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Licensing Committee Report 

Members: 
Greg Lippe, Public Member, Chairperson 
Ryan Brooks, Public Member 
Rosalyn Hackworth, Public Member 
Debbie Veale, PharmD 

LICENSING COMMITTEE REPORT AND ACTION 

The Licensing Committee met on September 26, 2011. 

a. 	 FOR DISCUSSION and POSSIBLE ACTION:  Review of Requests and Possible Board 
Action to Become a Board of Pharmacy Approved Accreditation Agency for Licensed 
Sterile Injectable Compounding Pharmacies 

Attachment 1 

Relevant Statutes
 
California Business and Professions Code section 4127.1 establishes a specialized
 
category of pharmacy licensure for pharmacies that compound injectable sterile drug 

products and sets forth the requirements for licensure including:   


1. Licensure as a pharmacy  
2.	 Inspection by the board prior to issuance of a license and prior to renewal of a 

license 

B&PC Section 4127.1(d) creates 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 


•	 currently accredited by the Joint Commission on Accreditation of Healthcare 
Organizations or other private accreditation agencies approved by the board.    

Note: an exemption from the specialty license, does not exempt the pharmacy from complying 
with all board laws and regulations surrounding the compounding of sterile injectable products.  
Rather, such entities must comply with all CA laws, including the compounding regulations 
established by the board in 2010. 

Background
 
The board has over 240 such licensed facilities in California, and approximately 90
 
nonresident pharmacies with such permits. 


Consistent with the statute, the board has approved three accreditation agencies: 
1. Accreditation Commission for Health Care, Inc (ACHC) 
2. Community Health Accreditation Program (CHAP) 
3. Det Norske Veritas (DNV).     

http:www.pharmacy.ca.gov


 

 

 

 
 
 

 
 

    
 

 
 

   

 

 
 

 

 
 

  
 

 
 
 
 
 
 

 
 
 

 

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. 

Licensing Committee Meeting Discussion 
During the meeting, the committee heard presentations from representatives of the 
American Osteopathic Association Healthcare Facilities Accreditation Program (HFAP) and 
representative from Pharmacy Compounding Accreditation Board (PCAB).  Supervising 
Inspector Janice Dang provided the results of her evaluation of the applications submitted 
by the two agencies as well as the outcomes of her inspections of pharmacies accredited by 
these two agencies. 

Both organizations were asked to respond to the following requirements: 
Survey teams will include a pharmacist. 

HFAP would need to restructure its survey teams to include a pharmacist. 

PCAB surveyor teams consist of all pharmacists.  

Agency agrees to provide the board access to accreditation reports. 

HFAP will report deficiencies, serious noncompliance and denial or withdrawals of 
accreditation to the board. 



 

 

 
 

 
 
 
 
 
 
 

 
 

 

 
 

 
 
 

   
 

 
 

 
 

 

 
 

 

PCAB will notify the board regarding noncompliance and situations where a 
pharmacy’s accreditation is denied or revoked.   

Agency agrees to conduct an annual inspection of each pharmacy. 

HFAP will conduct annual inspections if required by the board but that routine 
inspections will impact efficiency and lead to additional costs for the pharmacies.   

PCAB annual inspections would increase costs for accreditation and suggested that 
the board consider random inspection of ten percent of the pharmacies each year.   

The committee requested clarification regarding these requirements and the commitments 
agreed to by other accreditation agencies recognized by the board.   

Committee Recommendations 
MOTION: Direct board staff to develop a comparison of the current accreditation agencies 
and HFAP and PCAB to review and compare all criteria assessed during the application 
review and the requirements agreed to prior to recognition to be reviewed by the board at 
the October 2011 Board Meeting. 

MOTION: Recommend to the board to conditionally approve HFAP and PCAB as 
accreditation agencies pending confirmation that they meet the requirements of other 
accreditation agencies recognized by the board and the guidelines established for all 
accreditation agencies to follow at the October 2011 Board Meeting.  

Recent Update 
Board staff prepared the comparison chart detailing the commitments by accreditation 
agencies recognized by the board.  This information is provided in Attachment 1 along with 
applications submitted by HFAP and PCAB and Dr. Dang’s findings. 

b. 	 Discussion and Possible Action: Statutory Amendment to Business and Professions 
Code Section 4209 to allow for the Reporting of Intern Hours to the Board of 
Pharmacy by Other State Boards 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. 

Licensing Committee Meeting Discussion 
The committee discussed the issue regarding the importance of training and experience 
earned in a pharmacy. 

Committee Recommendation 
MOTION: Sponsor legislation to modify Business and Professions Code section 4209 as 
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. 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  
provided that the applicant has obtained a minimum of 900 hours of pharmacy 
practice experience in a pharmacy as a pharmacist. 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.  

c. 	 FOR DISCUSSION: Proposal to Specify Continuing Education Credit for Pharmacists 
in Specific Content Areas 

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 

Background
 
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. 

Suggested topics considered by the committee included: 

• Emergency/Disaster Response 
• Patient Consultation 
• Maintaining Control of a Pharmacy’s Drug Inventory 
• 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 should be obtained in specific manner (e.g. lives, 
web-based, journal, etc.). 

Committee Discussion 
The committee discussed that any topic identified by the board should have generally 
broad-based applicability for pharmacists.   

The committee discussed possible implementation of this policy including: 
o Statutory changes 
o Regulation changes 
o Preferential credit for completing courses in specified areas 
o Encouraging completion of certain courses in The Script 



 

 

   
   

 
 

  

 
 

 

 
 

 
 

 

 
 

  

 
 

Committee Recommendation: Direct staff to research implementing incentives for licensees 
who earn CE in specific content areas including ethics, substance abuse, 
emergency/disaster response and patient consultation.  Recommend that the board 
reconsider and possibly decrease the amount of CE a licensee can earn by attending 
meetings of the board. 

d. FOR DISCUSSION:  DCA’s Focus on Continuing Competency 
Attachment 2 

Background 
The Department of Consumer Affairs has asked all boards to evaluate how they can ensure 
the continued competency of their practitioners and this item has been discussed at several 
Board and Licensing Committee Meetings over the last year.   

During 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 - - The 
Pharmacist Assessment for Remediation and Evaluation (PARE).  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.   

The PARE will be psychometrically validated and will be updated regularly to address 
current drug therapies.  The exam will be available for use in 2012 and will cost $250.   
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. 

Committee Discussion 
The committee briefly discussed the issue.  It was the consensus of the committee to defer 
this item to be discussed during the October 2011 Board Meeting. 

Attachment 2 contains a DCA document on the topic as well as information prepared by 
the Citizen Advocacy Center 

e. FOR DISCUSSION: Office of Statewide Health Planning and Development’s 
Manpower Assessment and Survey of Licensees 

Attachment 3 

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. 

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. 

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.  Previously 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 however board staff was later advised that the department is no 
longer moving towards such implementation.  

Committee Discussion 
The committee discussed the information that is required to be collected and use of on-line 
resource such as Survey Monkey that could serve as an easy collection method that would 
have minimal impact on board staff as well as possible ways to incentivize completion of the 
survey. 

The committee requested that the survey include language indicating that participation is 

voluntary and counsel offered to provide possible disclosure language.
 

Recent Update
 
Provided in Attachment 3 is an updated draft survey incorporating counsel’s language.   


f. FOR DISCUSSION:  Competency Committee Report 

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.  On September 27, 
2011, the quality assurance review was removed and results have been released. 



 

 

 

 
 

 

 
 
 

 

 
 
 

  

 
 

  

 

 

CPJE Statistics 

CPJE statistics for all candidates who took the CPJE examination between 4/1/11 – 

9/30/11, inclusive, will be available for distribution at the board meeting.
 

Examination Development
 
Each Competency Committee workgroup met this fall to continue for examination 

development activities.
 

g. FOR INFORMATION:  Licensing Statistics for 2011/12 
Attachment 4 

Attachment 4 includes the licensing statistics for the first quarter of 2011/12. 

h. FOR INFORMATION:  Minutes of the Meeting Held September 26, 2011 
Attachment 5 

Attachment 5 contains the minutes from the meeting. 

i. 	 FOR INFORMATION:  First Quarterly Report on the Committee’s Goals for 2011/12 
Attachment 6 

The first quarterly report on the Licensing Committee’s goals is provided at the back of the 
tab section in Attachment 6. 
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Table 2: Comparison of Inspections of Approved Accreditation Organizations To PCAB and HFAP 
Criteria Accreditation Commission 

for Health Care Inc. 
(ACHC) 

Community Health 
Accreditation Program 

(CHAP) 

Det Norske Veritas (DNV) The Joint Commission 
(JCAHO) 

Pharmacy Compounding 
Accreditation Board 

(PCAB) 

American Osteopathic 
Association Healthcare Facility 

Program 
(HFAP) 

Record keeping 
(CCR 1751.1, 1735.2, 
1735.3) 

Pharmacy #1 
• Reviewed. 

Pharmacy #1 
• Add to compounding 
sheet equipment used. 
• Unable to retrieve 
electronic data for 
temperature monitoring. 

Pharmacy #1 
• Reviewed. 

Pharmacy #1 
•Supplies invoices not on 
premise for 3 years. 
•Add to compounding sheet 
equipment used. 

Pharmacy #1 
• Accredited period 10/21/2010 to 
10/20/2013. 
• Review of previous inspection 
correction issued to complete 
compounding self-assessment. 
• Reviewed. 
• Discussion: print CSOS and 
document qty and date 
received. 
• Compound sterile to sterile, 
nonsterile to sterile and nonsterile 
products 

Pharmacy #1 
• Review last inspection with 
one correction to complete self 
assessment.  
• Accredited 2009 to 2012 
• Hospital pharmacy. 
• Correction:  interviewed 
housekeeping and PIC, 
weekly cleaning of floors, 
ceiling, walls but document as 
daily. 
• Correction:  unable to locate 
Power of Attorney form to 
execute DEA 222 order forms 
for second pharmacist. 

Pharmacy #2 
• Reviewed. 
• Document cleaning of 
TPN Compounder. 
• No c/s DEA inventory. 

Pharmacy #2 
• Reviewed. 

Pharmacy #2 
• Compounding records 
missing expiration date of 
final product. 
• Require record of 
manufacturer or supplier of 
each component. 
• Add to compounding sheet 
equipment used. 

Pharmacy #2 
• Last LSC inspection with no 
corrections issued.. 
• Accredited from 2/9/11 to 
2/18/13. 
• Compounds sterile to sterile, 
nonsterile to sterile and nonsterile 
products. 
• Correction issued: to maintain 
all invoices on licensed premise. 

Pharmacy #2 
• Reviewed last inspection with 
no corrections issued. 
• Correction:  No master 
formulas. 
• Correction: No 
compounding logs. 

Labeling 
(CCR 1751.2, 1735.4) 

Pharmacy #1 
• New labeling 
implemented identifying 
products that are 
compounded. 

Pharmacy #1 
• Add statement the drug 
was compounded by 
pharmacy. 
• Label needs to contain 
generic name of drug. 

Pharmacy #1 
• Label on container 
missing name of 
prescriber. 
• Add statement the drug 
was compounded by 
pharmacy. 

Pharmacy #1 
•Add statement the drug was 
compounded by pharmacy. 

Pharmacy #1 
•Reviewed. 

Pharmacy #1 
• Reviewed. 

Pharmacy #2 
• Add Chemo – Dispose 
properly label. 
• Add statement the drug 
was compounded by the 
pharmacy. 

Pharmacy #2 
• Add statement the drug 
was compounded by 
pharmacy 

Pharmacy #2 
• Add generic name to label . 
• Add statement the drug 
was compounded by 
pharmacy. 

Pharmacy #2 
• Reviewed. 

Pharmacy #2 
• Reviewed. 
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Criteria Accreditation Commission 
for Health Care Inc. 

(ACHC) 

Community Health 
Accreditation Program 

(CHAP) 

Det Norske Veritas (DNV) The Joint Commission 
(JCAHO) 

Pharmacy Compounding 
Accreditation Board 

(PCAB) 

American Osteopathic 
Association Healthcare Facility 

Program 
(HFAP) 

Policy and procedures 
(CCR 1751.3, 1735.5) 

Pharmacy #1 
• Need p/p for QA 
program regarding 
potency, strength, 
integrity and quality. 

Pharmacy #1 
•. Revise p/p to weekly 
cleaning of surfaces: 
walls, ceilings, workbench 
surfaces 
• Need p/p for QA 
program regarding 
integrity, potency, quality 
and strength. 

Pharmacy #1 
• Need to update p/p to 
reflect new changes in 
compound laws.  
• Revise p/p to weekly 
cleaning of surfaces: 
walls, ceiling, workbench 
surfaces. 

Pharmacy #1 
•Need p/p for QA program 
regarding integrity, potency, 
quality and strength. 
• Need p/p for use of 
equipment, including 
cleaning, maintenance, 
calibration, training. 

Pharmacy #1 
• Reviewed. 
• Recommend adding to 
current p/p to check BOP 
website to verify license prior to 
conducting business with a new 
vendor (reliable supplier). 

Pharmacy #1 
•Reviewed. 

Pharmacy #2 
• Add Chemo p/p. 
• Revise p/p to weekly 
cleaning of surfaces, 
walls, ceiling, workbench. 

Pharmacy #2 
• Update p/p to reflect 
training of staff on new 
p/p. 
• Revise p/p to weekly 
cleaning of surfaces: 
walls, ceiling, workbench 
surfaces. 

Pharmacy #2 
• P/P overdue for annual 
review. 
• Unable to locate recall p/p. 
• Change p/p to weekly 
cleaning of surfaces: walls, 
ceiling, workbench surfaces. 
• Need p/p for QA program 
regarding integrity, potency, 
quality and strength. 

Pharmacy #2 
• Reviewed. 

Pharmacy #2 
• Presented a p/p from 
another pharmacy that this 
pharmacy was going to adopt. 

Facility equipment  
(CCR 1751.4) 

Pharmacy #1 
• Reviewed. 

Pharmacy #1 
• Refrigerator/Freezer 
requiring defrosting.   
• Expired frozen drugs 
need to be quarantined 
and properly disposed. 

Pharmacy #1 
• Reviewed. 

Pharmacy #1 
•Temperature logs 
unavailable 

Pharmacy #1 
•Reviewed. 

Pharmacy #1 
•Reviewed 

Pharmacy #2 Pharmacy #2 
• Card board boxes in 
cleanroom. 
• 4 refrigerators with only 
1 being monitored; no 
thermometers. All 
containing drugs. 

Pharmacy #2 Pharmacy #2 
• Reviewed. 

Pharmacy #2 
•Discussion: Remove 
corrugated boxes near iso-
barrier. 
• Discussion:  Documenting 
weekly cleaning of floors, 
ceiling and walls.   
• Use an iso-barrier hood. 

Attire 
(CCR 1751.5) 

Pharmacy #1 
• Reviewed. 

Pharmacy #1 
• Reviewed. 

Pharmacy #1 
• Reviewed. 

Pharmacy #1 
•Reviewed. 

Pharmacy #1 
•Reviewed. 

Pharmacy #1 
•Reviewed. 

Pharmacy #2 
• Need to order chemo 
spill kit and chemo 
gown/gloves 

Pharmacy #2 
• Reviewed. 

Pharmacy #2 
• Reviewed 

Pharmacy #2 
•Reviewed. 

Pharmacy #2 
• Reviewed. 
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Criteria Accreditation Commission 
for Health Care Inc. 

(ACHC) 

Community Health 
Accreditation Program 

(CHAP) 

Det Norske Veritas (DNV) The Joint Commission 
(JCAHO) 

Pharmacy Compounding 
Accreditation Board 

(PCAB) 

American Osteopathic 
Association Healthcare Facility 

Program 
(HFAP) 

Training staff, patient, 
caregiver 
(CCR 1751.6) 

Pharmacy #1 
• Reviewed. 

Pharmacy #1 
• Competency testing due. 

Pharmacy #1 
• Reviewed. 

Pharmacy #1 
•Reviewed. 

Pharmacy #1 
•Reviewed 

Pharmacy #1 
•Reviewed 

Pharmacy #2 
• Reviewed. 

Pharmacy #2 
• Annual Competency 
testing overdue. 

Pharmacy #2 
• Add testing of terminology. 
• Annual restesting of 
competency overdue. 

Pharmacy #2 
•Reviewed. 

Pharmacy #2 
• Discussion:  Written 
competency incomplete; also 
self testing d/t only one rph; 
recommended having an 
outside RPH test staff  (self) 
competency. 

Quality assurance and 
process validation  
(CCR 1751.7) 

Pharmacy #1 
• Does end product testing 
for sterility, pyrogen 
testing only. 
• Conduct QA testing on 
products mailed, 
temperature of drug when 
sent to cold and hot places. 

Pharmacy #1 
• Only sterility testing 
and end product testing 
conducted. 

Pharmacy #1 
• Reviewed. 

Pharmacy #1 
•Reviewed. 

Pharmacy #1 
•Reviewed. 
• Did in house testing and 
contracted with outside lab. 

Pharmacy #1 
• Discussion: in process of 
revising QA to test for 
integrity, quality, strength 
and potency. 

Pharmacy #2 
• Reviewed. 

Pharmacy #2 
• Not documenting 
corrective actions when 
QA testing on personnel 
performance, equipment 
and facility fails. 

Pharmacy #2 
• Reviewed. 

Pharmacy #2 
• Did in house testing and 
contracted with outside lab. 

Pharmacy #2 
• Correction: Was only 
testing sterility and not 
integrity, potency and 
strength. 

Reference materials 
(CCR 1751.8) 

Pharmacy #1 
• Reviewed. 

Pharmacy #1 
• Reviewed 

. 

Pharmacy #1 
•Reviewed. 

Pharmacy #1 
•Reviewed. 

Pharmacy #1 
•Reviewed. 

Pharmacy #2 
• Reviewed. 

Pharmacy #2 
• Reviewed. 

Pharmacy #2 
• Reviewed. 

Pharmacy #2 
• Reviewed. 

Pharmacy #2 
• Reviewed. 
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Table 1. Comparison of Approved Accreditation Organizations to PCAB and HFAP 
Criteria Accreditation Commission 

for Health Care Inc. (ACHC) 
Community Health 

Accreditation Program 
(CHAP) 

Det Norske Veritas 
(DNV) 

The Joint Commission 
(TJC aka JCAHO) 

Pharmacy Compounding 
Accreditation Board  

(PCAB) 

American Osteopathic 
Association, Healthcare 
Facilities Accreditation 
Program 
(HFAP) 

Discussion of 
organization at 
licensing and 
board meetings 

Dec 2, 2010 
Licensing Committee 
Meeting 

• Tim Safley representing 
ACHC. 

• Dr. Dang indicated two 
pharmacies accredited by 
ACHC passed inspection. 

• Response to conducting 
random and unscheduled 
inspections: ACHC visits are 
unannounced. 

• Ms. Herold requested 
ACHC provide information to 
the board by 1/10/11 
regarding how many sterile 
injectable compounding 
pharmacies have been 
accredited, reaccredited, 
placed on provisional status, 
withdrawn and denied within 
the last 5 years.  The numbers 
to reflect both national and 
CA statistics and include 
nonresident pharmacies that 
are shipping into CA. 

• Response to request for 
validation information:  
ACHC is certified by the 
International Organization for 
Standardization and agreed to 
provide this information to 
the board. 

• Response to how ACHC 
would respond if they 
received similar findings of 
pharmacies accredited by 
ACHC not in compliance as a 
result of an inspection by the 
BOP: ACHC would conduct 
an investigation to validate  

Dec 2, 2010 
Licensing Committee 
Meeting 

• Terry Duncome representing 
CHAP. 

• Dr. Dang expressed concerns 
of pharmacies “ramp up” for 
the survey process after 
inspecting 2 pharmacies 
accredited by CHAP. 

• Response to conducting 
random and unscheduled 
inspection: CHAP does not 
conduct unannounced visits of 
facilities seeking exemption 
from licensure.  

• Response to concerns of 
board’s inspection of two 
pharmacies accredited by 
CHAP: Expressed results are a 
concern; requested information 
regarding the two pharmacies; 
discussed pharmacies with 
identified deficiencies must 
complete a plan of correction 
and are subject to a subsequent 
visit. She indicated the 
minimum number of visits for 
a facility is once every three 
years; but annual inspections 
may be necessary based on a 
facility’s performance. 

• Response to how many 
organizations CHAP accredits 
annually:  CHAP accredits 
several hundred entities a year 
for all the 10 services 
accredited; accredits 13 
pharmacies in CA. 

June 16, 2010 
Licensing Committee 
Meeting 

• Patrick Horine representing 
DNV. 

• Mr. Horine provided an 
overview of DNV; indicated 
the national Integrated 
Accreditation for Healthcare 
Organization (NIAHO) 
standards are integrated 
requirements based on the 
CMS Conditions of 
Participation (CoPs) with the 
internationally recognized 
ISO 9001 Standards for the 
formation and 
implementation of the 
Quality Management 
System. The model 
standards are consistent with 
California pharmacy law. 

• Dr. Dang expressed 
concerns that the surveyors 
may not be adequately 
familiar with California 
pharmacy law and may not 
be compliant with the new 
compounding laws that will 
go into effect July 2010. 

7/28/2010 Board Meeting 

• DNV has indicated 
pharmacists will conduct the 
inspection if requested by 
the Board. 

Oct 5, 2010 Licensing 
Committee Meeting 

• Mark Crafton 
representing The Joint 
Commission. 

• Overview of process:  a 
survey can be conducted in 
4 to 6 weeks of opening on 
a new facility, but depends 
on nature of the change. 

• If service is being 
provided by a current 
accredited facility “original 
hospital” then the 
inspection would be 
completed as part of the 
next regular triennial 
survey. Also depend on the 
type of service being 
provided at the new site. 

• When asked if JCAHO 
may extend an accreditation 
to a new satellite pharmacy 
if the services provided 
were similar to the already 
accredited hospital without 
doing an inspection; the 
response was “YES.” 

• JCAHO indicated they 
now perform a periodic 
performance review similar 
to the board’s self-
assessment program. The 
results are filed with 
JCAHO. 

• JCAHO  completes a 5% 
random surveys annually as 
well as completes “for 
cause” survey where they 
believe the quality and 
safety is compromised.  

Oct 18 and 19, 2011 
Board Meeting 

(To be discussed) 

Oct 18 and 19, 2011 
Board Meeting 

(To be discussed) 
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(ACHC) (CHAP) (DNV) (JCAHO) (PCAB) (HFAP) 

whether the accreditation 
should be revoked; stated the 
pharmacy would be required 
to complete a plan of 
correction and the 
accreditation would be 
contingent on a follow-up 
inspection known as a 
“dependent survey.” 

• Ms. Veale asked if the board 
has the ability to provide 
investigation information to 
accreditation agencies. Ms. 
Shellan advised providing this 
information would make it 
public. 

• Ms. Herold asked ACHC 
has been approved 
accreditation agencies in CA 
since 2003, why has neither 
agency reported a substandard 
report to the board. 
Response: ACHC responded 
pharmacies are given 30 days 
to come into compliance; 
pharmacies found to be 
deficient with a state 
regulation will be reported to 
the board immediately. 

• Ms. Herold asked minor 
violations were found with 
the 2 pharmacies inspected by 
the board, how will ACHC 
ensure compliance in these 
areas.  Response:  A plan of 
correction is required for 
minor violations; pharmacies 
will be placed on a 
“dependant status” for more 
significant violations and will 
be subject to a focus visit.  
Any pharmacy requiring a 
second or third visit for a 
compliance issue will most 
likely be placed on revocation 
status.   

• Response to if CHAP has 
identified critical finding in the 
past that have jeopardized 
licensure:  Findings are not 
typical of the pharmacy 
program; indicated CHAP 
accredits 467 pharmacies in the 
U.S. 

• Ms. Herold asked for 
statistics regarding the amount 
of provisional statuses issued 
as well as decline rates within 
the past 5 years. 

• Ms. Duncome discussed a 
deferred status indicates a 
facility has deficiencies that 
must be corrected prior to 
accreditation; accreditation can 
be denied or withdrawn; denial 
rates for CHAP accreditation 
are increasing.  

• Ms. Herold requested CHAP 
provide information to the 
board by 1/10/11 regarding 
how many sterile injectable 
compounding pharmacies have 
been accredited, reaccredited, 
placed on provisional status, 
withdrawn and denied within 
the last 5 years.  The numbers 
to reflect both national and CA 
statistics and include 
nonresident pharmacies that 
are shipping into CA. 

• Response to if the board’s 
findings will initiate a review 
of other CA pharmacies 
accredited by CHAP:  CHAP 
will be requiring that all CA 
pharmacies be reviewed.  

• Ms. Duncome provided this is 
the first occurrence during her 
nine years as president of 
CHAP; advised CHAP has o 
deficiencies upon validation 
visits by CMS 

• DNV would comply with 
the requirement of having a 
pharmacist surveyor and 
would expect this 
requirement be imposed on 
the other agencies. 

• All accreditation teams will 
include a physician or nurse 
as well as a “generalist” 
which could be a pharmacist. 

• Approved Det Norske 
Veritas to serve as an 
accreditation agency for 
three years. 

• Ms. Herold inquired if the 
committee felt a pharmacist 
should participate in the 
JCAHO survey. 
Committee discussed and 
was in support of this 
requirement. 

• Motion: Request JCAHO 
have a pharmacist 
participate in surveys when 
possible and if not, then the 
best candidate should 
complete the survey.  

• Vote:  Support. 

Oct 20 and 21, 2010 
Board Meeting: 

• Discussed concerns 
regarding no pharmacist on 
survey team.  Response: 
given the large number of 
entities JCAHO accredits, it 
would be a challenge to 
have pharmacist in all 
surveys. Will try to include 
a pharmacist when 
possible. 

• Committee 
recommendation was to 
request pharmacist 
participate in the surveys 
when possible and if not, 
the next best candidate 
should complete the survey. 

• Response by JCAHO: 
Best candidate would be a 
registered nurse with 
infusion therapy experience 
who has been trained by a 
pharmacist on the JCAHO 
standards and has been 
evaluated for competency 
of these standards.  
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(ACHC) (CHAP) (DNV) (JCAHO) (PCAB) (HFAP) 

• Motion:  Recommend to the 
board ACHC be reapproved 
as accreditation agency for 
three years pending receipt of 
the requested information. 

• Vote:  Support  

Feb 1 and 2, 2011 
Public Board Meeting 

• Dr. Dang indicated ACHC 
submitted the information 
regarding the number of 
pharmacies accredited in CA 
and the U.S. but the 
information did not specify 
which pharmacies were 
compounding pharmacies and 
specialty pharmacies.  

• Dr. Dang discussed 
concerns regarding 
pharmacies “ramp up” their 
standard for the accreditation 
process (survey) and 
pharmacies licensed in CA 
for sterile compounding are 
subjected to annual 
inspections. 

• Response to whether ACHC 
utilizes pharmacists as part of 
the survey team: ACHC 
provided all surveys of a 
pharmacy are done by a 
pharmacist.; the program 
includes four pharmacy 
services including 1)infusion 
pharmacy, 2) ambulatory 
infusion center, 3) infusion 
nursing services, and 4) 
specialty pharmacy. 

• Ms. Duncome provided 
pharmacies will be placed on a 
warning status if deficiencies 
are not corrected by the second 
visit; accreditation will be 
revoked if the correction is not 
made by the third visit; 
explained the initial 
accreditation will be denied if 
deficiencies identified during 
the initial review are not 
corrected by the second visit. 

• Motion:  Recommend to the 
board to reapproved CHAP as 
accreditation agencies for three 
years pending receipt of the 
requested information. 

• Vote: Support 

Feb 1 and 2, 2011 
Public Board Meeting 

• ACHC indicated all 
pharmacies are surveyed by a 
pharmacist.    

• Dr. Dang highlighted the two 
CHAP accredited pharmacies 
had several areas of 
noncompliance and appeared 
to “ramp up” their standards 
for the accreditation process.  

• Ms. Duncombe provided that 
CHAP has submitte copies of 
reports for the last CHAP 
surveys of the pharmacies 
assessed by the board. Both 
pharmacies were required to 
complete plan of corrections 
for deficiencies and were 
subject to follow up visits. Ms. 
Duncombe advised CHAP 
accredited pharmacies are 
always subject to follow up 
visits within the 3 year 
accreditation period.   

• Response to type of 
pharmacist surveyors:  
consist of 6 pharmacist 
consisting of both 
community and hospital 
pharmacist, all with 
knowledge on infusion 
therapy. 

• Response to concerns not 
having a commitment to 
have a pharmacist survey:  
JCAHO can prioritize that 
community based 
pharmacies have a 
pharmacist surveyor; 
however it is unlikely for 
the surveying hospitals. 

• Response to comparing 
survey results when a 
pharmacist is on the survey 
team and when a 
pharmacist is not on the 
team:  No analysis 
available. Info can be 
provided to the Board. 

• Response to is it typical to 
have a licensed sterile 
injectable compounding 
area in the hospital 
surveyed:  Is dependent on 
the size and complexity of 
the services of the hospital. 

• Response to whether 
surveyors are aware they 
will be surveying for a 
specific function prior to 
the inspection: Surveyors 
will not know this; the 
application does not require 
the entity disclose the depth 
and breadth of their 
pharmacy services. 
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(ACHC) (CHAP) (DNV) (JCAHO) (PCAB) (HFAP) 

• Response to whether there is 
a formal mechanism in the 
survey process to address 
issues and concerns: ACHC 
utilizes an investigative 
committee for both 
compliance and complaint 
issues. There is a mechanism 
in place for reporting to the 
board. 

