1tuuhle "ode, 

4 	 P!-c:p~r(j~;(n and snp~ly urdu:ly ,mh 
do,;$$. wi'meuic;::;;otl,.; hi ~l)d(v;d\1a! 
palJnlb U~lUE'l' : IW !'urvi0w 0 r 
phar'lJtd,.;\,., whell pll:;al'kLg.ed I-'_nil 
<~('~e is LllV,'I)lu:eldnlly fevailabk. 

5 	 J j"dli:lg (if l\1~d;lh(c Sl:ppJy :U palleu: 
H:Ca,.,:n 74\tl1lJ1S or hWi ~J ;',ny one ',;mc 

I) 	 1\ ,:.:t:atXl ~y:<>:w for tnpnitOi ~ng aud 
ir:lpruvij:g the peefonmmu: nf ID,< ~lr clg 

di~:,~ibllli()n ~ysh:m, 

25.01.11 l:\~maratioil [If (ntnH'enQlls 
Pl'ugs & f'h,ids. 
Inhavt':r-,lll~ dl.'ug~ Ulid adm;xeu Cwds are 
preparcd :n accordance with slar~daI\J;; of 
-;:lmrmm:y plaC,;(C, congrlJent w:th Stale lffi{' 
kclcr:d regu~ali')Jn, ill t. IllUIlI1e!' 10 redJ(x 
tht' }xHc:lual for baclt:lial or drug: ~huE 
'~O,llm ni IlJ: ion. 

EX],I A~f,-T-,ON 

i'nlkut SlIf{'tv luitiatiye: 
HOf:,pitaj~ p1Jrdm~~ oral dcsagc 
m"JiU1!/OtlS i:l two ibr:!b - bul:'" 0\' 

";oI11I11Brci.illy pr('THrctl, prCpHCk'1lge-J 
;iosage~ refened !d 1I~ llllil-of<lse ,j[ lui: 

jp"e. 

When pmdmsetl jel bulk, t:1C 
nedKalioH': n:t1~! he repackaged ifl!q 
llllit-:JO~O illiql1~ll~, 

The .:';y:dcl1ce sh"wJ (hat tui,~dOH: 
rackuging ~'ed:j, es tl;,~ tllllilber \lr 
medkatl0n etr()r,~ ami apP(,'<!fS (0 he 
w;ddy d!>e<..l ill 1110~t ;.;oocra11lll:dical rJ!!d 
"'I1rgh::al WlI1t;;;. Hnwever, i; i~, not u~ed 

,'S If!ttcl1 (1~ JI enok ~'\(' in oillcr :ncations 
<mdt 1I~ !lltCllsive >:31C t;I1:IS, OP()IHlicg 
JT(mlJ, ,uid c:nc:rgcl'2;y dep:kt!DCnl~. 

Th,~ expimlino ca(c of Il'..:on~litu:tcd 
d:ng" or ad;mxlXl fluid" It j):Qmincnlly 
printed on ;be 'icbtion l:t,'JcL 

i he eSC of'hor.izonJa; Iud vcrli(:a! now 
w:u{b lin: used eonsi;-;tt'H[ wlfh Sinte 
HlHllo(,l'll regu[aJiolts. ::ori,,:;m(al and 
vedeal Cow nvods arc i[]i,pc,JOO mid 
eletwej accordb:s: (0 :nandoct:l1ef 
Ll,:;ruc{jpll;; anc1 Slu!;;; lind ioca! 

SCORING PROCDDliRE 

I:'I!.'nmVIEW 
In;l:!'\,jew 11;.;; phnrr:wcy dirc(;(of to 
vulidi1le 111<1111;,,' Jlroces:> bung u!i:;z,cjJ b 
ool:tpliur.l 'With the slllrtlmu 

OllSl:in'ATIO,'1 
00lG1VC medicahoL ;]brell.~it1g fl:::\:<IS to 

""Hdutc tml l11e slituuurd iR being wet m 
nJi !o,;r.JiOJ1;:;. 

OBSERVATION 
V('rify: 
I, Kevlflw lll.: mhlixturc Vl0CCt!im;;:;w 

;:uaJily conlrols kl CCU;-;;U';clCG w{I:1 
\~\Irren! practice. 

2, The PhanUlh'y pr()t\~dnr", f{lr 
cleaning dH'l1dt'ill ~pms, Npill kit!', 
311d 1'1'1<: art' immediately 
:lntilabl{' wbert' G)'toh.x1CS "1'e 
prcpare.t 

SCORE ~ 
2 .3 <I !'oA 

I ' SImi,;',;! (" ~dnr 
me! In 1Ii1 ''''nlli')I;~ 

wh~!e m«:::>lli;\11 it 
d,.{YJ'.,\~~I. 

j - f\;ji,;y 1ddTC%(t;;;d 

~ ~",tjlds ll't,,!il\'m~A'.;;, 

1:n1l i~ 1:'_" "pt,,,,,(j h: ali 
i<;('uljou< 
-.f r,'h~,. dOCi ""1 
;I,\(IWH ;d J'C'l <lJr;';1lt'1Jo t 
o;{ ,c(l" (101 'IY'lilahlo L): 

,,'view 

2 '3 4 NA 
- All d"m"r.'f ::Jtl 

? = r iuuJ <1<;;II"y co; f(,I~ 
,r;;1 e"'f~TlI. 
4 - C:rt(j~;»)U~, iJ:'Cj""",1 
w 'lAi!AJI(J ~\"",L Or 

NDPP!:_lkih.O-, 
"xplj'a,ic,t: C::.lh::; d 
r(,)jj!ililu\(" I '~I"\l:v~ 
",jc'1(:I:s "nt j~hdc;l 
NA - Ni'.1C,Jli'I"'~ 
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l'HAK"IACY SERVICES!i\TEDlCATfO~ 1)SI( 

~TANDAnj) j :::LEtvll- NT 	 eXPLANATlON SCORING PR{)('EiJljRE SCORE 

25JU.22 Sam"!,,, Drugs. 
Tht use of "~J.npie" ':njg~, ifperui;tt-'<], i$" 
cOdtnllled by Ine phl1nl.l<1CY ~Lredor illd is 
ill C<lHFmnuGc with fedem] lIlle slatc I:i\''''~, 

legul,llioll'>. 

C;101o>:iC$ are ~.l<)t U be prc-<:ared under 
d J,orizolllcll \;:lod. Sn:ne statc~ If-quire 
,~crlWCali(l11 'Ii,! pl'r~()lltl('l who are 
re~pon~ible ror adl'lixing; cy:n:o>:i.:5 lind 
o!hcr daJ:gel'OII'l tI{lmixtuliJ">,, 

Chenl.ival f II<lLaro(luS mat(-/'ial "spill" 
kits are readily availahle f(. the IV 
pfepal'atiQu llrC.... Starr is 
kn(Jwledg~ahk> as t.) using ~piU kif.." 

Pen;omtl rrote<:_llw E'luipIY.cu( (l'P ;) 
art' used con~isl('nflr aud 
IIppropriah>!y UN<~t1 with ilH' 
lw{:plII'atioli of IV drui,!N alld solutiolls. 

1';)0 tL'(C -():~ ~ilmp!e Jr;lgs is ({;;,coufaL's;, 

The Jepackag:ng and! (If f{;s;k :.J/ 

sample ctmgs i., pt,)hibile.,':. 


If snwples an:' illlvwcd, hospHnI policy 

dc;,:tribt'$ the lise, sh.lrag-t', alill 

rllstrih utioll of sllIllplt'. drtlgs. Sumpl" 

drugs lIre llllivied according to 

lw~pltnl policy 11l.('luding lot lHlluber; 

paiif>.Jtt flAmC', prVl,cribt'r's nalllt', dose, 

and c)'pirAtioll dnft". 


if :,ample'i til\': alluwe;i. tlie ~Ln:;-(ur of 

phanr;H:Y has ruE lIccoumability ;hr 

'iIOJ'Mgc, ~i:,,::ii>uijnn, and u~c. 


J. 	 HOrlzonta! illld verticai hocds itre 

llilcd for ll!(~il !-r;!cmkd p,lf[loses_ 
II()riWnW! hoods arc: il15peded iUld 
ehal:ged i,"\-CI y six n~:;nI!H; Ih~ 
ex.tcfI;lli or wrlkrl nood _~hould hc 
de~ncd 0,' chani!,<'d by mainteeanec 
pel'l'ol:c;l q:l<lrkrl.y, CQ.lsj,,1.eui ,v:lh 
Slate ant; local n:gu]:ciioll" ,md 
H,a.lI;yl-;clWc···S {nslru:( :OIlS. 

lNTERVJkW 
& 

OBSERVATJON 
l{e'l,'icw the policy regard;'ug saH:'p:;:~, 
Verily lhe pradicc; samples "rc olll,;1 
loc;:tcd ill emp;oyee k.mges. uhstdrics 
Dad the TIR lf the__'>C rtxe Ihe pily~icit:Il's 
p0l"50112.1 pmpe:"ty, ~al:ljJle mL~icitt[(-'I1S 
sl;"cld ~'e ~ccufed __ 

Vcrjl)~ 

1. 	 11:e:'c is ~.n eff0:livc, H'Cl'r"le 

;-cen!! pnK'CSS, ~'tltlsjslel1t with Ltc 
~)LiL:m,r.'y n.'(all prnn"SS. 

2, 	 If ll~cd 10)" patitCn:s, verify I]at the 
pJ~:mjds\ IA~ control :)f sample 

1 1 	3 4 N/\ 
I KPh 1:<'0 nmtw[ « 


1i:>!!1,)1",,_ 


7 }:'l\nrl;;.~ ;K>ltdlid 0;1 

l\.\k·;:,;..JH; !"g. 

; - Pi'tl<:y/pnnI0(!l0i 

4~I'mdkf:bIH 

''''lh\i"n d ~lalc ilI"'_ 
NA -- '-' ,aJl1P'~\ 

H?;;l!hc~re Facili!ies :\ccr<..-'tLla(J()fl rrog:ll.llt (Il?Al') 
;\C'.-r(:dliation ReqllitelT.ciliS !cr lleaitiltCil:-c Fa(:ili,:..;, 
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PHARMACY SI<:·H,VICESfMEDICATION USE 

STANDARD ,I E'_.I:MENT 	 !'XP[,ANA J JON SCORING P1ZOCJ:J)UKJ'. SCORE 

25.01,2J !~Jllknt Mt-ditutiOH P'fql1lc. 
Ltefe i,.<. f. pe::i:;;.ti(;n prome ;~n::at'xi lbr 
eaeh i C;il[:,Tt jjJ~d st'ch. Ot:lpilliGm fLydvir.p. 
(lJ JR'; md h:(1 ,,\<:c,,-Uli. 'J ,lb proLe :neLwc'i 
::alfl ::"'l"iv.:IOd 10 (,;;;;utl' ;;;-11c ar;,: aC,';J:a:e 
:HJ:;li,jit>:~';doll 0:' cltFlP; aclu hickgicill5. 

i',,: 1ll~'.inlilidil1;; a ;ng;,f' al! S'ilmpJe dncgs 
it~ 'JjO,)' event nfu plOcbct recall. The log 
ir;c!udcs let tlWl1bers and valieill 
d,..{,iimlion lllfon:wlioll. 

--;-'he 11;-0;; e may be Imnu,.l 0: e~eGlnu.k 
and !ray be dti!iLCd as a clrnrg[ 
do;;'llnenl. 

'il,;: patient and dr,ls Jitil ;:,l~creu i:Jto 
moci;;LlioL poriles ix;lules, a: ie3E-t: 
I. 	 HeigH, wcig,ht, J'f!~r.o;:c~ ll.Jd f.ge; 

5, 	 H i.-wry of presuibed / U0n­
presGribetl dl11g w,c indudiug 
legen<l, over ;h.: counkT, IMHW 
remedy., m,d :,lr.:d ureg;;:, 

G. 	 Drug;; (admi11il>lered front floor 
"tock and / or) ~li$pel1sed for 
adminis\r;ltton pm:vl upon dirv:l 
t;.;viGW of current orden!. 

7. 	 Drug uata indicatc the fOule, 
;,t:hedu!e, start and "tt111 \lutes 
indudt:g aUID:m:tic stop dates, aod 
form dispensed. 

drugs. 

CHART REVIEW 
Rc'-<cw the [Ilcdicatiml protiles for fiye 
::5.; fictive iJ)01Iin: re;:crds l:ld U.1C (1) 
actiye x-ria: oupll:ier:l I cGml (~'JC:l1V. 
chemoJ 10 cecerll:lle ,be ddd;la~..::. 

\/erify: 
1. 	 Tlw medkllthm llmfiliCs 

c{Hlsistently dMumenr ('tlell. "f tli... 
snclI (7) I"ctjuin..d ckmcnts. 

1234NA! 
I AL ;' ~:1~~''; 
,,:>m;;:kuLY,lf\\'cnL 
2 I J'_"~i_.-,, ",. 
<;(1Irl'limll. 
J -2 1'--,';' '" ('1m­
~:~l111'Iin.lt 
'1 O,<,;n J U' , llI'll­
Co-')"'r:i::>1· 

lklhhcare Fadlilict; i\ccHo~1itmiolll'rogn:TI; (HFIl.P) 
Il.nin;,ii[m:nn I{C({Ji,'::l1ent;.: 1;)1' HcallllGl:C Facilijie~ 
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J'HARMACY SEH,VICES/!\'IEDICAnON lJSE 

r STANDi\f{j):ELGvll~NT 


15JH.24 Profile Re"icw. 
TIK pfoHk ;;; levic\veJ diily ,ma wilh evc:-y 
onk:I' dwnge bY;')1 K,f'h. The revicw wl~1 
O(;L'tlf bd(lre 1l1(H(;u!1tU ;;; disp<:HOiCt! fJT 

1T1,«i~ 1:lynill\L:c for auminis!J?.Ii,>n excel'~ iL 
Ito'>O iJlSW~l':-('S W;kl1 review ",ould ClL'~l' [1 
mo.Eca::y 1111ao.;;pluble Jday. 111i,; fOV\('W 
it,.;ludes <:Dgnil;vo: r0CI~;; [he PO[;":llia! drug 
Jnd food·dn..g in:cmc!iong, inicrlL'",nccs, or 
jn(;QlUpl'.libili~ic~. The :vview of ()[tiers wi:1 
be doeuw":ll:eu in tile ?HtK!li nX'lJnJ 

':-hc pll,ln:la;;ists will mnintlllH a Jog 
d",,:unltll!mg hll"rvelL:o:l~ ~JemlHing nom 
111<: prol11c :evicw. 

Compliance w:jh the r.lcdiCrlLio;l jlh)Ol(; 

reVIew wIa be fII!di:;.:u 10 dvkrmine 
COJUP:;llLC:t.' ",,1;:1 Hie [lmeess St, Hl1!t ongoicg 
imprm:emell~ ill mcci.:ntioll ~aJ;;t: will ht.' 
adllc\'ed, 

25.01.25 BrIte At1minl~lrllti9.!h 
Me(O,tflll:sm& ,'XII!: S0 \1;,;[ drugs and 
',liciogicllls ;m: adl\)jd~tcred ill ,t ~J[e) 

~;,;(O\mHc) ::;;1(1 cfle;::~:vL' m,l,I::IOf. 

rxpi ANAlIOr-. 

Pati£1l1 Sa.!'cty Illiliatiyc 
Ne<1dy he,ll" e.f plt'wll:able ad V"I,<<': dwg 
e.,."nt,., (:\Dh) 1~~l.1t fr(>fll a pcohiem in 
Elc'di<:ali'm ,)!dering. U 1:,\;; becF 
,Jc,no!l&lnJte,~ ill l!ll';lt:eal ;;ct,;ogs ;itd 
IVI\-lng it p;lIlrlm,;,:j;;t leview l:Jcdic.a,:oh 
order,.. IW[(lx adlllilli~traliOll i,.., 
;)Ssuchleli with II Sig)lific;)1\t d.:crf':,se;n 
p!Cv;::n:1J)!C A[)£~_ Simijllf ~inding1> 
hHV,,' heen found illl\mbri:;!Dry :lC~i;ng!<. 
Iuebding i)iHr!l:n;;is~s on diLl,-,;d rou,lde! 
nlso elln ~eduec 'llC0iuE:on ernn". 

.\1,;(hods ffC e'j:?bJi~hcct to ,-,'«-<Ule ttl';) 
daily profile ICvicw hy a Pbarm!leis.L 

A IDg is n:>lillta;nec. of phan:mdst 
1IlicrVellli(11l~ l('%;dting frem llw p:0uk 
Jcvi,cw. 

'11K p!lfll'nlaC;st! 'ple$cri:~cr in{G;;'~-C, ,15 

,1ppwpri&le. j('r ll(lli(;;:u!lml o'!" J(HlJ 
service f,x pokllt::ti [o,d dmg 
rl!ler;] c [iom. 

~c-cnlNO PIUJCEl)U(E 

DOCU[VlENT UEVm\y, 

CHART RI{VIEW. & 


INTERVIEW 
;:t",yjC\V ,li" rn,jicy Ikit JefhlCs whut 
would be C\)F,\jdercd II ILedkrlt:y 
ac.:cp(ai)!e ,'day in v:mrl1l11cl;"1 !\:\iicw c1' 
hew \1~J~r'}, Rcv;e\,;" HHllimutn ~);-:O 
Pillh:llt !'<'CNJ.'!. Inlei'\ikw the 
pliu;'ll1ucisL mid llu;'6ing "l~jT ,(1 

rlelCJ1T\dlC staff knowktJgc (If the daily 
profile reviC'*". 

Vmfy: 
A log j,-; maiJl["ilLd fir 
F lElnnuc:st IVlcrvcnti ;rl1,<; 
Slennniil,o!, fWD :hc ,.ev1cw ~;)j 
po:(;nlial i i1 ien';::;,ns. 
id:erfC'!cf.cFS or lm;o;npillibiEt:es 
The pmfHes aw rcviewed d:J.ily 
au-': ~Ii)())l order changer< wi tn 
JO~'umen:"li"n ill {he medical 
tccnnl. 

3, 	 The phanlll1dsl aud nursing 
staff an: lUlO'~ Il'll!,leable of {he 
medinltion prufil(' reyi,~~ 
proccs~. 

4, 	 A process is in plarc tu audit 
compliance ""HII the daily 
profile rcyiew. 

CHAlrI' REVII<;\Y 
CI10,;;k ,'br[~ 0:\ units. Co.np::l.fC 
phys:daH \n-~:8, 'S agairwl the Mw:'.icn.liOl: 
Atiluilli;;[r..;tioll Rn,mds ief :lecur;u::.y. 

~ ~ 3 4 NA 

! ~ Jy,n:<.rl'II::Lce! <1,,'1;' 

1'O':,W wJiIi 

([,,(;Llln('nhli ,,', mIll\' 

!\TL'r(~ l:lli fly 1,,),: 'N 

QrimK"0;';, S1.Mri~ :'W! ;; 

dlll"~"'" ane! t...Jil 

hcillY (k~l;;. 


J ~ h()n1c Iwl '(wiews] 

pe. nWl';md Oll dwr, 

t]<)C!OI"Cl,!;:(i'Yl·'i.Jg 


ineo)l.\i"k~(,y .'(,mr;;;k\!. 
4 ~ "" llwc1\illIlSIll n",b 
iJr 'llmit,- VICW 01, 
S Laf: UIM,,'Jj<e < I~ ~~ 
r~,k'v PH";(;.'1l 
't'(j\I_\'lrclll~ UR IK 

mdi( lW"I;!. c(>';ciu 

dele"'m,-, ;;"""1'11'1"';'-" 

lZJ4t{;.,: 
. rull ,'<)mr!iUF'I', 

J ~ I"iwv\:mcitt; 
"bllHld md '1!l1tk,} 
(;01,-0;' >: ,yiU (J"; 

l):.·,\i\'iili,;,: (j'fh~, b", 
en;,"; ,;..m(lllll~ 1<) "CO.II 
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II 

PUAUMAC¥ SlmVICES/MlmJCA1'ION liSE 

STANi)ARD! ELEMENT 

2::,01.26 Labf'l J"kdkntious oS? 


fu!JUtiOIlS nn tlil} Sterile Fi£!d. 

The faci~: ty lIlust cievelup t'.Jl(~ implemm! 

pc!iclt\\ fo: H.!~C l[[beliEg '.If mc(:ic(llions and 

solu!;rup HStX c:11:nd o,j:!lc stc:ile neld in 

It.;: IKri<::pemliv:: s('llillgs, 


Tl:c fac;lity r1ll1611n'T ro>::ie~ and 

[Jro:::c;;sc~ in place mcbuing, :H'l :ll)t lin:t!<:d 

I:): 


I. 	 The reql'iwd hpel~llg 0':' n::cl..ilcntl:)lls 

,-tnd ~()l1l\~OHS, reg"nlks~ ofnn(aincr, 
wwJ JI) alld orr fhe skrill' fidd 
::lft)ughCl:llhc pe,.iopcmlivc 
c"periellc,;, 

2, 	 The melhrJ\Js rsed [,) diJl<:rcnti:.:", m:J 
bbell;)\l!~~al ~ke pwdm;t.o.lId ,~oh;U\Jlh 
wi!h sim:,a:: "IJlllC~ 

J. 	 The p:on,,,," uf,xl IJ verify and ccnErm 
<:Udl IllcdiGttlion / sotJliol1 and the 
fe"peclih' l11uidl:ng 1<;1><:1, 

EXPLANATION 

PATII".,"(T SAFETY INlTIATrVl< 
1,1 r.x:cnt yea"s, lilt!: have ,}Cen 
ll\lmcrou,,: rept'ns oj um:!!: Of St"T~OUS 

i:Ij~llY ~ac~,ndary :0 unlabeled 
me(Et':!t:ong muJ soluticns on iut' Mcrilc 
edtL 

All ~u;'gt'ry :+:tti_lgS <1m, pro;::;:dure 
,-ooms nE: :xpe<::te,c :0 hama: chemicals, 
renger.t~, ~pecin:en rr.:.'"CrvatioJl ag<~l1i", 
dnd dHllcn:s wilh ::u: same ;;Hulion as 
111edic:t:ior.:<_ 

A p::oce,,;; lUllS! be l!l :;hwc to 120eJ all 
wlu:ltu~ tlsed ill lh<: ,~cllg:caI an;<1­
i!h~1t!dll:0; hut nOI Emikd to ill~I'tIVeJIOII$ 
fldds. ml..;Ecalinll;;, bt.tCy fluid~, 
hydrogell per(1,{j(k, ronllhllP, j ,I,I;;'O,'~ 
;;clu~j(1n, rad'-'pmjtlc dyes, SiN.;;; tahm:, 
:-tCl :Ie wtclICI, Lwpropyl aJ<;,!J\()I, t;;';iJ 

preparm:on M)hllic;L<;, ,,;hL'rilcx kline, 

yJlllm1i:dcllyde, and the like MallY or 
:he above "~look a,ik,:" n:; lI1':;.' ;;1';; d¢,,~: I 
c(UJrlV!;S 80b1il'W1. 

La:x:ls mu~( h:) applkd w !;O:Uti()l1~ 

~tor0(, i:1 dH type,> of C(>,I:?!n;r n;;C\~ (::1 

and off L:\\,: rurglC<11 .:1dd ill II1\.: 

SCOR1i\U l'ROCEDUIU; 

V {'nIl': 
I, 	 )1ellkations adm.inistered urt' 

comiliteot wjih til{> phY'llt-UHl 
m"deL )icdkatiolls ::Ire 
I:Idlilillistcri~d liafdy lIod 
accurately. 

QPCU.l\illNT REVIEW 
ReVI?\,' [J,;lic:e_~ and p/:lcliec.~ Tcl:.!in· :u 
ILffika(i:!il prepiIllllioll, iJcte:-Il\Jne th(j~ 
sysL;m,; arc i11 plflce rdaling tu: 

L 	 RCl\t:ircd hb<,"jllg ()f wktions anu 
IT.cdicJtiol'~ OJlll:1d <)ff the _~I~Tilc 
field. 

Prc-xJmc fn (iifft'[cniiutiHg look­
alike amJ in!'md~J:ike lII\;Jk'a!ion~: 
sO~l;liun~. 

J. 	 l'fO:OOlI,C iiw iu(:h,ir,h;ill!y verifying: 
.11'.(; l;<i)cJmg n:edi(:l-\ijo:L~! iU:W;;)IlS 

1U~(1 n'.,;,cvliV0 :abeJ_~. 

u'" Whu: :-><.),)ring ::us S!;tllumJ, 

jIH~O'T'llI<1te 1,\:,»ll(\<lfd (;i)ILplimICU i&5-u('s 

n~ iucni:fiect ill !'In:ldank 

• 	 Hl.tlU.24 

• 	 21.(;0.25 

• 	 3lJUOJ9 

• 	 3:1.04.24 

scn!~.~" 
;)III'0K',I:<;'jnlo "'1'1"''1:'' 
>, be il ntfcS", Il' ;,hbn. 
4 AJ! dlill;~ che<.::);cd 
",<'I\: i:<..... --CJJq>li1')C( 

1)34)'.!A 

I P"lky d tAacc; 
p::dk~,'~ fi):vi4cnl 
wHi· p<JIJcy_ 

:; - Fr,licy <" pl!1r:<: <Aii; 


d'h'hW,,"", ~!l wbich 

pn,"!i,·~ l\Tf Iwt 

"clll, ~:on\ ",ill, poliey, 
1 ~ N,) Iw'i~-" HI pIH(', 
uR~ 

o1"'rI'1I:.i0~i~ 

; -"':U];iH!cIJI w:li pp,i.;y. 

200Y Heal ~:I(;(ln: raoi:it;¢~ AU::';:Ut\;lt;,lIl Program ;IlfA:') 
i\G~rcdila~!On Requ,]'cmc1:ls tur l1cdt!lcar... Fal'ililic;; 

http:3:1.04.24
http:21.(;0.25
http:Hl.tlU.24
http:2::,01.26


Pl-lAR1HACY 8I£RVICI~~S!M EDICATION USE 

STANDAIU)/ ELEMI:NT ::XPLANAnON SCORING ?R()CEDURE .J 
rcrJoperalivt u,,:a il:duding, hut uol 
;;miled 10 medicine: cup~, ~,)i;,tio;l 
hlsinr, ~ yringe.3, and spedn::n C\lp~. 

A bbel ir nXj!dred even if OIJly m;(' 
soluJiD!} Iii Ltvolved wi:h the pnl':t'd'.lre. 

II won;d be una;;cf'ptahk: to writ<: :mlQ 
p!f1Si.lc CC111til{IlCrS such as IV b8gf whb 
marking pell", a~ Ihere is evidence lhal 
the ink m?y pClwfrale inlo II::: ~olt1!ion. 

S:erile medicatiolls i solutlon'> rhal are 
placed onto ::IC ~terile fidd in the 
:11 igimd pllckilging with the 
amnulhcluler's 01 iglnal ;ah01 Oli ;he 
contQilXT '.hal irdicaks the !llllJle m:;j 
strmglh of 11::: mcdkf1licn do EOIrequir.: 
ilddilinnf11 labeling. 

L5C ~j[.':-i!c m£Hkers anulahels tbal <:,1.1 
be opened onl0 Ille ,,[eri,," Held. 
Com!1)cH.i<llly ~;rcp;trcd pmuucis "rc 
?Yailabli: !</,. Jtis !,urpose, but lab",l,; 
p'l"ep~j,td by the hciliLy lire au:eplll::lc ir 
Iilcn,;7l1:ion i;; lIlaid:aiaed, 1 ah,;!.', ate" ~(> 

cleft.!':)' E-tatc OK Inedicu:;on! soltl\:ot1 
2nd ",lreHgU:. When ;ea~jbk ,nt:ludc 
[hc~e btle;? am: limrk"cr:< .v pr(>maJto 
;':Jll>Cill p,,;:b. 

Vany mediCijdnm: end '}oluliO(l(! hav;: 
,~im;!a~ :t<lmes. A rro(~e~~ :JJ\lSI be 
identified '1.\d iIllJl:~neJ1tnJ W:ltoll 
pJ"Crmri:lg ir1.l)(':~ Ii) dirterclltmle ~hGic, 

H('ah.1:ct~I\~ Facililic3 ;\ct'lccilaliol1 t'mgram tHfN'j 
A(:(·rl'(li!:dif)J1 Rc(pi:'emcnb fur Hca1filt"le FadiJjes 

http:p!f1Si.lc


PHARMACY Sl:HVICLS!MEIHCATiON USJ< 

_ S lANDA.:ID! I'LEt-.TEKr PX:'L ANATION SCORIN{J PROc( 'lllJRE SCORE'L-~~~~~~'~~~~=-~~~======~==~Ji, 


A pron:ss mu.;: be :n piau: (:) verify 
c;wh !~wdi<:nt!;)tl or $Ob!1011 ul1cl 
complete :r'1 pn::pudl:iol1, iutc;il1g, fill,: 
dBIive~y to iiI';; "tcrile fi;;ld hefog, 
w;:<~arlng the llLXt so~nliOIl. ! ahelunly 
UFO lllc;,\lcalion f solulion t'.l11 tin:e, Use 
two stall k, vabal1y feud \b'Uillly 
e;)IlHrm each medic01l1c'll / ,~~,Iutiou ;nll 
respeclive laGe!; one of t~!cse scan nmsl 
be a Ikcm:c!J rrolessi:1HlI! invohc:d WifII 
the p.T,n:dme. 

A pl\)(;G~~ must r):? ill p;uco to dis();ird 
at;: :willoe:ec. ~ol\liio1! Pr lfjedk[!:~on 

l'~~IJ1(i in ll:.~ ped0r;:~1lIive <.rea. 
Un:abekd ~oJ'.1:lOn,; ,\I:otl~d hi.: 
cor:~;def<'d a haLrm.h,u;; condilion f]Jld 

[crnrled n,lag Ihe ~'a.:iliIY II;"idclt 
n:porlillg pt"c\(XllL 

l\J .~J:;n: challgc (w relicf l;)r l".e<;k~, 
ro'x;llircu Ine cnkring ,,[[d ex i::ng slur:' t~) 
t"(hl.<:\,r;enily read coalillH'5 l(!hcli, and 
YOHI-YaH Jl\x~ica(iOl;~ on the sk:'lle field, 

Keep (lJ'iginP.! ,1J('djGa!io~11 ~dali(>:1 
coIl!aLlers in the ;L.Igl<:a! :nom unlil 
COlllplctioll !)~" the pror-d:re for ~(;lj{lW~ 
ap ,rfere:KT, if nd;;:alcd. 

Rcfen:tltccs; 
~~!J;£n!bn S_91-C~'y A1er)., Dcccmbe: 2. 


2()04, The fllS/flPle};)/' ,r.;,-I(e 

.'1cdv"'iio)J jJl"t'cfin:s, 


!Tcai(lL[!fC F(1cjllltcs Acct"ed~[aqon pf(jgl~ml (HFAP) 
AexTcdiL11ioE !{e(~lIJrclll:?r:I~ for 1 !call i,,':ln: i,'aciFIi;;H 25·40 



PHARMACY SI<:RVICli:SiIVIEIlJCATION IJ;SK 
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25,l)1,27 Illvc~tig.tfioutll Drugs. 
111 o;dn to pl'(ltecllhc ;L;h:.~ ofpalkn! amI 
Ihl ?lOfe,;,;iOllfl1 McdiC:J: Stalf. :lto..: I'[ledity 
p()lieic~ i'imll ,h':c:n;~~ Ihl "dmimsln'Jiol1 cf 
c~rug., whiGh urc 
• 	 U.~ed ,"v: Qlher Ihal1lhclr I'DA tlpptlVClI 

Wi\:. 

• 	 l:xperimcn:aL 
• 	 i ,lyesl ignlioLal, witelllh" priC1JPj 

inve,~j;p'['lI'(H);~;) ll1<:lf:bcr of the 
facility & Profi:s~jOlltlJ rvhlic-:d Staff. 

• 	 Ir;~""'$tjgtl~i')~ml, Wl~~:l the -fudlHy P:1\:cI11 
hrinf;$:n :!tC (~r:Jg a~ il prescrirliol1 hom 
a pnlclilhmcr "no is Eut a mcmhe,' of 
the fhcilily's t'fDle$$j()im; MBdicn: 
Slr.{f 

2(1(N 

A OliN Uuid,;nu' /)'Wtr"II{Jf'lI; Sa/;; 
Ain/leafiOJI l-'nlC!u:es Ii> 

PcrirypCnllil'c PracficE Sf'flill~;;, 
20M, 

Tbe "bumcy d:re<:lor cotll];urntc~ wiil, DOCUMENT RI£VIEW ;1 3: 4 SlA 
IL(' Pi\.('t;;;::;ollal MtJivul Smffin 
~:::;ndllg t:l:,:se dn;uml<lancc~, AI,) 

& 
ClHRT RIWiEW 

I ~ h,;! colllp1i:><'T 
1 - !'<<> 1 ~\>Hlpl i.iLtc 

mini:l1'Jlll, !b,s(; f'u;i"ic;; ddr:':ss Iii", Rcvic',v pDliclt-s fi,btlc<J (0 Irvesrigatiollll1 
1;;l1owi:11; conrA:pt-;: ,:rug~, Review ;n::cnl rcoonhi if 

P;<lel;( km'l"kdgG of file nv~ilahlc, 

ll;llhppt0Vl'd usc cf 1)(1 FDA 
:;pprovc,J drug; Verify; 

2, :'illh,ml ir:fil;'IP:')d CI.'l:selll itl L Th' Jil{.;i~i[y IJllfky ;;ddrtl~~n; lll1ll-­
el..pCl :men!al (lr 0Ih)i~(J jH\lcsli~,;;, dppmVGJ, expe;1IneUlUldJ:d 
tiona! In;g ,!It.:;:iij~; invc-.ligatj(lll1l1 \I$es 0:' dr'lgs. 

3. ,Mevj\ul1:~I1:s f01 ;'J'e..'>ell(mg ~ltIdy Eadl \If tllv Stwtm n!quir('d 
plO(oGol~ ,IilO cal;:: I.n 'PI Jl1;<~itllt:OIl": nmu;pb is "ddn;sse(1. 
Review BOil.;-:10f ;:qUlvalcnt; 2, The lH·iu.llllsC uf inv('sti~.. tii)n:ll 

4, rhe ~O:('S uf p:111nmlcht>', ntll'sing drugs i~ cllusistent witlilhe 
ani o:her nonpndilHJlIC! ~:a:T in inveSI1!:;;tjional drugs p(llity. 
slL1ci) pJO!oc()1!> l1!1d (Jlll! 

lTia::<lgemull; 
5_ I'hc w:qmsilfOH and storLge ,,1' 

illYC"ligE!k'nal drugs; 
f). The need for the RN r,dJ\lini.~lcnnl'. 

i!l.vc~~iga[i()J:C11 drags allt.! i ,)I" 
plmui:lg and sup::cvis;lIg Ir.G Gar\: Dr' 
a pallcnt ;T~eei\Illlg i'lVt\'i!ig][j()ila~ 
drug,~ lP ,J;)eument b:t1wkclgc ,)flht: 

dlug(l-). 
7. Nurifku!ion und inpul I!un \H,y off. 

;.ilc i;w;;s:lgator.<. wlhJJl O:;;ir ;,tady 
populillioE is admi[tcxl. 

lIeahhu-:fC l'acUities :'.ccrctlitc-:lior. Progrnm (UF;\'p) 
ACclcdi!atJon i{cC[uiren:e:rs l(\{ lJcutlllclre I,'acitilt('s ~54! 



PHARMACY SERVICES/MEDICATION (lSI( 

STANIJARD / ELLMENT 	 FXP[~ANATION SCORING PROCEDURE SCORE 

25.U1,28 Docllmenlaliun 
Thc cn-ccts of Ulempy are noted in clinical 
records, The flatiellt's clinical record 
accuratcly rcIlecl~ all do~es given as \vell as 
Ihe dll:cls orlhcsc [lgent~ a~ indicaled by: 
1. 	 The pre~erib iIlg practitioller, ,md <lilY 

other medical consllilants, Vi,l progress 
not~tiollS; 

2. 	 The nursing "Inll via the llledicatiull 
administration record ill progress 
notation for the effects of"l'ro Re Nata" 
(I'RN) dosing and fOl' clinical onieome 
dosing; 

3. 	 Clinical outcumcs; or 
4. 	 The recurdillg or testing (lahoratory, 

imaging, cardiognlll1, other ohjcctive) to 
determine thc therapeutic dlcet. 

25.01.29 AlItithr()lTIbulic 'J'herapy. 
The facility ell:<lIfes that anti-thnnnbotic 
(anticoagulation) therapy i~ cITective and 
safe. The organization Lltilize~ dedicated 
anti-thromhotie ~crvices Ihal facilitate 
coordinated care rna!lngement. l::xplicil 
orgnniz<ltional policics amI prucedurc~ ilre ill 
fllan; regarding anti-thrombotic services. 

Self-ex p lallatory. 

Patient Sakty Initiative: 
Auti-iluombotic (anticoaguiatiml) 
theraflY is a eOlllplex and lahor-intensive 
intervention for which success depends 
upon correct dosing decisiolls, close 
attention 10 many delails, aud good 
COltllllLlllieation among all pm'ties 
involved. 

A fJroccs~ is in plaee to illcntify and 
truin staff to coordinate the 
lllfllHlgellH'llt of pntieuts ITc.civing 
nnti-Ihrombotic thrrnpy. The process 
nddresses: 

• 	 Slnff trnining l'eqllirenU'nt.~ 
• 	 Dose scheduling 

CHART RIW[«;W 
Review nve recently dosed iUj)illienl 
reeord~ for physician progres," note~, 
diagnostic tesling data, and other clinical 
notations. 