• Response to whether ACHC 
has revoked accreditation:  
ACHC has revoked about 218 
accreditations for all its 
services. The data regarding 
the reapplication of a revoked 
entity is not maintained.  

• Ms. Herold indicated the 
board should be notified of 
any complaints regarding the 
safety of drugs or the safety 
of the procedures being used 
by the accredited pharmacies. 
The board will work with 
ACHC to help facilitate this 
information. 

• ACHC requested they be 
notified regarding any 
complaints submitted to the 
board against an ACHC 
accredited pharmacy. 

• Response to whether ACHC 
is paid by the entities that it 
accredits: ACHC is paid by 
these entities. 

•Dr. Castellblanch discussed 
the board needs to be vigilant 
in the review of these 
pharmacies as they are paying 
for ACHC accreditation.  

• Dr. Castellblanch discussed 
the assessment results were 
alarming from the perspective 
of a non-pharmacist. 

• Mr. Badlani asked whether 
the accredited pharmacies are 
also licensed by the board.   
Ms. Herold provided that 
accredited pharmacies are 
required to follow CA 
pharmacy law, but are not 
required to have a special 
sterile compounding license. 
DA Room provided these 
accredited pharmacies do not 
have a special license in 
addition to their general 
pharmacy license. 

• Dr. Schell expressed concerns 
that these pharmacies should 
be visited again to ensure 
compliance. 

• Ms. Herold provided 
deficiencies regarding 
expiration dates and 
refrigeration would warrant a 
strong warning or citation. 
Egregious cases of 
noncompliance in this area 
would be referred to the 
Attorney General’s office.  

• Dr. Castellblanch confirmed, 
if approved, the agencies will 
be re-evaluated for 
accreditation in 3 years. 

• Ms. Veale stated the 
committed felt comfortable 
that both agencies (ACHC and 
CHAP) had the right processes 
in place to ensure the standards 
were being met. Advised 
CHAP will have pharmacist on 
the surveying team which 
represents an enhancement of 
the current standard in this 
area. 

• Ms. Herold request board 
to require annual 
inspections for licensed 
sterile injectable 
compounding pharmacies 
because of the importance 
of having a pharmacist with 
adequate knowledge of 
sterile compounding 
involved in these 
inspections.  EO offered to 
work with JCAHO to 
ensure its accredited 
facilities meet the board’s 
requirements. 

• JCAHO indicated they 
monitor regulatory changes 
and request for notification 
regarding changes in 
California pharmacy law to 
ensure JCAHO surveyors 
are aware. 

•  Ms. Veale recommend 
Licensing Committee 
revisit the issue of 
surveyors qualifications at 
its next meeting. 

• Response to whether 
JCAHO would be able to 
comply if the board 
required a pharmacist 
participate in every survey: 
JCAHO accredits a larger 
volume of organizations 
than others; it would make 
it difficult for JCAHO to 
comply. 

• Ms. Veale comment on all 
accrediting bodies, 
regardless of size, should 
adhere to the same 
requirements.  
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 (ACHC) (CHAP) (DNV) (JCAHO) (PCAB) (HFAP) 

• Ms. Herold discussed the 
assessment of the two 
pharmacies accredited by 
ACHC were identified as 
minor corrections and no 
major areas of 
noncompliance. 

• Ms. Veale stated the 
committed felt comfortable 
that both agencies (ACHC 
and CHAP) had the right 
processes in place to ensure 
the standards were being met. 
Advised ACHC will have 
pharmacist on the surveying 
team which represents an 
enhancement of the current 
standard in this area.   

• Dr. Schell commented to 
support recommendation for 
approval and the board has 
the right to readdress this 
issue an any time before the 3 
year period. 

• Ms. Herold provided the 
board will continue to 
conduct random inspections 
of the accredited pharmacies.   

• Motion: Recommend to the 
board that ACHC be 
reapproved as accreditation 
agencies for three years 
pending receipt of the 
requested nformaion. 

• Vote:  Support 

• Dr. Schell commented to 
support recommendation for 
approval and the board has the 
right to readdress this issue an 
any time before the 3 year 
period. 

• Ms. Herold provided the 
board will continue to conduct 
random inspections of the 
accredited pharmacies.   

• Motion: Recommend to the 
board that CHAP be 
reapproved as accreditation 
agencies for three years 
pending receipt of the 
requested nformaion. 

• Vote:  Support 

• Dr. Schell: while it is 
preferred a pharmacist 
participate in the surveys, 
the board could consider 
whether it should require an 
additional survey by an 
agency that does not 
include a pharmacist for 
facilities accredited by 
JCAHO. 

• Motion:  Request JCAHO 
have a pharmacist 
participate in surveys when 
possible and if not possible, 
then the best candidate 
should complete the survey.  

• Vote:  Support  
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Criteria ACHC CHAP DNV JCAHO PCAB HFAP 
1.  Periodic 
Inspections 

Accreditation is valid for 3 
years, requiring a full site 
inspection. 

Site visit with a minimum of 
every 3 years.  Site visit 
conducted after the submission 
of a completed self-study 
report. Visit is scheduled. 

Triennial inspection for 
accreditation with annual 
ISO periodic inspections. 

Accreditation award is 
continuous until the 
organization has its next 
full survey, which will be 
between 18 and 39 months 
after its previous full 
survey, unless accreditation 
is revoked for cause. The 
additional 3 months at the 
end of the survey window 
ensures that the surveys are 
not only unannounced, but 
unexpected. The vast 
majority of surveys are 
conducted by the three year 
anniversary date. However, 
if requested by the CA 
BOP, The Joint 
Commission will modify 
this time frame for 
pharmacies subject to these 
regulations to ensure 
resurveys are performed no 
more than 36 months after 
the previous full survey.  

Surveys every 3 years.  

• Onsite survey lasting a    
minimum of one day with 
one surveyor; busier 
pharmacies may last two 
days with two surveyors. 

• Includes: personnel  
interviews, observation of  
compounding, record 
review,  SOP reviewed, and 
evaluation of facility 
compliance to USP and 
PCAB standards. 

• A registered pharmacist  
generates the written report; 
is provided to the pharmacy; 
any corrective action is 
given a time frame to make  
corrections; corrective 
actions are required to be 
submitted to PCAB. 

Surveys every 3 years. 

Will require pharmacies 
provide HFAP with a copy 
of the California State 
Board of Pharmacy, 
Community Pharmacy and 
Hospital Outpatient 
Pharmacy Compounding 
Self Assessment.   

• Once corrective actions are  
submitted, the accreditation  
committee makes the final  
decision to award 
accreditation. 

• Committee consists of 5  
pharmacists:  1-USP, 1-
NABP, 3-qualified experts 
in compounding. 

• If PCAB receives a 
complaint with probable 
cause or requires a call for 
action, PCAB will conduct a 
random inspection. 
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Criteria ACHC CHAP DNV JCAHO PCAB HFAP 
2.  Comparison 
of standards 

Copy of pharmacy standards 
submitted. 

Copy of pharmacy standards 
submitted. 

Comparison table of 
standards to regulations was 
submitted. 

Refer to crosswalk 
comparison submitted.  

Standards are developed 
with the participation of 
various authorities in the 
field of pharmaceutical 
compounding. 

PCAB Board of Directors 
includes 7 organizations. 

American College of 
Apothecaries; American 
Pharmacist Association, 
International Academy of 
Compounding Pharmacies; 
National Association of 
Boards of Pharmacy; 
National Alliance of State 
Pharmacy Association, 
National Home Infusion 
Association; United States 
Pharmacopeia. 

Standards were submitted 
and compared to California 
compounding laws. 

Standards were submitted 
and compared to California 
compounding laws. 

Submitted HFAP hospital 
Chapter 25 Pharmacy 
Services/medication use – 
compounding sterile 
preparations (Supplement 
for California Hospitals), 
Sections 25.04 and 25.05.) 
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Criteria ACHC CHAP DNV JCAHO PCAB HFAP 

3.  Surveyor’s •Maintain a current •CHAP site visitors are •Will make every effort to •In general, surveyors Surveyors are all registered Surveyors are registered 
qualifications. pharmacist license in one of 

the 50 states or territories of 
the U.S. 
•Required to have a minimum 
of 5 years managerial 
experience in homecare 
and/or pharmacy market.  A 
PharmD is preferred. 
•Must complete the initial two 
day surveyor training and a 
minimum of two 
preceptorships; prior to 
conducting their initial 
survey. 

•Must attend an annual full 
day training session. 
•Must maintain current 
knowledge of industry 
standards, licensure 
regulations and changes that 
impact accreditation and/or 
licensure standards. 
•Are evaluated annually for 
their ability to perform 
surveys in accordance with 
ACHC p/p. 

required to have at least 5 years 
middle senior management 
experience in the service line 
in which they perform site 
visits. 
•Only a pharmacist would be 
assigned to survey a pharmacy. 
•All new staff receives a 5-day 
classroom orientation and 4 to 
6 site visits where they are 
assigned an experienced 
pharmacy site visitor preceptor. 
•Job description provided. 

ensure a pharmacist 
participates as a member of 
the survey team when a 
hospital seeks to 
demonstrate compliance to 
sterile compounding 
requirements. 
•Must complete NIAHO 
surveyor didactic training 
and ISO 9001 lead auditor 
didactic training. 
•All surveyors are evaluated 
in terms of their 
interpersonal skills. 

•Must complete 45 hours of 
continuing education in their 
discipline within every 3 
year period. 
•Must participate in annual 
surveyor training 

reviewing pharmacies are 
pharmacists or licensed 
registered nurses with 
infusion experience. 
•Pharmacist must have a 
Doctor of Pharmacy degree 
or equivalent. 
•Nurses must have 
graduated from an 
approved school of nursing 
and have a Master’s degree 
in an appropriate discipline. 
•All surveyors must have 
five years of recent 
experience, including three 
year of direct clinical 
experience in the 
appropriate health care 
setting and two years of 
senior management 
experience. 
•All surveyors participate 
in a training and 
competency assessment 
process. 
•New surveyors begins 
with a 1-week classroom 
educational program 
tailored to their setting.  
•New surveyors complete a 
minimum of three surveys 
with a preceptor in the 
field, and must pass the 
Surveyor Certification 
Examination.  New 
surveyors are terminated if 
they fail the exam after 
three attempts.  
•Surveyors must pass a re-
certification exam every 
five years. 
•Continuing/ongoing 
surveyor education includes 
annual on-site training 
conference each January. 
Surveyors participate in a  
Quarterly educational 
conference call.  Every 
other week,, surveyors 
receive an email addressing 
topics of interest. 

pharmacists with extensive 
sterile and non-sterile 
compounding experience. 

Receives initial and ongoing 
training on conducting on-
site surveys, standards 
interpretation, and use of 
survey tools. 

Training on CA 
compounding regulations 
and determining compliance 
with CA pharmacy laws. 

If approved by BOP, will 
also conduct training on CA 
laws where there is no 
PCAB standard. 

nurses. 

Surveyors engaged in 
surveys of hospitals in CA 
will receive additional 
training related to 
surveying against the 
standards. 

Current plan is to conduct a 
surveyor training webcast 
for HFAP Hospital Chapter 
25, Pharmacy Service 
/Medication Use with 
special focus on the 
additional Section 25.04 
and 25.05, Supplement for 
California Hospitals. 

Primary instructor is 
Andrew Lowe, Pharm.D. 
Director of Pharmacy for 
Arrowhead Regional 
Medical Center. 
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Criteria ACHC CHAP DNV JCAHO PCAB HFAP 
(continue 
surveyors •All surveyors receive 
qualifications) official newletters with 

updates on new standards. 

•All surveyors receive an 
annual performance 
evaluation. 

4. Acceptance ACHC is recognized by most •Is accepted by major payors Medi-Caid and Medi-Care Joint Commission Accredits compounding HFAP is accepted by the 
by major major payors.  In CA, everywhere.  Works effectively (CMS) approval 9/26/2008. accreditation is recognized pharmacies only. following healthcare payors 
California payors Accordia of Northern CA, 

Aetna, BCBS, CCN managed 
care, California Care Plus, 
InsurNational California and 
the California Department of 
Health. 

and ongoing with all payors to 
educate them about CHAP, and 
the robustness of the 
accreditation process.  (List of 
specific payor sources not 
provided). 
•CMS (Medicaid and Medi-
Care) 

by several California payor 
organizations.  Example: 
Blue Cross of California. 

• 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. 

• Somewhat different than 
other accreditation services 
who accredit healthcare 
services in addition to 
pharmacy services. PCAB 
only accredits pharmacy 
services. 

• Pharmacist’s Mutual, an 
insurance company for 
pharmacies, has recognized 
PCAB’s standards; however, 
they do not sell into CA. 

• The American Medical 
Association policy 120.95 
recognizes PCAB as a 
means to identify 
compounding pharmacies 
that adhere to quality and 
practice standards. 

among others: Medicare, 
Medicaid, Blue Cross of 
CA, Blue Shield of CA, 
Medi-Cal, Intervalley 
Health Plan (Senior HMO), 
HealthNet Health Plan 
(Senior HMO) and Care 
First Health Plan (Senior 
HMO). 

Also recognized by 
California Statute CA 
Welfare and Institution 
Code section 14043.26. 

5. Subjected to 
Unannounced 
inspections by 
BOP 

ACHC welcomes feedback 
from the CA BOP on any 
ACHC accredited 
organization that is licensed 
by the Board. 

•CHAP agreement with 
pharmacies include oversight 
visits for organizations who 
monitor CHAP performance. 
CHAP welcomes oversight and 
opportunity for learning, 
continuous improvement and 
accountability.  

•Currently DNV has 
accredited one hospital in 
California who is 
maintaining their LSC 
license with the BOP until 
DNV is approved.  

Pharmacies subjected to the 
compounding regulations 
are accredited under The 
Joint Commission’s 
Comprehensive 
Accreditation Manual for 
Home Care – Pharmacy 
standards. 

List of accredited 
pharmacies was provided. 

Accredits pharmacies that 
compound non-sterile 
compounded drug products 
and sterile injectable 
compounded drug products. 

12 pharmacies 
accredited by PCAB in 
CA of which 5 
pharmacies have LSC 
licenses with BOP. 

New standards for 
California pharmacies were 
written, but have not been 
implemented.  Current 
pharmacies were surveyed 
on HFAP basic standards. 

• 25 hospital 
pharmacies 
HFAP 
accredited in 
CA. 
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Criteria ACHC CHAP DNV JCAHO PCAB HFAP 
(Continued 
#5 unannounced 
inspections by 
BOP) 

• 2 of the 5 
pharmacies with 
an LSC license 
were inspected. 

• 7 of 25 hospitals 
do not have an 
LSC license in 
CA. 

1 of 25 hospitals has a 
delinquent LSC license in 
CA 

6. Access to 
accreditor’s 
reports on 
individual 
pharmacies. 

•ACHC will make available 
to CA BOP any provider’s 
summary of findings as 
requested. 
•The Board can access current 
accredited provider by 
visiting ACHC website. 

•CHAP agreements allow 
CHAP to disclose accreditation 
reports to certain authority, 
which include the CA BOP. 
•CHAP standards also required 
accredited organizations to 
disclose this information with a 
copy of the written report 
available on site. A process for 
providing reports on demand 
can be established. 

Will adhere to the 
requirements and oversight 
of the BOP, including DNV 
findings of noncompliance 
and corrective actions 
required. 

Joint Commission official 
accreditation reports are 
provided to accredited 
organizations.  These 
organizations are 
authorized and encouraged 
to share the accreditation 
report with regulatory 
agencies as required under 
state law. Should the 
Board of Pharmacy ask The 
Joint Commission to 
provide the accreditation 
report of a pharmacy 
subject to these regulations, 
The Joint Commission will 
contact the pharmacy and 
seek to obtain an 
authorization from the 
pharmacy to release the 
report to the Board. Once 
authorization is received 
from the pharmacy, The 
Joint Commission will 
provide the accreditation 
report to the Board. 

• Will need to 
check with legal 
dept if the report 
can be made 
available to the 
board upon 
request. 

A copy is provided to 
the pharmacy. 
• A copy is not 

available online. 

Will inform the Board 
when the PCAB 
accreditation 
committee notes 
noncompliance with 
PCAB standard or 
other practices 
documented by the 
surveyor places the 
public at harm.   

Will notify the Board 
of situations where 
PCAB denies or 
revokes a pharmacy’s 
accreditation. 

HFAP requires responses to 
all deficiencies cited 
indicating the corrective 
action taken by the facility. 

Following CMS national 
protocols, HFAP conducts 
resurveys of facilities that 
have deficiencies cited at a 
full Medicare Conditions of 
Participation during a 
HFAP survey. 

HFAP will notify the board 
of any serious 
noncompliance requiring 
the board to follow up with 
an inspection.  We would 
use the full condition level 
of CCR 1735 and 1751 et al 
as the criteria for serious 
noncompliance. 

We would notify the Board 
if HFAP denies or 
withdraws an accreditation 
from a pharmacy. 

7.  Length of 
time accrediting 
agency has been 
operating as an 
accrediting 
agency. 

ACHC is an independent, 
private, not for profit 
corporation established in 
1986. 

•CHAP was founded in 1965 
as the first organization in the 
U.S. to accredit community 
based health care 
organizations. 
•CHAP is authorized by CMS 
to provide accreditation for 
home health, hospice, durable 
medical equipment and 
pharmacy. 

•Established in 1864 in Oslo, 
Norway with 15 offices in 
the U.S. 
•In U.S. since 1898. 
•DNVHS offices in Houston 
Texas and Cincinnati, Ohio. 
•300 offices in over 100 
countries. 

The Joint Commission has 
been in operations as an 
accrediting agency since 
1951.  The Joint 
Commission’s Home Care 
Accreditation – Pharmacy 
program was established in 
1988. 

Incorporated in 2004 with 
the first pharmacy licensed 
in 2006. 

HFAP has been accrediting 
hospitals and other health 
types of healthcare facilities 
since 1945 and under 
Medicare since 1965. 
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Criteria ACHC CHAP DNV JCAHO PCAB HFAP 
8. Ability to ACHC accredits both resident As a national organization and •Refer to #7 The Joint Commission can Currently 132 pharmacies HFAP accredits pharmacies 
accredit out-of- and non-resident pharmacies provider of accreditation and does accredit are PCAB accredited in its hospitals across the 
state pharmacies. that have businesses in any of 

the 50 states or territories of 
the U.S. 

services, CHAP is able to 
accredit pharmacies in all 50 
states and US territories.   

pharmacies throughout the 
United States. 

throughout the United 
States; no pharmacies 
accredited in Puerto Rico. 

United States. 

9. Annual List received. •CHAP has 6 currently Currently, Hoag Medical List received.  Also an Is willing to provide Will provide annually, no 
submission of list accredited pharmacy sites in Center is the only pharmacy internet search is available the board annually a later than July 1, a list of 
of accredited CA. accredited by DNV in CA. on The Joint Commission list of PCAB board licensed facilities that 
board of licensed •Current list submitted Hoag also maintains an LSC website to verify accredited pharmacies are accredited during the 
facilities. 6/4/2010. license until DNV is 

approved by the BOP. 
accreditation. in CA.  

To verify if a 
pharmacy outside of 
CA is PCAB 
accredited, the Board 
will be able to contact 
PCAB for verification. 

past 12 months. 
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BUREAU OF HEALTHCARE FACILITIES ACCR~;t}r'ATlON 
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;312) 202,8253 iEe0: 62 1-177:'0 xE252 
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_I,U1\(:v Dan;.;, Pnarm D 


S,.,pcrvi<J1i~ :mpec:m: 

:'::-llif"J 1:<1 Sr;:,c Dwud ,)f ?h:tLtLt;:y 

I025 :"!. \fark,-,: H;n.!; Sl( "" 21 \l 
0;Kr~,mcnr()_ (:aLi:jrnL,'):,<~)34 	

"",'" "un ',,;, :.1: _,\'crn~lr;lfl{)[) '}rT:,'((11I.a:i(,:~ tOl' rh; ::m;)(:Ic:" l OJ11jxYl"ndtJ:.r: ~r;:ri:::, JruV p' '"luuo' L C)[if(){,-j::., 

\\'u L'--jc;ccfl'd "":l:non;;; 1r.fOJJ1l,'Ti(,:~ fxmll dh' j-IL\F :d;1T<:d;c" :ha "prtx:H10(l. Y(lUI 'l~K~':Oll~ a:d dK 
I f]';\e Il.>-p':n,;c' ,(I ,';:rh ?J<: li"'H'"d bcl()\\', \,kli):i, :1"i d'!C\I.'1lTlf" :lte j;)duGcJ ,,'Jth thi~ rc"po;bv a~ Hltli,,:«;d 
'_l' c\l,; 11-'; Ih'd I '1,-:\1) tUT')'!:'c 

;)':';,udj( :.rBrh::;~'''IJ< ':hc: ;v;:c!'eJulo;!: c:~lti t\' fl1\1~< "uujc('t t~'lX ph'X::M'dC:: t'~ '" I;-~_ '.n~rC'-:rull :n~: fcC

,LLT:..d'r;Hj<)!) ,:: ::.::a< n-.;r:; tln'--L' "nit!, 

l:i.L~~~!..R'--"Jl!:Il~;;; :\CC;,~J't:u(:a1 ~U1'\'(y~!:~ [h(} Iuj(h('IC F1Ciiiti¢~ ,\ccr>':0!ntrLm K'lOgr;lm (tlE-\P} 
pcC\,r ,'\ ,'n- ,hr-='_' '. ",II~, 

Dou.:mUl!"": a~,<.'C'di.ur:;11 ~1,\lI<,l; cd,;; 'j":w s::l1.1Cb.:::~'·, f"" R.rL::~inp: iKc::,J\UrJu:: ,Hld :h:O!;n;; guicdC1c" i,")1" 
~<:()'( ~ld~l(:J.rd~ m~>~ rdi.':ct b",h :Li'i,Fc;\)k C:jifol-ll._,;t LdW an,: "'illnJ FC)f('~"i()n,,; pr:!cr,cc" ;,/ 
vH;;.U>;h,'G h ~)'lri< \11;::ty 1",'(0;: ~:/:.1 pr0({~si,;n;d ,< "I ,in,l;; -j 'Y~i!-d;li.<;Ul' ;1'\< 

• 	 In 'iJ(t:ri()',~, ~',1bml[ a q \mpJXiSOL of H;: ,\1", :<el1',e co Q"l.[! :ilcdiD); <J:.1J'l,r(;_~ with <:J,;:' _o~' til': 
ulmp,;:::nh ];",(,('. in rh<..: .:C\V U)l',lj?o-unding n;gdalJo;> ~!lld c;~:nlg"" ,:-,a \VUH inL; dfl:cr~: 0. 
2l' [!J, Di,-;~J\n 1 ! <)~~ ~!';Tk ! (, ( C(ld~' < ,fTL:,2:\)I;tUn;,,, ~\'(t,n'.l$ l~.l:;, 1nd Ic,':,S.1 :" ;"35.:--;, 

DJI.'h~' >11 i'7 or 'I'd\':' t (\ C"llf( 'am :.:ilJe ,; f RcgUl\,,:()il\ "t'G:"m I~:l ~ ;lnd 1{">'! _~ tD I-:-5 Lx ALl 
<;t:,;;t L;;i fi)mi~j bn L'.'0::J,~ly ~tt.:i-j:'" F1.j~''--t>,Lk- V)!l1j" ),.n"l.mg ,:::-TR 17.3 L9 til 1-;-9 J __12, (;;c:: ,\ 
c"P." d; I hl' Cdifnrl11;J ~>"J(tl;;L': ~ _~1\" i:,:C h.. nbc;,' n':~\ 6;. 1;') ;: ,< b,g;~d'~ \\';:b,i~': I.t 
"'\\-\\-'j',-a!:u;JS-j.;-,,-,-'(P'-, Y;'111:' r'~;;-iu'':~C\\'ill n,'; ·..::e f'l(>('c"':-nl ,~.~le,,' rlw c.'JllI"ari c ,;n d~mor:'-.TLn{-S 

; iF _\P o'U ll1,;n:ti" ,1n: in c' ",l1j'J:a:}C( wi:,h \ .:Ilif():-!~I;l Plu;.:;ac" J.2.'IL ;\rr:tch,-d;" a (;OP~' nt- tb, 
b();;:d·~ Ul!11t1iL:r:ding "df-:lS,"l';qrl<'1),; rC~l~,ir.:d fC :K' c(u1],L:,:,'d hy ",J :,j1A;T"l;:ie~ [(J!ll:)(lUn,-iil:~ 
(W\ Fh lduu.<, :r ;-ef.. r,'. X,": rho: n.:J,.:" :;) !l.: ,,~gularjl ):-,~ _:.::d;n:J ;n CI m:p,'u;;.Jin;-:; j iF' drug
pro,-,,':,:;s, In 1('Y1<,'\\' ;;f -;'c docu<,,--,I1lS yuu ~)nl\'id:.:,l ;h..: ':nmp;trb<ln I"lhi;: ;,GJl'c,,~ul ell;,

n..guLl!i,,;: Ll;n~(l ~,.1 eeR 1:51 <T .\:, ;)\11 did :')<i, aJdf<>~ CCR F~5 d;,l" 

(-irA)' :l":';j)Jln<": We :'J\.IY il,d-Cl'_;::d im ;~:.,dc:.(t Hi';\;') l';o"r;1:,:l Cha;m::; 25, :,,-'n'~')n 2::l.'I4,UO 
,::3H):.;h ~:5.\;;Ln ;lJJrc's ;G CUt; - 173:.;)(J;. ~\:cd(ln 25.:1:",),1) \.htl)~:.\!:b 25, J:Z 26 
:td{!:';", 1() \ ,ct... 1-:; i :;,; rl"wu;:h 1"''' 1. j 2{"j, tSee endosz:c HFAP hO;5pit-a! Chapter 25 
PHAIL:wACY ::iERVICES/MEDILATO?V USE - COMPOU_l\'DL"\'(; SlERILJ::: 
PRL7ARATIO}\/5' (StlppJem;;:m f(JJ' C.ilHfomi:1 HtNipitrils), ScctiOfl$ 25,0-1 ;Ind 25JJ5) 

-;REATING OUR PAM.LV AND YOURS 	 www.HFAP.ORG 

http:www.HFAP.ORG
http:ld~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 



Califo;'un fTu:"pirab ! [FAP i1o:"pira: (h,)1":'£ 25.(L+J\(\ throng;-_ 2S,il-L29 ;tJ!(12:">J./1 DO rhrcll:zh 
2;:;.1 !5.2() Tih'><c \.\ :'1 lx- le( pr:~' ,f;;i v': ':P(!!1 ;1 ~~':(Cpt:i\lCC L", ,h,: C;,Ei;nm:t B"c:rd qf :)!:1;u ;rue r. \\'c_' 
]-n'-~' ~l!f\'l'\'CJ '..';1J.:: :iur b~l"k Ch:':1'.(f 2S"II) or; ,huY,'gh 2S.i!}.(J(1 

• ~nlh,;.1; \vb.:tr,c,·' "HF,\P wd not\f, t~>; b,,;;n: :if llltV "CL()\lS IVl'l,~cmp:c:1CC .tC(~lr::m0 :;lC l;()~,rd 
to :'0\\1)\1 ep Wiih l';,'_ lclSrWCr::;n 

h \li()\\'I:;C (:\ is ;~;tti;lll;;I :1I(!'(,(:();~, HL-\P c,,,:,_]uct~ _,,\\:n',: _:' "f :-zcl;if1';~ that 11-::\ .:; JCfiC,'..'llci,'c 

',' '1l'~~ ~'( a ~'u:1 1-,,[,,1:<:;t- ..: { : onCLV':l, Dr '\~ni'."r-,lri«\ \.hlJi-'1:~ ?c j l! <:.\,;! :<l.,["-(l'. 

: I1'YP "-,Ii \1(>[i,\- ,he b,),,;;d ()f ,1<,; ~e:l(qJS ',,'c'::Jlr):p~in:c, j>:'-JI.,'J:in,C: til", In,,,J :n ff,ll()~\" q' 'yitb 
;i:~ {r>p<.x1F;~-l. \'fe' ''\'ou\,J t,~~' ("l" full UH,dJ1J():: L;>ncl of rlh' C,L;;;n:_,l Cdc p( R~'t'.~::SI,io!1:' 

,:ccn..' i 'i , I G LeI<. 1'7!-5 0;- ! (:, D,.R 1""51 .,,, :ht: n:ru'n f,:r '-LTioU5 nC:1wmrEan:::iC. \\:c w{mll, 

:~ ;,,() nod£<- dw C:.' ifn('n i;; SUfe HnM(~ ()f Ph::..:rr:;tc; :r y,,<: dl:ulcd U:: \\ ltr,(l,l\::\\.· acc:ch:::\ttLP or :t 
p::Jrn:uc;,-. 

! if,}\:J Hx~p1);:$\. f-U--, \? i;<'l ~ Le<:_' W'::CC":I'ICi! h'''I'tt:;l, )lr>~ (;rh.:r :1<:3Jth ;::[\,,-5 ,,r h t:~J,h'::tT t:v:.L(~eo 

::--'~YT : 0,L1 (\txl :'l~-:.":':.:r :\k~'iG,r(' 'lnc( iF in:'l']'nJOll i1: : 06-), 

• 	 lllcL,,":~- lv 1\\ r:r .\1' GtE ;t,~ur(' 'lw aCGTctir::d ;)h,W::l?dc: de 1:1 <> II q,bmc( '-'iil:1 (.\J][i:)1:::-':,] JaY" 

;)C(nln; i1.:~ t() Henle n)mr(:()'~din;! at::J :TC:' ;;nr:1,--:tHlll:'::i m<intrt~rt;.0g adh::r,;;j;;:< tl1 H.!:", \p 
~t:\I1(brd~_ D(JC~ 11;;.\ J' r;:ll~lirc :t ~cl i-j)s',<;:;~c.n1~L~ r~; be ::--GGnllHCG Of U )!ld\!\::~ U:1:i1l1:'-'U:1U:d 

~nn;'-'l'~ c\unnp: ~hc iKcn:c:rn.iJOfl ;kriod? 

1.1.;"\ p Re~r")r:;,I.,',: I C-,\P \;-;E l ....f~UUT \:::-'[ rbaH~Jac,;" I"'f"-'-'_~o" HI'AI' 'Wilt-; il Cf'P1- of ;-he 
C \iifnr1l::, Sv;v Bo;sJ 0[- PI1;):'11 ,;V::', Z~omn:IJ;)j r\. f':lJI m::C\' :.:.... 1To~p.i.raj Ou!}).;:i..:,.t f'h"dTIC\' 

," 	 -\hib,':u :lCCr~'l~lt ;"~H)f<::;crl' rh)ITUd.:.< :'\l;lt)··r,'oide'E pr,Jtm:t("wC'- ;:;'c dig1J:lc ~or lic<>:crc unJcr rh!;' 
~,~"ik uc:.rnunc.:in-i-'; ,~m;u»' ;LiLJ ,1CG~djt;ld(J:: si::)llld :1(' ;lLlihh,c!(, bmh re~ldc!J[ ~;:(] 1:<,]1

J"(ci,-:cn; l";l:.rm;;_cil'~ 

;:! ' .\1' f{(C~::,o;y,,-,, ! IL'\P a :'.::n:di;:~ i'li:;\l:m;,cic~ In <,' h.')fD;:t:tl~ J(::-<,~~ tbe llnj(..::d Sra!f'~ A cop\' of \;,,-

fcared STaw.,;;trd.: '>v)S ;->:-o,'idd wirL ')\Lf :'l.i~j:d ;'rpLork'n. ~L\P :~,',;!,in( Cluntct 2'i. pn 1K;L-!Ci 
\ f :i;' I ,ICF \ __ ,I D ;D1C i -j !U_\' r. 'Jr:_ 

\ ll'U,ll o.U:L -,:';C,()ll "f it:--; i It :1~'c;'cdj[n; ;),,;11 d LC.:D~"d i~·'_<.::;Ltks; CJn .," mU:LA; hi,si;;, IJO !at<:r :h_11 July 
::r 1.;\C:i "'<Jr, >ttl LOJpmn'J ;;enui!:i:" agcw::y ~I1?ll ",JlInit i\ :::\::-:)0[[ til L' bu;:rd b:-mf' ;:.;i j,.)(1 td~lin::jJ~<;J 

~~("iliril.''; {hd~ h.rn.' h':dl ;lC('H;Jic~i I'h~ r;,~r 12 m:)J1rh~. 

1: tF:\P "1,C';POll ~,: dE\ P will pr",':,k ;l. lid -, t' {;lC!L,,::~ {_I1%f ;"S(; lwL'!1. ~.::C edih::t1 dm;lli~ 111" p:he 

r::;HltlF,;;I1 ,,[1 ann~:;il ha'<~. no laTer ::117J:Ju1:' 1 (\f <::-i\ell year. 

! C .\~) unJe>;nnJ" rlut if ;lp;>:()\c~L r~Af )PI)C;'\'~,I 'nU (f(,: ':'1':: lx":rJoL. ,}f lhft;<: )',.;<:.5. ,~e ilpp1";_ni 
:,n \i.l'~~ will i;'l:bJ~' ...uhn~;:,,-!(ji'- of our t .;',[,nn, c;, .:; 111,: L"",win" Cn;::'1,]1!1 ke \ f~ nitl~ y;j~o -.;q]; rna:.;,' rhC:f 

http:m<intrt~rt;.0g


c 

lX\!Jl1m.:;;,.'Jatio,:~ at tb: :)(),j~'d nl\;ct::lj.!, Cu.rrcr}ll\, t·,.:;; ;lav: \;;C,~ lucann:: f:'lr the n;:xr']ico>tng comm:fCl.T 

n~;:~LnD; nil:: l:ot l)cc;:t s,.;r pje,:~C' keep ill'." m{nr::1cd ',,';:cl1 thl" :Ii.[": :" dtr,cl':,,;1120. 

:1' :"\1 h<lYI.: 'l\K\tI,)i'b abulI' \1::: fL;.\P appliCd:,i/'D for t<;~(ognitin:\, flY x;:;:'' 'on rhi~ ;:l',dlwm:,: IYu(cnal J may G< 
J>"Jr.T,Cc1 Yia r<::Hh" J" "~ :2:-20;>:''.~!{i'-j or \';;] c,';uil ill J;rnttbet@hrap,O\g. 

C:'-'()r~,c ,-\. Rcntbcr 
Cllie-,~ {);Jcr."i :r.g Officer 

~fk:1,,,:1 J, Zar~L1, JD, C,-icf E)"c<:,IIiY~ Of~j((,', HY,'LP 
':"'''.';\,'"[Ui:C U. H-;-"~'}eL DO, Chalf, lk;n:- ,ill uf HC<llrhc'-re' l'lICihc\':\ ,\ccr;cdi:2tioll, _A.m~nca:1 
(::~rc('p;;thk. ;\s:wultion 

6, 




25JI4.011·-- iJllroductl'JIL '! hc,~e flF;\P Tllesc glZ-JJ,Junl,., ;m; ';lcon:ri ;;,:,IJW 

sit 1)(l<mls for CI,mpound'l!g Slcr;le thr<:mgh revkw ofHF,\l' ,':lJ:llhlnrds 
Prepctnllbp,> life I:WSS rdercnc;;;d 10 the 2'iJ14.Gl lil,o,1Iid!120 04.2!l 
(',nil\)lnin evcs orJ(epdHi,J!l~ {O 'R) 
S(,;,:;;pll !6, Allidc 45 CQ(J!pcmd;og. 1715 
O)mp()lIn~[ng ill Li:cn&ed Pbirm.·:cicN 
!~U\1\Igh 1735.S CompouIHLu;.! ()uaJi~y 
A!>Hlnt!\I;(;. 

25 (l4.01!.J!!uplnmd.U!g in L.tf·.eu;lcd Self.cxi}bilDtmy. f)oclIlm'lIts and Ohsuvnilons 
fharlluH:It's, (E!"!cnivt' 07fi)6/l0) 
"Comr;mnciiHg" Jl)cal1';llJlY :J~' tilc foibwmg 
l~:livJies occul.;·(ng iU;1 lICensee ;)l12f:llacy, 
ljy or llHtkl t~l{' ~lIprrvjsi()d of [t hC:Cll,;cd L Verlfy tlnl t'OHl[WIHH"lillg, UCl de:tJwd. 

plnnnacisl. p\lnu~m to 1I f'1-es:riplio'l: O.XUIH Lnrler ll:~' <"I~Jel 'fi:;J;)J! of i\ 

Hi eel{ l7J,'i{a) lic-elL~td pk,tUWI.i;L 

(l)lJ(crill~ U:" d',:S<tfC nUl' or ;I::.j"'-~ry ], Veriiy llmt Ihe [;1.cilily polk;.- fm 
syslia:1 o;';u!Jt.g. Ie CC'" \735(n)(I) ,:"mpn:w,,ji:lg h,:s all ;:!eUl.::,I;; ~';qu!Ted, 

(2)Alk:lllg U:e "(trcng,;; cf:l drug, 16 eCR 
: 7} 'J(a)(2) 

(3)CUH:bing C!m:;;I.1Ilel:!s qr r'.l'!:V(l 
inr;redico[s ! 6 eel( 17 ,'5~:l}(3) 

(4)l'n:IYI:i!lg:', 8m?- p'J)(Juc: ,'~'o!), cLc:niCj!" 
1)1' Lmlk rLv;;: s\lh!it:l!It'v~. 16 (:CR 17J5Zu)v1) 

E>:.(;('171;0.113' 

"Coatpi)I!l!(;in0." lloes 11m i:ldcle 
j eC(>\E-lilutl(lil or a amt', pl·r~U~t:1t :0 a 
mrHll.:f,clllrer's d;rectiocl\S) ror omL reGla:, 
\ojl;;;ai, or ulj;:ctable x!mi:lis!raliol1, IlPf 
dce!> ,t hCH'dc tablet qpliW;I@;OrllK' 
lI;:dili"n 'Jr lhl\'0r;II!o' :lgcnlls) 10 ;':linJ:;;e 
i:alalallili:y 16CCR l7J5ib) 

.;1,...." 
f4~?:?, J. 11 {\ 

Full ;(JI~l;;L\i\.KC 
4 ,N01>{.:ncllvbIHGe, 

;i,\ CCllIl'l1tLll\i:lg 

JlO) re;[OflllCd lit rJ;;! 
[It:iiity 

2tl~n{~)--·-·---·--·---------~lCJ~,.~"CI!i;i~·(t:G 1'8~:i i:!it's i\cGredila!ioll c'w;:r;;ln {1 ::/;."1'")-----
A,Trcdilatj,nl RcquilCmelllOi fIJI' ! !cailJl;:.w: hlc;jitk~ 

http:JI~l;;L\i\.KC


rHAH!\!ACV SI:l{YICK8!:'I''!EI>ICATIO~' CSt;; COMI'OUNIHNG STERILE l'H"~I'ARATlONS 
{S\lppll'IIlCllt f\lr Califomiu Jlospitals)C- S I ""DAn IJ ; "":~~""'~T~b'--_~M.'~ __~~_E__ ...FI __ X_r_[~A~N~A_'_li_)~N~~~'d;~'~~~,~"~:~_:: )j~U~~_G~''_:~_-~~':'i_'~_F_r~_~':l~R=';',_;'-~~[~ ,~'~:,!RE J:..... ~~~

"C'Wl!'OlUld;Hg" "oc~ IiUI !'Idud(>, 2~'-'rpl :n 
smnJ[ qjll'[!ilit"~.;; u:lder liill,ler! 
fi:::lII11,.;lf'.nu:,,, ('j;'; iJflified uv i1 ~p(;(;i!;<: 

dclet~Il'ellkd ILed;",); Ii '(':(1, [,IT,.<lnli:('n (;f;; 

cntl!FCcmkd GIUr::l)!uJt<:~ lhal i., 
Wl1uHGJcia!ly iH;I.bbk in lb~ Inal'kel,,!l1o: 
01 11m! IF ('k';,GllliaiJy >: \;opy of d drug 
I'H;CC:l !lun i~ ;:ulllme;;;wliv ;nu:l:!blc i.\ 
(he lr.a:'kelp:ucl'_ J() CC[\ I nS(c) 

':'1)<': pm,l!L;::en a'ld rcquirt>.nen!f sin:",;: Gy 
:;L~ Ar!iclc 4.5tS,'<:tion 1735 L: _~eq ) >fl,;jy 

in Ji, ;ClllpOl'llIFng prF·:llTS. Addb)naj 

l'lInJIL):;m 8mi ;""qcilcmcllt<; appli(1Uk 
"ddy Ie '<len 1(: iTljn:tt:hle U)gl!'OlUt,!i .If; ;n,,; 

'1IJld by Ar.:de 1 (SCC!iGIl ;71') et seq!. 
Iii eel{ 17}5(di 

2~J)4"f)2 rl!.!Upnnnding J)dilliij,ltl.~, 
(!~r;h·.[iH~ 07;U()!1O) 
'I lIe rl:lpwl1Ig UC:lillllOlJ<; JJ1lj!Y to tb: 
comp',cmli II){ ~1;:;\! ... Ji,,<;" 

(<1)" ::1~egfily" :neclils j :':<:I!tku n 1- :.'oiency 
ul1ul ;11<: ()/IHHli.)l\ uatc I:,)tcci nil tw labt:!' 
;(i C(,'j{ :7]5.: I,~) 

I.Verify 11m! the pkllmuc:,Y :'5' LlSIl1r; l'I,,$c 
dernltwll~ j,.l Ihei;- ~J;)li',:y br 
C(llllili,jmui.lg_ 

I f~~~~, if N/\ 
! hl~ll::)juJ)1 i:-ull.'() 
4 - ~()Il-C::HllpJirm(c, 

NA COllljlounding 
nol peJol tlled at Ihe 

l~!diily" 

(;'1fPotC\lty" nw:-mF ,;£~iv" illgrry(helll 
"'11\,:lgl1: within oj-,'. 10% of Ih~1 1(t'Y;\i'j 

nmollJ;L 1(: CC{ 173).)(l;) 

((-)"t):J1iLj" I' IC(IJl~ [be abseu-e of hill',)):'''! 
leveL" ,;f contill~1 iW\ll[s, ic:lmlillJ.'; C;[h, 
plIll'i{l, "W dC""UJEf~ lsed ,~Uh9;mk\>, Hlni 
lU$0\\C-0 u1' [ldjv~ iLg('('d ienlS )!her Unr_ 
tiJ'Y; nuke 011 LtG jabd. Iii CCIt 173::. j :c_) 

1004 l\enliilo,c FJdH(es ;\cT!<.xLl;Jlin:1 ;',egJRln (;iL-\P) 
!')'(":::-vdiln:io:1 Reqtlif<::mcnlr :"i.jr I jr;:lhhc!:-c FUC:I:i lic); 



PI-IARMACY SERVICF"",I;\UmCATION tl~E ~ COMI'OlINHlNG ST!WJLE J'HE.PARATIONS 

~I t.:;Ul!l.lell~l'l~ [!II C'"llltH Ilia l~i~'»~l'~I~~_._T__ r· 
_ S;A'\;llAliD:;LEMH-,J : EX!'I AN/\:.C{ON I........... 	 _-.._~-c-~~~~-

(d)"Strcll~;il" LI<~aps Cifl1u1U' Df aciivtJ 
J,)g((~dil'I1' peT un)! cf" ~~<)mpoLullJ(j <ILlY. 
product. j(; eel 173') 1(,') 

2:"=.04_03 C(lm~l!llujl1g LiUlH"ti{lll~ auu 
Rf'(llljrc.!llell!~ ~Hfh-dive U7!Ofit~(l) 


Ex,,<:pl :1" ~[le"ilit'd IL 2') 04 ~j (Eo.:'"."'Pl(01"-;-, Verily ;;;;:[ Ii;) ,inls P!()dLKI >; 


IlD dfLg ;;ro;hwt shall be ((Pl1lpouldcd ~'j'ior c()rr;~Qulld<::d [)!H!l lu 'x~:dpt 01 ~ \"l)hr! 


h> fot'cipl oy a pham-,a,;y (If" a Vl1!1d :\H'!U ;pL'JIl. 

prc:;n~p(l(lJl fOf:::!' imhv~t1l1aj Ilfdicll: whe,f; 

the peU';C!i!>,;-.! has npprlIVcd use uI ~l ,'1. Verify \1',1~ iri!mikd (;uanl,i:'ei HI J 


COlli j )Uundt'cl d: l'g \jWdllC ~ e : 1I1~'r Dnu Iv OJ III Cn)I}'OhUdcd {irug PllitlJCI 1:; pri:1jJan.:::l \" 

wrL"Ilg.. Where ;:Pl'f(H,<.i i.<: giV(,'l w-::lly, l!c:vanee or receipt "I' J l'atith: ~';,:ci (;\: 

that apPIO,-'al ~JlI1H be ll<)[<:;; \'1- ,be presl-rJp':0;1 :inl <Ill:: '-Juan:,!y is base,: ~'!J 


prl'Ma';p~i()n p:br to c\)fnpoHmlitl)( "llcClllTIenlellll:-';!,h y c rVn"scril,tif:!l& 

16 CCR 1735 '~(a) nil ilml C sJerifjc palic;,( pOl'uhiti()n 


/\ p!mmhK; Hlay prel'lTc Lno $\O:'C a lilPik:d 
<If<l!!t i~y or 11 ,;;)n>(>l~Jl(li:1d Hm:! [1r1)([,t:::1 ill 
"d.":1lW(; ur rec>::pl Qf,~ jld(!Cllt-q)t"(;;;k 
Jlrew::ai!'tic~l wli,'[L' a!IJ Cloldy;n s~wh 
quauli,y 11;1 i,,> m::CSS;II'Y h' CllllUie (:out inuJt;' 
or care 1'(11' :II' idcnUlled popnk!ir,n of 
FHh(;al~ or lile phall:lJcy ba<.ed Qjj a 
dOn'Hl':nkd hi;;~ory or ,1f('-'>01 :P;;illlS J'Jf Jld 
paliell( pCi'ul"li"I" 16 Celt! :l'i.2(b; 

B.l}4,04 I'rovisiml of (;owpolllltied Drug iSe!(:exl'lanr.{VIY-	 I)I}f\mh:llts anrl Oh&ervaliollli 

I'nl(iucls ttl J\ P,rrrse-rilH:r fl}r Officc-. Us'", 

(FH,:cli vc 07:0ilfl C) 1 Vel Ii)' thaI if a c0Flpoum!cd drug 


A "rca~lH1J.llfe {jcan:i:y" of ~ (.:(1l1ljFl:l!ld0d jll\JduC\ i:. LJll1i~hed h) ;ll.n.>r;jhe~ 1:.>1' 

dHg p1''''lL(': IlUY lw: ll,l I!i~hGl.: 10 f, 'lJTice \l~e [jJij( if: 

ple~ci'lbR'j r.lf oilk·" usc u;,on pn,,,cri.x! 

mdel', ",'!wre "~'t;:b\jmlc>le '11':l0[I,Y"I); lint 

:m I;\(!\!( u;· -:(' 111l)I)UIlr!U! d (I 'f; pi (l d lie t 1ha,: palislIl(3) 


~.~.~. ~ ..~ ..~...~... --.--	-.~....--;C-~~ .. ~~~.. ~~---
20D,) 	 IL',-I!hcflre F,ICiliLk" Aec[r;!Ha::uu l'rog,-a:11 lUI' AI') 

ACCll'tji :;:ti(jl'l Ee\.p.l!"~UJcUI~ for ]]",,:111::[,11: I'i1CiLlji..~;; 

1 rn(;,~ 1 f-<A 
1 = 17ul: (,o:llpli:I!~:::e 
4 NV!:-nJ'Il[<:mlcc, 
hA (:OlllputH.I\I):g 
m,1 pcrbruwc: cJ.l :h" 
ta0:!i!y, 

"::.t. <1- ;-..jA 
I'ull.'!;\lJplial1c{ 

!) = i"nll"cQ,\JphllhAc 
NA Com:'<)l~!lding 
not F0!!('l!ned?1 (he. 
J":JcJUy 
;:.J ;1; Ib: l:tdilY· 



l~IIAni\1I\(, y SEHVICltS:JV{liJHCATIOl\ tJSI~ {'OM1'(HjNl)ING SThlULE PRti:I'ARATIONSM 

(S~~t!l1~m(,llj lor C!.llilnrnia l1o.~'pitah) 

r- ~ rAND~~W i I J .F;,,,t~·NT ~ 
G 

(, lis sufL:"icl1~ fur ad:n~ni'!;ral:ol1 or 
<lppl:c;li:on \n p,jiclll.~ ill ill ... presti :ber'B 
"If:ef', 'it fnr dislrihu::O!l of no: n:01c than a 
72-IcQur ;ll1ppl)' )j thc presc-iber's ptiicnb, 
,,3 estiwued I:,Y tIm (;tesc!!hn: Hlld 

(J)b n;;:sopnbk: m~L,idcl ilIA Ihe iHtC;ldc([ 

t('{O \}j' ,he (;<;1;)i"!UUJ.f:J ~ncuic"lioa ::md 6,. 
m;\llre ()rlhl~ plc:,crihet'", F:'adice; nod 

(1)Fur m:)' il,div;du1J pn;"cri>Bf ,1(IC fOi all 
prcscrilJeJS [a:,cn ,V{ i, \<;h!lk, 16 a;; "'itlmH1 
wh!eJ~ :~I<.:: phrll'lJl4ty i" qpsbk or 
,'oL\;)(JlI!;,l:ng ill (:u;llpii,ucc wi! h 
piJOlll'lUccUlh:al s(Jlllianh fnr iale).-:I-il)', 
;):)[CIlCY, q(:elity 2nd sln:I1):Lh d 1l1,
cmnpc;Jlldil1g :.11 J~; jJl pdud 1rj C(;E 
1735 Ltc)(l)(2)(J) 

25.04.05 WriUell )l:tstr{" Fonl)ula 
~cwnl. Clfe<:lh-c (mOfilltJ) 

A orcg pmrilwl slm!! i\O\ ;W ~UillpOltl1ds;j 


cUlI;1 the ph~,r:II"Gy )l;lS Lr,;! pr2{:al ~(l " 

wr;!l~!l :04stcr [(-'L,mtia fee,-,ed !i1,!1 icdud"s 

ill 1e(i~t II,,: r::-IJ.:,wir.g e)t:j1"jf'!HS; 


(l)i\\.-<ve iiJgITcl;cdls Iv b,' d,~l'd. 


(2;lnncliH' ~ngrcdiejJI;;!o he u);<;-d, 

Cl)P!:.lce~s !!nd!oi' !)('m:cJere ti;;ed 1(> JJH:j1l1fe 

(he drug. 

(-l}Qt,(\lity re\'icw:'. L::cpi,,,d at (_,wit ,~[;,p it: 

pre;!!L n:iP,1 of lll(' Jrl.lg 

(5)Pn;;l,c\FllF('Ulld ing !,n'c'~"" or Vl "ced,IT(t., 

lcqllil\~:l, if,uy, 

((,) r\; pit <II ; nil dill; IlJo: n:(,l' ~j'(,t110'11i'. 


16 Cc:~ l7J\,]({i.1i1-6) 


b{Qll\,!t,d lIS<' d' [he Ill"dkdliull 
t:. Is wllh;n !J;f \/iljJhbilili£'$ of Ute 

pimnnacy fv!luwlng, 
p;u:lll1"rOllt;n:\; :sl!J.jJ.(:;l"';;~ 

!. 	 Ver,r)' llml a \ ... n!le1l1Wl~L'1' 
:'vrylmlll f,:~,[)t'd is pI ('[Jiituj ! : IJf 

to dH1g plod:I.CIS l)cing 
cO-'lljlot;lHlc:t 11m, ilJ(;kldcs a' a 
1Hi:;im~Hll ele_l1ul!F 1 (,. 

!2:6':{ <1 NA 
I 'krlJ (,{HnpllaIKn 
4 N(H '.'um:l1innre. 
NA Cvmpmndi:lf. 
Hi)1 1 )\'\ for m{'d ;II ; Ie 
frJCI1;ly. 

20(!:';~~~~···~~~-··~~-------·~~---'-;Il~v-\\Cl\71'-c;;-.,-·,'r7"-,(,c'L";;I-'-':;"-.CA-c-n-~-dC.lc,cl:C0-nCr7'r-o-g-""-m~lCll"17'i\CIC,::-~~ 

i\(x:roJ:tatinll Requirem('n!.::l ror Iled lbef,re r ;;..;ili:ic;; 	 25

http:25.04.05


25Jl4.0& Masll'l l'ormulH Rt'WI11 til, S( I r-explu;i!;u:y, Dotumcnl.~ nurl OhscrVlItJmty 4 N/', 
Prescril!tioll. (J:n'i.'-\',tivc 07/06/.10) I'ull C:)J\'_pIiUHGe 

W;KTC J l~b'IlH\Gy ',t'l'5 nol lTulindy 1. V(';r,ry whelr]"'f the phmmacy 4 ."' :-.imH:!'ll1;:tmw:c. 
cqllipcacd a pmtktlla;- O;YF, PiOflud. (he Lnc. "Z'GISIZ,t)S 10 ret-m,1 'bF, NA C\lJ:lp0lJ1luing 
:1)a~ler f:)nHUia f"~(".;)rd for I1ml ;")lOduC'\llmy 'mwU;r f:>LllnLl on II.,,, U)\ !)~'rl0J j,",:(1 (II the 
be R'corci.:d ell jhe p"G;;;, i~')liot: dt,"',U"oH: P~;),'t:rjp[inn :ivUl!llr;nl ;lsdt fadily, 
itsdr. 1:1 CCR J:,]S,2{cJ 

25,t}4.1)fI Rei>ptlltstlJiJitics of the Sd j:·cxJ1~n:JH(n ry_ lJoctlmeJlts ami Ohs('l"i l,tiOIlS 
I" -,

1 ,:21:,3 -4 NA 
r:ltarlllHd~L n ;rtellivc 07;U6/: G) 
'1';le ~}l;a:"j]Jac:i~! pel Emni!,v: vf F.l;pe,,<sHlg , Verify Hw.t llh~n: iq ,1 !l!13nuHl:i~1 

I -- J'~dll'()I;l;:Jj~;Kc 

.-1 = N\Jl1-'::·O)ll[Jlil\l'~·c. 