Vcri(y: 
1. 	 l\'Iedicnl records provide eviclellce 

that all duscs have heen 
a<\ministered; appropdale 
obsej"\'~tioJ)s are ducumented. 

DOCUMl~N'[' R«;VIEW 
& 

CHART IU:VH:W 

Review facility policie~ alld procedun;~ 
in regard to anti-thromlm[iG services. 
Review the medical record~ of patients 
receivillg allti-thnmlbotic Iherapy. 

Verify: 
1. 	 Tile policy is e>::plicit with l'cgards 

stall Iraining reqtliremellt~, dose 
~clteduling lUX] tmckiug 
mechanisms, and palielll e<iucatioll 
materiab and mechanisms ror 
training. 

1234NA! 
I - .'i j'c~o"I:; "ullIj1I;lInL 
? ~ ,j ren)Jd~ cOll1jJti;lIll. 
J -- J j'cCOl'd~ cOlJlplianL 
4 - 2 UJ '_[~"onl:; 

compliant. 

1234NA 
I - Policy iltcililb all 

I'cgllilcd clcl\lenl~. 
4 -Pol;,,>, do,'o "01 
inclllde all the reljllired 
clClllclll< 

2009 Healtbc~re Facil ities Accreditation Pmgram (ITfAP) 

Accreditation Requirements (i)r Ikullhcllre facililies 25-42 
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PlIAH.!\-v\.CY SE·RVICESII\iEDlCi\TlO" llSI: 

25,(12.01 PrcpllHlliull &: AdmiuistralitHl 
of [}rugs. 
Dru!;s (lnd hioh'Jc'J'JIiJ llli,SI !."~ prcpw ",1 (]f''; 
{!,;mif!£s!en:d iii ,lcconiwh:e 1- 'uli .ruie; al 
alld ,)'faft' i.nu, ihe orders ,?ftftf! PHil'lilioll.,f' 

r;,~ }J1'!ldi(j(;n(,l"s ! espoNsiMe/u! the pml<!111 's 

carc c,> srwci(iulilliaer 4))2. j 2(c), (Inri 
(lCLy.:pled ,landurd, o[prauicr. L182,2:1:cJ 

• 	 Patient trnddng 
• 

Or~j;nal <H~lic:Jag\l!alil)n lmll:agemrlll 

occurs W;1C11 "sySkll1Ji::: aEd 
co:m:lhWlcd pr(Jcel1s j,. used Tl.iH 

prnceSA indudes dedicated :nflllc,gCI"'.lell1 
hy il (~uu[itieJ Ih::1!thc,l.-e pn')io,,;immJ 
thai emu;es 

.. 	 Reliable paliet,l ;;chcdn::ny, i\l\(i 

L'j\;king; 
• 	 !\ece,;sible, a'.'Gl;Hlt~, and :1\.\{Ul:-rf 

Prcthron;bix Time- (P 1)/ 
iuteEldio)lal :--.for:lnUzed f<..alio 
{<:-tR) te~Lng; 

• 	 l'atiel1!~spccifi: dCt~i~i()n ,q".PJx)r; 
ru:~ iU(madiol1; 'UK 

• 	 Ongoing fJalicnt "Jucaf10u. 

Prt>fe~~l01la: Mr:dicru S laf!' Rnl<':;; 2.!ltl 
R'-'i'u!a"on~ or i}oli,:ic~ and fitdlilY 
1',,;i':1<-''> itlci1::~Y Ihe c<ltvg0l1es 01' 
()("M)JlUe1 who car, alministc:" vnnolls 

lypes ;)[ dmgs, ratEtI;sqtj}pe~ hnd 
biologlcak 

Fao:iJity pdicy .nay rcqult< n:mpelellCy 
h.c"l)!:g [or Yi\i·bus kUGwJ;:uge -illlJ skllb. 

Pen,cn;e\ 00 llt): aUmilLsler urug" 
uJL,jde Ibell ,iphGre of pfar.lkc, 

2. 	 Palil.:nl wcordt: n:i1cct 1.'1(1( ;mli­
(J.lrolll:)of(c s<-'rvkc~ a:e bdng 
0;lprd!Jlal('d pcr polley dud ~[;JnC:(c\!. 

UOCLM~~NT REVH:\V. 
CHART REVIK-r:, 

& 
OHSERVATIO~ 

VClify; 
1. 	 MedkaJ Slr.ITand lrlcility 

(kJ\.,uneU'B idcuj!y the skU kvd.~ 
all(': licures o~' pntdice ;'!1V,i!WX': i~) 

l1wdica:i('H uJlll!llisllTdl<m. 
,I. 	 I'fi:wlk(' !i:ntts ate :JGlltifi.e.;'. 

b. 	 Ifn.n:pe:e-m.:y wsling: h; 
ol11:J!'Jy\:d, tho :est is cUr!vnl ;n 
[:111)5 ord:ugs ,md melllO'--'~ 
!eSIt,J, 

:234NA 
I ~AII(:km('''l'i. 
) - Fn",!ily, I;u ant 
M~,I!tid s,~,[, F"Ii() 

r;mf\:, 'l1f 


., '",ltv 1 t3"~' nott'<1 01' 

;;)u;)' ,ubil1l1lml1p ,;) ugx 
wi,,! ,I'"'; od {(1 ;h" 
AI:l'nriz~'{1 ij<1 

4 r;;h6~~! PI'~Cl:-:h do 
HC: ;)"()h:), I'a~it'nl ;lalc,y 
! lH:U;WCJ)1t!iOt \I;) I)Ol 

""Hlpl)' \v::h plaUke 
t'I1H.d)!l~" 

2UD9 I leal ~l1c:;:;: I'ac::ities i\;;udi!:;ftOl', Pmgmn: {ltF i\P) 

,\cnedilu ~Ull l{e(:Lilemcllt~ ti)j !ieahhnul'i'ucii1,:t"s 25,43 
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r" STAt--;DARD/ ELrJy1f-<;NT SCORE "--::JEXPL4NATION 	 SCuR1NG PROCJ:!)URE 
,====_===~======d-.=======~==~ 

25,02.02 frcparftthm & 
Administraiion of Ih:ugs. 
.Jel.! drugs f/lid h/"%glca/s !IJt:S{ he 
vrimiNs{<'l"cd by. or itndtr tlli: ~l!jJ{!I~'isi{)t1 0/ 

Im':'-ing I'r OIhef pcrs<;i/!u1 III ;1('conta,'cc 
w,{h Fedrrnf arid Sloll' !'a:v5 (Iud 
R(:guialiolls, i/1dudl!i~ G!'ph':able li~».lh·ilig 
IN{llfrcn:er1{s ami ill "c,,·,wti,J/H'[.' IW{/; /!;c 


(f{lpmn:d ,ifcJt('(// Su!{(p"lf, -if,'.' m1(1 

procedure" 4R2.2:1(c)(1) 


Fret::!)' pojki(:~ l'egL1UHl}t me.:h':lI11nn 

p,qmra~jo:! lHl(! ,:dUlini.~lJ alien J:v approved 
hy the Pf()li;~~i0ua; M2dic-aj Staff am! 
Phr.rm.acy ;1I'_d ThGrrl'flllliGs CnJllmt!l0c 

Policies ,1dJ,TES at ka~t :.'.c li)Hcw,ng: 
Phnrn,ac;s! rn':cw oln,,'JicattOll 
ordcr.-ipnJfik:-l illCL!dng do(;(,llJ<:n,latiC,l 
of 1"C\'ie-w; detinet! cxcep;io:l~ to 
plliiLmin"t rev iew 

2. 	 Rok or the phannaC1S( ill tile 

medlC]~il,n t-k~e process 


:1 	 Wb::, II f,lll~UlTle pi ,amUlList :s POI 
tlvni!.j",,!e DUhi!c, ? pharmacist is 
J,'Libble by Ic;cphD:1C OJ' [lc(;('sE<lbIc [II 
31".)!!;cr :f1G:ltio" rhnl 1m" 24· hour 
p!mLlliL;Y sc:vices. 

-:(009 

Patient Safety lliitiilthe: 
MetSk:~tjDll ,1Z:mlll!Stfnlioll polk:cr, are 
ba~l';l upon pi inciplc,> or ~C\ld Ilurs:ng 
all0 ;hJntl,(I.I:Y pmGtice witI! .. fo('_us.llll 
PHtif'llt si1l'eiy. 

P;j;i~'ies ax :ol1~bmH(ivc!y developed 
by tbe pharmncy :mJ the ,bdpliLcs, e.g. 
H\;J"Sing, I'esyillticry, imaging, etc" 
a",m!n;;-;Ie'ing (hug Pf0d:tCH. 
CoUabcliltiye~y ;lcve~oped policies arc 
t!:eu rcv:ewcd ;md ll-]proved by the 
l'rol('ssio)"!ai M editor SwJl' !Ol' rev!;;,.v, 
GOurnellL aud appH:l'al. 

All re1luir('1i snbjcCll'.rca~ arc 10 be 
a",rl!ciiset! ;'Jy tbe facility ir policy. 

2, 	 Pn.(:[i<:t: iJ1atchc~ p,,;;cy, ~.kdkat10tl 
aJminislrali011 is il1 ",ceoldunce wilh 
Feucnt! alld State :aw, w::C::{Jteci 
,talk,))a] swr:Z:J:os ofpnwtice, 
L'\l1!1Hfact~u'cJ"'~ d:reclinns and 
h\J~piwl pelky. 

IN'j EltYJE\y: 
Injcl"vi;;,w Uw phat1W;lcy di1";;',::lOr \wtl the 
tlUl","e \;,xc,:u[lve, ObH'1 ve the pt'-'Pdrn~;01\ 
,.;f drugs ~J\l1 lh.'if a;imiulstration IU 
p:ifi0nI5. Oh,.e;ve al :CHst Ihree- starr 
luhll;l1i~:cring a "rug ('1 ()ioioginH 
rrodke~. 

Verify: 
!. 	 Tlwir n.'~p("dive ntt:dicatica: 

ad,llln:s(r.;lioJ pnJlGk~ nre 
en']gr!lclll and Imv;; been 
m;!aDowti vc;y zl;;vdo;Jed. 
Si:niJarij, ve;'il'y lbe,~e issu;::', wit!) 
other Jisciplm;;:< suci] as, iIHJgiag, 

(:-st:iratory ~"erapy, ek. 
2. 	 TD:- t"olkhom:iveiy uCH,:lopcd 

llledic-ii~iQn «lUlilli~l!JtJCll po!:cies 
;l:J\-T hecl' !-JrC\~;;nkri 10 ill;; 

Pwfe&;iOI'l:11 M"di<:ul Stuf!,for 

Ieview. c.'mmel1\ <tnd approv;,Il. 


1. 	 Pat!en1 lJcnliCculioll procedure,; 
me cOI1~i!'h:r,Uy iol:owud. 
Patiem,; HI Caddl f~%(;d by mlJl,~; 
and; or identi [<:allc'll ebecke;:. 
The lltrr~,; remmllS witl) 1,1(' p.ilicnt 
lUl!11 H~cdJi:;<1lioa L~ lake,l. Drugs 
iL"" 3dmm:sle:ed wL:lln 30 

Jie"rll:llcal'e Fucilities AlX,rcliitat1<)u PfIl,\;I;H)J UlfAPi 

Av:~:;;J;!a;;ol1 Ruqui,'emenh :;lr Hea;(1:cmc FJeilici,~~ 


1234NA 
! ~ n;]1 n)I":'ljall~~ 
L - A:ll'nF<;ie;; ,IUd 
I}!'(,~e~~e..' ic ,lia.w tu~ 1);)1 
<'''ll~f~ICJ1(;y 

;H1pl"m~Hl"d 
J 3 - 4 delle)1 no! 
add, >:.%",-i 
-i ,- 4 _, e!cmn.\, ¥t 

ad-ir3.''''! ""d fl() 

'vlc');",,1 !-,hll app"'vr.l 
OR 
4 '" 11ll11..'.:h_l'Llnll.)1 
iJ""71/;., 1101 <j,Jk;~: 
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PllARl\olACY SK[{,\'ICE$<¥U:O(CATlON lJ~E 

,
" 

S~J\NOAj{nj[:HvlEr-.;J SCOIUt'G PI{f)c;:;nU;U::: [ I 
4, 	 Older vel ;n"ation 1f ), tlw (bpe~lSillA rlinlltes or 'Tie fchGdJled lin,e for 

phammcis: (iCll1s ilc:ll is not Aock in a,+nl;nlsllrlion 
t;le pJtiClli CUfe ilIl>;;I); 4 rrp<:!SOlllld O;Ilt.: [11"n nw.-~ing 

5. 	 OHkr vetilic"tiol1 hy Ib.: ~taff pc: -':Olmd admilli;,hcr d!'LIg~ or 
adtllini<;!eri.lg 11;:: pro~;ucf; b:nloginl!8, this iG ill acconlanc¢ 

6, 	 MechJHI~)l~ to il&'iUrC ILH: (;)8 palicn; is with Fed.era) an{l. Slate laws Hnd. 
r:)'iL~\-'dy :dcntificd prior 10 ft:gu jat ~Ofl!>. 

adm.njs:t'fin6 pmducls; )_ T,a: dmg i>. idenlifillHe Lp to ~;le 
), 	 Meo.:hJ<1l.<;Lh to a,;;;ure 11m: the dmg. P;)ll1i cf admil;\S~mti(,It. '111c 

wule, do,~c, hnc{.,), arc flGct;J<,tdy patlenl Vi,,~ po~ilivcJy idenllfieJ. 
~~:yt)!:,,~e;; fot" the C0;TCC~ P(ltit'llt; 6. rrbedsiJo: prt~lellt ,~clf· 

R. 	 M~,i1i)tl;Hn$ Il,r bedside ~:I=,ply !'m 4d:nin:s(w::on of OI~dtG;)Ii;;n i, 
Pilt!>:]I! ~dktJtllil\j~{ralj()n il\li: 1(1( rGrnn~led, vetify. 

prliem cnHtrl1lk;j dCl~in;:; (NCr! E' • AU storage and 

IKilS-iJc n:ediCIIiOIi !'w({lge m\J~: mlmini"tralicn s:!andmds fl.:-c: 

cOJUnly "-viill Metage Ic[!uir;:mc.l:<;. Soe ilL cpmpliancc ~q!;. sccnre 

25,()O.::U) storage, docnnen,aliqn oC 


9, 	 ,~1echllnisns to tl:llch ;he rat:cm lo,' ad):1 illi<;i rut le:1) 
h::-;/I':.:r fruT.i!y) aV():H tile med!Gltinus, 
;md 

Ie, Medmnimn:- r.)[ identifying lim; 	 Verify: 
respond;n;; to t:iLXliCJ!iOIl val:ali;';~~" 1, 	 N\T~in;;: OJ other ?CJ!lUllt10! 


i1U:hmi;r:ed by nedw:! .'>t::_:fpcli.:y to 


aUI11:nish,f dn;:gs have compided 

J!IP':OpriU!c ::aill:llg coursc~, or, ar" 

liceusc;i ,lr UIli!\;>ri7ed 1(1 d" ;;0 hy 

Siale law ;lUd F.mCfjOil i!rlder 

Hllp~rviskm J:-i ne;:esxtlry. 


25,02.03 I)rug Ordels. I'ATH(:\I'{ SAFETY 1~ITIAT1VK DOC{JMENT REVmW 
With flIP 11."/ ('pilon of iJ!,'iIl/'JIZ(I 'i'id lJr.tg! b:oJog:cJI order;, genera::.ccl :'r0111 Verify thai policies J nd~:; J-1d 
t1hn,IIJO(;()("C<J f POiF'ilfCi'h<!lid" l'ilC6J1c}', :! hlT$cd physiciHl, demiSi, u, reguia!iol:S n:l:ltive to wn:Hj ac:t t - h;j( l'OI""II;\;;,,:( 

J ~ 1<>7'1°,< ,,( It.;,whc!, may he administered per physi[it'n­ podiatn.<,t ','l'ith1111h: !lC(1p~ OftlKi;' 	 lGkpilOfled {)rde:rs audrr({') all fctjUlIo:d 
1IW('W,l: =",;ls weI'; 111 

<'If/pi ol'::d /d)'\pi!a! p,)lic) nfif'1" fill jiu:nt'ute. ccdificll:o;l, AUf: ~l~ a resld of ek:nen(s, i:lcinoing, 
ft.ii)CSSI} If"!{ji.>:' COli1ra'-:/(!iuuiNH. (!rdu~;f)I' their a:lmc:.ttc-d pljydc~cs as a mcn:bcr 1. 1:1e il!rn;:qli~[J1 il'i~ ;;-;'verba: Ndelf 4 - ! "'f limn .}<1%,,~ the 

:llCllbl' f(X'ciJ, 'v.;rci" 

2uOQ H.ea:thcflit' hlCllj!ie~ AccrediWLilll Prografl \IIrAI') 
At(:t<V'tii,aIIOl: Req'..l.itl'L1cnlr (or lkal!i)c:l,;; Fo.dlutcs 25--45 

http:25,02.03
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II 

PUARMACY SI<RVICltS!MEDlCATlON l!SE 

S'\ ANDARD I ELl:::Ml"NT 

dr!)!!,,, and /;(d/or.ic'ul., 1111'\'1 ix doc!lllwl1{ed 
dnd sig/led hr a pracfitiol/i;r who fA 
Juli;(l"ixt'd Ii) wn/c orders by {lOspi/;!( [lOli,-::, 
and Iii (H;c(!rduH( (' Wl/!; Stal,; In w. {mil wlw 

is rt.lpOJlsibio! /;),. rh,: care t~1 tiJe patient 0; 
,Pc'( I/it-'d under 482 }2((). 48223(..:.j{1) 

I. 	 1/ :\'1"-'01 ortfi'/S un; used, Il,r:y un: 

to be iised ildiY!jItt'fil!V, 

4!:i2.23«( )(2)(i) 

H!hell vcrho! unlers ('I e u.~u!, f/Jey 
!tI"S! be (wecji/cd (/j,l) b,;! J)el~\,j'l.; 
-1'/:0 arc aoJi/wrizca fo d,l Sf) hJ' 
/:os/mal j}o!iry {/lid 1)1 uCf'(/m es 
ClitlsbfOI/ wllh Fedi'mf (illd Siale 

ltd!! 4<"2.J3({·)f2)(;J 

ill 	 All 0' de! >, mcllldlll?, l','r/.;aj ordas, 
mllst be dn!p{!, {:III,liI, OIJ(! 

au/hen/fewer! ;W!I!J/jJ:!/ hy rhe 
m do ing f;ror;/I{I~mcr ·1[;2,]4 
(c)(f)(i) 

Fol' the 5 ,H'ur lkrwd /bf!()willg 
Jmluat)' }6, 2!J(j7, off orders, 
illc!udmj( 1'(-rl;n/ Oyt/,'rs, lliusf he 

daled, tim?d, ({lui 1I1I1/II!IJ{i~a!cd by 
Jll(" ,)rdrnng Ii! actlfi();/Cr or 
arlO/her Jlnu f:t,"cmel' it!:O LI' 

I e.;pvl1sih/e litr Ihe UIH' of thi': 
paliClli as specijierill/ld,y 
4!i2. f 2(r) (!fill mdh(,l'iz('d Iv wl'lt,: 

orden· uy Iwsril:r! po/f..:.:,' ill 
({(\ 'on/once villi .)htl' fall' 4,~2.2" 

I'.XPLANA'I j(1:;J 

nf :.10 Prof('ssi<Jnai Medk-~l SkJ: (Illite 
(i1dilv, :>I\ysmi~n exlemkl~ (I'hys;;:.-hm 
A~~d1n(s Cf Ad"~n~~e,! Nmse 
PruclillU:wn;) m,lY wnlc ,mier;; within 
ihe SCl>pc: d 1:IUJf li'A'.lS<' raid pri"Hege 
{:dmc,;tio!1, "1.~ approved;>y Ille iWl',)It%1. 