01HfF!lxLd:ng is r~::;on<h;L' f;,f ti)e jtJwlifiod [ur lill ~IHlis of ;,)0: i",\ O'mp;)wldi!lg 
inl,"sxHy, (mincy, qna:ily, and '[1"tl,,<.1 IHt:1 LlDCY, no! PCI ['PI med n til\: 
.,tlength of;) CGlUp~~ulltlcd dmg p;odW~l fncil1 ry. 
\,l:lil ~l j~ dUPC!hCd :6 CCR 1735.2(1) 

2;.1)4,07 Stlnng~ of Compoumling 1)I,I('ulIlt'nls ;IUU Ob!;ervaiiulls I tT::J {f NA 
C('l1IpoUe~lls. (tflcdive ClFJ(i! I 0) J "" fHU ccmpii;nn' 
AlI cheu:!ca!;;, iJulk lb:g Sllb~[~nu.;,c< drl'g 1, \I(ri~y ,lli1! <:0H1)h~rJldillg Ii = Nun-<:0illpJ:aF\Y, 
pP;dl.\;(,~, fmd other \';)"I.;:;;]1CI1I.' Hsed [{,{ eor.1r:olll'nb ,He ;,In<:::: ,'m! li~C" NA C"mpIJH1:,1[Jlg 
dng ",\m)~)lHH.liH!4 s:mH h.: S[()lTd :lIlG used as tf'';:;JC[lr!'I[':. 1,,1! pcdhnuN ,l[ 1110 
llCCOi'Uing to U)I1)j1f1Il(:i] liml otL('.r fneili!}. 
:!pp(ica:)lc rcqLifl':Uc!!h to umil'laiE :heir 
in.ltf:rily, pu!en~y, qmJj~y, fwd ,ab:-lcd 
~!it'tgt!L lrl ('en! 7J5 2(g) 

25,(14,118 I)ntg l'~xHJrn!il!n Dait,.., \1:'I'f'('(;liv~' DUl'U1Ut'U{s <llId Obs(,/"vatluu" " NA 
\:7:'0 eil \11) t '" r~11I ,x!:l!~lirmce 
EH'I)' ,:OI1l11Ul!Ildcd ;ht,/!: ;nud\1ct ;;bE he' I. Verify Ihat dl cumpGunded 4 NOH .:rJlllpliulF:;e_ 

f;IV21l ::H; t:xpiratl:\\l ';;;It; represeillilig ;!Jc dwg lnJdll,,1 is given l\Jl, NA ~. C\,mpmuHling; 
date beY\Jjj,] which, ill t!ie pj()f;:>~siomJ e_"p]J;,tiuH dai( 1101 ;:,:rfonne:t~.1 :hc 

JHd!;med uflhc P:l"-ll!WGi:i': pcrforrtill? or '2. Verify ;;4,t dalt' (};JC~ not fae:lily. 

u,1e(Vlsing tl;,: co!Hpn;l~ldi!lg, :1 should 1m: exccl'd 1~1J tity,.; lm:e~.s 
he \,;;ed, 'j 'Ilis "be)'01I1J W\C d~ll G" u!"hc "upP'JJ'kd by \!lIbili1y "lu(~iG~_ 
,"';mI'Dtu,kd drliV ,HeJud shall J)(1t exc,,"'\ld 
1gO days fly I!. r:'CjllFl:1U!t or Ill': ~b'l-[esl 

fk:.tl!llCfl: e F,lciljiie,.. A~,,:nxlitati()11 T'1O;.:rd'1l. {til 
/h~!,;;fnlitu!i(Jf1 ~./.eql\ireL;etlJS Ex lh:alllicme Facihlie:; 



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

rUAJ{!\1ACY :-lEJH'I('F",,![\'lIWIt;ATlO;'; U,sg ~ COI\W{)LNDlNG 8Tt;;.lHLL: 1'1{j<;I'AH..,,\T!O:1S 
(S11)1,pJem('ut inr C:1IHurmn Hos]Jitaisl 

[ 'IA~DilIWicLLMLNI I ·II.SCO!{!"i(j PROCELHlltF J!XI'[ /\NAllO~ SCOI{l: J
:'xpil'aIF'lI dale Orr,flY Chl!pr:m:at in :.!C 


cn,np0Ulldf'd Jr.lg pruJ:!d. unL,,% a jOllgcr 


dalr, l~ ~JPpmi,-,:d by stahili:y slnnie" p; 

fi:jj~!Kd dc!g~ \)r f""Epnumlrd d: q~ 


I'JrmllKls ll~jllg {be ~amc ....u!Jlpol1cn':;: mHJ 


p;)cLlgiJll:' Shmtci ;i;I!ing Ibn set hrth if: 

tlns FJ}weelic!] ,HOly h: usc; ifil ~s (};cmri! 

a,lpr'lJ1J ;ait: in the PJdc,~,~icnaljtHJgm2 !~ :)[' 


1I;~' rc<:poJll;ihle :;kmm~(is: 


!fi CCft 1715.7.(1:) 


2:".!M.09 Rt'.\lrOtl%ihilHks of l:!li1nmldst. Sdr~:<pll\llf)tory , UO\'Ul!lefli5 and Obwrv!\tlOIlS 1 r.>.y;:0' 4 NA 

(l:Hect:v0 :)7/06/10) 1 = P,dl COL1:MdjrlIl.CC 


Uw p;mrl1ll1ds: plCrlofn:irp: or ~I;pl'rvlsin?, f, \'c.,,:'y [hill [Ilc Ihere is al) <1 =. NI(l-COn1p!i(\lliX, 


{;(JmpQI1:j'.~jllg I:' h,~pn;;h;b:f- f;)J' UK p:'nIWf idt'mi;k,: re~ponsihlc NA .- CO,lJj1(1;J!Hiiq; 


pH'pum!10J.1, Id,dlllg, Yk'!Jg< HId d<",llvc'y I'I!lIfmaci.'L nOI ~",:dlllllled rl ~Iw 


of liw. n;Ply\HlH:ed drUi! [l!'1;;11<:t. fat':ilily, 

16 C~'fZ 17'1").)(1) 


nHcmnen(~ }tIlJ Oh~crva!loU1>l ! l1;~:";;
f'Ri';l; 4 \lA 


Form. tT!l fec;j\'c 07/0(1: If); I = full .:!)!nl'iia t(T 


Priur to 2H;;V!fl1J!, "ny dwg !'l\;ddd In Iw. Verify tLal;, ~(':i~w.;st,~smel'i <I -- Null '''''';lIpliance 

cmft'OUIl,\ed:o;J p(llIrn:!H~j'. iLH.J ;j!Llrmd:.i~~ Hm,1 has bt';o1.1 {01,)picl:'d ror NA=SH,:rik 


j+clmq~", ~I)ljli ':;OJ;lp!:.::h.: a <:dr.I1~~(":S>;JJ"'111 each plWIlI)(H;;,i(-:Il-cIlJJJ.g;; '·:U'I'POILVli:lg jj()1 


f:,! 'II [V! cnrnjJo\JlI{~iLJ; ph:;rnudes 2, Verify IIA\ n M1Jl~aS,%gsJjh'HI jH:;-(v{!nui 


dtlvdupc'ti ily 11:,' board or ,1!nrnW(:y (/(11'111 k"llI ;1<1" hv,'n cOlllp!el~j 


l':'m-:'\9h'v.IOiO?) T;J:;\I r"!L~ CDjjLLU~ d IrINe»!)'."" ;X!ch(}c~~ WJI\llk',x 


fir::.1 scC!iO'l app';c;)(\Jf' L) ail C(,jlJ\-HJm:ui'lg. yea!, 

;1;11.1 a .,u.;ond ~l".~\i()!1 ;lPl)!:,-';lbJe It) sic-de 

il\:t;';:l'bk et'!~l;)(\\lfI(Eng TLe fihl ,~';L:{i\Jl~ 


lHlISl be cQmi'k~\..'{: iJy lh" ;;!unnud.-..I-il)


cl:il,.ge bcfj:rc Gay sler;llC injeC',,,hie 

cOlrpoll:Hling iF perll)!)),cd in lhe !<\:;m,il<,Y' 

The applicahlc ~l'(:!iun\ or ,[ll' .,(~Il~· 
ij~~,-·""ner\l ~~IH'! ~uh~eqLdilly b,' cPnlpk:e:; 

be!(ne ,;ulj I pC odd-nulllbt:!c'tl cadi yea!, 

with!,] '10 d;jy~ (:ftiJt' ~~"-r! pf u 11('V/ 


15.04, HJ R)U\rlllU.d.~i -St't[MII~~.!'.~llll1nl, 

--...--
1 ll'il:thcme h,c:lities ACCJ c>;!ilali,}L PWgntll1 (i :J·:\.2) 

/v.:cf!:uilnUm IlcC]LiJIOJ1\(:II:S lm llcul::I'::are f'ac~IiIW'\ 
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J 

"'.\ 

j1hnr;\"'.~i$HlH:.lu-gc, 8nd w;',hin 30 da),s or 
t!tf' i:"sl:dl1e~ ci" n af"W p\;;Ull,Kj :' ;-:Vhe 
FK pnmdl Y PUI pO,"';O of the f,¢:~~ ;W;l(~S!n:l;! 
is 10 Ph)IlU[C c(l;J)plianct: thPl!1j!h ,<.::;
e.'\~~miJ11(i01: l1HJ cdw;:t:io!1 
'6 CCR 17,l'j,;ii) 

:A:.tl1.0nty lOtto>:]: SC(j)(:n~ 4()Q5 anti 4t2';, 
Iksiac:-:s and I'H)ri:};,~IOn~ C::nk I(,e[cwcc 
SecLit.:lk' 4(0), 4036, 40,P• .1051, 4~1_~2, (flld 
4127, [lll"i_1C'd and p~\)ro,c.,~ic'l\d Code_) 

25JJ,-LIl HfC!)n!lH~t'pin~ Ur_CUfIlllOuI1dcJ 
lli:.lfg l'l'lJth,ttls. (i]T::,'.,:l;vc 07!!J6!!O) 
P,-,I' erich COlllp:llll1dn! ;lrU,f! pn1(ilh'1, :I'e 
plw;macy ;U:ilj(;S "Iw!' ir,'lm!c 
(I) rhe ;\JU~k-I- t'J:UHI::t tecord, 
(2)The dule the d~ug P(()d:j(l1),'(1~ 


cO:l1ptjllllc;:d. 


;:1) rhe iticnliiy of rbe piJllJ'J1I¥'), i;crsoXt~" 


who n:ClJ)ollltucd !L~' Jm::; pr0!.l1ll:~, 


(..\;;1;;: IJenli~y nr tit<: ;:h::;~nv.,'i~: revJowlL!; 

I'le ['ina! d:Tg p:o(bcl. 

(5)TIK' qU:-1I11lly ill' p"ell ~'cjn[lol'L~;): u,e<J m 
co:u!»l!Hh~iJlg the df~jg ;--nn,hwi 
(6)Thc _mmuiac(u:e! and !o! XIlHher ;): edcil 
eOlnpmWlli. L the m;m:lr~C~()l'Gl B21l't' F! 

t:::Hon"'Llbly h!}tIV2ibbh'\ he elmo l)1' Lv: 
~1I11IJ!l;::'-nj;jy ,;p srb!flltult"l Lxcmpl Uelll 
;lK re:~uitGlflc[!P lH ;:li~ p,'rdgrnph Ad 

"lei ik p:';'Jd:ldS (;(Q1PCl'Ild(w1 0ll ij O1IC-III\l(' 

ba~i'i l~':' mllhiHiAl ?[iOIl wllho IweLl r- fi)ur 
itcun; [0 an ,flpzliel1l ill i;\ 1I('111\h :-~n; ii!<:ilily 
li,"cl1~cd t')'<.I(;)' ~"'Cj UH i 2"0 ,,( ihc Ht.':,lt!l 
'lI1ri SrrIe'y ('(\;:':,,-, 
(7) I'lit' 1,'qU;P:1Wll: Wi,,:: jt] WlI;pntu,jillg Ih: 
dnlg prn'ucl. 

}}\lClltnNlts mal Ol;scrvlltiol1s 

L 	 Vt:f;;Y lha! for c:-;( 
(Qu}nuncied dnlg pmd-,I{-\ the 
phaUllil':Y !e:'unb indl1delhc 
tell! 10) i~ems btot 

I"'j" . (iI
j (lei,:-.? 4 NA 
I Fl!~l eOl!lpLano' 
4 Non ~~)mp!mlltc, 
NA t'o(qlPumEag 
no! pel ((mtle~~ nl Cit: 
faeility 

.-"-.~"-7C:-7:c-
: ka; the;; I (' Fm::1lI ic-~ /v;t" ed i[,,(i ()\l l' '-;llium' t1 !J c 1\ l'1 
/\\:erctHLlI iel; RGl)UtrGtL2!l(ti' h)t lkcdtilc::tI'1'; 7.K-iitlic;; :5



I'llARiHl!.CY SE,J{ VlCESiMEDICATJON lJ01·; - COJ\1J'OUNDING STI'JUI.l< IJIU~PARA nONS 

~(l,iA phar:nm.:y :vl:-i:gw:d n~ff'rente ,,; k'l 
,Lll1lber [(I{ ~I\e eOJllp;)uclcicd dl ;!g prN!llt! 
(9)Tk, l'xp,\';.!L)!I dale ~)f! he Hila: 
'.:"mpo!Jniul dell¥: I-"."ocind 
~ :(Jrrhc lpao!lly d a:nOllJ.l\ 0:dwg pnAuGt 
(,(1,npouI1Jol 


!GCC:-Z 17T'i3{Z,i(J· 1(1) 


25,1)4.1 2 Ht:l:i1nls of CUJ!!J!'Jul!.~H!lli 
~'Q"!}!f!Hlll:ll t5, ~r:nb::tiVf; 071OCd! C! 
PilUIUICff sh,,11 '!I~'illt;:m ;'8:<), d~ of II:;; 
F:l'Pc; lIU;lLSlli(\!J, "t;lm;p?t, "flU do.;stHldi,)I\ 
(,f' c!1C1.',kah. ~~I' Ik drng ~t1lh<;ldfll:(~, (!rug 
pn,ducts, aul U"lrp'lIl('l)t~ ,1.,<::\1 in 
t0JiIPUU!l(.liL!S 16l.'CH 1 n.~.'{(b) 

2S U4, n Comp!lIIuding COlli(WIH'uis 
Obfn.l~Jed [Will RdiJblli.Sup'!1liers. 
(FffeCli v.;; (:7/:)6I 1G) 
C'hl';uiGtlls," balk dmg ,-q;\lsi;wees, ;:-"ug 
PfOUUCIi', ;Hld <pnp(,11)CI1.\S lisa] io 
C(;!;lPOI1UJ tL1'1; jkodu('.l;; simI! '~~, obtJlned 

Iron: r~:lii1bjc ~u.;pLni_ T!lG p:wrnm:y s;-u- Il 
<>.AjlUC <l~ld lei211J allY Ewil('blt~ certiE;;a(c:; 

(!f IH: ily '); UIIHlysis f:T clien:ki:I.". bu;!, 
d:'l g "ubs!"llees, drllg pL1duc!!l, ~lll\j 

COlU;Hl!l(mjs !lSI.',j II! c(Jll1pc'.u;di!lj) 

CC:L'li~c<J1(-,S oCpulfly l)[ :Hill!ysix til" IlU! 
required lnr fll<>(JUG!s ::),.1 nfl' dF'fUV..\.: :iY 

the f()ou and I)u:g Adrli!1i~lra[itu 
J(; Cell ~ 7.35 ..1(,__:) 

Z~ 0<-1.14 Rt'cord H.dl'uti!lu. (:.~ncrlivc 


07/06/1;)) 

:'kll'llli!Z';C:' siJnll ,wl'll!aifl aad TL\!!1 al! 

lTcvrd~ rBCjcli>t:,; by !Ili~ articie U Ille 

plnfllHKY in a {{',;d:l)' rdrit'vdbk liE!1; for tl, 


bell' '·"plaIlLlvr), HOn!lllclIt.~ flud ObSH"f1ti.OIl~ 

Verify tJ,0 p!';Juw,:v 1!)(:1II111in~ 
re;;vrds cf :!I';; lHx:\.iM:um, 
s,nrJg(\ HL:: (k~lntc!iJ!) Dr 

CO.ll)J\uwJing. c)It1J10(lerlt~ ;1;; 
bid. 

Ducuments fllid Obst-rvlItjolls 

As !I()W :.IC :,lulrw:lty v;;rifies it 
c:1wins cOlHpolludmg 
('(1111J)(Oel'I'; f:o,J! lcllilhi;::: 
Slip id WI':' 

Sdf-exphl1lHl(1j) lJoW!1wuis fllul Ollstl "Hlimp, 

V.;;rii)' 111::1 rdcn::j)fl j-er~()fds ,c-c 
J:l>I!fl!.1io.::d '\\') rt;;,:Uy 

n:!ricvilhle F:_';,n hy a;. k:~~l 

I f2"j'~ , riA 
! - I 0; cOlllpli,m;c 
4 NO!l"c<).upli<m.;z,. 
N:\. SlcJ.'ik: 
GomjJv.lI:ding ;1('! 
p(;rf01J)ln.l 

I i~;:_1j 4 N;\ 

I ~ Fuill:wnp!itlfh'e 

4 "t<OlH)(lll1p.i<l.'lcc. 
~lA 15k: ife 
rOJl1poll!ldil'g HOI 
pertt>ldled 

1];(3-1N/\ 
I Full c0irplial,;'e 
1 N(lll-c<)!l'pitallu:. 
!'ii\ ~ S(cflk. 
2onpc,md:ng nol 

-~ ~c-;c;--~~~-=..--_.... .-... -------- 
!-Icil!lh:mc Fac:iilies A'~n;;xElilI1QIJ l'L!grnn~ ~Hl:/\;'l 
/U:r.J'Odli.)I"GIl !l.eCll'fen1eLlf fo)' Hf~,d6'~IlfC Fac.i!!C4 }5
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LXPI,:\NATlON 

[tW)t !tUTG Yf>;>tCi limn IJc~ dale I~te 1en>] J 
w::s Ch:d~d J 6 (:C:~ i !'VLJtd) 

(l\cltiHJt11y dlcd: S~cti'.111$ 4Gf:5 am; lil), 
rklf,j~l<~~~ ,1lld l"c,fi>!ln,lS C\llk KcfexlIh;
Qn;li(1)1;;, 4UU\ -Hlj{:, 4tnl, 40:5~, 4{):'2, ;-tIO 

4; 77, BU~;lI<.>3 2.11(\ Pro/e%iNh Code.) 

25,04.! 5 L<1hd.!~lg uf OIIll.lH) i\lJ{l<:tl n:~ 


PrUl!.~ I) ;rrecli vc (j7!(;C! j ,J) 


In addil\i.)1110 :;Ie bbdi:t?, iU1i.)fLUti,11l 

:Tquired .1\1,)(,; HH",;J\0~S am: l'~vL>~i,us 


(;nd<' sedi"" ,107(\ (he ;rr~)cl ,-d';; 

Hlmp"uw\cd dn'Ll :,mdllcl shaH C:OI'I:a;lI Hie' 
gelKr;c n;uneli;) ,II' the pi ilK lin; acliv,: 
illgrcdien'(:;), 1(, CC1\ j 7Y; 4(;1) 

2$,{!4.J 6 R~~J)oll~ihle J~!tarmacy Lhkd, 
(E!L,)iv(' U7IOri/HJ) 
A slale,nC!Ji Uml lhe drug hI'! bC-cH 
u"lmpou'Jlkd hy Iii;; pha:-Illftcy ;huiJ be 
i:ldmled 0'1 (he C00'"i!](;1 or on :lw fl'\;G!,ll 

jlr0Vided \0 (he pflll':lI~, ;f, e'eR :715A(b) 

1::'.1)4.17 Mill.!mulil Lah~~?11 
f!Juil.lltHTS, (r~!ft>.;;ive 07!0(,:; 0) 

Urug 1'; DilliC,S (,OI1JpUumitrt im,,, LEit· du"e 
c;)Jlltli!h~n tl\d llre (VU sma;, or ;>Ihenv,;_'c 
m:pLKlind !~H ;-ilJ {;VlIlp;i(jl1ce '1'1:11 
i 5,;).1, £5 (~ubd iVLslU\lS {ili fLid (h) of l G 
CC)" IT4S1t:,)) ~jmH 1;(; bbd:.J rn~:1 fli 

k"<L~t Iht:' IlalHc(:-;} of tile ~(Live '!lgncdiclll( s), 
<:';!KTuir,\li'J,l 01 "t!cngtL, volllllle or weirh:" 

"hcu-m;<y reference Cf]v! ;hlLl~K'r, ;lI;~: 


c!:pir:'ll:ul\ date 

II) CeR 17JSA\c) 


1111ec yc,l1s i':vlD tile ude the 
recon: was crer.l.:d 

Sdf·explu:ln:,l: y_ 

1_ 	 Vcr:fv rilLI klds ('\il1l:l:n ilK' 
gClwr;\; :ltJ,:e(~! ,"r l: Ie l';rinri]",j 

l)ucllnU'Jtls aIH\ Observations 

V('dfy riA' '\ "LJ'-."u,:l\[ j,~ 
ioo;h,dc:u (1) the cDHL:m;T IJr 011 

tile H',A'ipt prllvi:JE'd j;, the 

prr".0l'! 

Veefy sna:1 (~;-Jlllaill<:r.s alL' 

J,:l;ckJ w:!h .II ie<lSI [11(0 

,1aUK'C'J oCthe "dive 
fl'g;aliclltt8), (,)r,,'cotm(\!) 1 of 
,~lrcl1glh, \,(jI'lJ",~ ()l \wtght 
plinnr.fley xefexf'/.l";'! or hll 
IhlUt>(I-, ai~:l explfalJUt dule. 

1 P~/~' 4 NA 
! - I all ,;ua,)jinlwe 
~ - N{)n·c~lIJlJ)jLmce_ 

N/\ -"i lcr;;.;: 
C(Hl1pmlH(li'nrt U\,t 

p0rf,mned 

4 NA 
h:1I c0mpji"ut~ 

,I "" ."-Iun<l;'jwp'iil.UC0 

NA 'S"w:k 
11,nr:1)oilndmg JIll( 
pCrfOlll100 

4 NA 
FuJI e(>1l pli:llIcc 

4 t-;i)I)-CPillptihllC:::: 

N/;. ('iJl11pot:ndillg 
:liJl !'cj;n)1(~d <1\ dt;; 
l~l"i!ilY, 

:l;;lthc:-li;: f'~(;hlics":\;':;l .:ditali~jl 1,,~;gllml (1-11' ,.-\:;)) 
A\ nnlilflliv,\ :;,e'pm:ll;t Ilh !~lr I-Ica;;\lcmc: 7ndliticI; 
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PIIAI{i'I'IACY SI::RVICl<SIME01CATlUN {lSI: COi\U'OlINUIN(; S'J f,lULl': l'HEJ' ARATIONS 
{S~~l\Wllt fm ('~Ii[(l! til a UOSpHllls) 

[ ST';Nll;'dZ~)!! 1,",eNTle 	 I" SCOHfNG l'R()(. EDURli rEXl'l A;..JATION 
~~===~==~~~~..~ 

l A 111hpi i:y dIet:: :::':;:Clli)ll~ -1{i05 am! ,11 Tl, 
Bl'~im:sli ,u:J f'roft\~;;iOllH Cnile, Ih'f¢I\'II;;(:" 

Sc:;::io'l~ 40\1\ 5t\3(;, 4(n7, (f1j5 1. ·1052. 
4c>7fi \E1d £11).7, nusJ.l1e:'.~ !1m] Prole.~siG1Vi 
CDdc) 

2SJI4Jtl'c2J.WlOunrlillg: I'olicies ~.m! 
Prorc,rlnH'l!, (12J1r:(:livc 07}:1611 i:) 

Al'Y r!unl1.lIcy ~'n8a!"ed h' CD!F;F)IlmEIl[~ 
s[w!lmnll,!il1:t a wril!F1\ polk" Hir] 

P;O;:Cdlll\'\ nwu:al rot' n)lllp(llll1db[; tlw: 
..?L!):li"lws J) pmeHl $Ijh' ,I: proccdures, 2} 

_\1C!h0dubgi<:~ for the !(nrdal:PJl fl'ld 
cc,n:poUlj,!;up of (1) \liDi, :J J ElGilil ;2S rUll: 4) 

erjl'ip!ncnJ ;;Jen:lJ:lg, 5; ,n?i,1f(1I1i1:1GC. 0) 
npcmlioll, ,nti 7) Giber :<:;ic:]nn! ()p;:.';)'~ug 
proced\lre:. !\',hku to :':<111l11{)t;nd;ng. 
16 Cc'R 1715.5(1\) 

25,U4, I!} l>ali.~:Y.Jl!1l1 t'nJH'dun:~ l'IlJ.\!}lwl.::: 

H.\.'y:~!£:~~ (El1cclive 07/06/1(;) 

The ;::olicy UJd procedtr-c Hlluitml s!1a11 bt' 

J('\'ie,~(d on (j;l ,WJIlIClI b,l~l~ the 

plwr1llac,sl·u-dllTsc 'JIH/ ;;~lrJ! be IIp,k:kd 

",lwm:Vt;J dJaDg.CCi in proeesses ¥c 


implemented. 1[: CUZ 1735.5ih, 


25JJ4,2U J.~\)licy :llul Pnm,'dlU:li.Mnllunl 

Cf)lIt~m.tl!. (Efrcdivc ;r;!fl('!l(j) 

Th<) nm} pr:}Ccd:lr(l duml;;! S~tall 


indudc [I;: fol:o'~'lj~?: 


( \ ;1';'0cerlliri:~ !,,)) nqli rYlng slQrf ;JSS,}til0\". :u 
CCHlpc;:mlillg d'.t<iFS orallY Ch(illf~e~ m 
pron~~Gs "1' [n tl1,c poHcy m::: pl·()(,l:d'.t:';;~ 

U:,LLUL 

i. 	 Verify U:efr If n w,illen policy 
t.lld"pr()eeJutc !lYH~l;;!l 11\al 

c;mlUIllR al ,es~! tiles;:{ (6) 
b",;j,: lUlllln:tI .:kmelll" 

DUClIlIWIl!') :Jud ObscrYlIthm., 

[. 	 Verify tiw; Ih,> policy ;HlJ 
pr');:edufc HlJI:UaJ L': l{O\-\ewcd 

al b;,~f 01 ,1(\ 4F1l11al b;-,e;jg ,md 
lljlliutcd ~,~ '(0':eK'3J"Y. 

I _ 	 V;:iify the j1dky n ltd jJ:--~)(;cdurc 

lllalxal indudcll :lIC fiYe (5) 
r'-.:q\li'Td dcm::!lls. 

1 RIl J , NA 
! - -1'\1,', t·"mpliJ,lCe 
" = OIH: u;' til? 

eJemeHIH m:~";llg 
-1 = T".o of IlIm\~ or 
;;,e elFtH.lnL, lllin":Ob, 
>{i\=S!er:c 
C(l!1:p\)\IndJlg l!n~ 

pel [~)HlIcd 

'~[X81 .: NA
'.-"'-:<?i ' 

J = >'dl COI'::l!;]I<lIlCt" 

;~ NOI>:.:omp!i:muc, 
NA ,sledc 
t,O!Il[l(lU!](]:!lg not 
pC' ,;" llled 

< N/\' 
i - h'lI CGU;'JiUdl.'l: 

IJ Nor c()HJj}Jiancc 
"I/\. L(lmr()pariiLI!; 

ll<.'\ p'-.:rConc'd it the 
hKi;tly. 

HCfd:iICdl·(' LlCi!i:k'S ProgHl:1l (HFAPI 

Accrcditatiun ;{;:q'JiJ-cmClJ.;; for r;t"ul~11cme, l',_;j~~lit'_~ 
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J'UAH:\1ACY SEHVICl<~!MJLJ)tCAnON l;SI'_- - (:O.;vlPOUNl)JNG STEIUI,J< I'RE1)ARATIONS 

(f)[kcu:nelIIHt;(1!1 :l!- u !}hu !;)j" rccdl,,! ;1 

di;,PGi!i\ol CUlIIlll'Fndeu dwE, :H),ILWI \'-lefC 
suh,;;e;Iuel1: vu-;I1'"Ri:ull :!cmni1:>:,'l:cs the
porenli'!! 101 fl11\';r~" dIe':;l:> wj::, 1 "Eti!lllecj 
t-;;~ {) r;, C"I'lp;'tmded dnl [!. lr:,dnci 

!)Y;-hc pl-ucnl-ccs for mni!:talllillf:-, ShlliPV. 
(<liihraliolg, ~;k'-l1lJ,l;;, imd l:i";Efcctlng 
e,p';"llCllt u~cd in co,npnandi;J.g, !llld fer 
i1'01hhp; Oil !h\~,l j1wGed:lrt*; ,j" p"fl cr the 
5-1.:11T In;lL-ng :md ;:omp8ict\e',' enHP;llio(l 

(4)Do;;'IJ'Jclllalic:t cr lhe mel!wdo!of:-Y Lncd 
Ie len! Ll:cgri~y, Ih)!~-:ICY, ;IUJIj~~" ami 
lnb(:k--d iOlretJg::1 o!' U)n~l'()d'l(kx! Crtl;) 
,)r()dtlc!~ 

(5)UC'CliI llcntulivit m"lh: Il1cli1,do1ogy \if.:d 
to tic:; ~r,l)~ llG <LPP;-;ll)J 1:\1$ ex: 1 i, 1I ti (lj I ::1,e<; 
Jilf cUlpc:JJidcd diU::: ph"Juds_ 
1(1 eeR !!15.5{(~)(J )) 

(AlIl!lu:-ily citO(t; S<:di(liI<~ 4ul!:"i and 1 _7.7, 
Rlts<1!(~~~ ?_lld Pl()te.->-"iu~'? (:(lJ(t Referem,.: 
S!',dh)ilS 40U,,_, '1C36, 40Y/, 4Uj 1, 4<J52, :m,l 
<1 ! '7. Ih ;ir'.ec:s ,PhI I':\lk\~ic:l_" Cod~ ; 

l)m:umNlts an{f Obsf'r'.aiiolls25.04.2 t f'o1llP9JIlHlillg J-.!.~!Cilith~~)IJJll 
EtIlJi}JmrnL (LJcclive 07!t;{)iJ0, 

AJ;Y piJ;;rn;,wy cI,g!lg::~{ ;n eCI:1 »IlHlil'& 

"halj m:lmlaw Wl"ill<:;,1 do(;Umcntfl.:oll 

regarding the l<I<:,i!i,:eY> Jil'. eqn!I)!I1erl 

ILn:S~;lly r;'lJ sa1\: ;;1111 JCGWJ):~ 


«('J l:pountlpc: (:J ug 1'1 ()duc b 1,1/ I<~:c 


l;pplleah:c tillS ,,1t;IE indll"/{" !Ci.:onl, of 

C~! Ii JlcilU\H;ls) 0; tr:::ililif:;; ur eqIHp!W-:l:, 


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

Vn-ify !l:::rc if wri::,:n 
dO(~I1!leul'I:_>_'lJ rq1.'Jnhtg the 
frcili le_~ 8m: c\[trpmcll: being 
!l!~dllj;l;n':C nll saL: ;wd 
i1C;C'jw!e 'X'H1~::)lIndiHg u{ tl; ug 

Pl'\,ciUC"L 

I iT 4 NA 
_-- hlH c!mpliar:;;~ 

<1 -- N()[H:u\Lpliam~_ 

NA = S:-"rik 
\;l)lJ4'uUFLI!g )j<lI 

jJl)tf: )crc!I 

~- ~-~.... 
,~(;u!:hcqJ e I-ae; I i!ies Ac,,,tcdl,rl i,)ll 1') oJP~hL (fl Ft,~') 
/\HT?l.hi.a(jo/l ]{equlrell:.::lls [Of lleilJIIJ~HI'-' ra;:;\!ihc'~ 21



PIlAIUHAC\' ,<;;EHVH 'ER!i\'1I,:nKA nON l'SE ~ C01\'!l'OUNl)lNG S'fIf,lULJL l'ln:PAlt.\TlONS 

SXPLANATIOh 

2~,()4,22 ))'!n!utt<mIJlce of Ji:quinl1:l('uL J)oc.UIllt'nts llml Ob~I'I'\ ntiun~ I !W\'~ c1 1-<:\ 
{" JllTli'.'e D7!U6!111; 1-., rill: :;)tllp;ial~t;(" 
,\ny (,wujlmclI( '$eJ ,0 l0UjV),llld tlwt: Verif>' 11m! ("([epmer! l!~:d I!) 4 ~ ~on-coIIJpLlH1f¢, 
l)Jorl(ICI~ c:l\ul! be ;;lOfed. U$eJ, !nd n'lllJ.w,nld dr,lt; rf"tit,,:iS i\ 1'-:/\= Sterile 
ltmi'Jinwpi.1 III ticccn1;wcc wi;!; s((;Ied, ,I"ml, llH~ 1~I<LIII(4ic;::J ii, C(}l1lpo ..uvJi.Jg Jlel 
11:;J11L;a('turer~' ~rccili~'Lliil'l_ aC~''-lr,!a:I'~1:' w:lh tIlH1"faclllr::rs' pC:'IOfl1JCct 
Hi CEI{ 1735_6(~1) spec i fi :hli<)!l'-;, 

(AuI!tnr;ty ~:i,d: :'k~l'tiQ'l" 4005 ?'ld ,; I2":', 
ll;,_t-'J.IP(~S~ -!!Id Pnl(';~;(1Il~ C:l0C l\efcrcnHo; 

Sec(',}lH 4005, 4U,1(1, .'10l'i, c1Ti 1, (1052, (1,1« 
4127, H\I~i ICO',;! "ud ['J(.fc~...,i'~I~"' Cud',) 

"H~"'"I t;.,,\j"ii 4 NA 
(l'I1<::(;LI\'8 07fOrli l;j) -- I'\I~I c0wpli"nu:; 
AllY P:laJlhilCY c!ly).!ged \11 01:11jJ(,t'lldiny. 1_ Vnify L'v: j\IH,cn~,cv I)J~ 1- -- N('I>\'umjllh~1)te_ 

~h,!lj Lltlll11,lin >'::ilicil (k~\~Ulll(:Il!<li\in rccord,~ 01 ~ltlrr;;ldl!s :1Ii;.] >-iA -- Sle:ik 
M1lTIC:CV! to d(;I:!ll!J!J:mle IllUl ;;11<11'11>;\(;; !niHwg lell kd ,,) IlJei, jou cfllllp(jwu.Lng POI 

pCJs(lIlnel.lmvc 11;" skLb ,wd b\;niq: 1(>sp" i to I;) ill! j,:;: I je:1 [(lIllw.d 

rn!u,,,'d 10 P {;j),,:r>f ael HO'ur;;\c:y pCr!i!wl 
Ih"ir ;1~~;i;j("il'd j'~<;p()ll;;ildir3.'0 IT;!aJIlif; h 
,"-,fJljV;tI,,(lJlj!, [been tTl~,7(i\; 

2~<!i4"2] Irai!!jngJtJ~lItll[tQ~ StalI, Sdf-cxp:ill1m;JfV, 

"-w'-'
15.!l4:.1-1 £JU.l.llli:i~!Lt;.t1Cvt\l!~l!!ioll J~)CI;,\;>:, Sl,JI·ap!alltl{my 1"-l{~UIlIt'llis ulld OhSt:'tYalif/Jls J r:1:N <I NA 
{!;nt~c[i"c fJ7!G(,/1Uj ; ~~ hl'l ..:omrli:l.llcc 

T!ll' l)hllGUI.CY ,;J1111 ( dcv,'.Iop <lnd "min.ail) L \'.::ril; rhe vi;a,lJl\cy !m~ nil 4: -- Nm:-·',lllllp1i<n;:c, 

an On,tWillg ~'\u,pejejlt'y e"aLmlIU) prnu'ss r;Jglliuy., ,'llllKJ'IIC), ,'v"hn!:\jJ) N/'."" S(,;rils 
ru:- pha;'w;;cy j1C1~'--dJ:lcl '1''(01",,11 II: pln,c,s_ C)lJlPotllJ<.tin)0 Hut 


({!I1,qWI'I,dllQ. a<d ~I!,I;; ;m~jlll[l'l; 2. Ve:II'y [btl tht ph:.umHGY h,u l)e.-l('l1lh':(~ 


dw;tdl1c:rl •• l!u; of ;;my ,\lid all lm;llilig d\)c~lJlkl:lal ie'l! of UI',' flnd ,,:. 


relaled ill COll'P>lIl'~~irlj! Hl(~Cr!Hkc!l by l:ll(lJ'n~ retlle,l In 


p:mrma,'Y pc!sunod, ~,t>! llP"lU1(ii.1g. 

Uj cuz 1?}5:/(~') 

-11J-D0~~-·~~-·-~-·· ~~--~-~~-~~adhcille F!I<::lli:~·t;,~; A'>;(0dil:i~i(;;~~I~()gmm mi:-:i\P}--~-·-~--~- -~-.-----~~-.

75Acc!t:dilulior.. l<e,;(;jrc,I1\:111 ~ Ex JIcHldlea:e FadWiss 

http:llP"lU1(ii.1g
http:l)hllGUI.CY


PffAltM ,\CV KJ:'IlVICKS/i\lltlHt 'ATION lJSg - r:O~\'lPOf)Nt)I{\lG STI('HIU; PREl' .\.IV\TlOi\:S 
~(Jltlllf'llt fur Callfont!n llu''I}lllals) 

[-_~~\'lIj'''~)'~;~I'~~ ..•.. L-- I~L~N;'J1;)~-~~ =-~()RIN(; PR')Cl~l:ZC ~- ~ _ - sc;~~ __ !i 
25,04,25 P ('rsIlIHH'~ I)('m"ll.s l r H 1£4 Sell' DxpL1natcry. ! 4 NA 

luw.wlcdgc. (!:!~cdivG 0710611U) i J"d! UJlIlpliilUC<c
0= 

r;Hnnilcy PCI1;'(IJlIHd nsslgllC"j '0 j, Verity tLalle(',w0:; are .1 = NOI1-c,'mp!imwc 

(;(ltr.p'-'C!ldiai! dulies ~I:a!l tiemOI1S!!llic 1J1aiJ:laille\l fegard:o.g Sla[r NA . Sl~'J d;:

knuwl.;dge ahO\I: pf(lC(;IiSC,~ 2!\d proC';'dLn:~ dnnnl1;;:ltul iell. 0:' \wJ(lwlcde;,' ',"mllJ".JHldi!1!-,: ;I\lj 

cl",'d 111 tut:lp0,mding m,:-' drug pH)dqtL ;:bvu~ I'fO,:(;:;s and t"f0CcdJIC'I IJtd0!"l\~nI 


16 celt IHU{;;) b! n;mp01l11di:lg filly ;'1'.1[; 


prndu t 

(:\UIIlJl-iIY Dietl. St:dU;llS iW(I> ;md 4 :T!, 

UlUll\e;;S Hlld PI,)fcs;;J()!1s Code, !~eJ(·~-cnc(';. 


S",:.;!iOJ)E 40US, '1:!:6, '10J7, -1(1S!, 4:)5~i, l1r.d 

4' BusinkS" !1!ld !:(tj{c"","io'\.~ Co,le,) 


inccpPl-..:.tn{ mit' lh: h0sl'jtaI~ 

DtlCHI)lt'ub und OltH't'1'atiQUN' I rI~::a; 'I N A 

}\s;:~ (I'f~i:;ljlivt' 07/1)C)/ II)) i ("Ullo,:O:l1;,UfII''-'t' 


AllY p!mrn~aey <:11t;agcd :n t'C!:IP:-'lLHL'lg I" \len1Y the plirL'lll<lGY ha."t a 4 N{>1j-,-,pmptllul~'C, 


%l1sllm:;l!tbill, it, pan "f i:s WI :Itt-a polic:es Wl iLc'l {j,l:ilily ,nsum:K':" ;)lnl1 ;--::\ '" Skd:e 

:lI1d procc<ll'!"Cq, a -wrl.:el) :yali.y ;;SSUnt~l\:e u'~ig~t:'d it! 111'.lO';;:<;- ,~nJ eww{(" nm!pIJllll,Jinl! Ho! 

;~Jal) ,-::~inl!ud Ie UP!lit{J!" WhJ enSlC,' Llc integrity. ;>>!'-'I~::;Y, qclli~y, n,ltl p'..'rrplmc(~ 


iJlt~-g.rily, poten:y, {~o~Ji!y, ,ut! bbded labeled "tn':Jlglll of ::;uIHp:lU:tdcd 

.~[r;;n;:!h ()r C:)!!1P'~~ll;;kJ til' 1,7 lK:'oe:!s. {)!1l~ pfJ(\UC[S_ 


10 e'eR. .T15,iI~1l) Vc: il} lllll~ phnn:J'-IlY GAl'I io; 


25,04,2fi CompYlludillg Jl!!}tlilY 

IhWU1l1cul;; amI Ohservali<JW'; I Ii"~~' 4 NA 15,1)4.27 2!!.~lli.1~t!1l!.!.£e - WljJL'"-~ 
t~,lct'~! urt:.~ .uillJl.l1f!.l!.!!t~ia IiOlh 	 !' hl!l ;;pm.rliall1A' 

(EIT(';Ci ivc (// lUI,! I fl) L V,::ify II,,; Qi\ P:i1H ',wiuJes ,: ~ }I\)JI·c,)[t1p!lilllze, 


Tlte (,I'UII'; aSSl!l1hlCe i,lan Shl!l ;ndl1:":e wrj ,len pn;CUlilfe.c ~(lr NA C;ClllPC,U,ci1l1g 

wriilea "rnce;lmu:, [til' '1(;1 ,:i"a I \,H, Ycril"ll:r,ILu, !;Wl1ilorl-t;;, lJd )Ii)! pCr;O('I1H:;.-j 'l~ the 


!L:)uiluril1i:. Bild 1f'\liDW uflll(' a,_lct.{uac\' of review (Jf the ade!lllu:y of tll': Eleiii;y 

i;W <:'-'ll1l'(1\11ldill~ pl'')\'.\.·f~e~ ;;'1(1 ~:uil ;:i,,\J compOInding pr0(t'~1"':S. 


tllcl.hl(. wl'i[~""!l doeU1W'Jllatioll VI n:\"i~v; ,,1' 2_ \.'c"rify fhe QA jl :m1 il:('; lId(;~ 


!I;v~c FHlCf'S~C~ hy q,wliiied pJmnm<:y review of Ihe I'H1C('So-L"\ hy 

r:Q ;;OI1;H"", cl!'lji[i..xJ )hrti!:I'Ky pcr~:'m"'1 
16 cell. !7 ~S.iqh) 

~--·~·--~·~-~··--·~··~-~·-~

2tlU9 	
··--·~~-~·~-·-·-·-·---=cc· 

I-kaItnc!fl; t (:cii:ti{\, !\ccTn!itJhn:, :'l"kn:w (Ul'/\;') 
/\Ccn.:t!itn::(Jjl R-""III;!emeltl~ fvr nel111)nHc ~ild!lli,-,~ 

http:tllcl.hl
http:15,1)4.27
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I'UARMAt y ,'4l<nVICESfl\-llLDlCATIO;\ I)SID· COMI'OU\'IHNG $TUUI.,t;: ]'REPAHATlONS 

RCORI;.J<;; PROCLDURE ,~\ __, I' - ""11 

-- - .. 
'd":'''1' I

~~==~~==~~L 

25.()4 2,11 !Ll,lJ1Ut;1[h't" lind 0.uHIl!l!n!h'c 
:\!~.!!.!..ITt~;Ill(1 Report... (EJrCC\;ve 
07!06!I(j) 
T\:;.; qUilEly mnu ~1l\;e --ian R:)".l im:ludc 
WIlItEU si;;nd,\!t1s.cor qua!i:;!\IH~ -iml 
qn211Iil;.\~n; :!lj~g,ily, polel1l~Y, 'l'J?ldy, :Illc! 
Lltw 0;i :>11Tll/!::1 )luiys;-; uf C:ulilperntied 
ri"t1g P:;J\!UC!S, AI! q:Miilhlivc' l1ot! 

(jm:!Jtiul!ivf' !nalysi~ 18P'c\J f<>r 
CtIIJII'ULnced d~q:, pl\Jdlrr:r;; ~htdl h~ j';:lai\lc,.: 
by ~ilC pllilll\lacy apd toU(lkl: ''i!U~ Ilw 
CO,UPl'U!I([Jog 1\;~"~)n1 ;l(ld l1Ja~lt:r ;\:1'\11\'1<" 
:6 eei; 1:_1) H(c) 

25,()4.H Q.l.lllrilv ASSllrl!.H~t Wri!l<'H 
Prm::o;rtlID'S if l)rodllc.t~ He,low MiI~t!llnm 
StlllHlanJ~_~ll't 1f1t'lItmg_~h (l'.nv,o:;vc 
:Yif;)CfHn 
') he ({:I<llily iJSi~lr,11WC plan shaH ic·<pdc a 
wprtsl\ pr:w):cnre rvr ~clH~C;I:bJ ,K;I\,>); i;l 

ile c"enl C111Y ~\l!'lpeHl:;J.:d dntV (.'Icducl is 
0"0" d;~\.~'l"CI-sd to;", helow .Hin;\IHLIl 
$I::-_lldr:rdJ J;1I" :nlegl ity, 't('L'JFY, 'leW!ii)', ,)1' 

hltll'led ~ilC!1)~~;! If; CCIt f15,R(J) 

2:-.05.UO- (ulr!!!.tlJctlUU. -:'l\e~e lll'/IF 
_'[i,d"I,.L; for O'mpOl'lHfl':f Stcr:;c 
Prcp11lY,!IDILQ 111 c '-T(1.<;.'> I ef.o/,",wet! w !.1c 
Calil(l['l1i,l Code tJI lh:g;!lHl;\,IlS ~CCR) 
:1c,;li')11 1 (', Arli::lc 7 S\t-r'~.; lllJcc\(lble 
:-f)mp')lJL":iICL 175, Slull(~ ,:,\,cciilble 
C1lWj:"lHkiiI'F All'\! br :-'an>l(cfilJ S~'III\i'-JI ,: 
'I!rullg;, 1751 I> Ohli;;a!i(!!)s <ira PimLmwy 
FU;H~hiI1g Po; hblt: Co,ltnil1.ors_ i\(~o 

Dncul\ll'uts amI OJ;SPn'fltiUlIS 

I. 	 Velify Ihe Qt\ phl'! lw:;udcs 
','nllD): ~ :1I1l( 1m ds lie tjluliL-1! "\'C 

i1m! ,;nmlilati ve !Il!!llysis of 
Jl)kgr;[y, 1",jC1W1', \pnlily, (ln1 

lJbe;t:d ;;lrcll~"111 of GU,llp(:llllr1ed 
dnl~ p~-pdUCIS 

2" 	 v('!irYILJ:tlc~ll+jLdn:p\!l~s 
m~ h-:I,I.I:r:t! ,~Gl colblo:d with 
lia: com;~"l'luli!l~\ :r<:v1"d -;Hld 
n;\,31;\(" li)Il'IJIr. 

1. 	 Ve,ify th; (J/\ phm ;nfLI~;l\~ a 
Wilfte" P\('(:\~dl1n~ ItH ,')CLed\lktl 
,WlI0L ;Jl ill<: Ch'nl any 

c;mnpr:;mded dlug prud\J(t is 
ever lli.~c;o1'f1If'(l to he below 
m,n:mu,n ,~lal)tJ"'tb It!f 
'lllcgl jlo:ency, "Utdity, 0:

Illbdcd'lilengdl. 

TheSe: ~!Mtdt\f(ls ;);"C ;J(;,)re;:; ;;dow 
U(Qugh review oj' IIF I'd' slilcdanls 
25 C",;'()] IhiOligh ~5.05 'L.; 

3?",~ '-l NA 
i'llll compli4ot:t: 
N; ill-:'O\:IJ) 1i\~tlc(:_ 

NA CompmH\lin,f; 
nol pl';"Ii"me;l <It ttt: 

fic:'i1y, 

I I~:~j .:I NA 
I ~ FuIi ctllllpl-a1:;X 

.-1 - Npn-r-oH:jl];:tWX 

Nt'\ _. S1crL .. 

(;VllJ(l(Jtuding no: 
FGI ji\llllf.'(: 

110:::'1 :l!;,:nn: FJ\;-ililic~ j\(~cr0(:iIJjjcu Pwgram (II FAP; 

/\('( !cdilnti:m lZ<.4hi:t'.I~leIlIS fu' lL:aLhci):l' hwili :ies 



PHARMACY SERVJ('ESii\1 F;HlCA'I ION liSE - COi\lPOlJNOIN(; STEHlLlZ l'Rl~l)AnATIO!\lS 

w!Lrc!1u:J llrc T,ll..:'::/-I itGs,lIl~(j[)\)H Sv:. 
A9l!f\ .; C(1l11ilUU!J(F)lg AICU I;)r PnrcnL;ql 
SO') lions, S0.;. 505.12 J'J,(lllll;ld'""'L 
CO,lwou11(!i!.g !\n:\ll,y P:l\'en!e__di 
SO;\lli"ll~, lwd SUS .12, I J'Jliilll:aciec 
L[\ll~(1)iti' !: !(;Vf Biobgh,(t: Sl1fc!y C;o;ud, 

Any I'Ddl mi'cy cll!!,ag-:d ;n <ompUl!Jldlllg 
$1etile il1Jec:Ehie d(!.[j :)Fldw:L, '(hall 

(;,'afOl ,\) 10 !lte p::'fElHekr" ",nd Icquirc-l11.Cl1h 

s(dkd by Allidc <- 5 {,')(',\;1[011 !7YC; Gisc;;.}, 

JP;llioble (,) j'~1 vmJ)'ofi!dlllg, "u(l.;.lnil 
J;st! c(lnfnrn 10 !iv' !'tI,'1.mct(;J'~ uHl 
1(\(;tiiremC:lb< "kh:d by ;\l'tk:c 7 (3eGIV~1l 
J751 e: ~eq ), "ppErahle ~ddy iu S:<L;,;,~ 
illjt:c:d,:e rcn, ·ol'wlil1g. 

25.(5))j Sterile l!!l!;<:iable Compolllltliug 
,trell for Parcntcral ~ulutiullS', 
'1 he pharmacy ~Iml! Imvc :1 tk~ig:\J!lkA urn 
lol lhe 111'(-)p"r;)l:;10 of ,,:crilc il~il'C1a,;le 
p:;HIUCL~ wl;i::11 ~lm!llf'.cclll\\: r,:dowlt'g 
S;D.ll(lill'(!:: 16 \.·Ctz I:~ r(a): 

(I) Ckan t\OOfl lUll} \Vo;k -S\aliUlJ 

R"';(",Liiel1\e!lt~, ~llil:1 :"c in uc<'.(wdanCr will. 
~C'-"tiil!l 4Y:} ..\ 3 1 oCt :I!f' 21, P,lrl 2, 

{:hul'!er 4A or IL:;- C;ilifo,ni,1 Cmll: u;' 
RC!l,Jliiliom, IG CCR J75 _(11)(1) 

(1) W!-lU~, (AO';'UV.S "lid ~n()(~ ;;:d! be 
c'lislnwied in ilCCk\!:UWC will: SeetiOd 
490A,) I uJ"Title 24, Pan 7, Cmplel 4,\ oj' 
the Cal i fOnJill Code oj' n:guJa!ion;!, 
1'-; ('eR 1751~fj)(2J 

Sec. 491JA.J CA f'odv of Rf'gllhll.i(lil 

i~9.!Ilpouut!illg Art'a ror PI!.n:lllt'raI 
S1l11l(L~~!.I.!,. The ,;!mrnwl-j shaH hltve ,'. 
dc,~i.glll!kd an."" itlr Ihe p,-epmJ!\,'u P\' 
~!,,';'ik pHJ(Lwl;, for dlS:::Jen~ing \··h>b 
~ha!J: 

L In ;ccCUrd,1!l\:C w;lhF'<:!icrd SI'IJl(!a.~(; 
209(bl, ('k~!! [(Dum :ud Work Sh'_:nn 
J-h'q\JircP1Cm~, C;llll:ulkd i':I)vif0!lUJent, 
~I~ apt'H)Vc<1 by Ihe Co!nl1l~~~i,1!), reJclaJ 
SUPP!)' SCI Vln,\ GelJe,'al S"n,id'';j 
AtiElil'i;;tLtiJ'1l: 'lIce! sl?nd,'rds [or d(\«~ 
1UC HEll A I}li~tl .;-JUcicw.. y prr::culnlc 
(Ii::') Ci.ltered tlir s\lch ,\~ L1iuiJliif :IiI' now 
booci (it' c!e'HllO.)I):. 

2. ;j",'c \lO\)'pu--OnS and ck;;J)ai)ic 
,~i]Jl"c('s, wall:;. !loo, ltid !loo!' 
c()vcnl1g~, 

nOC{JylEN1'S ,\1\1) 

OUBERYATIONS 

Verify ihill CUTI'p;)\J,ldillg .1",',' i~ H 

dean WUI,I, 

7. Vc-rify (Il:il ,y;;t'ls, lA;jli:lg~ a))(! COOlS 
1:1,1, Ie Pi' POfl-p')mcs. ck:anahle "';r;"[c<:.,,, 

,1. Ve;-iry tfll1! ~;ul1lmH ai: flnw ;1,);)\15 and 
ck;m mom mc fl'rlifi<d anllm-:Il}. 

5. Verify (1\,11 Sllp:~!iC~ me SIOi'cd in ,I 
1ll1ll1~1"t' 'v hicll JJlU; pjn) lIS j It tcgri I y oj' ;,1, 

aseplic cllvj.'()amcll: 

(), VCl-;_~y Hmi lhere iH l\ ~;Il', with ilo! 
(lud cu:d mm:ir.g W(ll~l i~ !(,catu:.i l.llhe 

,; NA 
Fuil 'Ji%pli,IHV$ 

" = NOI!-Complirlllctl. 
NA ('o:n]loundlllf; 
Hili iY':'I\,rtllc'd illll1~ 

['d:i'ily, 

---- ......- - ...-- ......---.----;;~-	 ......_..._------ ..-~---......~.--... ~-

2UW.1 	 IkaLh<':,llf: f"adilti:" A<::':I{:,;il,llioll p, ogram ll:L~'AT') 
AU:J<,d:rulioH !tt"q:ufen:;::Hs Cor Ik.dJb:aru radlilie;) \~ 
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,

Ii~:= r" SCORI;1: " 
.1. __ 

TL""...---hXl'I __A~N~i~"~JJ~O~'~'~===~'~==~'~C~()~R~l~"~'('~'~"~R~O~(~:"~'I~}I~)~IU'
witb .,;cclk'r 505 12 -;-it!e 24, l'arl 4, Clutter 
5 vr tl::.c (;r;hi(Elli~ CoJe of Reg.llhiUnllO', 
J6CCn 17.'it(D}(}) 

(4) Be (of" rifled l1IUi\I;;l!y by (i tJlH;llified 
!ccLI1,cj;U' who j", Ht,nii:ar wilh lb.' melil\"ls 
,l11d P;'o(:~'dlHes j'(). cell i i"jil'l! IHmiE3! :1:"1' 

11;-,'.'_, Iwodtl Llld ;-kcHl 1'(,0111 I'oqtl irOmb)::';, 1lI 

H<~cordaLT wlll, :o>\!\d;mls adopl<:d by d\f) 
Ln:t:rl SIdle"! UC'lIcru. Net'iv"s 
Adm:0!0Iwh\:E. CvrlJf;c;lll('I1 rn;on:.b mlIS\ 
iy; H)lr1iil~d Ii)f itl >.dl<[3 }T~fl;·~. 

Ie U'!{ F51(a)!4) 

{_~) I!:e pharn:£1G: "hall be uirilcged ll1 
,lcconlarn" ",L,I ;';cclklll ,j;OAl Dr ~-ilk 24, 
Pari 2, l'ha;":+:r 4;\ ,':'Ihe CalirurHi;; C:()dc or 
Rcgull1:cons. hePls lela;..;:: 1(! the 
nlmJlnlHlujl~g (1 rslerik injcul.; le !)mJ~!;~" 
witnl.l ilw UlmptHmdills meG sh!;: 'x, s[(1ft'd 

:1\ wet] H 1'11:, itS h) walnt!1!!! :.IC jE[ep},I] [,i 
an ,,s;,:'}lic CIty i tollHlenl 

I::: eeR :75 l(\I)(jj 

(5) A ,;il k sha:j x included II: l1c\;(jrdaIlL.'~ 
wllh '!ccti:-'n490A JA rilk 2-1, I'ml}_ 
CIWF!cl' ~!\ orlh, C-diEu~iJ l 'ode d' 
j~(tiJ,l'!%ti(lIlS 16CCR 1751(;,h6) 

(7) '['here ,sbll be <.11 eJ1"igcl iIIOI' <Jl1(J!()! 

frfCLl'f Dr ~UITi'~Tf1! c;,pa'::I~' 10 lIted the 
!,~nnf:(; :cq\'irCI1~2'1:" n'l :ill matni~1 
rcq:li;illg n.:Ji-ipcr:)liu!l. Hi eeR 1751 (u)(7) 

{Alll;,)rily l-~(('d: ~c;>:(i:14()t)5, nu;i!l('I{~ 

1m;:! I'fI);essjllHd \'(ld(l: 41.,: Sc-:lIOI1 
13944t;iL Heiillli a~vl i'1i.dy C('(~i» 

:L nv: ;-,ha"llidC}, s'mH bc Ln:mgt"d ill 
;o;1,;!: r. manr,e:' Uml ,he lamiuar, fL,,,, 
hond i~ iCClHOJ ;11 an :If,,H which is 
",,'(p,,~('d It' uinima11:,d'[k Ilm\\ rnd is 
,sepmlllc nUIE ;;11)' 1.1le1 )'iCJ «'I IllLk 

stowg.e 0;' iklllf1 not ;da!eD ,0 the 
(' 0 I;):'eJt\mliFg () r ~)fI('dl ,eral s,,] n.lic j1 ~ 

'i'hPJ''' :;,1<1;] be sutTIdent spr.;:,,\ well 
"(,p~'I'aleJ [ruin ;];<: lilmi:)J,J'-i1uw :wmJ 
area, :",:' :;,e SIOl'J;!C ofhul~ Ir.(llcri"J~, 
"q'Ji;m1011l f~l:;; Wd~(C 1:laleriais 

::,!\ sink '.VitI-: hQI <lllfl culd r~n;dng 
9,.-1I«,:r n;u~l ;~C 'Pin]!!! lh pml'ntera, 
;;dul'Pll (0Iitp[)l'lld~!1g area '):' ;;:lj<ll:Cr,[ 
io :t 

Sl't', ;:;U5, 11 CA eml!.' ur Reglllati(lit 
PhllrlUllclO: CtmlfH}IIIHlillg Anta flJr 
Parrult'ral,sulll(irms, Tile plm:,w.f1c), 
sima Ltve a d¢&igl~:1\(X: arca f1!1 til" 
Jl~'etJd"lI[io'l Q\' m0r~;(' pn,du;;l'! ,<::: 

,b,pcns:ng wILel; siull' 

I. Be \'Ul;,laled ill a llHlIIl0r ll'lt 
;Illelkllr:~; with Ir.n;ilLnr a:r flow 

~cc_ 565,11. J CA C;ltk of Rq:ulatioll 
Pbnnmu:irs: LUmlllill" Fluw HiuJugiclll 
Sllrc(~· Cabiud_ III aii jJb;;:md<.---;t> 
p~·e-pmm£. ,:1.fet1!cw; .:ylo((!:'(ic ;:1'enls, nil 
COUlpulillJing ;;:I;:;{I 0<: c;;mluGlcd wilLi" 
a cnlJEc-..l (:lnss ll'rj-pc A Of Ch'5S 1; 
l"ypc B ,-eli}0]: kWliJ:J,H;J fk,w houd 
wi!,ll 1,;lg il>bvg QU( ~~esig!l. llic 
p:mrnn,,)' llUl': ensure UHt (:O!:[i,Hl;;m("J 

7. Vcri(y :!'I1{ [llcle is tl 1I':[rig0ralorer 
~uffin\.'a! G':Pf,,'jty to 'HCel LIe slOfilge 
reqll;wme:ll", It)· till 1l!l1(0rialH requiring 
fGrl ip:,er:llil'!1 p!F"eui ill '.hl' dez.n lOUIn 

l( Venl}'llll,\ llitre js ilJ1 ISO d<l~~ 5 
(dd."~ 100) lamina!' air 11<-w hood wilhiu 
"ISO cLass 7 (li},C(;\~) cJ<:ilil lemll {\Vj:~l 
a p\)~:live iii:' rn:.;ysurc {;' nCl'l'il!id 
IcJRli'l;: I;; aciifl['enl meas 

OR 
There Is;n rso ;:b,,-~ .'J Ic'a,,", lOD~ CIef1I\ 

!U\1,1) widl pn;;Wvc \u rJCssllr;: 
dif(~f1.,-'l!liaI rc!:ilrve 10 l;,J,an~llt "rea;; 
OIl 
Then. is h ,;;In-:ef' isoJtlwr 11m! i'wvldt's 
i:udS(l dr."" 5 \\:la~~ 10(;) CIW(mml1l:IIL 

I\!J" CUPJ[JiJUlldi;,)! 

~~ 

1k,Llh::aJ e Fac:iltt',s AC<:fCGilHl,un PrO[!IAiH (IE,'AP) 
-\:"(.1 tAb ILll()j) R equ: fe!\l'ti1 >; I (I;' Ileal I t-::1lI t1 FaciJj~!cs 



lIir pleLun~ Umt me umlu ppsilivl' lI~r 
pJ'essw", 01" lee,:, li!till. 

25.{l5 02 Vll£iU.~Jl(1 t';{llItP1lll'I!J SeifExp!mmtory 1)O("Ut\H<~N rs I li: ,{ 4 NA 
~[ll1Hlards for StClile..Ju jt'(",tn!!.t!< lNTERVU,,,;iS ['(iI: ~(ll1lpLi':'KT 
t:().~UpI)Ulltltll!.! fnHlI..Non-S [exile On.sERYA nONS 4 - N')IH:DJ!pLauce. 