Sol0 and erfl'l.:!ive beall\; ..:\n;: delivery 
(kpn~ds 10:1 hlrge ex:cnt on ;'lccnak Gnd 
inndy::ommul,i"'':\Ul111f.1Cng 
ctllegi\·c!~. T!le lJe\X~ ihrde2I·, 
tlllllmblguou..... <.!o!'1lI1uuicaliod of ordclH 
Cn,h)! be cvc/'~ill-jed. 

]o.!0Ct:onieaJJy Ir~msmi!tDd D1l1ers (V1t\ 
!'AX) n::1y D? frCd!1Xl a~ ~ lega!;)' 
rCf):odu.:vd fonn Ill' lh!.' Ol"igilld: 
dnCUlll?ul and cO:1l'ltiucd to be an 
i:rigiIL-u crder, ifpcClliHcci SI~l[G Clnd 
~oc:1.1 rcgulalIOlt>. 

O,.dus tmJ1~,"rL"d hom yoke lurc /it' 
tr.;-aleti as te~;:vl}(jm: Olden. 

Tl<: lennI; '·vcrb,,;" ordcr,~ lW;\ 

"ldep:10!lcd" ~jHJ.."fS arc r'-Q.t 
inl(,,fdldn~eabk, 

J. 	 Velbal 01 (leI' refcl$ III Ihose 
sllur.{I:m!. til which [he ,.:rdenag 
?lIy~lci:;n is physicl,-lly p;esent anti 
ptm'ides a v:::1mi CllmU'.l;lIieaUm 

(or lNlicll1 CIlIC. I his prL::C:cc is!o 
be u"...'{j mfequeniiy. 

SCORINr-; P;WCIT)1: RE 

4. 	 ld,"nliH{'ati(lJ\ 0: imJivid\w!$ eligihle 
10 aen:p! wrlml ort:c:, '" 

5. 	 The time J'ndm: fo; ,;ulhem:;aliOJ) of 
WI bd ,,:'dn,~ .S ~tleci1kd. 

G. 	 The prc~-Ocul fur !li) Jatl ImIC1l111oait. 
v,j<Jcil1,t' ad.lllnj~tr<l!ion ha~ boeJ1 
tlppn-::ved by the me(;i(:i'J staff, 

7 	 j he vt'~iliculion and VUliC.4tioll,;1­
~euiert1 o~' dcc[;onxa]ly tr:~nsU\illuJ 
ore::;,'): n!1llicUicali01l oi':hc (':))lltcHI 
;l;-' thr Oh~CL 

B. 	 Ali {>nler~ mu~t ~le wriHc\1 by 
lieemed ;)hysi:mlls N :J(her 
PI aeti~io!!n>, llpprov;::d tinder slate 
kn-v Mid autho)"!Zefl by the mee!;"j 
sLll'L 

9. 	 Outrat:;:-I:l mcdiGlt;oIl1Iw.-:t0Y may 
nOI x ordered by pr;lctj~iollt'r,; wLo 

are 1"1"[ crcdenllicd! rrivilegcu hy 
th::, medica: '>Iall "rhe :llediul staff 
Hal;;! den:"" {be rmce;;s for 
vaiicinlion ,;! <:1 ecten:iab of 
P:::l;:lit_;mcr.~ OJ~ri;lg mcilicalioil'; 

uu: do not have Of w:m! !ll:hmHiCl.s or 
<':(ll1~I.;tieg pri1ileg~s in 1:1" 

VHl'pkILCC. OR 
4 - P'Jlidn '1'1 

lll(cl;<.;"b.m 01;jCf~;]O hili 
t_.J:II',;:,~ ~:I fi.'!,l,_jn.,1 
c":ci~ OJ( 
4 Yub;') <Jjd~t' llW 

UHd ",,,=,";;)1' ". il,,~'e 

io " 1l\lILi11 K 1l~( 0" 
4 ~ 't'll~~·" i~ II" pl:Y"'ici;.j, 
'-"10,,,,(<1 pi<l:xd fm 
",fLwm;\ ami P"'-U.;l«(1I" 
"'au;:-iH; LimlF::'lInlioll. 
and Hw t!!1\~1' ,,;C 

",hnilli;tl:rN w](n"u: Ll 
r>rL;' OR 
4 "'- LlxL';I;i,nl~: 

h,,;hc'lhC<llnl 
"- ~ N,-, IJrx<J,' br 
\? ~ida(lO! I"I' ~'h-'JCI1i1U;~ 
<Jf p:ll;:~i(ic",.. c 0 

r..c:::ml"'g ~\'·V!CC~: wile 
"'\: m;! <}!1 ~;;-J:, 
J. y,,,haL',jh<"'~ "del" 
n:-dl back. ;1<L~:· }I bl~ 
imv!~n,·j'lrd (lR 
~m"pll'mc~ i. no\ 
v,,:";j~"...l1i!y ¢{.d·:nl 

2f)(l9 lIf'dlkn'I"(~ fa,"ij!l..~\ AC(1cc1j(alioll P:·Og!a!:1 (f-IUAl'J 
i\o.xnli:rJj011 Reqlucllj(:nl<. Cor IlcaJ~h(n:,; L.,cil:[ic~ 

http:li'A'.lS
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I'IIA~:,\'1ACY SERVICESi.:vlEDK'ATION USE 

srANDAI{I)! El~EMENT 	 EXPLANATION SCORING j'ROCI'DU]{;: I 
;'Glld Pedal rd~T 10 dlDse <Jrgallrbvnl1. 

'{ita'I::on~ ir which [l:~ ;xdell11g 
v. 	 /iii H'i hoi order., JllIl,,'{ he pm( litionet i,e, 11m phvslcdly 


uuf/rcnfi('(/fud hused U}!O/l F('dcl'lJi pli!c;enl wilell pJ'OYiding patienl CHART REVIE\\, 

alld Sill!e law It/hen! /.\ nl! State Ullt' onlufl'. Willi telephoned Review several dwrt8 with lclcplHlllC 

!'T~' that d,;oSif!,IWtH'< iJ )j)('cijic 01{1(,;S. [he PfDclilioner 1711.:y b;: ;n Ordk!i<" 


fiMc,fhl1l'e f)r tbe at,lj,('tdiCritim; or anoll:cr J\><:0';on ydhin ;:le bCJ:ity V0"'tiry, 

i'r;ha! unkn., valia! (Jrti,"r;; llilut IW out;;;uc the fcKility. Ali 1, All O;-d(T~ 1~1r drugs f1l1d b;o;ogicHI<;, 

be mil!ieufiUIic"d withi!! 48 hOlliS, re'luilenk:nb f';r \leI bul orders nlso including verba! onkrs ,He (egible, 

4?2 24 (c}(J}fin) upply to :elcphom::d orders, thai Le;, hmed, d,llcG and wgncd. Vecbn( 


leieF!lOlled orde:'& ilfe ~o he m;cC u;dn,,: j,lciu;lc (he :mmc of (he 
VI. 	 nc~{d bad, IlK: vcrnJ: Ol\ler Idfreq1.lently, ('.a~lxl, limed, ~iglled fv;-,eling _~raclitiOf~;:~. V('r~al ;)l'den, 


-lllHtltdialdy til the (lnledng and n~I(~leulic'Lted prom;}t1y. :tre (eGeived only by lwlli0fh:e;t 


lU'!lctitioncr after lran~eripli(lll lu hospital persmmoL 'I he unJcfll1!!. 

verify jlle aC\,\Jmcy nf WJlllt Wll~ Verbal OH.kr.~ pmclilioaer authellticatc~ verbal 

h,,\lH1 <L Vc:-ha! ()rc~n; HI'!: used i:lii'e~jLle111!)', ordns within 4S hOH(~ df mdcr: the 


Ii' H ho:,pitul ull"w., Ih.x:::lleal al'2 PfHdilic;!<:f ,1ectltnetlS the datu mu 
VIL 	 Verbal olde;-" 2ft' llOllwL11;!!ed fOf <'outin\" liM: or vabnt orders, L,e tall:: of l'hl2.r ,mthertielllicn. 


ehenvlLhclupy urtk:rs The ho\pitaJ,; ri~kii b<:mg OIL! of 

mganization dcfiJl(.1' m polley any compliance with Ihis Mcdi<:41fO 1. Verbal onkrs are U')i;,,-l inft'equcntly. 

htldihma\ "h;gh-I :5)..." ordcfS liJat Comiiliml uf Par:id:,dl;:m tC(2) Verha~ ordeN ale tnt -tsed for 


f,fe not ap;Ho\Ced to lw giyeu c lemnfhv-apy and other "!Jig'l ii,x" 

'fCr~H!!y, ail !ljl,JIl)rl:,jtl;, l:. 'I he n.,e ofv;rbaJ 0r;J(;~" shG~IJd be dr:Jg.~. (There is. 110 p~Jtern to tht WiC 


limll0d to th(l~t: ~itualiullS in w\lkh .1fvcrbal ordef:'f, e.g .. frequent u~e of 

VUL llospil('./ polkie" fwd l)l'()ccdun_;.~ il is ittl~,(H~jble or iJ.npnwtic<ll fbI verblll ordCl"~ by ';,Tlain 


!H1!.~t ".dd,;:,.;:.;. the ,,:'dcring ":)lw~li!ioEef In write ,( Pl,lCli!iolleJ;;,) 

A. 	 TjJ:li:~;ti;;tl~ Of pr(A:ioilto:!;;o on m:u:ual nr dcccuni:.: order. 1"1:; 

!L"C Of-':\OI{Jd ,,'rd'Js facility ,1L",;oamg",~ 11:..:: use of ,~ ?d!;n;\>, dIe ib..'-esseJ fpr ri"k 1'1;;11 1G 

B, 	 A mcdwnbm 10 cm"ll'e "erPlI] on]c!}. WhcH the ordel ing mJ!ilill!SlmLo!1 oftilc I1ul 

vl.IlidttyhHlthcr.UcHy oflhe prhcW;onn i"~ ph~;caay?rese!lL pJjcuEioGocm! van:inc. 

!H<:~CI ihor exve?! ;n (1.1 ;:mcrgcHty or (ierlng :l 


C 	 'rele eJeme.ltN rctjuin:J SJ~ hed"ir:e pfOc()(hTl' ~i(Ha:ioLI. 4, t::c-.:trer.kally lfilll<;J)"3tted or;':;:.,; trc 

in-:l.lsioll id a comp!cJe v..:dwl Vu!;dl,[.;d Via a lbJ~led meellaJli~m 

onkr flll authentication of ',1w ~ender and 
l), Silllalio1lS in which vcrbul till' Clll1lcnt 0)' lhe orGel' 

~--- .......- ....... 

Jle<:dlilcJr" facili,ie,-; Aceredi:.::!ioll Program (HI"AP) 
Accredbtirm RCljuin."mcnb lor lIeu!tllluR hTilities 
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I'UARMACY Slq~VICl>,S!MEDICi\TIO.N USE 

!:XI'L:\;-ixn< It>. 	 SCORING I'ROCEI)UHE .sCORE 

orders Illil)' I"K' \>,hl 
I!. 	 The Est of llHlhfldrhls wr.;) 

Inay ${'J1d and receh.: vCfhal 
oruers 

F. 	 (;It"ddincs fo: clnar (1.1d 

cffectiv,,' CQlllJ\)Ullt:llIIOI} of 
verba! {Hiers, 

All serVl\,>: must cc givell ~tJ acc,,;daJlc<.: 
wj1J orden ,)f pt<lG;li,)Ilel'~ auC;:wfi7i;d by 
I;!<.: medL.:nl ,~t[\rf It' ode :he scrvkef and 
,he mdc! IlLl~l he il1{:npumted inlhe 
raliellt's r;:crmL 

;;. '1'1:;'7 u-~e ofvcrha! prdeJ'8 m,d 
teJeph,med ord<.:l'; L, sa enol' pm!lt" 
pW<v'C$$ ;~lLl inerUl$f'S :h:.: ri~.:': of 
.'Il iS8;nc!1l!] [lioCti :io] L 

b. All H''''ll:in:mcd:s tor vehal order,~ 
0(.;,1 ilpply:o tdepb)hCci m(;~:~. [hut 
is, teiepll\lJ101 o;-;jer~ aI',' to he lI!it<c 

in['equct1~ly, d:!t.ed, «Hi cd, .~igJled 
"nd ~,lIlll\)nlio~e:', ~'mJII?tly. 

c. The h~)spi!nl p,'pmotes l\ cdure ill 
w;!ich il is !',u'cp!:t-:)je dW.I ,;rfGr:gly 
cncntJragcJ for sIan' 10 quc"tiOll 
p_-e:"cnbc;s whelllhcrc are mw 
ljUeBllcr:9 or d:.sag:'cOlllt'US ahout 
verbal! lekpi1<.lOOG orders. 

d. ikr:,ilal pU;lGY om,ine& rl\;eultion.~ 
[(1 tnke when the 'Jse oj'y;:~baland 
Ic_ephol1\XJ 0~ders:s <lhsolutei} 
llecesfi,!'y. 

c. Verba. ! rdeplj().le orders may he 
ihxcpted hy a nurse 0: 0111e1 
!,rofess:unul onl} as pcrmiEed by 
St~!c law and bo,;ri ~111 policy" 

f. Phan:MciS,$, RN's_ 1Ij)(~ LrN'_~ dl1~y 
f'xeiVe iU! Jrug :orde!,s. Other 
lice1'5eu / COl ~iliell.q;dr rl..-ycive 
Jmg or~\:r$ on:)' j!l reiatioillo their 
snOJw ()fprf,C~!t""\ C.b., kespinwry 
T;VT:api.qS f<'l( inhabnts" 

INTERVIEW 
& 

OIlSI<:ttVATfOl' 
lrllerview MIlfl.'"L'ih" are pc:nl:!!h:d (0 
reeei"c verba! OrtlGl;" to deleJ'1(t:t!G (he 
prQ(;t~.., hu." be~rt cjJnmUl~klill,;d, 
(j;).'kr'<'c the p;occss l~) verify 

impk'HlGntarlt.>lL 

IleH Ithear" leac' lilies Accrdi!altor. Progrr.n: (UFAP) 

I\(xredi(ilji~m Reqnirellll:nt,<: tbl HeallheHrc l'ilciIib:$ 




()IIARMACV .sEHVICES!MEDICATlO~ mm 

STAN:J!\}O / E: ,r.\1r.0! r 

mdeff may be u<.ed il. 

L. 	 The ;isr of imil.viat':lh wllG 
may kt';:l(l 211d X"C'Vt; "crim! 
o(deE' 

> 	 (iaJd('Jjnc,; {t)f dcaf :)nc 

effeClive communicatinn of b. 
verb.:l orrkm, 

AU "e;vi;:c~ mL~! b..: ginc i:lll..:corda:we 
wi:h ;jn:e;~; (;{ ;;rfh,<illoncrs lEll'Ioriz.:d hy 
the t1Kdcil! $:2;)'10 OI-{cr Ill..: .~ef'/i;;cs ana 

Ihe orzcr m:l$t be i,KO_'POf:J:Ld i:1 the C, 
par'lcrl';: re,,(:)'(1. 

d, 

e, 

[, 

Tj'.e ItSC of vo:rod prdcrs and 
te-Jephoncd order.,; j" an ('mh' prone 
pny;css LuI il1CI'C80' ;;'1' hsk of 
mbe; )lImnU1 iQltlOlt 

All requirements for 'lethal orders 
;;.ho llpply lo teleph(1)ed 0f(L'IS, HMI 
is. leiepli(;11ed orden ilre 10 be \I~cd 
:Illnx:ne:lily, dilteA~, timej, '\i.g!.lcd 
aG: aUli1er:tic;{tea lll'(':nplly, 

T~lc LHril:\: pw:no:c~ L cu:lLlt'e i", 
wliich i: is a:c:)t:alLC iH~..: C::fOtlj?;Y 

~;J(:\lU;,aged fOi s:aIT to '1\1e::;:101\ 
[lrescribers when illel'e an' nay 
(~lIeSiion~ or Ji~;ign~l'lIlelih ubout 
verbal./ ldcph'-lflCd ordcr.,>, 

iiospilnl policy ()lltlill('~ pre(:nuti0118 
le) lake when the usc ot'vcr'bnl :md 
lclcpllollcd ordcr~ is nbsnh1leiy 
:lecessaly. 

Verblil': ~dep:)(,:lc ortler~ 1r):lY be 
ft,O:C:ifcd by a f1\lr~c cr othcr 
p~.):'e"sjoLal on:y as p:;qmilted hy 
State :uw dllU ho~pLal po!:;;y, 

PhlEmaci;.:I..\, RN',;, and I.PN\ may 
reedyc an dmg udels Otht"1 
!icelt:{t',d! eel tif:"Ai siaIT lecd\'e 
dnlg orders ouly in rda;km 1(, their 
scope or fllllctkc, cg , Respiratory 
Tli~rllpis\s f,w inlm!'Jn\f>. 

SCOJUNlr P]'OCEDl'RE 

IN rER\'lEW 
& 

OBSERVATION 
Inl<:rv\cw sluH who ilre permitted to 
receiye wrhlll orders to dctcnnine the 
pt\x,,","l:-; hi.\;. h;.x;n communicated 
Ob1>CfV\: [1;;; PlotT!':> to verify 
Ju:pit:n,,:.mtalioll. 

200S Hcal:bca:-e ?~(;ili::c,~ Accrocihl!i0!l r::~lg:Hlm ;iI1 APi 
Accred.!a:io,l Req'I;~naenB Ibr i:e"lJK]=~" F:K:lilici 



L 
l'HARl\1J\CY SERVICI'~S/~llmICi\TION OSE 

I:XP1ANll.TIO}, 	 SCORING PROCFDURC SCORH 

g. 	 Th~ ,',;l1i.enl of verbal o;;lers 1111",<:[ 

he ci::arlY';;CtmflUll!CHlnL Tte 
entire ''lebal or,;e;" shouiJ he 
repcalkd buck to [he rll~~;:/ibcL 

h. 	 Vern,;! t !e)cphoue orJers a:c 
immrdlhtdy el.llen:d il1l~) the 
pati(';J)[';.l me:H,:-;".1 returd by ll1e 
l\X'clving, lj(:r~()E" '('he wrille:) 
verbhl : telephrued order !flUS: be 
legible daled, m.d-lillltd; it must 
:nclduc !l\e name "fllle ;Jrdering 
jl\"<lClic"ooer ,mu the sigr.ature or :he 
ar;~'cpll1ig individ.d. 