J.ugrcdj~nls. NA C'Olllpn\I!!,Lug 
(a) 1\11) steLl? :'1jednblo: pH)dud '>lmli ;)i' 1I0! per\onned ;11 til;;; 

;)f('jKJ"': iC il i:! kl;)WH, 01 rf'Il&IJ1W:.>!:r I V"J' t!t)l 'Ie hlcrde i';j~dHlvt'. lih>:!ly 
~ill(lUld he known, 1\1,)\ ;~lC UjHlpmUldilig fHOdu..:t j,~ prepared !f it b kJ\{)WI' Dr 
(ClV irUHJHCI1! EuL: !() ,lKG! e, i letiu ,.;pee:;-;;,,1 !cQ'loelbly ~holl!d have b';<.,L ;':1'(lWJlllmi 

111 tlw p'mnnn.:y·" "f' litD!' )O! icjG~ a~!d tile C"ll1pOUnFlIg <'llvirUIU'!Cn! {aL; '.U 
jlf{\:nlmes k'l the Hare Catl)VDUllrll i; U,f' 1H''t1 rri~cria spn:i::«i ill Iii..: 1'Imnnf1J.f' 
,:leJ'l/e ilt:e:;!;;blc ,:Llg pmducL< Wj iLea ~1(}1 icies ~J''[ :)rocedlJh\~ r(lr ,II(' 

!(,CCTt J7SL 01(n; ~;;fc coup"ulIEng or ~(;,: ile if1j<::.:;oi)ie 
d.<;g prmbn;. 

lb) I )\:l"iHg tlw prep::.ml [Oll d' [ierik 
illjcch,b!e DJ uduc!s, HCce'3'3 LO til,', de~igtlale.j L Verify Lid fLU:~S te) tb' 1k,~;gWtf".d 
u:c~f\ (If di.TI!JVt)Jl1 :;n~1 he Enitvd to Lhos<1 ;lj 0,;:;\ ,) I cjeaL j()Q~\l i.'>,' jw i lcd tu l!ln;,,; 

imhvidt;a.h; whQ (IT p~npf'rl~' .l'Jired IH.Lyr:;lHlb W;l,) 21"1; jjH,per'f ,~lllrt'-.L 

[('C(;l{ 175;,:J!{bj 
], V<'rify iht :\rJ t"qll1p-mC'l~ n\f'd iH (1(: 

(c) tnl e.ytP1TI0"'I: tl.~ed ill .1.1<\ d;;~igI'Jlt'd ..k:.igl']i~d lIfca (]j ekcan rcum i~ l;wdc qj 

dlT:t 0, d~'fH(':)W llltn( hI", wm!c o{ a ,Haled;;1 tlu, :':['.11 j).;; emil} lkllfed ulld 
I1Fltcn~iI : 1;)( (;1111 ')l: ,;:hil y dt.:i'ned lind disinii.;('lerj 
cii5j)jk~:!cd 16(;C!~ 1751.UI{c) 

4, Venry 1:1:11 ex1e.'.ioi' wlck>Ndl 

tu, Ex;tl :"r \VQrK;x~:lCh ::nr;l:VC,~ ~lJld odl{'~ S(jJi;',i;C~ Fnd OLler hard ~LiJfun's i'l [he 

11(1(: .0.11 1';('("0 i;l (lte de~:p!tkd ;lre~ fuel! a~ de~lgnate-d ilreil ~m (1 a'> w3IJ~, nO'A';, 

w(llls. lID{'I"" .;dLags. sJ1dvC-H, :lllj !e;:;, ?ud cf'ilmgs, 1helves. ;ubL;" unci sl,'ol~ m{" 

"tools, LHI~l he {1t"i!:fi:clt'd weekly and ll!1n di~inl,"ch;J weekly :lllLllIn,::- ;my 

<Illy u;\p,atwipaled CVCIIc til.]! \A,mld il1l:j'\,'(I~c ut11iI1(ldpHI::J cvt:nr :h;'1 u)uld itd,;m;c 

lit: fi~t( Hf <:Oli!:VlIi!\i'I(:Oi! !'is1-~ ur <eOJ:IMllinaticn, 

16 eel{ !75LO;(0) 

~f\\I[ilor,!y <vi[cd: ~,;clioll :lDU;), D\Ii;iness il;ll! 
l'iUli;",;jcll.11 ()de Rci"(:rCJlfe: S~rlh.n 

....-~.. - --:-c::cc 
IkdUlC;lte r:1d!itics !\ccJcciilHlin: PI0?;lill'l ::Il'f\[') 
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J<X·~I'~l~A~'~l'~\T~,,~)~~~~~~·l-!r~~~S~(~·U~R~I~N~(~(~1'~R~O~[~':E~l~,)l~'~R~E~~~r 

.1 

-lOC'), :111SiJlG.~." an! Prnk~::i(:o~ Cede ;ud 
.scdion J11944(n), I ~<:<ll!h and Safcly Cc:c) 

2S.IJ:'ioO:~ WrH[cll l'uJiS:!(;S nad rrutCdl!l'e~ 
(I'/!,'I, 

WI :1l::1 roiieiC'j elm! pl1lce:.!ure~ H>;SUCl<{jcu 

with Ihe pharmacy's ~;r0panllioH nod 
di~l'cn<;wg or ~Lel'ik ill_;CZ'~Elbk ;~lUd!lC:1S 
~hilll inci'Jdc, hu: 1;<)1 lil' limi!c;j 1s

; l; ('r:,llpuumCog Jilli:lg. and l~he:j\\g of 
o:krilc 1I\;t;(:la!JJ<o CCiqwu;JS. 
!6(:C!{ \::"iJJ2raj(l: 

::n Labfe,iq; Or the :;~crjle :p;c:>ablc ?wdcl(',1 
0as[;:~ Qlll;w ht.;nded ;'ulll<: DC 

l;!ttlUlWlrvliUJl ;.Iod r;;,."Cnj)):nelided n;L' ": 

ad:l1imc:llitli(;l; 16 CJ\ 1751.02(:1)(2) 

0) eqdpn;<.Cilt did ';nrpJies. 
1(; CC!{ J7S:,;)2tll,C1) 

\ . .j) l'min;ug of s[~fr will<: P:;;';'hl!-aliotl ,-,f 
sier.:c iHjcdade :1r(){!t;l::S. 
Hi CC;{ !75LG2ta\(!l) 

(5; PIi1GedlHT~ f:!!' Ilflm!lh;r ('yll'iOX1C 

"'?,1'111;;,;ii eeR J75L~12(a)(5) 

(6) ()'I~!!:ly il\,;t;l1'll":C proglTdll, 

I() CCR !I" ;,07(<!j(6) 

(7) RecurG kccpi!1g :\":\lL.~:l1cHb, 
!~)CCH 175 ['U7.((1)0) 

~Al!Lhulily C'kd' Se2j,m -100::, am;in..:~s 
ttL; l'ron:\~s,UW" Ct,)(k Refcreu('e: Sed:,,;; 

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

2,!:Jl) 

S;:Jf I:xpkkltl.lry IJOCUMl!~TS 
Veri:!y [hal puliei.::" q:;rl pruceJlIr(;~ !(ll ,J 
jCUjl I]h~ blkwing ,l:""':i'~ cxi,;( mod (ue 
bCIl~g fp!lo\ye,t 

1/\) COllIPllUl!dwg, fill,ng. ,Pld la>dillV
of f(e,-i!c injectahle GOUlj.'\hlm!s, 

1 ~.ti_~.!;~ "1 NA 
1 - hill C()lli.l'liancc 

4 - NU!1--C(l1l111Iir.nce. 
0J;\ Conpm!,lciillg 
no( [ic;(onl1el; Hl t!w 

lildJity 

(Ll) {AbdilJg ;):-ill<: ,~\cnltl i!Ve,,;ub' c 
prmJuc( (ltsed OJ: ;;m illlcll(;::,:i "-utle 0:' 
:Id:n i1) IS [r<l\;(1n end ff::OJl ];1\0:1 )(kd [;, tv ! ,I 
admill ;s!iali PI I, 

(: J) j'rnil;u:g cf ;,Iaff n :hc prepflf>Hioll 
of :;!f:rJle iHjel:::'b;" pmd:JGI9_ 

(1':) P:fJCeUTCS {('I" har;:".iing C),IClt'xic 
:lgeJiK 

(P}Q;w!iIY A~~uranCe l'erbl-IWilll:C 
1;t1prcvu~lcnl pr"':;;;;fR 

I lcalthc1,e rae:: i tie:;; Ai:C1<'!l:b!l<w P,-'lglnI11 ::4F AP) 

Accrcd~(a_:(:o RcquTcll~cnls ;~(.I llt".;lib<:urc Favj,;licti 




SCURr: ] 

Z:;.05.04 PIP Ing,!:eiliellll!.lI(UI 
f",~\lldiug l'rm:o.'s!1, (ii) t ~IC 
Irg,cdie![l~ "ne: tIle (:{jfr,p[)~ltldil1g pru ;C"S 

1'01' CoKi1 PJ'CPrlHll\1.1 11]\I,,1!)e (~(:,vmtcJ(',J iL 
WI ,ting :)di'v;' CI)!l'lK'UI;(bJ:?, hcg~1 (s an,; 
J;)J;-\ ;:e r(,,,iz'Wet! hy a phJdl\dCiCiI !6 eel{ 
r;s~ C}lh) 

Ifu:Ih'J;ry clkd: SeclioH 4005, Btl(uc.,,'i 
;!l:~1 1';:'!i.';t~:Oli;; (\1,:;:. R,o:(,'r;:!:cc, S;:ctill:l 
4,jUl, B~l~I:1"\S~ um\ Prd&3Sicu! C;'lie.j 

25,05J13 1'11' l~liedtlbie Prudm:.!s frum 
N\J 11- ;;!("1 ilc .il!en',liell is, 
Ph0~'nlaclP,S ';;;I1J)loundi:Jg ~'l'nJe iU1c""\;)Dk 
p;',)duck; (rfJ!;! QJ!C u;- 'nm.: !lOIl-SHe!ile 

,IH!f(xh:ul'J nn,s[ lmv(' a wrjLOl~ poIict1
2nd p;-ncedures Ihal t'("1:piy ".'11::1 [11.: 
luUowill,r 

\ 11 	 :\1I ,·,rille;1 j1o!tc('.\-,; <.:l1d pwn:dul'O?~~ 
:;1);111 he i.!uKdiakly :j\',-:ilublc to::tll 
IlCr.',)lUe) illVol1'0d in :iit'SV .IGti"illGI> 

:'Jld hNUil i.wpcC(iJlS_ 
IG('t'R ,751I12V;t!J 

(L) 	 A:i pl:rPiHld il1Y,llv;:clll1\lSI r:acl t:w 
p,jJi<:,i('s and pn o,:f"l;lII\;\ bcfCil? 
COJ1)lll)U!ldiilg ;;Ierile injcttfl0Je 
j'!OdU0IR, 31J<.I llny ;:Ji.;ilin)ls, «'vi/doll:", 
:mJ lk<cticllI,' 10 :11C 1"!1lkn pO!:~'k" mid 
;lI\)'-~tJure;; l~n;8l b~' e~JIlHrFpicdlcJ U 
.ilJ p",.J,~\),ud "llVlllved i:l st,;df" 
.,·(1:npm'lld il!.l'_ 

UO('UMI';NTS 
I!\Tli:nYlF,'-\'S 

OBsrmVAT10NS 

. Vn;Cy th:l: the! e j" (\ poli,,? fb, 
«('llll}()\ululllg pn,(c"s:. 

L VeriTy tim: lh" ;llgl\;lhc!l:S Hlle: ~ht· 
v;mp()1 'ltiing prove,,--" i(H ;;ach 
pr::jlalalio:1 ar.·, (lciClinimd iE \Hitiilg 
!JerOiC ,;olllpo\1\1d;llg IX'dio'{ tIll'{ 
revi2wed hy ~ pblnnacisl, 

;)DCl!'vil'~NTS 

1_ Veriry ,ht!: wn::nl jln1i\:i\;~ life 
ilv~dHb~\: 10 a!l J,ldso,ud involved :n 
l!-_2~D tltlivities, 

L Venh l11Ul ,,11 <.dThLW wad Ill,: 
pl1iicics lUlL' :ll'O.;cdufC,e, i)t:FJ1;; 

(;ompolclJd;pg <OJ ik illje::.::Jllll" prc(iuc[,," 

Vz'rc:y Ihal ,flY tld-:iil;;Jns, ;;:vh;i{)l\~, <l!!d 
lk-:~<:\h)lls i(! the \''l'ilkn po:iciei :at: 
P;'OU:d:lfi;S !lHVC bE"en nunrClllCHlcd !;) 

<ttl pel'sv:ud in'.-o.· ..v.l ii' s[d:lc 
comp(wlldinj!. 

;. V;:~'iry?olicies aud jlf\wE"<.Lno; )TIllst 
udJ,;:,;:; rJ !Gus; liJ:" Ii '!!OWi,1?: 

(BJ Sl(), ;}ge dtHJ ,v:mlluip of Pl<.;')tIC(f; 

and vl"plic~, 

(~; -.,:~ 4 ~l\ 
j rill! fOl\1.pllnl1ce 

-4 -" :.J'!JH;~1Ll,~Ji~1I;:T, 
N/\ S:cri;e 
~';)Jl1pu!l;ld'HE'- lwl 
~-,(;tJ\)rn'lxl 

1 i::f~';~ <1 NA 
J ,FaJl 201clj.J1in:1C'e 
-1'" NUIl-(:u.llpl:an:c. 
~j\ ,_'uulpimJldtllg 
nul pn!'')JIlI(,d at !iI" 
nV:I!Jly_ 

:.=~-.~.--~-...~~...~.-..~-
2\.;()C 

.~7.-~.~"7:~.-C""'--..- --.~-.. 
llcc!I!1(;fln:: h-,,:;i !'lCVfe<.;O,tl)('Jl PC(Jf!t.I!l1 FA~~) 
A;;pcJ!~ali<'1H ltcqUll'eIiWlllS r()_- i-leallhr,nr f,(c.iii!icf 
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1'1IAHiVIACY SERV1CFS{,,\UWICA'1 ION CSt:: CU!rll'OUN1H.'lG Sll!;RILE PREPARATIONS 

{S,[ppJl'IH~nt for Cal~i~"~"~"~',~"~'~JO"'~P~lg"~""S)~~'F~~~~~~~~~~~~~~~T~=~~~~~~~=~~ ~=~~"""~~=~ ===9 
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OJ 	 ['die-ies ,m,1 procrdtlies Il,w;[ lldLIG'{~ (t( 

Jei1s, [b: l<)!khvil:g' 
(A) CO!l1pDlt'!lG), CV(l: mil iOl), 

iLl) ~ [(1mg_' ami haul: iug or pi '>~IV!<' 
;'x;;.: ,"':lpp!ll'.~. 

tCl !)lnrag(C d-,!J ddiYCfY of fill;] I 

:}foduci.>.. 

~j)) !'HlCl-:<~ t' ,\lid", ',Od 

i.E} I'Cd(\Lh(,I ilCC,,;1J an! mt1~'Clf~\!1l1 or 
Ijlil[CllU:\ inlo WId IJ{',ll" tL' ni!llrnlkd 

,'fefl, 

(n i he il1;;3 lJlai::1c mltcc o!' 
cn';rOlJlllcH:cI r,mlld ;;evlrt's used It> 

\.-<dll' the ,~rj:l\ d; wea kr lll11uiFJicllion 
ofste,'ik product)' (p_):_, ;ilEliIHlI' 

;:!rl1ow 'W}t k.;,ldi()Il~. bid;)];;i('al safely 
(abinl'l.~. claps J Ull ,'Jean.wQPl-~, 8ml 
bun i,or !$ob:n wurbllti()!1h) 
(1) R::gU!l\f ;'kn'ling 3cheC\1j(' rUI :Ill' 
,-(illl!o[ e:1 iln"? lH,(: allY vq;;i,'Elcn! 1,1 

ll:'~ eonlldkd llrea md the flhunatiol1 
,): ;FsiuJCC.-\D I:,:, PlnwlHc i(,,, "'lbj'5'l k, 
iLl iLsli[nlkmi'1 :n1cct!O:! n'n[rol poCty 
!!lilj l~t)IJ()\\! that l'oF(.};:u- il ,elah:1i k. 
Ci(\JHi(lg ~d!cduic, ; mi Ihe a: l¢n;~ lw,\ 
of dinll;C:da!l~~ in 1if~!1 {)I" cmrp:y Lng 

1';1\11 Ihi, suh~ivi"IOJI. 
lII) I Jjl"';")o'nl of !-,ackt!giJl~ 1}'.]1(:r1d', 

Ilsnl C')r:ugell, c()!:I:lj,.I~, and need{::~ ttl 
t':!!mllcc sfw;l<lliol1 ill'.(: flvoid 
;-1(':cJn1tliniio!" i-i the ,',;!JtlOllt"d UfCJ 

0) h_,f slellk baKL ~'mHj!()\lndil,g, 
"'friilf~1l po;_ic:ir.:~ tluJ r'CnC\.£\!IC~ IllU,<[ he 
e"lilbli;-.l!l(! [()f Illlj us," 01' iHl:c:le;
G)JIIIUl,;" and W01 k ,~I;;;N'-' 21h! f;;r 

(Cj SI(}rng( ,\0,1 deli,T! 'f nf" f"ina! 
pn,dlwl, 

(E) F::',llmmel ucess <lnd mJV("t"-"11 (>1' 

malel i;;j" ink, ,;nd n;;:ar the CGIHllOHJJdi"t', 
Hf<.'l1. 

(F) Use and mai,l!kl\\lr1C\' ()r 

en", r'm 1,1lclll~J ",_mlrel deq(;e~ \I~td to 
cre;;Je 1.1\;; cnli(;ai are> h,!' mm:ipultllitu 

(lfs!elil" )!()Chl\;[S \~",Ii', lml'lll,;1 air /luw 
\vorksiahoP1, bl\1lugiz:al "aldv ~'abillCl, 
,:I;I~~ !on 0Lei:!: :;)nm, ilnd barfl0: 

isnlario -; w0fKSlrJic>lIS), 

tG) l(cgllkr .::leGnmg 1;:;;10dLli;~ 1":)1 the 
C()[llro: 1("(\ illi".'a awl ,ny tx:t: ip!!lCL! i:l the 
(0JlUuJ('d Mca cud Ille i!l\cmallQll z-f 
disiaft-ytadf (pln:-n:acks "abj("'~1 Iv c,l! 
;!l~til\;;;omJ inf""ctiul"c eoni)":d pol!cy HlHy 
[cllovc filii! pv;:;;y. 

(H) Pisjl()snl of Pi:0l\;)gJll).l maienals, 


usn] ~yi lugCj, cdn\aitlcr.".. anc _lec:Hes :c 


t"llbmcc ~f'.ni!,Iti;m did ]\lIid 

w:.:n:n:\,]a I jOl! ill :! Ie <.:ontHl Ikd 11; ;:U, 


(:; For ,;j('rik bHld, q)!npot:J"l;ug, 
\l,L!\eH p0li(::f'>~ ,Hid pn'\..edw,'~ 11lw;1 hG 

estOll-:!isheJ I~ 'I' the t:~e (,( :HUS[CI 

!\)!11r.llE~ nul ViP)":;; SJICl;~;: an: for 
l:.PPWPI i; L' dunLHPlldli(>!1 

Heal!.l,:tj, r, Fin;il j, es ACCfedilJlif!l: Progra;n (I!.F Ai') 


Aco.-nilj!{1tioll Ke'_r,lircmenh [,If 1kal::,e<He b:;;iFtit~s 




l'lI!\H\IACY SERYf('ESlfHl'~lH{:ATION U::-;I( COMPOUNUI!'i(; STEHlI,E l'l{EPAHATlO:"IS 
j2.!.!1Jpl('~~~~5 llm~ll~tO'\'l'ila!~ __~ 

--

I 
r'

~~ 
=~~

;

-~------

-~ 

,: 1ANDAIU)!; I H',1l)\' I 

llpptOj:rJlte :":onL'\cdalt0:1 
(I) S'c'riiJI.l'Jio(; 
(K) ;'Jld-ll;,j\ldCI (:vahmliu(j 1m! :e_~lldg_ 


1(, CCR ;7~J 02(')(3) 


~ ~\\llil01 ily cikd- s(>('uun -W(JS, Bu",:uc,,~ il)\'; 


f'n,le5~i(lLS Cude. RcfcIV\lCC, S(,cti(ll: ,10()5, 

DlhiI11O$" l'Ild ?!O,eS~i()llS Codl'_: 


25.U5J!() !,,.bdill!! HcquirclII~Il!t'.< S.~H-cxjJ[!lnl~vry 

III klddahll to ¢x.i':;:l1g ;iI;;dj,'i! 

rcq\lil'CI;;Cn!f., d P,\l!.I!UICY whkh 

({<H1jK"ll\tl" 3i1.Tile prud\lGb; slJd! in\'-Iude :Lc 

Co!lnw;ng il1formutk,l'. un ihi" J'lbc;~ j~)/ 


1:1010 plU(hds: 

lft) rd"'i1Itoll" nUFUe! ,,j ilJe pbIIT1%'y, 

n~ejll fur ,qerik inW;;~:Jhle pFJducLt 

Gl"'pensed [0. LI~'f\\;f.I;!$ 0: it hos~HI(\l 


;Jhan\;uc,/ 
IGeCH liS! 2(,1) 

\b) NmH0 ;!l1d CU'ICClllm!i,;Hs n! wli:redlel1l~ 


n;U[illde(l IE fit" ~lU:i0 i.',icc:;;l'lc ;'r[Jd:I;';/, 

J6Ci'R ''/:1!_Z{P) 


t ,;j J!1~:i 1:".:ons for ":01;:.~c. m:,; hJdlirg, 

J:-;CCl{ ~7512teJ 


(d) Ai! ('yl(lt')\,I:: ,1gc::ls ~ltall-:~c-af~, ~peci;11 


IdlCl W~I:t:\ slales "ChCldothGlf:P}' Dl1lpc:se 

~,rl'l"!lt'~'! " Hi eel{ :751 2(d) 


(Aull!\::Ily n~(~d: Sedion4:li)5, BllS!ll(,~ 


;],ld l';;ll(,~~,,)I,,;. Cud,> R2fetf,lt:v SPC1Iii!l 


AOO':< BI'C',iuc:<,;, :Itld Pn~[(";;:;nll<4 (,;)<)t:.} 


~l"~~~~~~"' 


SC'OR£NG I'ROCHJUR!~ : S(XHZE Ii 

-.==~=~.--" 


(including tluCHnemalioi1 ~'l st:rl>!?aIJnr 
lesul~;o; 

(K) LpJ !'J'o,:n;( GvUb"lj,;n awl k;;li:lg 
'Y.:nu:,;, 

I)OCUI\'1E:o>ns 

INTlmYlI';WS 
OltSRRV:\."IIONS 

L VC';-ify [~IJ.t ;nll0!.s i'lcL(dG t':lephmc 
:llTm:~n ;)~. phanwwy (c\cU;;lioll: ,;j;'dk 
;\l~;;c(lt,:!e j.l."iduc!s (h.'iy~ns(',j kr 
i.1,;,111C)\18 '11' II li()~]11 :,' I). 

I hf'Ci 
I - r\ill 
/, '" N,)!h

Nt.. 
:1'11 pnJi)
lilu!:I),. 

C\l!ll

4 NA 
C(ln:ptinJlcl' 
;OJHpILIIJ,C(> 

(J)wd [II I:le 
I){)Ul!Ji!1g 

L V,'!'il\. til'll :nbds hldude lil", Hnme 
,wd ;..oneswl<1tiw: (i r Ltgr('d~enL, 
v)ulai,le,j 'p the product. 

1, Verify ;jhll i<l;;tnlelw!l~ ex.i,o;1 _~\;r 

3wiilge om) ~1~JldL!l;t (:1 j.lfojtK!:', 

4. Vcr:ly !!tal eylok:xic il&(').I" bem ;) 
'll'c;;id Jilbd wltic_'l 'lILk'N 
"Chcm(1(lIGr;'py~d: ~P,-i$0 of Pn')iTly ,. 



...~..__ .-.-..--_... ..-~~.=::;c=;;;------...-~~..~-" 

I'liARMACV SERVIClf"S/!,'IlWICATJOi\ US11; " COMPOlJNlHN(, STERIU: l'REf' ARATlONS 

f
:
tt 

 !
 

B_t_~pplerl~t:~~_! ~~I1·.~;:(l1i(!.I,.!:!lill _~!~~_~_~JS) _orr. 'r" 
"~~r::n i\NJ)t;J-m / ELL<vll'NT L\PI,/\f\:ATJON SCO]UNG PROt ,JJ1UIUi SUJRE . '; 

_, __-:-~~-=.._____ I ~···b'=~"."..... ~== 

25.05,07 HC<;!!I~llu~~lJjllg (:.~!!npOllntliJ!g DUC{):\'ll<NT~ 1 :,2~'~'~ 4 N!\ 
Steri.t~ lukdab!C-.\ h)rJ::!1Lur~ Ust~ IN'r-FRVjEWS i ~ ;:ull Glll'lP!hmce 
(,,) ;'h:J.)"j\\w:ie:l CGHlppunding s[C'.:-i!e UBSEl{VA'j'!UNS 4 N(:I~ cOl11plia:I'.A\ 
i:~ieGl;HJk plodm;le;; :\,r E<J~e lI::e pm~wlll! :01}, - SWL1;; 

Lo ~~di0!l 1716.1 kh:!!" 11' mllillin !o 11l()~C " Vc!'ify Ib: phm {;J,i),·.jCl> 1:(lI~ly)\dF..linh c'lIn;10m:ding lIOI 

rel'ord~ j<C'-!lIin...l hv secliol~ 171 P.!, rlave r\ed_k iI~jcclahle pn,du:,,-::s lor fllll,IC us;: pC': ~"onlicd 


H>'crd~i lwl!t:a:,'lii? the C},lI'), 11l( :uni:;0f, shEil lILsv l!llv~' r(:('{)[\i:; indiculing th(". 


u1J(lLtl1l, ,i!lJ d~"l c;: whici' ::lG prod,;;;" mHl~C, 101 nalEbu-. amol:"!, am! dme <):1 


wen: T)fOV"lcd to n p1e:<\-d!,cr. whid) Ihe prcduds weI":: pro1'i,-:;:.d to f:J,'; 


16 CC!{ ;751.:)(;)) pre<;;'ribcr. 


25.1IS,(lll f{CClII-~~~ to Ill' MlIjlltajlt €u 1''11:. at The.~c ! ecurJs nt't' It\jqir.;;d in addillt1l1 10 HOC[;fHltNTS 4 NA 

J-i~a~t.I!!!~<;:Ly'e:irs. 11::; t<:''lcifel:](;JII~; (lflS 05,071!h cut INTEH\'IEW~ 1;ull ;;on,;I;<1Il~'C 


Tb' Cc,]juwing Iceo":" musl jll: :wiinl:;;il\tcl 1751 ;')2} OBS1W VATIO:-';s >l ""'-l'~Cl1,c(J)H;'Ji:;Ot.:(:_ 


for:;;! k;)<[ thief' Y:,,'al7: N;\ Sterilo 

16 cC'1t 175 "J(h) I, V~:dl\" ~;l:;t n;:lid:cmulCc of I'eWh:1{ f:w ctl1l1{lo;mdiog ;lc! 


~ilr::c }-enl'S in.-hoc Pf'd()IIH(d 

( I) Th0 IJ "biag (HI", cnmpe1f:,n;y ;;VUhW!l;'l1 

"I' rn:p;pycG~ in ilciic p: (I(IiI\:1 pweccJ.i; es (1\) rt;;illhlg lie, COillpelc:KY CYULlll!HlII 


(£) :tdlig,':alor ,I'ld rrer-!/~r InllPGHlhJJ('~. or cmploye;:!> illl'.:el ;!e pwdud 

(.1) C:crti!i-:;;lkF ur ,11e Sl"! ik com;:;)l' ndillg pwc:J,ues. 

m~vuolUilCn:, 

(;1 JUther r.1dby nulily cpnll-" I ltlgs (:J I :{,;[iigcr:,:or illld II-,,('L<-'f 

,;pc;;;!!!";<1 the :,jmm,a,'y's polk:,t"s 21ml !Gmreral,rrrs lnnll.t01"E'11 aad 

pwced m\~ (c,~_, c:cHJllng ivg" ;;)1 lHc:,ilie9 dn:wlI<"l(jtxl, 

HI \: cqUlprwil!';) 

(:1) hbl:ccli01l 1'(11 expircJ ()~' rCG;dle: (C) C;:;r;i!iCillicn or\he ;:~;:rik 


I,JMlmllG0m;,·~tl prc,:tl':\S Uf rat"- j~l?,t1::n;iC:lt,. clIllll-,olH:Jmg eXl"~tullIllCil' uv:nn; otl i1 


(6) Preparation rrxmdn Ild,Huil:£; tLc 111>lsler n'g'JJ:1I jy sdj~,(!t1kc ;n~:s accord :ng tn 

',,'vrK :111("c" ;:w: jJ!l';>a;'ltiioH wo'k ;,I;c:::, ~:nd wlitlcu puJici.:s :1:1<1 pnl~cl~mt-~, 


nx:"p;b or f'tld-[,!';;]m;( ,"c'lll:lHliClll re~di~. 


l U) Other fm jli!~' (,Fall!'y c\uL\:! IvS;: 

(AlIilF>:ity cited (';cclicl~ <!JDS, lJ:l~i:lc ..>s t:;~2,--,jlk to 1'1<: pll<lfua"y's !l\lIidcs ,1Ild 

'I!~t; j')'ukssluJlr Cu:e.ltdvn:n,:c: Scd(:)(t Pfl.>u:Jtlle" m-~ n;-,hlninc;;: (c g. de;;liing 

4UWi, 1~1i:m:c'n ;;ad I',pCe;.",iuJ1s (\;d~\'i togs (bl' fiH;,:ltics f),td e:;u;pn~.L). 