!. 	 Que~1 [01'(-' 4ll0kl verlV1: / L.!kp:lo;ned 
orders ~hol11d be n~'>0lved pri,;:' to 
the prepa:-ation, clir:-.cm'.l1g, or 
:Ktmi;USlranoa u!'the :nezlF:J!:O:1. 

J\l:T}-H:;.t'l'J ICJ\T.JO:-i ot:yr:{J-L\L 
QRDEtlS: 
11. 	 AU orders, ;"udud:ng verba! ;u:j 

!dcphn:ed urdc;s, !llwil he kgible. 
comple!e, dated, ~IIIlCd, wId 
tIlllhenlkatcd" "!'herclilfc, [$ 

ll:"Ccssafy for Il)e ;:mc(d:Dner to dale 
and IIn::c the nu~hcn!ieaiiGiI ofr!:;: 
verbal / IclephmK'ti crder. 

b. 	 If IdCIC is no State IJ1.\- HN! 
des~g:mltes a_spedti: illllCCralae lj}c 

the hurilel'.licaLiCIl of H';haJ! 
lelq;b,:metl nrde1'8, Ihe vc:'lmi': 
(ekpllOned u,JCI"$ nre aull1el1L"ca!t.:d 

2eo') 	 He-dillk;arc J.1dcililies Aecroorlnli,m l'!"0p,fiim (HFAP) 
AC(;Jc..Qil?Ji0:l _Zequil"uiICH~<; [(,r Ilc-i:l!lhcme hlU!itic,; a,\ 



PllARMACY SKRVIC!';SiME})ICATTON USE 
r 

~r:'ANDAlm! ELPAENT 	 EXPIANATTON SCORING PROCEDURE SCORE Ji.~~~_~___==.b.========d..=======~=~=== 

25.01.04 A.dminlstratroll orUluod 
rrudllcls: &. (V M\.-uicntlolls, 
Blood lI'rmsjhsi(lnl' and if/IUiVb1C!t$ 

1I'l?iliculfolls /I'U,'; iw ./dm/./listCi ed In 

(f,'(Orrim J(:,? iv/Iii sta'c ['/"'61111 (lp!m!h~ 

IIINh,oi Xl(;/lpo/idC_\ ({nd p/'{}("'ilu/,c.,', II 
bliMd fr(lhS/iui()f,S mul ilJ/mO:fWUS 

mediCGliotl.,· aN udmirlisferi!iI hv j-'C/:,,;;wd 

J)!h(!/' filml dodor.)' ()rMaiiriJH: ()r 
o.lle·!f!(li];'!, flU' jI';i:,,!litl": fIIUS! hol'l' special 

II aimn<;./iJl' ifli) dill)'. 482.2J([;;0) 

wllLit':;3 ltollr~ :,:y tlw urdu jl1g 

j1hys~<:iml, 

c. 	 !! i~' ;)c2epluhk for;1 ,:(\\'cring 
pll.vsio:m to co· ~igJ;' ;'. verhi" 
!ldcr;ICLeG oruer i1'. Ihe exl:::naed 
;llw,:m:e of lIt,) v!'c!eung ~}by~iciu]. 
UOV{ew" (he p{{lcikt: lHbt he 
uddreE:;cd ill rle bosp'!ill',;: polICY 

d, 	 A t1<'I:- phy~ician Pfflctit];'r,er M/\Y 
NOT <'»SigL tI phys;;::il'll UILL" 

(: 	 Us~ ')t sigurilUrC fdciidLiI'.!!>, c,ih 
tuhher s:c.mps to!' a,ltll<v'ntlcati01l (11' 
drug ordCli it; pJ.\;\libil(:J, 

pCI;;Oll"le:, 

T ntiUlllg J:onfli'llt mdudes r::i?,daii:ll1s 
from !~I<.: (AAB3) I\medcLI t,;;s,}.;iaIiOll 
:): Blood Banks imd liDA. 

nf)CUMKNT RE\'TEW. CITARr 
REVIEW 

& 

FILE UEVmW 


Rev!e"" blond tmllsfmum mld IV 

(lledicalit):, polki.:s l{evlCW 1I sdec! 

SUnljiJe of /tIcJi(;al {('cord", Rev!('\'> 4 


sump!e 01' liv0 HN slaiTdevebp1ll011! 

files, 

Verify: 

i The hospna! h;;~ II special tJ'fiHllIlg 


rl'ogram ror ndmi!llSlaiol:' bbud 
tnulslbi.m" 1.0<1 lnlravUlvlls 
;Ued;;;uliutls, 

l3!o;hi ot.lIsfu.,ioL" nnd 1 V 
uwJica<ons dl'.! admim"lCl'cd by 
,x:rwiluel who lire tn.iwxl and 

j~'4I<A 
t - :"'11 G<w11'ii;I!'Cf, 
; - App,'rri:lI<', haim,'; 
';~1n flU'llnn (~\;, ~ln'i,'(', 
hut ('aill,",+- H !J(1l 
nJll~~q~lll!y d(K.!mCf)(," 

"1- NUl ("()"'pliunc.;. 

llenlthcnre fild lilies AccnxJi:aticll Pre gram (I IT/"P) 
;\cGrtdi~t;(;,ou Requi"clnents Ell' Hea:IJv:arc L:::ill!i,-"-,, 

http:25.01.04


PIIAJ~MACY S£RVIC[.S:MIUlICA'J'ION TJS": 

_ ,", ~ C '-' 	 EX?L,\NA'iIO:N SCORING PROCEDURE SCOIZE __'C 	 ~:::::::""~:"':N:l~~":ll:"'~:"I:"':":'~::::':~'~~·:::::::::::::::::::::::::::::::::::::::::::::::::::::7L.:::::::~-.-.~:~,
... 

25JJ2J15 i\-Iedicatioll Prepfll'utIO!1 
Envinmml'"llt. 
The CaGiiity provides a wvrk eEvirol1lUeIH 
:;-",IIJcilitnles attenliuJ1 to deIA;; am£ 
PH;!)lOl<:.". the <1l>:tC,,(e j:J;:ing: and di;;pensu;g 
of tL,:clicativ;1 (lI"defS, OrganiLll,tional 
~'Olicjes and pr(\cedJ!c~ are itl place (iJ; Illco 
pharm;;cy ami nu;~iHg \,·crk CIlvitODtlI<:Ft-; 

l;wt ill(;hlJc l;jJedJk iuyhilc:::lfalioll 
g:uiJcLlJe~ Ihat a,'drcs~ sorely in m;-diullion 
pt;:pa,ali\lill'l'e~;;, ilwjuding rlw llv::cb;n;S11l 
fOf ongoing llJoni ~o:ing of compliancE', 

Pafi~nl Sar~t" lliitialivc: 
AIlllllUg:l m:,ny medicalin:l error;.. !myt 
Ik) cr !;ltllor ',A'1lseQW':OCCS for /-klticnls, 

ulhen may e\lUSe Sci ;"w; JnorLidrty ,)I 

evellilea!lL hrurs Id:;(;;d tv di~pcnsil1g 
lltC'dicalJons Me common, DGcuning a: 
r<itc;; (ilnging up to 24% of nh:dka~:()fL" 
tli·~re!l:<lu. 

.\ Hatl0cr of ellv:Vmmenl"J ii.II:~(c~ III 
the U\ctiitilti-"JI prCI)lRatioll ;tile! 

dispCll:;i:1g urnl <.1<" known h) il\:.:[:;;:,;0 
;h:; (~;:q'rre1H~;:; of"mm:. These include: 

• ltt~;\YY w(lrkload, 
" dulk!'ed WO[KsrU..:e, 
• 	 fiDloe, imd 
• 	 ;)(lullightillg, 

IIn"illg tm mg;mizet: Hnd well-Ii! 
wmb,p,,:;c hilS been shown 1(1 bmh 
decn:4se :;C;1l\, and berca'>(- effIciency, 

working with, :h('k scop:; (If 
pnw!icf' jl~ UcolL::a:t0c Wi!:l Slille 

lmv and h\t"pj~i11 policy, 
3, Blood aJmHils!raCn!1 JloliciL;.~ :144e 

been app~ovcJ:'y th$ m~'d;cHI ~!iilr 
4 TJlert hm, be:::l in~~e!'vkC' or: (It;' 

admin;1>trn!ion <If blood ~nlt1\fu~i\!ll~ 
iltld jntlaye,WL~ n\¢d:in\Ii()J1~, 

S, Medkal recnnh: rel1a:t !b: ouly 
~!l:;chl'y trained pers()nr,t;'~ Of 
d(j::~O"~ of :uuJicint;' ur ()~teopalijy 
perfOLli th::sc tl12!l('K 

DOCtM!<:NT REVIEW 
& 

PUSERVATfON 
l{("vicw ()rg:ar.iza!;(),vJ polides. InSI)"''tt 
l1ledi':Jtion nrepard!inn atea~ ill al; 
i;wl1!!('iS w;1.:re lilvuie-')i10t1 is pl<'pan.1.L 

Veril)': 
L 	 Policy ;:;ddrc~~e~ Lit, n:quired Wild; 

ell\-Jronmeu! $ltfdy c::;men(s Rml 
applies [fi all fili;'I.Jkatiot) 
P«"l;;i!~ti(1) f.n;ij;i 

2, 	 f\1t'dic,atiulJ preparlltiull wllrk 
areas art deal:, Ofucr:y, well i;l, 
and [(,,\2 ordUiler, uiS!r::IC(k'll, ijnd 

noise 

2 , 4 NA 
! - [',"icics ~,-.d 
1"(!(xtimt'il m[dlr~" 
"'l"m,mllL,llal ~uf;ly 
i%IIM ill n{xlka;!un 
:)j~r'''"Jion a'GI" ;md ,lJ, 
af;O,~ "i;:~cd mel Ih:­
;!eLnczl _,;,,:d\ 'd~ 
1 - h)lki",; ;nt: 

)h><:dwYJ;lK ;:: phc" 
Ijm; ",tic(%'; ~nk(> )c,t 
aue zr \1':,) J.'l:d.~ 1'1111.;.;1 ({, 
mer: U:<' ~hl1d",( ~ 

-' -j'ulicic.; :'vl 
Ph" \'\If;o',"; Wt 1<) :Jjr;x' 
l!-ai add,,,.,,. 711i'ci,', ;1':: 
1lwn' Hl1m lw,) ",~;,~ Inih; 
10 I1lcel ,lie ~h",\hul 
4 p, ,i(,I~,; "ddrcfA -'It 
w;"\'1:.)\1(( ,nl~ly \II 

l11",I;>:~tj"Jl p'qwndlOll 
~"~;t5 wr;.'C; lid aVbiJr:,b 
1,:>/ \,,\'i~w Ult 
1 !'il;W~~ "'CIT;" pin:>: 
hut >:('JlpjiilIlG,' was nd 
~"idl'IlC,~' \-;)(4) ''-'\'i~,,, (Ir 

!lldi~~tli(", ,ll(.rm"h;" 

"'''..H UH 

HcaLthcare yuciElics /\l;C::-CJ!lfl!IOll Program (:'lFAP) 

Ac:;redilu.tio,;R;)q!lire.nel'.h tt.:r Hi;',allhn.l:::C Fadli~ic~ 




rUARMAC\, SERVlCES/\1EHICATIO;\i I:SE 

S! i\NDi\RJ),I 1:1 YMEt.: I 	 !:Xl'UNAr;ON SCOIUNC PROCfnURE SC'OHE 

25.1";2,1)6 "J(Juitorillg of 
Appropl"iatcllf'Ss. 
Til;: a:'prLJpnatE Vi><: of,~t1tg~ and biological:; 
i:, all ili.tt'nJi~eipll1l<:ry fimdioil in ptn;;:dillg 
qu:d,(y :l:ttii'l)t C~',I c ~(:rvkc", '! I;:: 1~!cijity 
':I'-'ploys l'I:t!iiplc mct:hajli~mi ;0 dCt'UJH'Jll 
1!lc ,no:lilOl'illg o( p:\[ienl~ rct.('ivill{} dftlg,l 
iJieJvgkat! muJ k,~!iol\ PIOd(lCI:-:. 

25,02.07 j\l(ldicl1uoi1 Rt-cundlialloll. 

Th) orga!:i711!i(ltl ~l:t$ a futDa! n~\d 


:-y.,t0];lallC ;!?pr\l~:cr) to lh;: f{X"01ic;liatJUll ();' 


J\)i'(llculiU'\$ II'>O&S tll<: cnJ1titFn11l of (',~sc, 


A pnK'CSS i::; ill Pl?,tc to recom:jlc VlIfre:lt 


tncc:i<:alinl!:>;)e eadl h:y IrlHl"iliC;la[ poiEt of 

he;)ltltei'lfC, ::;pecificd!y: 

1 llpoll lldlnil;)io!l, prejX;fC ,: C(,mpick 

Jist (If p:co(;(in;is~k'n nw:il.calio1lS Lle 
i!illh,'a' (2kc.'> "t ~\()lr!C 

2, 'J he p'l~icl\t Of lamily l!\e'I1~JCr v(j:!<)ctlt~'> 
~fl.e ltd, whcu po:,.o;ibk. 

3. 	 f.Jni~':iOi\ ('Ide",: at(' cr:mp<lft'd again}'.! 
:ht: jlr~>ildilli~:;.iOH ;w:;dicali0U \i:>t; rny 

vlirilll'CCS litE ftt,llll'iJcd, 

4, 	 ']Ile c(1!nplele 1i.,1 of (:UI1T;lt 

mt\--{ic3;i\l;I.,. is: fCiHJii y <lwdbble to 
]Hescribu,:, as li rdclell<.;c wheH wrilll)g 
medlt:illi!)!I (:l(kl'i, 

PATIEI\T SAFETY fNITIA't:JVE DOCUMENT H.ltvlEW 
Jj,1(kgr'L14!Q Verify: 
Preventable aUnTSf: drLg ('venJ.s arc L A comrkh: ,is\ of hone m(':Jica~;01\~ 
ibH)Cja!1'"{\ with as :lHwy lP; O;'le out cf is obtained 1I1Kin a,ill,jssi(ln. A 
1ivc pali;:]!! il1iu,ie~ or deafhs" Th:: proIA's;; it> in pJ;;.~·c to g;':ICl ate ?, li;;\ 

inadverlL'nt omi""i;'I1 of a pr(>admi<;5io:\ 0!'rw{iieali,'DI' in the :lUlhu:a[()ty 
n:edkallilll OJ Ild!tl1e 10 Ord<:f a cilUg ~clling:, 

llP'.l~1. di~chm-ge can h;:\'c tleklcl iens. 
m:[Gomcs Tl:wt:gh tbe j(lmW; pl'l)Ge",'i 2, A mcdic(I(iull 1'C!:.:;>t;;iliuiI;)1I prun;f(f( 

G[ mc<Ji<:a~i(jll rnx;lc(;iJi:;li({f!, et'j'O!S <:;an i" ill plt.n: UPQ~l f1dnli"\ic'l,, (tm:hfer 

br p:'cYenleJ nndi Of r\'d:JCet! {'l~~Jtlgh(jut to tbe nexl :f'vel uf carr, <HJd al 
I!K' c(]nli:II'nn of (:J1T. disc!::"qtv, 

/\v~ordillg :0 Ihe Ifl"tilnle nlr Ile<1!tllcan; 3. n~c patlel1! Iltim:!y ~)arlicif)ale$ with 
Illlp;'c\'(;uent (Ell), I1'M:h:t\JtlS c;IL,~i('s tb;; rcc()ocilitili(,:l P1o(:<.>,", ",hell 
i'ldicalc tl",); P;)\lf e0m,nUlIh;u:iOll of ::;);,-<;ihl." 
n:edicn: iilJ~)rnull:llli al key tr;lm:ij~ou 
pp:nts is tl>;:onsible II);' ur S;)~'/: of all 4_ TI'.I:" V(llh;lll ::f;ceiVt,~ ti UlJ1Y(ll'lhc 
wed il:;l'~()H crHl('!L /\ JO ~ 7~)<;;' dj,;;:arity COJupld<: meciiC2.tioo Ii,,>! Upnll 

nIt..: wns fOlilld bf'tweeu rrlldic(llio:1S ,1i~dl?ygL' 

1,..10:11 al hUr:lc (llld lilu;;c Ij";0(~ b 
h(l~pdl1 ~dpj;"!siolJ ()Ider~, in Gne '>Iudy'". 5. A ~)h'CC~" is h:pitice to mClHmre UK 

Heaitbure ri\dJitie~ Ac,,;fcdituli(lI\ Progran (IIFAP) 
Accredi:.:tk1l1 R('qul"tmenb ii;), He,I:lh:lJ!c FL:ihlic~ 

.1 - Ongt,illf'. 'R''''h'l ill~ 
(Jr:llcdWllli"" pre)M'a!Ln 
1:re:,,, f<.w"~I[:lY 
'''-''''piullec x ""I \1('111.1\ 
daile, 

'2 J 4 NA 
t - Fll:! C'-'illl;;':",.;<: 
; T'w",,;()~:cJI;utk": 

1'".,':'1'$ I~ i".pkwc 
il\C('Il"i,h4Wk:: "I;; halll.!, 
4 ""'''('vwpLal'ce 

25-52 
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PHAf{l\lACY S.ERV1('I<:S!Mr:DICATION E,sE 

SCURIKG PEDCEJJUR[ S,CORE 

':'he c(lmp;c(c E,I U.[' >lleciieo:imN is 
prcvided to th,,; next (_11il, icrviee, or 
c,ye selting whenl!!..: pal-iem is 
lhIllS!?:) eet allJ di"Lharged_ 

(L 	 11,o cou:plere lip.t of 11!1:dicfI/lOllS 1$ 

giV":lll() (ilC p:;lie,lt upon uhchnrge. 

Tile key Irtl.l"i:;()lt poill!s wher..: <,f!ors 
with wrilillg meuivl(on 0[;,:0'1 knd to 
occur ar..:: 
a) lJpnn lIumis;.tu;. 
b) lJpOll traL,fi;r to a lI\ow lui: ! ,,;;:vlce 

! prllctitior:ef, and 
c) A! time c·fuisdmrg.:, 

The gUf.l () rm('cEcnti(1I1 re~(lflci\iG iHn is 
m <:nSl11T i~h'! .;-w;ry h(lspi(ali.{!;',;j 11aticnl 
conliml<:s '8ilh (hi;' SG!TIC m,xJ-icali(.llf 
lah11 FI0f j,;; acmis~jon., :mless ~Jerc is 
a -spcy;J.ieu nc.;-d fa:' chaHge. Adlllis~i;m 

,->ruus ,~J:mdd ncbf,lIy he- nint'ldC'J ed ;: 
modilicHI iou ,)!' :11(' paticJ~(' S J:ledicutior: 
regimen_ 

The pc!ient or bmily ;nembcr :;; 
imo!vec WiHl the r~C:l!IC1Jiu':011 ph).:e~; 
io vuh!2Je the list of pH>admlssicfl 
me;';i':<Jli,)l:~, 7his Ii:!: illcllld;,,:'> 
p~C'~crib:J J.nd regularly t<J:,CH c\'er-fj-,::.­
cUlmkr drugs, \' ;lillllJ:l,;, ,1>,;) hsls, 
hC!renpaClic, allu n,lbt:onaJ 
sHppleJC"~l!~_ A-.; d:.,; iu1ent is lo develop 
;he :nost tlcc:t'-n;c lis! o:'l)ledi<:llliofi!; 
p()~~ihle, Ille dose :uJ jreqlle,wy !(If 
celeh Jrug shock ~;e illc;mln\ lH LK 
cun:;p:ci{; lis! 0r ~,(lIllC -.llcdieatic n", 

'j'he 11,,1 ofpwadnli-'>1cfl .ut'(;icnlioth is 
reilclly av,li;a;,!..:; tQI pre~crib~,.s 10 
revie\v whcn writing! cilar:tdl:g 
!Il.ec'.i<':;;1tinfl ;>1 JCJ1;. 

eLklivt'lle,,,," p[ (hh :n\liativc wilh 
r..:dw::ing ody:.:,;;c tb-ug ever.L.. , 

j-IelhhcO-re rac;!i!;L~ A\;('-re:_Itatio!l ProglilJ1l (I-FAP) 
ACelr(Lt'lJi\'E J{u.;tiilt'eWtlts fO! Ilealtho:.an: Ptlci1illt:S 

http:Ilealtho:.an
http:lIumis;.tu


PriAnMACV SEl{VICESfi\lEDICA"'JON CSI'~ 

STAN])ARD! !,{ s;.,.fEN'! hXPL/\NA !'ION 	 SCORlNC, PHOCEDlJRE 

is fj l"fnmriiiililon ploceSS!;j c:-''l't;re ad 
llfl;Jrop!iale trt:d:ntions (itlchn:lLog pn> 
ll{imlsli(;)tl )1K'Ji~:al1:)!lS) lilT ;:C:1.~inlH.:J 

f<'lJl\)willg dbclrJ'ge. 111 ':l1ticiplltilu of 
riisrhl,rge.lhv 'i';! orpn>ad1UI~~i\'1l 
fllD,JicatiOIlIi "hode :~c c;;mpared agai;ls: 
jb¢ [;il~reUI Meeicntiol1 Acim!ublmti,,1l 
Rc;:,'rci. 

Tilc p11JCnt j £ilt~lily i~ illi01Hl.:d t)f 

IUcu;cntio!1s I1ml wiL Je (h~ccr::li:1t1<Xt r;r 
dmnp,ed upon disci:,rge. 

/u t:me or Jiscilugc, a eopy u;'the finol 
m\:Ji.:i\l1nll IiSl iii pl\)vjd~ to: 
1. 	 'Yh<.' parielll j i"Jn;i!y 
2. 	 TiK' l:eXI lev\:; or \;arc ;;;I':h .)sliorr:c 

hi';l~lh ageUi:Y, :-k\:led nursitl!!, 
f.qcility, or Immfur to a EJ;hrr level 
of care, 

,Monlk-'!jng Effectiveness 
A proc:e"s is in place to e'ralua!c rile 
c:l;;dlVCIlC~S oi'lJns patie:!! safe:y 
ir:ilifllivc wir~l reducirg aover!;,", drug 
cv~nts. Frlr e:xrnllpl~:, re'rlew a nmdoIil 
:-nmp~~ ofp&!i"llt rc"onh 

Emc:rgcl';;y Dcp:.~I':lllen! 


A co~nplelc Ii,,; of (:j,rrC;l[ l11edi·~n!;un;; i!;. 

bJ :n; ouL.'lln;:d ror En:~rgcncy 


Dcp:r::!m"nt J)r.liCll[';' 


.Ambu:u!£:fY Cure 

A cO:llpJde ESl;;1' c\l1Tet:l ';F.>:Jic1.:io:\~ i~ 


Heaill;;:;;.n:' Ffldlilie~ A1.;('r,xiitntio.t Prograrn (I [fAP) 
AC:~'('rJilati01\ Rc-qtl;re(nelll~ fill HeallLcHl' Facllitic-l 

SCOR,..: .. ,.- ~l 

2(;09 
25 .. 55 




PHAR\lACY SEHVlCES/MJ(UICATlO~ lJSE 

EXPl-ANA'!'IGN 	 ;<.C\}{(lNC PROCEDURE 

25,0.t01 I'erfoflllfllH'C Improvenlt'llt. 
A lac.iljly-wiae ()lJ31i~y A~S~SS'llen! • 
Per:r;rmance 1Il1plt'H"ment pWg::-ill:! :~ in 
pla':'T, ", lich in::crporale3 Ev:'velSC Drug 
Re,,1'{)]\sc (AJJR) lir::Ingf nml ,ll')111~():-;; the 

10 be oVfnillcu ~(;f ambnblOl'.\' l"a~..; 
YI.::ell(S, The ~ist wi;] he tlpd;ncJ c;;; 
meriiCitiqm,. fJre addf':1 ,)f t.iis';")I;f.inuea. 

i}lIllJl;;a ~llj':y Servi<;.:.:!! 
A complete lisl ofmc,Ecati"n.;; mu~; 
b;; ill p!a.:e tor tbJ~c olitputif'OI 
~crVlces ill which rr,ct.iicrltio;lS will 
hc udminislcrnL ,~m;1l as: 
a, ;\flbllidlo:y.;;urgery 
fl, Radlotogka! ph")cetitu<".s 

requiri;lg: IV c()!1:msf 1\lh", ("I;;, 

2. 	 For ~hoSG outpatient ~el'vic~s ill 
wlJidt no n:cdicotiors. wlll he 
acu:ir;is[cl"cd, such as uULp<l1it'n: 
nJiultlgy, Qbm;'nillg n .:nr:·Cllt ;i.;:t of 
:nedicaliOll.<:. j~ }lfefe:ced, [wI :wl 
requin:;d. 

"Corni", 1'1" eta!.: Uuinlcm!r.;;i 
med~l'a:!OIl (~i."':rcpu:ll':~'r at the. me of 
l;n"pita~ ::tGmiss::m. in}! In/em M.ed 
! (15: 424A29, Feb, 23, 2005. 

The ?'--:ll:ionaJ Qualily Pow:n, h'atioll(jf 
Qu"lil)! i"rvum (,~'}dates 1:'ntif)f5fi!l(':11 uf 
S({1i' Pm,"'!iccs fi)r iJclta JJca{!iicffre, 
OC:U~ler [6,2886, 

Tlle g:e~.l2St heTlc::!! to th? fit.::ilily 
Qccrues W:1l'Jl QAt't effolis g:vc priP! it: 
10 rcl'!':w;;, w!l(ch lOCHS onlugh HIlum;::, 
(co~! m fl"'Jq!.lbKY), higl1 ~i,\k. or 

;>fublclll ;none areas. 

DOClJMK'n' REVlEW li'j4N:\j 
R?view [he mcJicati:·,n !.lse review plan 

Verify: 

! - I'll:: <:01llplim,,,,-, 
4 - No;, <:<. '\lp!milc~. 

1. '111" rlJelUty prepllH'S lUI annual 
Medic:3tioll Lse Revit'l" or Drug 

l·leil.hllCa~'.: Fadlit;;:r< ,Accrf:d~lali()llPrlJgntiu (HFAP) 

/',caC(Lt.l;;()U RcquilC:l1Cn\\ )(v Henllb:f.re Fadlilic\> 25-5f 


http:Henllb:f.re


1'1lA..Rl\lACY SI':I~YlCJ.;tif:\IEDICATION USE 

E.,XP:"'ANA'I JON 	 SCOIUI\U 

deSired (jt;t::CI!.teii ([H,eCt;;ttwr, .IM> I :lb 

p:';i),tr.:rn s.L~l1 k uLlizeJ t(' ,:JJ.ce d"k i.t 
o;-del IOlflainlhlll ,.ltd :m!~lovt. clinkal 
OUXOlll". Anllually. tht bcility prc-pnns XI 
Medication Use Revk'w !'Ian, 

25.iBJU !tll!.l! Collection & Monitoring. 
!'he medica!1011 usc Hlnlllloll110 He; 

established h) ihSCS:< 

• 	 picsuibing (apI--'!')priflICHCJiii); 
• 	 pcepafJ!l.g / di;:pt"Il}'.;ng, 
• 	 l1lL11in::;terilig, ti.lld 
• 	 OLi(;{)U1t;;l 

25:03313 MedirntiOll Lsc Rcvif'IT. 
M e({ic;llic:l usc :-:\:i~w ;l1':I1l~OI 'i <fr'lg~ u~O(', 
in all pri_IIClpH! pIJpu;alion, !i(TVeU by the 
frrnhly. 

2::.0.t04 Datl Reporting. 
::indi ngs {ion: lUcdiO:aLi{J;J lISC ;vl'icw me 
repclled qU::1r~o:rly 10 aJlJ~rorl'i:ne Medical 
Staff CUU1:llillv:s ;u:.jj:.::w deplu rnltOnb', ;nd 
C(fCSli.;>:r>:U by rile Q,'\l)ll'lOgrotll, m 
ilCPilClIllf inpn,::ve;nenl!l if (lle i'lidity 

:'he ;tltX:kui{;L '.L~C leyie\;'- [fall, I)r :l 
f>rllg UriHzs,tioll liffeetiyeJle~.. (JHJE) 
piall, sho..tld ;ml:;:,lle !h~, h-Ittonnk Jbr 
""lection and ,1\~liom, lah'tl to iOdlkv;; 
Lllpcovemeni iI[;011;,J 1>:: ,Jp~Hm'fI;c:l, 

Medk.-fl!lOtl tiM) i;.; dl iat::rtI;'"drlinary 
proC-e,,) lit providing paiient CilIe, 
Although HNiew indicnr{)lF may focus 
tHOte lK1lvily on one, nl! funr aspe\'ls of 
(lIe prl)\A>Op nrc h) he reviewed_ 

(lver :1«< t(1llr,~~' :l:' u ye~lr, lI:" 
pvpdj.1;OllS ,~bu;d ill,,:ude the abe SpEll 

(;>edjulrie . I!cr:al.:-i::i l!llJ .wrvicc 
iocati01l (inpilticnt, <J:Jlpalient, llllJ cmer­
get!Gy ('~\l'(:;, 

AlIiibiogrum ~ludic.~ should he published 

and distnhlltod to J.Ppl'c'l)riEtc 
pro/t.;ssi'lilais at Jeasl alllllmlJy, 

liecause J;ledkiHion t.ge ;it 
ir.tel(trsc;pilllary, llw J1n(:it;gs 01 
111edic(l~i()1l lI~C review (1)"(' ",h~i,(~d \vi:h 
vreiot.s di~,,:p;inc~ 

Ulili:nlliOll i';ffcdi\'l'/lCSS Plall. 
2. 	 If:;; r:lldill",~ j'olr Acvcrsc­

X~;"ms;:~ an,~ \~,'d;cJf:on 

Vari<:nG\, bYe :x:el; s!a<::ied aLa 
induced J1l ON'l M011:fOt'$ iil6 ill 
f:dace. Act;ollS h;-(Ve been taken "l 
ac.hieve improvelLent. 

nOCllMKNT lUWIEW 
Verify: 
L The mcdicu[!('1l inc R'Y!;:W plan j,., 

<:11 inLcrdi;.ciplinary pI ncc"s. 
2 D(lla IS colkclcd on all Ij'ur (4) 

requincd f:mdl(1!l~: 
• pr....cribhlg iappmprill({~nc.~1!; 
• IJ1'cpluing! dispensiug.; 
• adn1illi~tering; aud 
• Dntcom('s. 

DOCU"YIENT REY1EW 
1)e~e!:n:lle ,hat he SpDH and servi<:e 
seftin_~ populacons bl'ie beeu 
incor1"'>0!TJed III ~lle61::Eli{m ~Isflge TCVl;:W, 

The outcome of the ;'cvicw fms been 
cOlllnmnicaled to Ihe merlLC'nlsl<ll'i'. 

2, 	 An illlllual anlibiogrmn TCpl)rl been 
pTcpHfed iind distributed, 

uOCUMI!:NT lU~VlEW, 
Review lh:y dn:ument.'ui:m. 
Verify: 

MMicl:io!l HSe ['eV"J3-WS are j:ll't']J8Jed 

qu,t,tedy, 
2 ':'he llledicatkl!. use :e-vie\v 

2.14NA 
4 ct0)\(I)I\"; I'HWt"" 

toLd 
2 1 "til Af'm",-,(s 
"nI,,) 

J - 7 ,,[4 tk>lln\\ 
ar.!:d 
1 [\\"r,"""p;j,,;cICc. 

'2 	j 4 )CiA 
Fu:I,.ol1lr>':>"''. 
t.')~ ,Odl!'!::;r.:,;­

12 	HNA' 
J - hill q)!')pllmwr 
2 :;: ul .1 ,':UIi(fl!\ 
~l)mrl"'l1l 

:' ' ~ or! d(ltCHH 

u<),\plj"lll 

4" Jfi.lIn!H11 

2Qi)? 11e,,1\hc11;c FHcilb.: ... Acnedilrtim; Pm.l;lm: (l-il AI'~ 
/\(;c-reliiLn;on Rcq:Ji;::n-I::llb f:il Hcuhhcu.:-c ;:Jedit!e;; 



PHAR'\[ACY ,sERVICl!:-SIlVlEHIt'ATIO"I ll~E 

STANDI\.RD! rLi ~MFN r bCORINC, PROCEDURE 

;;eTvire n.r;:as. St:ch rerOLS :ire :-:mrcd, as 
apfH 0vr:ak, with ether di:<dpl!nes :'..1 Illi1i:tc 
b Iheir QAP1­

25.03.05 Annual !~!;!H)rt on Medicutiu:!! 

rse. 

'i'he I~leilily ';:ocumcr:L" :mj1rOVelnenl, 11!<:J 


n:~u!t or lredicalion :toe j eview a~ lep(J; t.cd, 

in an 'cl11l:!al sum:nary, 


infOfll1alio::t ;ms been rcpOi'ted to 
approprialc M::dical Sttd 
committ':L1 ttl'';: !he (JAr} pClgrar:l. 

DOCUMENT RE.VJE)V. 
Verify: 
!. 	 Atl "tlrhJ<l: slll1:rr:;L-Y of Medication 

Un: Rel/ic'V i:; prcpnred arK 
S\l~l!li:tcd ro \)/\PL DIe summary 
adJr::~'>C.., ttcn:"J l111pro','.;:nen(f, as 
l'.ppli::ab:e, 

NOTE R.:vicws Wlly- nol dways (ar:-:": 
legilimately) :'csull fli l:upW\T~llent~. 
The ;;rocess cf s~U{ly l)!.lcJlt! yi::ld \vorl1lY 
rL'suH.s. 

J 2 3 ,1 NA 
! "'- AnlOllUJ ~um<ll;l1) 

1<;,"11(iIIC, '"'fP,iI10C: 
""!H0Yt.. W·,1I(.<). 

:1 '" H,!,q\'B\\IC"L~ 
'crhJlif.uJ he!; ,,1'1 C!~lII0' 

., - ;"'l"DY",!M.df !.tll 
i,k.,.lli:\(\L 
1 ~ N<> (\!ll!<ml ",-,em1;")' 

0' /w 11l1j)r(>v~"'CI)h. 
OAr! '\~Il"':y 

Eca!~!1C'tlre Facilities AccreditatIOn l'rognull {,iFAP) 

!\nTcJitm;on Rcquin..'jH;jll~ j(;r Hc..1ithn;e F(1cili!ic,~ 25-5x 
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l'HAR..'\lACY SJI,RVICES/l\UWICA'J [ON USE 

S:T/\};DAilf)! I'.ILMCNT 	 ;:XPLANAT10N SCORlNG PROCEDURE ,;CORE 

25JiJ.06 Perrot·mallct: lJ)l!lrovcm~:~lt in 
Mooisafioll CSt'. 
]'j~e org:niZ.:1tiOll Jlilize~ 111~,,:nmI10n 
obt.alned fnm: reVlcw of med:eulim; 
p~T1Ce,,",es and oul,"oCICS 10 cl:J!inu()l!sly 
:mp!0Ve the sak!y cf medication 
;:dElbi~!.i alioll J()f pm:;;.i:s_ rile 
;)rsdni~n~;O:l ",il! e~m~idl:r ledmol<'gl(;ul 
ilJV(lllCe~ r.v;!ilabte to then: 1:1 m12fllving 
[hc,,'.; proct"';sc9. !r tccl:!l(1!o![JC;J\ J.d\'al1:;c~ 

fire !w! au oplion., t:1e mgtuizallol1 wilt 
HUpk:ment altenmlivc\ (flU! wilt rCiP;vc 
IUCil,i!Jc:d i55LC;' ilml r.:J~i.:(:, lued:.:ution 
c\'cnl~ 

Putit:lli Safety IniiLathe: 
M:.:di\; ;I\Ol: etror~ U.C cOlwnOIL The 
hh:rmUlC llldkatc$ timl uetweo:n 28-56% 
of ,"dvCfse (J:'\lg even:s 1re prcvo:l.abk, 

! tkg!b:: hanawJ iting. tIlL'z,t::)wn c! 
u,lJdl,:1nJ :il_erg)e~, <:rog ia;en-_=tions, 
jacm rcel. do~.:, and mally other iac(ors 
ciln ::a:sc adv:_'~:,: drug evcnl~, 

Siudies have dcrn:.msln',led thaI a 
sign;ticHn! dc;:rerlse in !T:~'(hca!ion erroc, 
r.nd advc:,;;: JrJg eventF cm: b~ achieved 
t:y lhlEp, C(ll1lllU~Gr;Lt'"d Flt';.eriber 0,\1;:1' 

eat:-y :e-cIlJl(llogy. A~~::itiomd 

(CdlllOiogie; au:- nHl!i11110u~ly ~""'lIig 
JC'iciu:Jed, iBtd if i~ [ile resjlopsibil!:y of 
Ow p:g:miil,(iol1 l(' cxu:nine tj,G 

k'tW!hili!y of imp:cLlcHhtGOn 01' llwsc 
<:ed:n"!ogie~ jo aehie,.-c u safer patienl 
e.:lVji~>nl1KC!, 

It I~ dear Hut! ,,"Ine 01 gariclltQns will 
be \l'lo!)le In drolll fb:se kdlUOlogiG~. 
lIuwever, that dc",~ 1)(;[ ILgatt; (hei;' 
n;",poll"ibtLi_iy!O n:j,o;"e identiClXI issue.; 
hy a;\:':nhl:';:ye mews. 