Jk~J IhGw\~ hh::;i!i;:~ I;cueclilnj~l'll I';-ngfan rJ 11: 1\1') 

},~'credi!rli( II Rcqu:!I,:mem~ 10~' j k;llL];qrE F4clli~:cs 



25.0SJ)9 Hi'eunl Kl'cpim: 1{(;;n!!rellH',n{~ 
i(OI~J.:.ill 
Ph'lfllla,;i<:<:i ,;I),llI mtUlIlniJI wU.'rd" t:f 

\-':t;tlhHi,)1J proceslw,~ ;:.s required by Sec1Lm 
175U(h) !or Lm-x::yedr",. Ii: CCI; 1?5J.:l{c; 

(Au'hori')' ci:eJ: So(;{i()ll101J5, Bus'now 
;W(: F,,)l(:~~iDW, Coef Re'efl':lCl:: Se,li!)!1 
4D()5, Bn~il1l'$S and I'roiG~~!<:J:s l ~;;de.) 

15.05, !II A!ilq'., 
(J: Wb~'.l P''"IJaling ",Y'Hk1:tic tlsEl'b. gowm; 

lIml gl(j'fv~ .'ill:l!; he WU!J; 


16 eeR :75:A(n) 


(:) \'r"W(l cnmpcmdiuQ ,~Ie-.He produds 

limn 0110 Dt lH(>n: :101] siC! ile bgrcuiC'nb the 


D)lIewing st'H:darz~S" !ll'-l;<1 b,.. mel: 

Ii) eeR !75~.4(.') 


\.J) Ckmh>JOlIl g:Jrl; C01,~is[;jlg U:",1 Juw
~1tf(ldjJiG o0v,~ra!l, liVid cU"G, ruee 'In}!'k, 

Iln::! ",l1<)c crJ\";r~ !~lll::;! hc wcrk ir.;.;;de ~rw 
de.,igl':h:d ml'a III ,,:j 'imCoS 
U) \ "e:IlF('!iLl par> a,Ei<1 br '.~iq:IC..1ani 
fUlH'Yi'"l 'ml"i<!c lhe dt'~jgL,le(; (I",",IS 
P) Hr11l':. fing~r, ::nd 'H1SI lC'i".-Try !nlb\ be: 
e!i;bl>l[cd, l! jeweL'v <a:u;o( ;,,~ removed 

~~.~.~-.-.-..~ .. ~.. - - ..- -  .~--~-.~--.~..~..~T--;;,,--
lUll,? 

(E) l:L~;lc\:tiul rn:Ollb !ill ex:;i'Td N 
;,'calk-,I p:ml~lw"cllkIlJ pHxl:ids Of rl'V 

ingn:-die'lh 

(I:) Pl":pnrll~'\Jl1 t't'~wi.!~ in;;/wiing lilt:: 
1\14,,!(1' \Yolk ~,mel, tho P:\'PUHlI,OP wo,-k 
sila, and rc(ord/{ (of' end {,,;·,dllcl 

~Vi1IUi1!i"l1 

1l0C{il'rtC'I/TS 
()BSEHVATlONS 

Ve ril'y thilt r"\."(mj;; uf ",\lldalillll 
,'fI)ce"~ l.~ des(;.-' bed :(1 75 \J~ !.1 iwd 
2'iJ'lJ J4 arB :nxd;!tninr,J lor al :e,lS{ fl'.l':\: 

<"df-cXP'iIlKtIC'lj,< IJOCIJJ\lEN'IS 

Il'onmymWs 


{;nSERVATlf)NS 


Verifr l!J;-t! W~Dn pqHcing :'ylcle'j,· 
tgtulJ, gnwL~ am! gi<wes arc wurn 

nT;:(~ll!!'mEl.dil,HtJ:i.[C' il~Jll2tlt:~,~~ D~)W 
!lac,Q( ~\JUll: lV)JJ-SlGi'c j~I>!Jt;xi!(;nt;;; 
: .. Vi','ify !lml deln hlOU' gll'h c(ld'imb 

of ft :uw,~he.:h1il1g ('(wernlI. head C<-'''(~!, 
lilce mv-:k, anD sh,w 00VGS 1l\'1;'~ he 
worn 111i:'idv [ile C2St!!J;lltC;{ a!'('a lit all 
:,!\\V" 

J. V;;:rl!:" (1)'11 ckun r\~0lli gull j~ du;u.-:,; 
nn: j~·.l\(Jl'ed ()lJ:skle 1!1l' detligmHul 
arCH. 

rk?Lh(':1l e F?e:ljtic~ Ad; eJ; ~r.tkm PWJJ.dU\ (UfAP) 

/\';("c~diLl:.;J1l RcqFirCllle.H$ j'jf ileaHh:are Fa,--,ili~ic.~ 


;;1' :);~' ,1 1-1;\ 
~ rl!!l e·.,wpii:l,l\q: 

,~ NJ1H.~,'jllp!innee_ 

NA Sluiic 
eOJi:poFllllillg nol 
perilJr:lled 

" 1\1/\ 
1 ,.FLlI \.;;'llli:!il'IlCf' 

r!' N01~ ni!l:plh:l!.~c, 

N;\ COJllpounGll'g 
;1'}1 1'2JO) tFed ,II (I\C 

!,wiliey, 



FXI'L\t\t\ I iUN S('(JltiN(i J'ROCI~l)lmF SC()!~L Ii 

(iI€11 ii Datj lie U1ClCJp,bly deaL::d ar.l: 
co""ere;1 wilh 3, ::>[(';-118 r-;,h'C, 

(4) 1-]e",J 1'nd facia: I:i\ir ll1\I,;, he j:I:'P! o\lt A 


the 1,rilw"l Mea or be "qvcred, 

{5) (i;ov{'s ;llflr!,' or!ow-",heJc:illg I1lHlej;,j!$ 


i;rc :"l."0,tllJcd 


(0;:) 'j lle ('Nlt,in,"UlcElS ,'r thi," stl\~~iv;i:1i()ll ~'o 

no! ;>prjy if' i1 buricI iseLll!)r i,~ nsed L' 
C11l.;f:muu: ~~t;rilc i,\jeu~:bk pn::(!Ij(,rs h{-,IL 
OJ](' <.:/' C,Of,;' ];;),1- ,1h."l'ik: i_1lfecl21I1<;, 

;6 CCI{ 175L4{e; 

(f-.UU1CLly dlcd: Scdion 1f;05, l:ll!.~1!lz.'i1 
;t;hl Frotf'J:;,'lI1s C\"k. ;{vl'f'relH.~e· SCl'linll 

t1-005, IbSI!lCIi;" "1 J J'f\,fcSS:01,!; ('cd: ) 

25.\15.11 Trainiu\tJ_lf Starr. Pfl,\h'lIt, ami 
Cl1g'gh'lO( ! 

\a) C;"I";ullu!icl: $:,,111 hll ilv;1d;lbIc :u the 

,M~,cnlllL'rl! pL!lJMy ('nl',;::.v", <:oj)l~~:;-l1IEg 


jllOper \I,';C of' 8:81 ik lI'ji'dilll/L: prod:Kts ace. 


rebh',d '-l1JlJp!ks h:l :Il:;:hq: :;, :~IC ph,,: IUICY. 

iGC(:U 1751.5(il) 


{hJ l'b(~ p!!UlmilGh(--JIl-ch:uge 6bd: h;: 
I(':.,p'-'lv.;ihk to ('\'<;l,LIJ at; :)J .1[U\iWY 

[lcnonmd ~':lgJ~;i!l~; j t uHllpcLndll1g ~l.::!!c 
inject,lbk dfJ.R ,:Jud\ld<l ,oL.1:! h;,vt'; lWllllllb 
allt! dcn,Al~h;:lIed ~'cl'lI1Clt.'J\~c It: the );uk 
iMU.ih'lb: Liml ecnp,nll'(:iqc of ~L'"'ik 
inje,;h,b:e- p,-uduc!~, :';;;"ulcaJ i,allulwl)S 

il'«Hdhg V;:CklXIC 11g;: I:;; If Hie ?!-.alm~"y 
\;'lmr"--'LHd~ P!\ld~dc; Will, CYhl1o:<iL ,Jg;:U[H 

l(lC('I{ {7>1(h) 

4. V;::,-i(v ILL bmo, firg,(!r, llliU \vri$i 
jewelry Ill!!,':l bc -e:l1(NUI. II jt:1Velry 

LLY!.')l Ul- re,novr,c1, lhc jewc:ry ,Ull.'~l he 
rhuI'Ol'1.lh!y Gi?, ,wl! Illld cC'.'eled Wltl~ 3 
slV;'ii() glove. 

-)_ Vel try :!ml 11\1:<"': uld r"eLl~ Lair i); kC~'1 
(Ill: ,<'Un eli;;(,-!! HE'll cr i;; (Ovl-fe,J 

t>. Vcdry i!1;11 ;;luireliv0 gluve" ma(!e of' 
low ~:lcJJi!lg am(<:llllb J:t'- n,:qllh,~d 

7, H,cvic-...,' poney ollll[1de ty 
prGjlamticr q<C:CXK IIl~enls. 

nOCliMLYI'S 
IN!'l{RV[E\YS 

OnSlmVATJONS 

I, Venfy t;ml qlJlSllh:!l,m 1'-' Hvaibl,k 
(0 iltv ;~a'wnt .l.ld/~'r 1»':n:.I:-Y CJlt;!;lVCI 

'-'";Ic.crnin:c~ phlPCi' U\,~ f)C ~wr ,j? 

i(\kckh~e pmdud~ inu rc!ukd -S,I;lpi,c,; 
:tJnIJ"I1Cd hy Ihe pJn:I:ILLY, 

2 Verify 1.1:1:11 !Ite p:wnnnci,o' in d;;m;.:: 
ednre~ th;;( "H pc;:<ollllel engagi:lg in 
wlllp<;JnJing st~; de i\lJ;:dH~)k drug 
pf~)dnCiS ldvc ~ICCIl t ';lined ?L,j 

dem0!1~(tlilC CI>goillg (C>lqwtcnee i 1 [he 
$:11: JWIilLing and (:CLlljJOLl\lll,lIg Qf 
sl('.tik il1jedah~e drug pf(j',hlcl~ :l1chcin% 
cyl(,;cfi~ dgClll~ 

I 4 r-.JA 
J I'cdl wmp'i:liIcc 
4 Nn!1'(;'m'r!in,lc~, 

>~i\ Cnmp,-"lHding 
pot p01 !f.'I"lWd ;,{ :hc 
!;w:lilv, 

th>llthC<Hl~ An:rl'dll,lLron I'WgLll: (liFAl-'j 
r\uwd,(n" '0:1 R(:q~li>:mcn;~ fcr llefl~!Jl,A11" r J.Lii!ic~ 
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1'1lARl\1ACY SI;RYICESIMI~DlCA'110N (1St - COMJ'{H)NOING STeH!I·I~ 1'l{EPARATlONS 
(.stlpplt'J\H~Jt! for ('nm!.; aia IlQspilnh) 

[- -~-;N~'~i:~J~'liN~ ~ 

;;ullljlt'knc~ ,\I:nP h: fI ""liable [Dr ';;il\..J, 


mdivitllln: un,: ~hn;i he (;,(,iir,,;j [Ill' 1!1n:e 


yeab beyond tlie p2rioJd of nf'tljl!"VJllO';! 

j L CCF 1751 5(-C) 

(uJ Till: iJbanmJG1st-HI (;i1;-ugc ,;lull 110 
:-('~,;oJp,,,ihk ~o C1I5U! oS tile e')lllinlllllg 
(';)Jl,!,ctetKT ,)rpl->lIHE~:Y pCdonm:1 f"lgEf',cd 

ill C\}l1lp')Ulx:i{1~" slc:rik iajcd"b!:" i'mdllct~, 
!0Cl'j{ 17;~(li) 

(AlIllnn\y C'll~d: S<:-c::()a 400'), 13tI!;U'.s,~ 
nnd Prc1e;",~10:1}. C0l~C Rekrcrcc Seetin;; 
01005, BUS;nf\')fi .::nd Prore,,-";O,l$ Coue} 

2S,OS.12 TratnulX,Q1' oS bItT lill: 
!\-l!~!g!L<ll~d ~"tl~~ 
(e) t'bli!!lil\CJeS ~Jdl: con:I'DI,Lc slefi!c 
Ph1dl1dS fwm ,me 0;' mOlt: L:m-Sl('nic 

!l\g\~JicO!s m!i:;[ :.!(;UJp!y '"hh tbe lo;!;,wiH::l. 
:Iai:li:lg JU1t:IH,mclIV: 

{!l The pln[fldc), Chi;';: eSluhi:sh mIG [.)1,;\\-'.' 

a w:-iHcl: pwgnlll' of [,-ulIlmg ,\;\d 
pc:lbrn:ilH<:" e'<ll;Vah)u de~;gucJ [e- \Co:;:n, 

(illl' e;Kh pe;sOl' wurki!'.I; II (lw u('t;;igunt<o,l 
ILea ilHS lil<: :c'wwlf'dj!.': emf! :;kdh ne;ct>~~'j)' 
(t! 1'(;r(;))"\11 tl)e)r ;)SSlU;W(1 ksl(s p,uperiy. 
T;l~~ l)1 IlgHlIll 01' tr";Il~Jlg Jl'd pClI0!:!lJdCC: 
t\ ellU;I' ;(\11 Ink! ad(~I"-SS :; 1 lease IL: 

;>Gl!('Wiil~, 

{Al Asqul: kdnll'lue. 
(B) r!:armAcGl'liu11 C<lw:.;lat,01L\ and 

kn!1J:l01<.lgy. 


( 'j S[cl1:e prcduc~ cumpnld:,l us 

dnCHaln:t(lli,':l 

l~~~<XP~')N_< _~~< ~':''''=?l'U(f:[![7R"-~L_ '(l"~_J 

d<tI\l<:I'-~llllh:d GUJIl] !("'\I... (ee rHC a"',,:~ahk 

for Cf_<:h j l.dividtmJ ~H1(; me ldmw::d fvr 
JUt>:' yeu!"s heY()IH: ~b.: period or 
erll i110 ,{:U(:IJ\. 

IJOC'lJ:Vlt:::-.! rs 
INTJ::H.VmWS 

OUSEnVATIONS 

1. Verify that ?11J,;'n;ades HLVC a:: 

;;Slablislll:J nml L,I kl II' J. '''I :lkn Pi ::gfaJ l\ 
eilrainbg p;;;!urmnh:C t"2k.!ti:m 
dt'~igneJ I(J erSIL' tlnl <:(1(::11 1-",';'SO(\ 
working it; ::le (h;signt<n: nli'.{l his Ill.,; 
knuw;(:{;ge and ",kilL- 1100;('~saly 1(' 
j"K,-j'OlW Iheil' H,,~l,z'l"';~ IJ:;h P!'0Ilcdy. 

2, Vel iCy thill 0:" lA'(JI,',n\,l) or ::'JlJ1il1g 
iU:J eva1.!lhUnu 1ddre-S"t',~ dK- r"l!owlI:g: 
d~~J.'(t;' (ce'lniq;lc, pllllrn:aceu:iull 
euku:atIUL</ft'IElil;oiJgy, stf'nir: p:'l1t1I1'A 
:;OlHplUildillp, dv, t:jJI~H:uti\ln, qlJdJity 
assnnmce jJflleedlll(;'';, ?..,"-epllc 
p('t'p;;;r;I;(VU jlh)CeJufl'S. j*< .er guwl\icv, 

iU\d f!o\':ng :e;-lfI~lq!]eS, gCI;;onl GOild\L:l 
in the 1J;IIIJtd~ed J:T:a, 
d\:flJling/:;;n.i:L.:i!l? fUel mai:;laining 

, ::i'::'1l 4 1\.\ 
! "" Ldl ccml'I181.1~:<.' 
4 '-'i'JlH--.OII'phaw:\:, 
;'1;\ ( 'Olllj)HLndinl\ 

IIU\ pBrbJ'!I1e:; alll:e 
fj;:i'lly 

-2(-,I-.lq-------~--------.. -~---- -~--- -~-~j,ji,,\~dittli;k~.,;,,~-,C_1';;:;i";~l!\,Z,;CP;:diji1ij()11 i'rngLl;-n-,-II'i;-\j-'-j,----------~~~---~~---" --,-~---.--.. 

!\ccP,,;:itm,uH 1\:.x;uut:'Hlcn;: fm lterJtliGJlc ;-:,l,:il!<es 
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I'UAUI\lACY Sf::HVICE:-;!;\·IIWICATIOl" I}SID • COMPOllN1JJNG SUWILE PREl'..:illt\TlONS 
t,~pl.('m<:lrllt!r Caliloraia H{)"Jli1l1L~) 

r~rANI)!lfd)' I.LU'~lC~N~.'~.-~~~~~ 

(D) {)U3[1': \U;lU,iI:lce prov.cdurcc>, 
(F) A~ep1!(: P;';CQil?l(WH :l!oc::erLIfc.~. 


;:'j Pwp.:! guwni1j!; tl1d gloving [t;C;II:iyu(\ 

(G) \1:'tWHll C)lldUCI ir. 'I);;' C\,l,lm::hl,lrGiI. 

(H) Ut;jl!l :l1g, ";,,m LL:ilJ~, and !l \fI !ll1zim.17 

equipmel1.\ lI:'lcd in the wlllinlkd .L<;L 


(J) Skrilt:,'~doil tccl1,lIQ:I':'\. 

(.I) t;,ml:linf:'. C~lU;pLm:nL and dCbme 

SJstl'lll se!ection_ 


(2); aell p":-<;::->Il. assigl~ed 10 the G(,JIlII'ol!c~1 
1l!TilI111,~1 ";Jcce'N~~jly ,oulrpl::k ptJdiclii 

!:'kill~ UllUldlg iu aseptic ~t.:dlllil:n; ;mJ 
aA"pli,~ ]:~-a Pld'-'ii(:c,<; F,"dr:::lO!1IllI.lS\ 
IlkbJc WI ;tk', ~c';lil1r: ,Ill.! a wriCCI: 

pn,[u(:(Jj ;<~1>cripdic l':niliJ'C: pU'foflll<lu<v>: 

dwc>" invoJvir::g i!dht;lcn~:c 1(J as~:,;;',k ;w.:a 
fJoh:ies ilLJ r'Hl(:('dur;c:< E:1c11 pcrwfI',; 
I'rofi,;jcJ1!:Y :.w.:: CO'.Iliiluing \WiIHLf'; H':t.:d~ 
l:lu,;:i be lGaf'sc.,;s(xi c\-:,y 11 mo::11;;;, 
;{{",\J;I" cf 11101;,: "S:"CF<;IlWPlS !!llISI he 

du\;nLC'nf(>{~ <mel rerail,'"'d 111 til'.) p!~J('JlI<I~'Y 
lin [;I1'('C '¥';"l":-;. 

16CC!~ 17_~! ,'h:"j{tjiA-.l):lnd()) 

(/\t;Ih"r1\Y d.::d, ~l':ctjda 4{)(1:\ l"u-'i:m:_~_" 


;"1(1 Proh\,-..\l0115 CI,dc. l~f,ferer::?: ;)cdi"r. 


1(;01, BClNillc'IS a'li.1l'mb'~!OIlS ende.) 


25.03. Li 1!~!g,"nl..4L.!~:!;!'tc 1Y.~41t'l"iaL 

P!'.fl'-llI0cii,;s comp(}t lIthe1!" :;lu,!e illjx.:d)k 


pm0L.<s ~[l'IJlI!l:\c W! iHcH ;j"lici,-~~ rm; 

p:-;Jc,xiure<;: rUt ~he GiE;<l~aL '-If i:1i't.'tLiUIlS 

ltIalcl ids anti/;,f mal.l'lj,lh cl':lt:1inLl;: 

;vtct(lxi,~ H'~H;LlCS 1"1;;; proccC;ures shall 

:ndu.h: ("~P:\l1l1i' r)f >11iHs ~lJd silillllx: i:1 


cun:'lnll1UlC" '-':ilil illmlj ill·]!ill,ju:i.,dicli;..!I. 


equip:llcnl ll~cd iL the cOllll\)lkd :!:(~r:, 

.~l"'l-\l!l;:l tic!: :e.;; !wiqu:;;, Oi) 1t(li.1Cl', 

equipucnl nl)(: Ci:;SlUT ,~yS!?Cl sde;::~nl1_ 

j, Ver;~y-lhn( e1;..:I- p'~l;l,-m a~."iilllf:d \(l 

lile {)<JlIlrollc; ~ <If'''''1 lIlHfi, ;;ucc""s~ Lt, J1y 

ClllllptCtc pmdical ;;ki:l~ 1"<1i;li\l); in 
c,sc,:lic IC:CllEitjll¢ cwd wept:c arert 
I'1;;CtlCC,;. 

,A," Verii-y lhal evaLu(~onq lorlJ\l-: writlel: 
!cS!H.s I1mi 11 wr(J;;cl1 pmhJ:.:0) orp,~d(ld;c 

;'QWiilC P:-;(()!JIlflilCV d:::cks L1\·(:]\-ill!J. 

adlleleH:c!o ;.nepli\: wu; ,):>iiDie.s ~Lld 
p:;.,c~dllr:.>. 

5. Venr:Y I~ul Du::h J'e.:-son''i pr;;-'!eiellvy 
i'.pd cmtlinUln;: L-d1:Jing i\CCC" is 
n:'flP",;;esscu Cl'ery 12 ll";:Lt:I~. 

6. Vcr;;:y tlk"1t __ ,~lIILS 1);SI:tr; ;v;;-;;::.-smellIS 

lIiT dOl'lI!lleJ)I"d tlmll-cuillod tJ' :hc 
piFx,m.:::y COl l~tf('(' yC!\,-~ 

DO{"I 1;'1'1 EI'IT~ 

L"'ITLR'I' 1 l\WS 
OBSERVATIONS 

L Ver~fy thai pli"')UI(T'~ <.:OJ11jl\Ju_ldipg 
.sk'11k lm;:clnble ;,J10,j)wh jw,vc \wille;l 
ppli:;(n 2nd P,;)'.'(,dtuTC; f('~ Ille dj~pc.\.,,! 

cf ,iakClli)US m.1Ietia::> allli/or l:lclleriu;,; 

!, .:1 t-lA 
.., -':-dl \'ump~iamT 

,4 N('1l G~JJHpjiil'Ic(; 
[\!/\ --- SkriJ,-, 
eC'lllpuonclirg lid 

O;rJi)I:Il(-J 

-.-~.-- ..... ~-..--..--
1()00 	

-,,-:-.---,-= ---..,~--c-;;:-:-=-:7,;;-=-~.------
! Ie lltheme ('fI,,;1 i~,eb !\'J::.f;cdi:~:li(}n Pr.)!;!,Om (1 fF API 
/\o:w,'ilatll\1l ih'quil-(l'ICILS for: :¢rd!11L:1:IiC ?J,jEji,:~ 
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16 eeR I751-6 

(!\:lliIOLi:ycikd· Sedl()l\ 1()O::, Ilu,;in::>s 
ami ProlcsslOm; (\,L2 :Jt'fc.:T'I''e. $OC':(>I, 

-1-00.\ ilF'!incss iHJ<..! l'mlCs,,:on'i Code.) 

25')J5,14 Quali.ly AS~llrallc(, ~Uld l'rlJ~ 
hllidlttiull fl!!J·er;l.HUllt'1, ~~qlliflll!Cnt lln1 
Fm;ititi(\~ {QArn.1 


TheH~ ,,1:(1 I! be a "U(;1ll1~0tl(cd, 1l0!?0icg. 

q,j,,!ily C\f\,!';1l1ce pro!:r:I,\, [ljc;t .nO'l1lms 


l'erSD IlC Lpcrfm Jtlill l<>~, C;!\1li 'l1;ell~, illl (: 


fneifLlcCl The nIt! proc!u( \ ,~~di ,:" 

cxwnillcd on L pe:'p",hc s<lmpiin,c; ba"j,'i (1~ 


de1;;JI\\J:led by be plm~m,1t i~l' ir ,tl13rge Ie 

::S'l'lln,: l:ml ;1 m0e\'f rc:;u!'tcd spe::i(l(,j;!iollS. 


': Iw Qnrli ~ y !,n;unncr f'm~,;",:ll1l. ,n:lll 


mdLlc- il, lens! the FoJJG'xmg: 


(i) ClelleWlg :\1;'; ~ZlniliLtlli(111 of Ihc 

palcnl!;'!'''; nedl!Al!i()Ij pn.:tlil.\<lllOl! nrc) 

i::l': be ~l\(';lgy cf C(YllP<lll!l,.kd sterile 

jJljct~ilbJe "rc<JFctS ill (1::- ph:t~'lJut:y arc 

pcriod,K J:)Cu:JICn1n[Pll ,);'! ell ;g:GraICr 

(cn-pefdlurc. 


en I\ctiuns 10 be tnKl'TI i1l \J1:': n'CHI cf 4 

dlub: I(,A.,?!1. 


~.'1) 'NriHellk~ti.fi\'allp~, oj th' <;':0:-:(:1: 

t:sr<rau,--'o dnlc.s F)I' (;omp,y.!w.lcJ .~I~! IlL' 


illjcuj\hk~ [JhldL;:ls. 

]f' CC;f. ;75f.:(djl!-4) 


([\i!~;\qri:y (.-,ill:d: S(Tl:no f!;);)5, ,!uSLlt;~S 

dnt! l'J{,ji.:,,><~jOj\!i (":d". !'i.~{\:rell:e: S>,;,:;i':'il 
'IJ0~L ;JuKiw;K~ j)1/(II'HjI~$~;()l!'; (:Cede,) 

2. Vnify {bit pLxedtHVR ii\<:ipilc 
cledllllp cf .'rills Ult! fl; c III e"111odIlLnre 
wi; 1Jue]; hed!lhrJrisdiul(ltl. 

nOCUl\-l r;N'1 S 
IJ\TILRVII,:WS 

OBSI,;r{VATIO~S 

!. "Lily tl>ll (lit; pil;JHm.;y 11:12 » 
d0ctl:IlGd:e(l, U.lg0iHg quality ;!~~lII11n(:e 
PW,l;Ui]!, :imt U:;))1,ty'S ;::CL'idnHf';, 

;1r:rf()fll!'JJ!C8, equ:pmen! il:IJ H!Gillth'~. 

V>:I::-Y i\ta: tlv: ;llt:1nml"y()!\~'1 
;;lPgLUl ,I; il}(,:olpn~:lkd into lh: !-::hpibJ 

wide ()i\PI prC)2fH'i1. 

::1- Vel ::1n tIle '_'Ill' J.~lndud I;; 
e:lzmloJel; ()ll;;; pel;uuk O:;Hl1pJng ~'l"il~i:-; 
a:-; c;:;eq,u:wu by the p:MI!I,;h;;,1 t" 
dill~g81() ihMTC ~,'LI11 ~n':c::,; 1,,(jJin:,; 
81'[> iljca~i\),I;" 

:J Vt-I i[~' fine :bc q;ulilY l1SSnmKC 
pm;!\d!IJ iq(;mde,,: 

(,,) C,(eauing Hlld ;;,lni, !.lliUIl ,,!'the 

IHTC"lIulll mCl!Kuli,'n jll e!-,;wdiol: ,11'<'--'1. 

(L) TLc ~~c: ~;,:c of eOl)1!Jouldd 
P;];Oliliqd pl(:dl~:;\~ in Ihe plmtHlHG;' db.: 

lH.:rint:i~ lhlnullce.lmPIJ d 
j efrigcluhdH';"'<:LCi :eljjjl"':!Jltu]'(: 

I !'i~:"3 4 Ni\ 

J = hilt (;()llJl'!i;*~'c 


4: NUll cD)rplinucc_ 
\'./\ COlllJh)('nGiq! 