Q()CU!.'-1ENT lU<VIEW 

& 


INTERVII:<:W 

Rovle\\< mffi;tJtmn Cvt~1U data !{;:vicw 
m,nutn' where imp((wnTl"--"Tti of dlC 

:ru.;·di"':I~;on :'-Y5Iel:1 anu pf(l<e"s-e~ l!r;: 
dv;:cu~~t:d. 

Verify: 
'I'he organU[,ILOll 11m; C(uslcc!('d 
nnplemt:nlHlioll of new ;cc~nologie.~ 
to JeC.UCG medical ion cv;:rJ~. 

2_ 	 !f tc,..:hno;ugy j" !lilt j(;1I~lb1e, 
alten::ntlvc i-,!!UleglC~ (0 reduce 
merJi.;ullon CVel)(S hav;,: bC0L 
j,npJe:llcnlcd, 

2 3 <1 NA 
I - 1h" ;:rwt1u.aU\) b 
O"!!(IH".m~ly ",.-k:llg In 
:0\1'1''''0 lilt m(1huuioll 
\-ydum k ,,:duG(' <"nK 
h~J",,-'I,,~'y lin" :'Xlj 
cnmit'eLtd hL 
l'l)pitllj('llla! ,1'<1. 

cf"""hel<:',\Jif> 
<lc'~\lrh'nld ,,,<idcnc-~ 

I!wl JIC (,(~",i/,,!i"I' j, 
'-."'h,,~.,l;!ilj illlprn'-'t 
Ih" mdka!i01l <;j-9""K 
T,:"dw"!()gy h", ,if'l b"..., 
('(In_'l<.!(~ "i.~ i ,ut '4\();))1 

fIvnltb{:llle /-<ucili(i,:s ;\ctrc:':ill\!ioll jllOgram (JJfAP) 
l\ol,.~redit;1t;1l1l RC(julre;ncms fot Hcalthoure F;:ciJiu> 

2009 
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Policy I Procedure 

American Osteopathic Association 
Healthcare Facilities Accreditation Program (HFAP) 

-~......-.~..-~.....-~-
"Administrator Surveyor Participation Guidelines" 

, :Ovlay 2008, : Page -: 0f 4 

i 

CRITERIA FOR RECRUITING (PRE· REQUISITES): 

A. 	 Educ<ltlon: 
L A bachelor's degree is requ:.red. 

A g!:aduRte degree i:l hOspltal adI1lir'':5trnt10U is preferred 

B. 	 Expetience: (Normally exhibited by the following experience) 

1. 	 least 5 :;e2.1,," c$perience AS the Cuef Execuuve O::ficet 0: Chief OpeutL"16' Office.: of 
an HF;.\.? ,Iccredited hos;:liIzl; or 

2. 	 At leasT::' years exp61-icnce 2.'; an ;lS$()d2.re/ Z.SS1staH:: adrnhust:ator "Y1::h rcspor:sibilities 
for at lea", t-\,\·o or more 0: the foUO\,vl11g areas: 

a. '\:m:sing services, 

C}. T"\vo :esponsib:lttics a:nong ~he follo'>"ing: phatm:ac;', dictax;') php;ica; 
::eh?biliIa;:iOtl therap;-, reS~)lrato,:· ti'JenpT, hQU0e~{C''."ping', pbysical ?hnt, 

c. Re:spon~ibili::ies regatding th~ go\'e:~Jjng bo:atG :md l:Jedical sfi/£f comrrutTecs, -and 
ie::etact direcw- \d~.b board :lnd med;cal corr~-n1rr(;c. 

d. For a:ssGCJa::e/ assisul:t admir.lstratOf-5, or any POSlUO\: other that1 CEO, j 

rec:::mune-:-tdauon :rom the CEO must be lcc!:.lded, 

APPLICATION PROCEDURE AND PROCESSING: 
L SubmiT The ioilmviag TO L~e ChIef Operating Officer (COO~, }--Ica1L~care EKilJries 
Acct:ednatie: Plog:am (HE\P): 
a. Lener of inrent: t~, an HL-\P Sur,·;;:Y0r 
b. Resuoc / cuniculun ...-itae 
c r...vo C::) letrtTs of -recommendation. It is pt:dettcd iliac one thcs(O is a letter 

sJppon b;-;l mem'::>ex of the gove::ung body. 

http:lS$()d2.re


American Osteopathic Association 
Healthcare Facilities Accreditation Program (HFAP) 

Policy: "Administrator Surveyor Participation Guidelines" Date: Page 2 of 4 

May 2007 

A,-gree 1:0 se1Te as a Federal witness, if requesced. 

3. 	 The HE-\P COO"\\-ill subrnir candidare resumes, applicaTIons, and lerters of 
recommendaTIon IO the Bureau Healthcare: Facilnies ~\cctcditation (BHE·\) f01· reyiew and 
appro,~al. If apprQl.~ed by rhe Bureau, an appoinnnent of "slmTeyor-in-uaining" will be 
a"\....~atded. 

4. 	 Appointmen[ decisions ate recorded in the ffil11utes of thc Bureau Heahhcare Faciliries 
_~\ccrcditarion (BHFA) meeTIng. 

:!. 	 The COO will norif) the candidare of Bureau decisions. The COO ,,,ill fon:\;ard coples of 
the HFAP SU(I.~eyor ConfidenriahIY Agreement and Busiuess ~-\grcement fonns w the new 
appointee for slgnalurc:. Cpan reccipt of the slgned documents, sUl"'i'eyor-1I1-training 
asslgnments will be prepared. 

TRAINING REQUIREMENTS: 

1. SUlTeyors-l11-TrJ.1l1mg are required to partinpare with aI lease tv,;o SUlYe:Ts as obsenTer/sun'eyor­
m-uauung. 

2.."\s ayailable, attend appropl"iare: 
a_ Training program 
b. \~'orkshop 

3. Sun'e:Tors-m-training 11mSI rcceiye sarisfacwry eyaluarions by 1:\,;0 (2) sU(I.'"cyor tral11crs pnor to 
be.ing ad,-anced as a full mn-eyor. 

4. During year onc, me ne\.\,· sunTeyor is expeCTed to parncipare in: 
a. Two SUlTeyS as an obsel'.-er/sun,-c,·or-in-traininfJ" followed wim 

. 	 '. 0 

b. Two SU1\.TC'·S a:: a full sun-eyor. 

5. SpeClal educanon, uaining and expenence is required for sUl,'eyOl"s of me follo"'"I.·ing freestanding 
senTlCes: 

a. 	 BehaVIoral HealTh 
b. 	 ~-\mbuh[Or~T Care/_-\mbuhrory Surgery 
c. 	 Physical RehabiliIaTIon 
d. 	 I\lenmJ He8.lth/Subsrance _'\buse Centcrs 

REAPPOINTMENT CRITERIA: 
_-\wlUally, me Bureau Healthcare Facilities _\ccrediIation (BHE-\) reappolIlts sun~eyors USlIlg the 
criteria (below). 

1. 	 ParriClpares m four sUlTey" per ,'ear. 

S:"Policies and Procedure~"PolicJ~s & PToc~uures Cun~nt' AuminiSlral(lr Suneyor Pm1.iCr[Jalion Guidcli:ll~S 20 11 ,uoc 
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2 Pl'Ofe'.<SlO::13.11y conciuct:$ sun:cv~ 

4. 	 _J..ddsc$ H? 5rf1:·f in1ffieca[cly of ar::;" existing cr p(rcential CO:1£.iC(S ofmterest (sud:. as 
fom:v-s 21aces of emp;o:nf)ent~ related ~o survey 0; fasiln.l!;:s rQr which "hey are scheduled, 
and pret ludes $fclf froTa parnc}:::,,-t:ol1 ir such 5lUV:::YS nn1:;;:';5 8.?pmycd to do so oy tl".e COO 
or The Hea1rl:.c3.rc Flcilities )'~ccte(b_tltl0n Frogra:n. 

\)?hen COl1cucrtng S'.ltVC"s, represtnts rl:e l-n-1AP only. 0:0 orJ'\cr nn8me5s is cO:tdu.,::::rec nor 
is aey o,~e;: busu1ess rcpresem:ed eiTher c"-T'tessed or l!I1plied. 

8, 	 Sansf,lcroty eva~uador:s by SlliYSYO!' traine1, sulvt--ye.d fac:iiries, and rea:;n mer;.':loers:. 


(Effcclve ~on:Illber 2U().c:.) 


>:. 	 lr:dividua~5 11,a)" be reapproved ii they couti"'1Ut :0 be ac:ive::' involyed ir~ i:csp(;'criO:1S and 
;:ecc~ye satis:znOlT e\-ah:..aoons r:::g.:trd.111g performance. 

10. Rr;:appOl:.11u::en: decisions are recorded in 6e tuim.1RS of the BillCa".l or Heal±care t:acilities 
Axcredita:ion (BHF'i\) mu:::rulg. 

TERMINATION: 
~L :fa surVC;"Of no longer wishes ro eonbn".lC b this wk, the 5uxvey01' if' asked TO have ct 

dcbrieL"lg 'tdcl: t.'e :-IE~P COO 0, deslgnee_ 

h. 	 If the surveyor makes the decinoa to re~~'Sn, it it, desmlb;e rha, a fout~month nOLee ~c 
p1;)y~ded_ It is also de"irable tha! the !"lJrn;>YOI eo:np:ete or tL"1d an ah:ctr:a6y;,; to any 
f'cheduied Sl~tVf\'S. 

e. 	 SU;n-eYOl1' L~:H r(:.cc.ve IlnSari5facw:y peer 01 facility c.-alu;lti01::: \'Fill be counsekd by rile 
H:,-'tP COO, 

d. 	 SUL'Ye,'oJ:S wiii be [Crm'l)iineC for: 

4_ u;::rrofessionL or unethical beh:1y~or 


:;. Cou[denriaJin- br<'-->tc:lb 


c. Beh:1'v-iO!5 dLr::::wusua::ulg CO;:l£liCt$ 0: mtcres[ 

PERSONNEL FILES: 
1. 	 Tl:e =:1ttector of .--1.ccrediration Sen"ices, Hcalrhc:m: .?acilihes ~A.cc1:edi:s.tioll P~·ogra:r:. 

,r.111C;:Uu;.S a personnel fie [or each S121VC·YOL 

http:r(:.cc.ve
http:eonbn".lC
http:Hea1rl:.c3.rc
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2. 	 Fm each 5\,tn;e;:01, the fo1l0wing dOCUme:1b \villl:>e O:hlL1tsb:::ci: 

a. 	 Cuu-icC:"C.m \-inc 
b. 	 Letters of Re:ct'cnce 
c. 	 Signed Surveyor AgreC1:1mt 
d. 	 Sig..tH::C. Eminess A.ssodate Agreement 
e. 	 Initktl BHEA appointment letter 
f. 	 At:;end<OL"'1ce at educatio;1 sessioI:.S 
g. 	 POM-training test scores ane other competency validation documents; 
h, 	 Evaluations, including letters of commeEd?tion, investigation of complair:ts and 

:lctio?} taken, jfrequi~d. 
1. 	 Ot~er corrcsponde:1ce, infor:nation andlor materials related to thei:" icdividllal 

services as lITA? surveyo:s or cor.sultants. 

SURVEYS; 

1. 	 3U1.yeyots will not be scheduled rc s'~m"Cr a iidht; vvhich 18 :c'c:ated 'within a:l B{l mile 
radius c: thclI current t:n~~llo~ et al:d/or ;l facility which is ;l direc:: coroperirot meu' 
employer. 

SUL'ye;'Cr,; ,·vill l1Gt be ;,;cbf'dulcd to sun'cy a faciliTY 11) which rhcv have been a£fi:i;t;cd 
~-ith in The pst. 

3. 	 If the 5UJ:H'Yor also acts as an HE\P con~uhan:, the ,;,un~e:'or Dust no::i~- me HFAP 
office at :J:e rune c<:m:mltatio:l. sen,i<:.:es have bcen agt,:"cd upon \;.irh the £tetlin-, 
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" 	HFAp 
 Policy I Procedure

American Osteopathic Association 

Healthcare Facilities ,4ccreditation Program (HFAP) 

r Title-,-"""R-egistered Nurse Sur'-v"'e-y"'o-,"'p"'a-ri:-;c-ipaifcir-,-G-u-iden-n-e-s-"--..----"~--

CRITERIA FOR RECRUITING (PREREQUISiTeS), 

A. Education: 

1 .>\ bac:tel::t.t'S ce~~ee is rcq:.rirtc. 


B. 'Experience: 
H:;ve 5-yc.ar5 numr:lUfa, 1(I ,OC2;:' pR~;:::r:r:cd KJ::YC ho:;plc:al c:xptncnce, \.\,"1th a to;:'cs m 

;:.dmix:ds::tJ.t1011, ~;:'Jlcl'1;:.a:t: educ,,:b::; 0:1' quahry n~o:uto!....:ng (Quaii,y !\hmger 01 
c~u.f,~alcn(' "I'c Gc ctlJ:::cnrh ac;ive IE it :lo3pl:al accredited rut' HF)}.P 

Have expe;:;eIiced o:'1e OC two HFAP SU'....eys (rw0 prefeeec), 

APPLICATION PROCEDURE AND PROCESSING, 

1, 	 SCl::::ml, r::'e £~JUo'w'1ng cO th,e Chief Op.::r2r ...,'_-:tg 0,'5,,, ~COC>_ ::-lea "Ltn:::arc Fs.~,,;ili;:it's 

Attremtauon P::ogtar:j " ;:1'" 

a :'c"(e1' of bn~1): =0 becom:; an HF.-\P S1jrl~::,xor 
':::, ResUC1C: i ccL"TicnhJCl riLle 

Tbe fLs_--,,-,-P COO 'xi1l S1:b:nil c3:liidat::- .::e$UD1eS and let;::e:::-s C":ll rCCOffiJ:.1:if.'!danOI: :,j ,1:.e 
lhu'eau of Facill~i~~ Acc:editauc:: ::BHL1.;: fur re\'ic\;: a,ld approva:. app.roved 
':,)y :-he 3'.lrt;:3u, Z:l ilpP()i;.:::J21em 0:: "sLTvcyor-in-trz:ning~' wl~] be s-..qnd.:cd. 

4. 	 A~pOillt1Den:r dC:1Sl0n-i' a:e J:(:C:0)"ced in me ;XMlUIeS of the Bun;:at: of' - F;):iht1(:~ 

".\.c:c1'cdicauCL :.3HF_.o~; rr.eering, 

copie5 of 
the HFj)P S'_ln7 CYOT Con£idcr:::1ali~- c\.green:c.tat ;:nc 6(: BusL'lc-sS .\$fOanC _j~g:eerncn:-

:?_\A) £:-,::JJ:)S t(; u1.f.' ne\,' zPlwmree sigt'"tUre.::'::pon !ccf'ip" of the signee. docu;:))::',n::·,,, 



I 
I--"~~"~~"-A-m~';rican Osteo'pathie Associatio;;--------

Healthcare Facilities Accreditation Program (HFAP) 

TRAINING REQUIREMENTS: 
5l.:Jycyor$.'J'.-':=-rai.:Jing an.. :eqUtrcd 10 partlDparC \\'l:h a: le:tst "v;.~ SUJTeys as 2:1 ~)b:3erq;= ,-' 
surce;:0 r -m -tralrl1r:g. 

ax;;.ilAble, f!e:cnQ appropna,c; 

ct. ::":tL'11.t'~g pxogtaXG 

b. W(llb~l(;p 

3. 	 SmT~~';'ots-in-e:-ai::::llng LX.:St tc:e:ve s::msr:u::ory ¢vabaU0:J.s by t'.V0 :2~ SU.F:CYOt tSl.L"1.::t5 prio:­
TO "d\-:a.-nccd a~ a ftJ[ S\1rd2'fOL 

4. 	 "')-c:t'irut '-ell.: one. L':!e ().ew s:.u\-ey01' is ec;:pcct?d w :nnicipar<; ia: 
v .' 	 ~. ~ 

a. T\\'o S\1£vey; as an obS?.rveI/s,~··<;cyot-i."1.,traidl:g £oDcwed \"l.-ith 
b. "1\\'0 .>111"'71:','S a.s a run 2u£":e,"cr.. . 
'pecw educaUOl'- Z:li:1 eXp':::~.ence for ll>lp.cCl00 or ",peafi:: ;::l~sciplines require:: fur sun'c:.' 
~::eeS(8nG.:..,."lg st:-dci:s: 
:1. 	 B;:~aviota:I-Ie:¢lth 

b 	 ;\!"nbubr:cry Ca;:e,'},fnbu1:uol'Y S"'g''''" 
c_ 	 Physical Rehablim tioa 
c. 	 .:,.ru:~al HCcllt~/Srlb$ta:clC:c AbLSC CU:':CI$ 

REAPPOINTM ENT CRITERIA: 

-1. 	 ;\dYis~s HE·\P sraff irnmedlltdy of aJl~T eXls:.ing or pOTenti;j coniliccs of mr,;resc (\mc:l as 
fonne, ?h':cs of emp:c',-mcn(: en S~:lt\-(';Y of :::aciI:cie,: for w~l!ch 2!'e schc:::l-.Jled, 
and p:t:dudes ~_elf ±tor.: p2tricipariun i::; such sUn'c.::-" ur:.:ess appr:Jved 70 d~: 30 by [he Ch:ef 
OperailiJ:) ~CDO; of t!.1e h;:a;:l1C:l,;e Fa:;ilirics _-\ccr~'ditation Program. 

-, 	 W-hen c(;l:cillCting sun'¢}'s, rcpre3eU!S rue ~~()/\ ;-leil.ltt1C3re Faciki{;S _-\ccr~±~auo:t: 0rogr,u"" 
oru:/_ 1'\0 otile! bUSL'l{;SS 15 coaducted, 80:::- i~ Jr.y other oXB,aniz;n::oc' xep:csemed, cirher 
exprcJsed ox unplit:d. 



American Osteopathic Association 
Healthcare Facilities Accreditation Program (HFAP) 

Policy: "Jfegistered Nurse Surveyor Participation 	 Date: -, !"age 3 of.:, 
M;:;v 20e7Guidelines" 

I:L Sacsracm=c- ey::thl{'tlO'i;; 

p£<)\-i-3e': :t!$ aLSO ce:'ix:,b:e 

:'Yo\-;;:rr:.ber .2{;(14; 

£; 	 bdJnGld.:, :G:"ZY :::::: ~e~ai:)proyed It L~:;;: C;)"GCl.-;ue ~~; be "CO'""",,, Jr.:':"!"'" 1r: J;JS'.J~ctiOtlS: ,md 
tete!>'!:: sansiactory eva L1.latlOn~ l'cgardL"lg pe:cfcrm::tIlCE-. 

Ll\ 	Reappoll1tl'nem decisions are recorded 11, the: :nintJt~~ 0; the LV'"'''' Hc:alcncan: Facilities 
_;:~C-:::2:ed.1,:aL10:l (BE?_;:~; "",er,,,, 

TERMINATION: 
-1 a s:;rvc;'o: no lo:1{5:':J: \l::1Shc~ 1') eon:ir::l:e 1."1. {hi, role, the $UrV(';yOI 10' asked w hav::: J 

denneling '\vith the H_ (()O Gt deslgnee. 

scheduled Sl~TeYs. 

3. 	 Slli\.'~YOrs th~H tecdvc """u,ia,snnT peeJ: OJ: bcility e\'Jluacions \\111 be eOQ"f}selecl b,' the 
:;-IF/\.? COO. 

5U"'''-f';COE will b:::· re:::TlJ.La~cd for: 

a Ur:profess:onal0r :me:hi::al bct:aL;;r 

b, Confidemishs- breach::: 

c. Behanors dernol1::manng confjo, of lnIerest 

PERSONNEL FILES: 
'':'~''1C D;'rec,o: of ""cc;:ed::::arloll Ser'71ccs, rtcaknca.:-c T,:M:ilinc$~'\cc:edictio::l PIo~:;r,,-:cn 
1':l8.L"1.[;1L"15 .1 ~2~__!<(onnd file for eacll. 3:.:;:Ye;-02:, 

For eaeb sur"'''~yor) the followmg ;:iOCtU11e~1tS wiD be mainraine6: 
.1 C'.:J:::icubm "l:ac 
-'1_ Sig::ted SJITey;;: /\g-.tt;c:::n~--r:, 
c_ =__ e:r('x3 of Rer·e:.tLC(! 

6' res: scnes ;md orner cor:c:pcrenc' 'n.hdJ tio:1 U(!CnHECCS 

h. E""'-8"J:l'LO!lS, :.::xb:h1.'.S; hone:::; of cJ=;.cn::i,,__:i():l. W.,(!f--i;;:a'ic:;::l J:f c::c..J.p~aj·:__::~ 31:d 

8.eton uker., iirc"cTxcf. 
Ot..~e: coJ::t<':2pouciellce, lnrormarioll and,.- or matenal,; rei"," to their lncii\ 'id'..la: 
fetviccs (is HF_-1P ~urvero:r~ eX' con5uhanrs, 

SURVEYS: 




--.~.~... --_ ...~ ...CC-~-.~-... 
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American Osteopathic Association
Healthcare Facilities Accreditation Program (HFAP) 

Policy: .iR"egii>tered Nurse Survey'orPirtkipation Date: ?agf'c4of4 

~1~y ;::,007Guidelines" 

.r:illllS or thi:JX :::crre::lt e:C:~Jlover 
c1D:710ve: 

Sc.rp:-:yt)T: ,,-ill not be 5cb.~dr:;cci ::0 SU:'\T}' <c :"3.cili::y u:: v,:hich d::e\" 


w1L'l il1 


J. 	 If d');" srrlY(,,'ccal;;c:J aces as ar~ HL'\P coD.4ulrant. ,he sur,'eyot must nncif:,' the HL",-P 
(~ffic2:1t tunc COi1:,mmluon sernc:cs been agreed UpOI'- Wlth the f",ill" 



Policy / Procedure 

American Osteopathic Association I 
Healthcare Facilities Accreditation Program (HFAP) ­

Title: '~iiTeam"Captain~'Surveyor Partidpation Guidelines" ---~~-..--~~ ---1 
rag;;: '; at :; 

; 1 

CRITERIA FOR RECRUITING (PRE-REQUISITES): 

\ c2.ndid:nt: for ,1:t: posicioCl of (e2JU CAP!2.l:1 surveyor sbI :r~eet the :ollO\vbg eligibility cr1rexia. 

A. Education 
1. 	 L!cc:1sed :L')O ,: MD ~:1. a HE",P accredi!cd facillty. 

B, Experience: 

L 	 E,w{; 5 yeS!) active [,racLice: experience.._be curr<:-1:dy i!l ilJ:dye practice or l'ece:lIly reti:ed 
(vnthin the las-:: 12 J11ochs) fi'C-::n actl-.;c p:::acticc, 0': function as;) :'\!:edica: DirecTOr. Director 
of },fedtcal "2.ducauor: 01 fLc:::c..ini;;U:aror for the salt,; rime ftan:e. Cen:::Jicauon in a specialty 
des1r:::bi::. 

L 	 Ezpcnc:lce it:: rned.1<.:al staff organiza;iona~ actrvities and co:tcnirtee_~ ?refe:::a~]ly pee::: l"-.O,.-1e\.v 

type (i.,:., Quali~y :\.sse-ssrr:cnt Perbnua:l:ce Imp"w\'emcnt, Utill.za>lon RC\'1ew.) 

APPLICATION PROCEDURES AND PROCESSING: 

Sub;uir the follo\\0ng to me Cbef Ope::aring Officer (COO), EcahhcJre Facilirics 
"·\ccrcci.ttJtl.on Prog::am (i-!F~\P); 

a. 	 Lettct of mteJlt TO bec()me :m EF;\P Su.""eym 
J. 	 Rc!:r...lffic'/ cJrncciullJ yit:tc 
c. 	 '~-':vo (2) let~ers of Tccoml:1Cudauon. 

3. 	 The ~1F.--\P COO will "obm.!::: Glndirurc l'C1:'1.LneS ami leEcrs (1f recomClendat1or:. to the 
I:LnLau of J-J c::thhc3re Facilities Accre-dits.'J.(.,cl (BH:U_\) for re\"ic"\\- ar;d i'.prrcval If approved 
by the Bureau, an appointtncnt 0: "St:c..;··veyor-u>ttai.'lirtg" \vill be aw::trded. 

4. 	 ,--'qpou:::r:::l.eI1T cr.·cis:ons an:. reco.rd<..Cd in xe Un;(lOfe3 of the 3urcau of Hc.aJrhcare r-:lciliu<..Cs 
Ac.-::rechu.tlo:l (BHFA~ meeting. 

http:ccrcci.ttJtl.on
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, fl.-lay 2:0Cl7 i : , 

5. 	 rh= COO \...,ill neat}- the cancdate of The Bureau's c.ica,>iOh. The COO will (O1"\-\ ard cop:es 
of the H?AP SUlV(XO':: Ccnucicm::kiiry :\grec!J1eTIt !ted 1:18 S'JsinCss ~A.~5Gci;ui()r: _\g:eeI~1eut 

:])A·\) fOUDS :0 rbe :tIew appoinree for signatm::e, LpoG. receipt of the Eign~d documents, 
s~Jn'cvor.!-'1-Lr'aining c1ssigmf)CnrS \V:4: be preiYll"Ca 

TRAINING REQUIREMENTS: 

1. 	 Sl.lr\,:eyoxs-h1.:-1·::d.1';:;g J.!"C reqt:':':ed to p:Hticp:l:::C with a: least :'~'O sat'','c?s JS ",-n obseryet 
"nrI7cyox-::J-t!;:ruung. 

As a'i-iulable, aEend ;l?proprlarc: 
a. 	 tra1r1....:.ng p.:':ognnI: 


work,.hop 


3. 	 Survey::J!"S-ln-:r:WL"16 musr rcceire s,;u::sfac:or:/ e'{-aluatiot',s b;- -;-'\\.'0 (2) F;J1Xeror tn:dne.::s prior ro 
being ::tdv1ECCd as a ful1 sun,'eyor. 

4. 	 DGoog -y--eiU one, the L3"::* SilliTyot is '-"_'"Pected fO participate in: 
a, I''O,-O ~"J!\'eys as an obseJ-\ V1' ./ surve;'ot-in-triining foJowed ,,"':':11 
b. '1"w,y surveys as a ful1 STll'?eyor 

_. 	 s~)ccu! edac::u::on ;.ad expe~1enc:e for 1nspectioc or' specific discipliue~ required for su!:ve~- of 
[reesta::1d1,g services: 

a. 	 Be~a\7lonl Healrh 
b. 	 At::-tbularory ,::are / _-\t::1bula:on- S;.ttg;.::y 
c. P~ysic"l Reh'1bilir-nLvll 

d, T\Ien:al :rIe:tlth/SubslllDce Abuse Ccc.re!:!; 


REAPPOINTMENT CRITERIA: 
~A..nnually. the Bure:m Hca2thc;J.J:e Faulities ,·\.ccrcditation (BEF:\:l Hc,-:ews:he hST of mn-cyors to:" 
n>app01rr::r!lertt U5ill14 the criterilli:w;:::l bcloU;T. 

1 

3" 

4. 	 _A..cvises HFAP snff ir:'1lIle®rch- of allY C::lsting 01' pQ'(cr~t1a: co~±h:IT' of itHeres, :,such as 
formet phces of fJllr1oYL1C1:,) related to Stirn::: of fa::ili:ie5 £»1' which he / tihe is scheduled, 
and ph:'dcdes self trOr'.1 parcicipaLon ill :<lch 5illVe~-s tlOle,.5 approved w <1'1 $0 by the Cbc: 
Opcmliug O:fkc:" (CO(Y' o{ the He:ahhcare Elcilities _:',cCl'eci:rao.Dj) Pr(}.g:.tJ:n. 

J. 	 \):"h::n conducting 51l[\"eys, represents "L'-lc. AO_\ Healthcare ~J.cilit."s A..ccn,iliatlo;) Pr8.b'Tar:1 
only. NJ o~hcr bt5U1ess is couduc;::d. nor ~6 :tty other o~anizatio:l represented, either 

http:cCl'eci:rao.Dj
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Policy: "Team Captain Surveyor Participation Guidelines!) ,Date: Page30f4 'I' 

1	 
M.'••' .__. __.. __. __. __. __. __.__.__.__._._.L.._'.______.__._

¢xpre~$ed or irnpled, 

8, 	 Satisfac~01'y cyaluarions:,y sutyey0l' tralnct, HD:n:,ed facilitcs, ;,.nci :eam members. 

:=ff:.:cciyc ~m'em-De::: 1, 2004) 


9, 	 Indiddc.ai" rna? oe re~;:.r:pIO\'ed 1f :ber conti.."l'.Je to be ac~+vely ~nvJh-cd 1r: im?ectiocs :ind 
rece:h-e satsfactot~,- evalua:ioils rt:garding pcxl0rn:a::ce. 

10. ReappOL"itmet'.! cecisiom: are nccolded ir: the r:nir::ures oirhe BU.Tcau Hc-dlrhcnre Facn..ities 
,-)'ccreditltQo::l (3HFA) oeering. 

TERMINATION: 
1. 	 Ii a ,\nycyor 00 :ooge> ,,":>hrs to coeUnLe in Llw ro:L, tbe rUTsy·.'· ir asked TO hava a cieoricUng 

,\vtth me HF,-'..P COO or designee. 

2, 	 Jf d1(: s;trveyor mali:cs the decisi;)n ro tc-SJgr::, it ;5 desll's1:Jle ,nlle :t foC!! :nonth notice be 
p.r(Hicied, Ie is :-tho desimb~e tnaT the sun cyor conplett:: 0;: t1~ld au abe:TI:lti\"e:o anT sch<;"ciulo::d 
~u.:Yeys, 

3. 	 Sllr¥-e;:ors ;:h:1.t recel've uU3ilusfactory peer ::lr facLity e\'aluiltO:ls ,,,ill be ;:"c,u:lseied b:;- ~he E?AP 
COO. 

4. 	 Sun-cp;_,rs """.n be rennil1ar,;,d for: 
a. 	 :;oprofssJi0n~l,x Wlctluc::l behav:01: 
b. C:nudcn::i:llH;' bn,,';1d:cs 

L BehaVIors dC;D.onqu:ating cor:ucts of l:ne::est. 


PERSONNEL FILES: 
1. 	 Tht: :Jitecwr Acctedi::acioo Scc:vlces, Hedthca.;·c Facilitic~ Accreditation :)rogram (I-IE'\.?) 

tr;air:::a.ins a pe!sonnc~ Ec fo~ c'1ch 5UfVr.y'OL 

a. 	 Ccr:'icDum -ti;:ae 
b. 	 Sit::lcd SUD-e,,'.)! .:';,q:reelIl:::n: 

'" • 0 

c. Le:ters or Refete:1ce 

d, Sig:1-e::! BU51Des:;; ;"~ssoda:e :\gteemer.t 

e. binal BEE-"..-\ 8ppo:nrmeru: lertCl' 
£: A. ner:da~1Ce at education sessions 
'5- pc.st-t:rainir~g test sCOJ:cs ar::d other Cor::1.?Cfency ',-a::.ida::inn docmTIe-cn 
,
n, 	 b~alu:l1:iOT:s, illducing-letre::s of C01l11':lendt.tinn,. bvt:Higa::ion of complaint,; .:nd 

aC-:1on taken, if n.:g'tUIcci, 

http:Indiddc.ai
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1. 	 Other correspondence, infurmation and.: ur materials reLncd ro their senices as 
HFJl.P su:y\.:yors or cOI15ulmnu 

SURVEYS. 

L Slli""""\'t\-ors wilJ D<Jt be scheduled to sti.l':ey :; rA<.iliu whicll is located \\~thln ~n 80 mile 

ract:;,; :)f chert cutrer:t e[C?lC"eI a.r:d/ 01 ~ 'J,+uch is a direct competitor of the::: 

a:::T:::b~"eI 


2. 	 SUXVC;'OIS \\"111 flOC be scheduled TO stirn:.:y ,1 Ca6lity in which [he\- hayr; b";(;ll affiliaTed 

with in The past. 


.). If t"b,c s-,m"<!yoI :11::0 acts as ar: HF}cP CO:lSt:::an:, me ~8:\'eyO! !TiuM noti~"- the EFA? 

office st -::h;: ti'11f' consuicarion Se1,'-l(:es been agreed upon \\'ith the facility 
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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: 	 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 result is 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 

(a) (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. 

http:www.pharmacy.ca.gov


 
 

  

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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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 

September 19, 2011 

To: Members, Licensing Committee 

Subject: Agenda Item 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 
• Physiology 
• Pharmaceutical chemistry 
• Pharmacy Administration 
• Pharmacy Jurisprudence 
•  Public health and communicable diseases 
•  Professional practice management 
• 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:   
 
• Emergency/Disaster Response 
• Patient Consultation 
•  Maintaining Control of a Pharmacy’s Drug Inventory 

http:www.pharmacy.ca.gov


• Patient Consultation 
• Ethics 
• Drug Abuse 
•  Defined Content Areas 
•  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.  I 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: 
• Courses will reach 100 percent of registered pharmacists 
• May help to increase the number of Disaster Healthcare Volunteers 
• Consistent with the board’s Disaster Response Policy Statement 
•	 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 
•	 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 H1N1 
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 
issue 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 I). 

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 Item 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


 
I 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 
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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 I 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.  
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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.  
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The better question is: When and how and can self-assessments be useful? I 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.  I 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: I 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 
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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: I 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 
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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.  
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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.  
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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: It is 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.  
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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 

I good at? What do I enjoy? What practice areas do I 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.  

I 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: I 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 APRNs. 

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, I 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.  I 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 I 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, I would submit my 

maintenance assessment this time.  I 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, I 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 I 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 I earn 

7.5 or higher, I will not be required to have additional education in that area.  However, if 

I show weaknesses, I 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 I 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 I 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: I am a proponent of simulations for educational purposes, but I’m not sure they 

would be effective in high-stakes exams, especially assessment of communication.  I 

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.  I 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: I have had conversations with several of the specialty boards and encouraged them 

to use our test for initial certification, let alone recertification.  I 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. I am going 

to walk you through our decision-making process and identify questions we still have to 

answer.  

I 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: I 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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STATE AND CONSUMER SERVICES AGENCY 
DEPARTMENT OF CONSUMER AFFAIRS 

GOVERNOR EDMUND G. BROWN JR. 

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 enrollments, 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 + 30-39 20-29 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 

Work Location 2: 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 + 30-39 20-29 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 

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 + 30-39 20-29 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 
I:\HWCDD\CLEARINGHOUSE\Alex Folder Revised 02/10/10 



       
   

 
 

  

 
   

 
                   

 
  

 
    

 
 

 
  

   
 

 
  

  
  
  
  
        Central American   Cuban   Mexican  

 Puerto Rican   South American   Other Hispanic  
Asian   (If Asian,  please select one of the following)  

 Cambodian  Indonesian   Malaysian  O   Vietnamese  
 Chinese   Japanese   Pakistani  O   Other  
  Hmong   Korean    Singaporean  
  Indian   Laotian   Thai  

Native Hawaiian/Pacific Islander  (If Native Hawaiian/Pacific Islander,  please  select  one of the following)
Fijian  Guamanian  Samoan  O   Other Pacific Islander  
Filipino  Hawaiian  Tongan  

Other (not listed  above) 

   
         

 
             
            
                     
           
                                 

              
                           
   
   
 

  
                                     

                       

   
   
   

                      
   
   
   
   
   
   
   
   
   
   
   
   

      
    
   
   

   
   
   
   
   
   
   
   
   
    
   
   
   
   
   
   
   
   

      
   

   
   
   
   
   
   
     
   
   
   
   
   
   
   
   
   
   
   
   
   

   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   

   
   
   
   
   
   
   
   
   
   
   
   
   
    
    

 

                                                                         
 

                                            
                           

                                       
                                 

  
      

4. Education 

List all degrees/certificates obtained __________________________________________________ 

Are you presently pursuing additional credentials or certifications? No Yes
 

If so, program name/degree type_____________________________________________________
 

Expected year of completion ______________
 

School/Institution name ____________________________________________________________
 

School/Institution address __________________________________________________________   


5. Cultural/ethnic background (you may select more than one) 

African American/Black/African-Born  
American Indian/Native American/Alaskan Native  
Caucasian/White European/Middle Eastern  
Latino/Hispanic   (If Latino/Hispanic,  please select one of  the following)  
O O O 
O O O 

O  O O 
O O O 
O O O 
O O O 

 
O O O 
O O O 

Verbal 

`
 
Decline to State
 

6. Foreign Language – Are you fluent in languages other than English? If yes: 

Within the next 2 years

Written 

O Afrikaans O Czech O Ibo O Mon-Khmer O Swedish 
O Albanian O Dakota O Ilocano/Iloko 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 Amharic 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 Swahili
 

7. I plan to retire:   Already retired 
Within the next 5 years Retired, work part time 
Within the next 10 years Plan to work part time 
Not planning to retire within the next 10 years 

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 
I:\HWCDD\CLEARINGHOUSE\Alex Folder Revised 02/10/10 
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STATE AND CONSUMER SERVICES AGENCY 
DEPARTMENT OF CONSUMER AFFAIRS 

GOVERNOR EDMUND G. BROWN JR. 

Date: September 19, 2011 

To: Licensing Committee 

Subject: 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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