,td pedo,n.ed ill IlK' 

1;1'v<iI!IY· 

.~--.-'"~- -.~--.- '-.~---~'--.-'-~--~'-~-- .~--~---~'----..--~.--~.--..----.~--'-.-~~. ~~..--~~ ,~-~.--

2S~ 
i:12(lth~ar", r:H;iiilic." AH'H,:t!J':2tiod I'Tugmu (ll:'i\Y; 
!\C::::'",zhLlU(JIl !<,Clpi:cJi!('111j: bi :;;;;;.Hh:1ll0 hlcililiel-
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SCOIZlNU PR0C!;DtJt{F: 

25,05, 15 Qjl~:1 Pcr~{)fllH'.I. Valirialiul! 
Prm.Y"s (l't!.VI'tl) 
Eu;:;h i/ldi"i,:unJ ;nv<;iy,;n InIL: prq1i1(~ J'E 

of sk, iI,,, ;Illc:,:"b,e pi udur.t:< nn'>t 
~ueUjS:'i(I.L:Y CO!LI':cte FI \-aiid?!i,m pm[;;~!' 
nn e,":!!I\iqt,c bd,p-c heiug all()w,:d;o 

'.il'(lp,m' ~I;c~il<l ;nicclTIbJc (HfJducts. The 
va: (l;;iiuH JlI ,)(;':ss ,~h~l, be- l'llfricri '.)lll ia llie 
sn1lJ,l HIUiller <5 J:(xtmi p,nducfie;\, ;;xccpt 
Ilml ~m ap)nV,Jl;ote J.1n.::nbinlog:,;;11 gl()"'P: 
:Unin:IY i.'i \f,',1J(1 it pb,,:!.; p[ 'h",. 8,lclH: 

F: ndW::1 IWcd ~;llj'i)1g F:eJ fie pH'!HraliolJ. 'fIR' 
val it; at i;YI !H pcos!> ;;lll1), :;,) (,CP1'¢M'tl:a Ii ,:" OJ' 

all IYPG~ d nWliplcalicm, plcdn:ls iH1d 

!;4kJ s:7.e~ lk individFal j,<, c'{pnkd b 
p:cpmt<. The ~ilIlH" I'cl;;')l1nel, j!locr:dut.::s, 
I:q\l:P,I\'.'(>I, ,ud ,jJilll'ria:~ ;m~ il11<clv::([, 
CDJUjJ1Cic'd medhlm sample" IF!'S! he 
in::ab:lkd, lfl,tKmbid g;~)\"Il' i.~ .1;;\<".:10<1, 
'hen !h' ~tcIil(~ PI'CfYlf:1tioll !,l\)(G~~ ,1111::< bc 
ev::tLmlcd, (:o;rc<AI\'c actio)' i;lJh'l1, and lh0 
valida!in,! Pi\xc-." .-.cjJ011!UI. l-';::'<onre! 
f,.i.)1)'Pdency l;IC,,1 be :,<'.:val\lales at 161$1 
every !WclV0 Jllil!lth~< ,;-v;,ellc",;!' lilG qlwLty 

:'is~urclHC? plcg:nul1 yi«d~ ilP lII'.<\u.:cpl"b:" 
[IJhult, v.-b:"'1: til(: C.)j1lpUl1l,~:IL!! !1;O(::SS 
d ,1"i?):~, cqll i~JIl.1(;1l1 ;Fed ii' th.: 
GOIlJ.f!'Jll;lding 01 sic::k iq:..t:t"bk Jr~Ji', 
p:ouuc!r :s ,e-pauvi G It'jJ;~K\:::, til': (:u;i!i:} 
i~ moJ::-i.0d ;ll tI maP1WI !Ljllllfi:::.Gt~ d.dlow 
\11' !nlf1J(~ p:'[[c:m<.;, Of w!wrcvcr \mp,oper 

S,,:;: cxp[uralory. 

rcrall. 

(,I] Wri:to' .ju~I;Ji';a:i(>il ()(Ih.: d1\J~eH 
6.'lpiratict1 (:nks fi)r eon:puundcd sterik 
il:jc(,lflvk: d;ug J'lnddc(~. 

1)( K'lIl'rlEN'!'S 
INTIT.RYlEWS 

OnSEH.V J\'!'I(}NS 

L V,:rify ~hnl efWU imJivid,l,,! illVlJlvcd 
II', 'h~ prCplr~1I iUlI ;)f-~Ici ile mject:dJk 
l-'r0l1r.:::~ has SLcec~slli :1, CO:lij!Ic:cd n 
vn!;dalic[; (n'cess C;i lcchniq:I::5 for 
plf'pariug Rk:.rile mj.::d:lhlc .i.lr(lrlud~, 

1 Venl"y llial illB PI()(><;SS ill GtHi(ld \!lIt 

i,l 1 he mcn;e ,\I;nl!Wr :1" lle! 1113.1 
pwd, 1(:(: i Ill. 

3. Vel ify [hnl 1116 v;llidJt:.i1l pr'J";:~s I:; 
:eplv;,';I'dive 01 "I; ~ypC~:1: 
lI-'Pll;ptlJalior~. PW,LWIS alld bddl fifGS 

l11c imhvld,I~1 is o;pc;;lcd I() pj'()pm-c:. 

·1, Vqify th;j! thE' S(Hilt p;;:~mlJlel, 

::rQ,--,edUI\CH, C(mipijlelli, all(: m.11CHhb ~:re 

II1\'oJ\-cd 

S, Vel if)' thaI lIK-dilln; ;;,.n:plf'" ;u.:: 
i:]Cuh;;ted, 

6. V<Tily tiwl i[m:crubiij: growth is 
\:dcclcd, Ihc Slo':rile p!\:paraiioll rfCCCI't-,\ 

i~ eVabt,lul, cOI.!"':~\:ve al;:.'lil takco, :n~: 
L1c v:-tlidilliou pwu;ss j~ I'cpeaie;', 

1 nr;;:~:J. 4 NA 
I FoE C01l1[liir:nc0 
4 Non-<";Q!1lpliflllce. 
Ni\ l'(j{qpOumJi 19 

'ld pedufL,0U al tLe 
[lIciii,y. 

l1c1;!kmo ;\~T!editHfiuL Prngn'.n; (IIF;\),) 
/>,ccreciiLltl'1E lI.eC;J.;.jrcmcllls :cr tka];:1Gi1~e Fa,;;iilit:~ 

http:Ljllllfi:::.Gt
http:moJ::-i.0d


---:~ 


St_\)i~IN\.; PRUCPJAJRF 

<1seplic k"t:hmqL(,S Me oL'<WiV\;,,1. 

R':"YalJ(!;lti;'B Ens! be dO\';!Wdlle(!, 


175i,7\0) 

16 en: 1751.7;,b) 


(Aulilu:ily ~:Ied' Secli<u 40U5, BHSi:hctiK 

mid j';urcssinn;; Code, lkiert'iHJ'" Seclivll 

4U05, ntiSiLG~" ;]11\} Prnfe~~:;D,lf' em-ltC,) 


25.115,16 VAI'l en"HhJl'I~ Ti"stittt,; [01: 
Stel:m~J!__~~_~~U:\:!:Vgf,U:t{~~111 ('d) 
fliJ:dl ~)r,-,d:K'C': ;;~erb" "n:t'C:~i1bl.; tlnlg 
pr(x~I'::ls CCld!l\·t;nJcJ fn:n: om; (11 more 

lWII-,.;[uilc ;n.l'~e<lietlIS shall LI(' subjeel 10 

(;Ol-l~!l:""l~ed "nil jJHllhl,:! lG~!jtlg fur slc1'illl":, 
and pymgcl\S Dud ;;iJull b<.: qthllWllillCd unlil 
IIa" cild prodUd tCiilillg <':<1llrimw ;;lcrilily 
~IlIJ a(',_:<::pl~ibk level." \)[ pyroguw, 
/6CCI{ 1751 7(c) 

(AuthorilY ciled: Sccli'_lI! 4005, Bl!,~j:!C% 
~Ild l'r(jrcssi(Jj)~ Code. Hderente: SC:>:O:l 
:1(0), nu~ille~" ,'ilt! r'.l']l~~~ions C()d~_) 

25.115.17 ClmJ!HiUlHllUi!; S!(orih; Pn)dutl~ 
l'lln:lJl!.wd I)'om Sl)l;~dnll" COlllllllllllrling 
rlUlrlllatk~. 

t- tk l~l,jlily i)I:lCh~~'(ed :;:",(1<: (OlLP,HUdClJ 

;:HWlUCI11iD:n (I sP!:"vi::Ily (;O-llf0l:nd,llg 
.1P.a1 !:F!( y, [ils r;!<:i Ii:) Iml::: ,)iJwi:l Lmd k~'l:p 
01\ le;~"t:I~ itlc;udilld-, hul iul Lm;[cd to, 

7, Verify that per,:!):!.!e, CQ,upe!:",wy 1,'( 

;(;\·aL.!;l'.o.x: <;( lcJl>. :o':e! y I.vdve 

;lIo;I\l~" WllGll (;\.'..::\" th: quali:y a."'~t:n'\n;:;('~ 
!""g;.a:n 11<_.1., :l.! !I!!,:;:n:;,ld,:,: ;\,,~.!J'. 

,.. ];ea ll.ite ~~;JH:puu;ldi!l5 pr:)(:(;s;; dlUll;;n:. 
Vi;plptrwd u;:cd i!llhc UJIl;POII:ldiilg or 
,!e;'ij(l 11;}(Tl<lbk thug pl"Hd:l(;iN i:; 
fi'p::.in~(~ m H\kllaced, Ihe bcHilj JH 
lliodiJjed ,'Il a IlH,lIllel IhHllllkcls nirll()w 
vi tr;dlic paiivnJ~, Dl w11('I1(:\'(:r Jll)prup~~1 

Js,~p1jt It'chniqll<':s are obs~I've(L 

8. Verify iJI,1l the leevlljllillloll~ an': 
ctoC\lIJlenled. 

noCl Ji\1 W''<j rs 
INTlmVIEWS 


OBSERVATION,'; 


j. 'IiLTiJ\- !lmt bt~k:ld pI1JdJce:: ~Icrile 
bje;;kb:_l' ,-b:l;g: ,,>Io,_b,:t-,; (:owpuu:),LJ 
li1Jl:1 val' cr E10j e _1(::1 sle~ile il:grc:};eEb 
Hrc ."JbjC'cl :C tlulUL~A'_t'( <"lld pnAlm:i-J 
:egtiq!; for sl;;;iti:y ,nJ py;;>gem;. 

2. Verify enell ba:d, is ::ClFarftHVd na(> 
;:lL' end prxlitcl le-s;;l1g ,~onrillHS r;!enlity 

<ll1d iiC(;::r(Lb!e Jevt'j" or p:;rogcll'>

I)O("UMI(NTS 
JNThHVIt<;\VH 


OBSEHVJ\TH,NS 


I. Vel ify tlwt llw pl1a:ll1ary qhtJi!1CtI 8:1(: 
retain: 'ltludty 1!.'!.,mllJ:<x :">~Iij'g {ion t!le; 
$pn:;;;xl\J {:OLJy'Olll1di:lg jlbaj.lk~Y (ie':) 

1 I;;;'" 4 .'" 
! - J 11 1CV,llp:;;)rU~ 

,; \;JlH:OlJljl'l'):..:e, 

~:\ CCl'li;Ut'lItJ:Ug 

IF <pC! ~(l!!m:.j u3 (lie 

:ll\:iF\y. 

I ;'F'~ ,j K<\ 

I = FuJi cvupl!:;rIDe 

'j Nu:. {;uJlJpli;p:n--: 

N;\ rlT fae:::ly 
d\)("5' not PlTCiltMC 
:olcri:u P:-;J!lq,:I<- ';~,o: 

L)eci't.ly 

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

20C'9 	 11<Jillwwe i'ilC;]I[\t:;; /\{:,T,'di(;-;(iOF 1',,'gr;l\Il {! 1 r A 1') 
A;;'::n:ditali(lH Rcq;li;eml)\1I~ for 1 k"a!hcarc hIc::itic'i 2S~ 

http:L)eci't.ly
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I:XPL/\f\AnUNI~ ~T !,NP ,nil II IEMEN r' ~I-,'~'~~ 

J>rIAHMAC\: SI;:!{VICKS/i\1I<:J.HCATIUN li$J': - COI'r1l'OCNIHN(' STKlHU:: rHl~I'A({ATIONS 
lSUpplf'lUcnt JOI _( alt(orni!1 II (,spit-nlt;} 

__,
$~(;r::i!yj]l1(: ;:YJogell lc.'<np fr,:f:1 (he 

rOlllpotudi.l1g p'mncuh.;y, S'Jcb HY;JfC'< 

Ih1:;;1 1.)IC lwpl u: fiie r~lI' II m inm:uu: df ;hr~<: 
yca(s~ 

25.05.18 Re~¥fCI\~:!.'-tL~.l~rlal~" 
I :lel u ~b L I>c nmeJJI ~,Il,j HPJ'I O;H lal..; 
refmcu.:c !l18,nial,:; tegl1;tEl1P the 
(";m:p(hlLti:t'tf or <;\U<~· II1jtlet-,u!\) produC!;,; 
j(jctlt:.--;:i IE H in!;\edial(~!y il',';,dahi.: ~(l Ihe" 
pharmacy, J(,{X'H l~j5i_'i 

(Al1Ii10(lly ,.;;I('a: ;";:d;;m liC; i5, l3usines~\ 
find :"rolt\",":ons Codc. Rcfct"Jlf'e: SClcliol1 

40US. Lh"i;!f\\s End P!Ql(:ss:o:!5 ('(lIl.tI) 

25.05.1 \) t.!.u·llishiug hL I'arcn!('rlll 'patli'lIla. IIt!IfI~~, 
Sllbj(XI !Il Hw l;,;L)\vil1g c::mditbru; _L 

I'/'cn..\cd 1,];a:lm.l<.;Y nay ;'lmil1l1l;I? tlUtuo: 
1l<:;llth ].;['uo:y Ii('enwd budel' p(o\ii~\{)L dr 
C ill'J'ter S (ctl,1!llleoo.;iq,; wj,h 3~di0U ! j 1S 
,)I' J)iHSi'Hl:~ orill" [!ca;l!J ;lnd SIH0lV 

Codl:) ,,), ~o) a ;"\->pic:oliv'lll>l'd tudor 
I)(o·.-;'siow; OJ'Chu;1!cr 1$.5 ;c(]\lllllcncil'f 

.... illl I1ceti;,u I ~/ 4~) "r r){ ,-1..'\1);) ::. ; t r Ihe 

Ik,lI[i: "-!ld Sl;~dy (:0(1(') d:mgclOtls dWgll 
Fill"areE!e.'aJ !lwr;:-.py udJ..:r IbEI nml:o:k1J 
:·mh:;~alK'el>, ill a VlJ!1l!bk C()'ltflin,·{ C); 
rrl 'Ji;;;ltmg lo palirllW al hone rOl' 

<?n,e~gnwy l!t:;a!,llcll! cr ;ldjusflce.H ~lr 
P~Il.'lllr.ral (Lug. tt!C-J:,py by lL~' limb': ht',1~lh 
19(,il(~Y (')l l~v·tm('d in0?lCl'. 

!(:UJt :751.\,1 

(Alilliu:'ity (,lie:}: Scclicn ,:1;0'5, B(hbe",~ 
41".' !':()Ii:~~,d'S Cde. ReCclelh;;; S,X.'lioll 

o;COR1NU I'ROCU)tWE 

DOCUMEN1S 
INTERVII~WS 

OBSI<RV/,TtONS 

Verify th~LI~ :In.:at arc c-U';C11[ llL~' 
:'-rpf0;:r.n.~G fGrr;;':;.!u;; !Ha!cnnJ~ 
fegl:!dmf 1\(' ;)ompcL:nci:I'tr ,;f ..,tcriJe 

1l1JCCla';J.: fj1odt!c~" ioenlu' LI flf 
in;!llcUiul<:iy .waildhl:: In Ille pl!iI);HllCY, 

UOClJI\1E~TS 

l!'\nmVJEWS 
OnSl',HVATIONS 

I. : Jclennm; whdhcr :he p!:aLm:cy 
h!r!li~hes rldiJg;:n;;L{ drup:.g hw pcuc:nlf-<d 
bCI~!PY olher [!nH COil lOlled st,hsi(tlwes. 
hi L,.,HW :leuHh age.W;~-; ,-'f hw;pices. 

:L If yes :lL,'ve. delel'ln(l\~: if :IF tlru;Js 
leT [mnspvf(;:d in p'lI'tf.hI\~ cO\J!~itlt'IY 

GOilljK'lmding 

P:1JjJjJ~('ic~ 

~ !:j[,~~, 4 N A 
! = F~dl [.'o!l;jJlbcl\/': 
4 N\);h~()mp!i'Hl':;;. 

N!\ CQmp0u,t(ling 

nfll pClfn:med,j( I'll.' 

fac:liIY· 


I ,,;~~ ,1 :,A 

I I,:tll sJlHpLac;E' 


-1 == NOlH;omp!i;mce, 
NA CVI~II)('lmdi.jy: 
m}i pc ;,_::-mcd ~t :,H.; 
111d!i:y. 
~A ~"",'ilily {io".~.0 

nn! prm-itic 
;>llllPOI!:Hkd ~lc:'iLe 

I"ncp!J(,I\i;))l!{ rill 
hom: I'~2 bv IIw 
J:al:;:!Jl. 

--- ,---'''--,,~-	 ~~. ~-CC7c'''----'' ---'''-,---''- 
lOGy 	 Il~ahhtwt· F;;cili!il'.~ !\rndittt!i0l: P:()gnlll' (BFA!') 

/\;:0Jct.ril~:;(11l Rcqut!\"nen[s ~~CJ Hl'tlJllw<JfC h.ldi(j(tj; 

http:CVI~II)('lmdi.jy
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PliARIYIACY Sl£RVICl~Sfj\lIi.UlCATION lISF; ~ CO:'!'ll'OU:'>;IJIN(; STERILE l'REl~ARA nONS 

(,sllpplclUl'nl ('or (·tllirurll.~~!..~.~.~!~l~!.~_;!_!s) .~~~~~~~,..~~. 

i[________ ~:~.~.::~.~'~:.~~'-;~~~;-~)~1..~~.:~~.~~~:_~~1~:~~~j~·~~~..b[~·~~~~I~!;~:;~-~-[~A~'~',~\~r~lU~~~~~~=,=~~ S(~)I:.""~·:~~·'·'·:~··;·~··:·'~·-~~--;-:-~;t~;~-~'l~)~~I~U~i~~~]b"~~"~--;~:'~·('~HZ~"~~.~...~.~~I 


15JJ5.20 Fmllishiug (;; P!.I.!.::'I.~J.~:~:.I.j_U'lI{h:lll 
at HOllie - I'nrtabh, CQUH~~I.!f.l: 
Prepanltiml J1.mlltnll\.Ub.IJI,J!-:!!.!!.r~u 
The phmcley, ;,:;,V,015 D';')<)I"Li:: l'ud 
) esp(;!lsibiii!'j fDf lilt 11('1 wL,le ~Dj\,::ici> s, 
fin!] Cn';I1fC thid t;.-1<~h i!\)f!;llJf", ('('n!1i:lC! 1< 

(f) fUmL{llctl hy s rcgixlen:d pjnrnl?~i"t; 
0) ,,:;a.!;oC in 'in:1t il tllaiWCI thai a lanptr

I-"__ ;,;;"C ,will uws( l'w t-mk.e'l :': p;li'l ;W~''''{lI 1<; 

tJR",b'gs, 
(J) !:edi'j" Ih: ({~cdhl' ;;{;:,c,,1 or F 
rcg'.sl::_T{ _1:Jr~e, ptll'.L1Hl::i::;1 ('J ,;cIiYen 
penan t:l dJ tm:e~ W:'E'_l nn~ j] the 
pllr.r.m:;:y 

(4) !al!c:l": 1.::1 tile ll:l!~jdc '.' r thl: i;l;;:ta~JlCI 
wilh a Ji«i cf tl:l' CU1;kl;W;: 

(5) malilluinc:d "I m, nppmp;iulr! 
lell1pCI8iUJe aecc)I"(lillg LO United Siaies 
I'hann<1COlJi'ra SI.Jlld81-d~ (i 'J95,:2yJ 
RcYi~juJ,J, ClW.1 prvlcekd al a.llli111~$ (t'0111 
u.l;U1H::: k'lIjKT~ltun:l-l lbl ,;1)uld Ilnlll:1gc the 
C{)I;l\;;IU-,. 16 C:(~R 175l.i J(l1Jll)! 

(,\ulhnjty ~~;t?d' Scctk'!1 cj{)(ji, l.!\I:-';jWSS 

>'1;,1 P~olC~s:ons C'lle. :{2t>:.';lt'I',: S,"c!k~n 

;'\)\)5. Btlil;nC"~ and P!Il!"GSS:O.li t'Ah:,,) 

15.IJ!U1 J' (lUds]I!!):!! toJ1.Q!J.~":..!.!.!-::~_W! 
Ageucies ;lAd Llc{,IJ.S«I ..Ug!m~.~~::'i__ _ 
J>urlnbk Conlniut'r Co.!}.H~!!Ly!!.!.j_W!~'.: 
The por!::hlc con!;;inc-f mny coalr!'1 up :0: 

(I) 1 mJOml. of U.9')'" f((/diUJIt clllor!;!" 
iLlr;weH1Hs iLluS-:u(l. (il (J)olnillCi'i o! :J sLo:.c 

Sel~--~Xyliltllli\Jry. nOCllfHl';NTS 
INIIi',HVmWS 

OHS\<'·IlVATlONS 

2. s::ded.11 /.1<::1 a HI!w\,cr 1:1,11;1 
lmrptTl'lO"f ;;:al nc.w: bc 1;.\)l;e1' .!J g;li:, 
mxe5~ W 11w dLlg;; 

J. untler tIle cfl(>c; ;\,e ;~,'nt!d ,,/';: 
regish:f{:J lIIl!\e. pll2lH1s,·istm ddivC'} 
ptliiun al all LmCil wilen 1lI)1 i1l1!J." 
p!nnnaty; 

4.11',f:-,(k-d OJ) :;IG ()nt"Jd~· nflh, euul;;lncr 
\-1'11 b il-IL;t <)1 the cmncnt',; HOC 

nO(:{Jf'lIENTS 
INTl';1{ VIEWS 

OBSERVATIONS 

\':::i!y 11::1 !I-;: pt):-bI;Jc t.:l'1I1Jirl(XS mc,-', 
rl0 IQh-l1:e :i;::ils de.;;:;i:v'd;11 1:1'.: 
f\l1mh1fd 

: ~2."".j :1 ~/\ 
b,a ,;Plllp'l,lH(;e 

tl = "'I'm GOllip:;iEIGe. 

NIl. C(,ml'm~ndil!g 
Il\l\ p,~d(!1 !1lcd a1 the 
!lwihty. 
NIl. E1Cilily lI(l'.'.'; 

i.1()11)("0"i;\e 

{;'J('jl;~)l:!Hled ~(('!,jle 

rFv,:v(i~;lh I'll!' 

lWl!lC '.L'W by [;!e 
p~!i<':IlL 

1 r:t:·3, ,1 NA 
J ~ Full ("olllpiiancc 
,I -.- NCnl~C()lIIpjiann:. 

N/l. CUlJlpUllndiJlf-', 
I!C~ perf(J! Ill<"{! rt( ilw 
liw.iLiiy. 
~A ~;rlL\lil)- d()e~ 

Ik,lIHKm<.' hll;)litles Aet.T::;lj(:t!lo!1 !'r"Alan (HFAP) 

An/I~'di(dioJll{eqq;ll'ilWJ)ts [0; IlcaHhnm:: Fd(,i!i1k$ 


http:s::ded.11
http:P!Il!"GSS:O.li
http:15JJ5.20


[~--S~,~) \l{I; j I~! FMl;";1 """"--'-1""" EXj'LlINAIION 

1'IIAHMACY St~RVIt'jiS;l\U:J)lCATID(\, t:Sl£ - COMPUllI''IoDfNC STEH1LE PHk:PARATIONS 
~l!JikJlu;!l( fur ('Hllfm ilia IlospHlIh) 

delellllll;::d Jy II:" pk,Ul1;1CY; 
(2) : (iOOnll. qi" i% (kx:m~e ill ',·-a!cr 


J:ne,hOIl iL qlJllfli:IC:I,~ ora 5,11: d"lq ui.lnl 

by tlie dl:d';m::.:y; 

0) lw!) vial:: of \lWA)l1aSe 5{;(Ji) l!l1itJ, 


l(!C('R I'I'lLlI(blt} J) 


(All~l)o. ii'i cite::: ,'kelion :lou) ami"'C:7. 
;lll<;:Jlcs_~ nud i'roicx:>tOII!l Com' RelucPf;r,' 
SrdioL .-i:)40, '!G5?, !'llB I (lH: 4JJ2, 
lim::,l'='iS aL~~ p, ()k~~j (lIlS {:{';1e.) 

25,0:=;.22 Fl!!)tisjltng ly. H01!!£J!S.l!li!! 
b-~~~:/[;~ 'l~!&Jj_IT!!!~Yf!JJIl$pic\;s~ 
~U_able .fIHtHlin ~L !\1('JI1fllli_\JJ.!!J~Jl 11 t :~U 
:':(1';~1 qf ~he fil!i(l\';,Ug' ilcm,~ ~ha!ll>r ih 

sn,kd, t~Il\IH~ci CO:':?I(lCC';; Ihe HtPlj,,'II;l!\ 
P:l,"·fl1l:lJ.;\ (UIY 5de,,{ :'.IlY 01 ;1:~ ;,~ lhese 
d~ngvro'l;: {i;ug~ ;lIl~p In liv;, UOSJg.c u),If; 

;(1;' i~1\~III!-;ln:l ir :il': ;;\];]10'";.\ pur(;!iJ:c 

V;aLUI\T 

(/\1 hq1ll,'!E S()<FlElI I",)k !JliSl! IUp 
u;ilo.h:ll ; 
(8) Ilcpiu:n '<Hlinm k",,;, flm;lt 10 11!1l(~,11~11; 
(C) cP:W:phLJlC ~tC'L S.AL{'()i1 ). iCC')' 


(I~) ('pilli.:pb~nc llCi 30hlitOl! ;0';);10, 

(I:) ,;il,IICI~hYlhall1;IlG ; ie1. )(JJ1jg/n:;.; 


(I') ndhyl;m:(~lHSU1U,K' I 25ww2n,t" 

(CJ) nc~n;:d ,~a!in!, prc~uve(i_ up In :,C :1l1 

v:Jls; 

(II) g"jcune 1 'l1yhd. 2. m~'_ 
(I) (b~jj)cfld\'1 <;:(lgi2 1111.; 
(J) .tJJUch:o;l'cr:>:l:Ic I \llng/lllL: 
(Kj pmmcllwfidc 2inH;!))';_.: 
\L) OC,L05C 25i!llIs!50mC 
(lvfJ !'.:n:ngoJl In:g/])d , 

-.~.-~~-.~.~.- .~.~....-~.... 
2DOY 

~ --c-=---:-~~-.-.-..--.. ..-~..~- -~-

 

 25

j)O('tJMENTS 
IN'] EHVII',\\-'S 


OnSldn'ATIONS 


I. Vculy !La, \:1(' ;klll~ iis'e<J III Lv' 
5wmlaHl, irus("j, T~' liI11l((":; :': Ev·; 
d<)~dFl' :mils pel jUrL!:1l.; coa!~!e;;<·. 

2. U(;[<;II;WIC ::lh('_lljHllTI!;-.C)' ve'i;i(;~~ 

dml (he ~1)ef-lfi(; ;J;I11~cr"u3 dn,g~ :md 
qu:mtitiQs to he i:1,,:ucied ,jj ('IC p(];L~bk: 
e'lIF;;iJlel 11:'" li.'''!cd IE ~h(, lhulC ~l('dlll, 
l'.gellcy's "I ileell!,e(~ iwspk-e·s [lolicy 
;;n'! pl(JCC(:l'n::~_ 

HO: proviue 
'>'>lllj);)UIJdcd ~(;:Ijlc 

j'I'CiHfaftoH,) br 
hU1\1c ns:: b} lilt' 
l'?tiCl1L 

! ¥2Z;~ ~ NA 
I - I uti ;''-'wrlinJ1,~e 

NA (:GJ)lp(ll!l1d.!l;: 

:101 PCt'DUlWd ullhe 
Hld!i:y 
NA Fnd!i:y docs 

no, prcvluc 
C(lI!lj!DHlI.!e~' _,),.:r;[0 

prC(T'H,I1:;1!~\ fOJ 
11nIl)l~ d,~C by t!:e 
;;BIn;nL 

I k,dtb;:;;;re FiH :' iiik~ ;\:;-U(d;1..11 i:'11 ProgG!I!1 UkI'd')
!\c(;nd:f[l::on ih:\!u;rciltcn:s ~or UeJI!;Kure hll'i'illf"S

http:25,0:=;.22


PIlAWVlACY SI'Jn'I(·~:S/Ml<IHCi\TlON IJSE ~ CO~WOUNlHNG STE.IULE I'HI<P4.RATlONS 

1:~tlt !o~~::::di~H_lIl'lll_~Fltal~) 

L~ "AN:JA=[~"[ N~~~L 

2C09 

(1'J) 111SL;!n ('tUllhl:!) ,i;O If'IIL\!nL; 


(t') OC)!ICltl.nidG l:.5mgf7.-'ili; 

(I') n"v.~c~i1idc lUHg/ml.; 

{{~) 2],11 A Cre(1111 "j.;m \u\x'; 


(It) L;,Jn':JLK 1 percilu: JOmL l'ii11~ 


!(i('U<.175!.I;CO.K1;::A-j{1 


T!IC "hnnHLlcy simI! erH~:I~ [bit til? 9X'cific 

dm:gJ':wl.~ d,.rgs '1m! ql~rrnlL:e5 l0 bv 


illCLltk,1 itt ilL- ;:nrlub:e ;"!!iaI1l0f tlfe lisL:d 

m (be ,lome IW[1\'j\ 'lgollGy'~ 0: Iit'C:L';Cf( 


hospi:e's policy aud pn.h:cdu"t's. 

:r)C(:lt .75U!(bl!5) 


(i\ulllnrj ~ y <':11>"•.(1: S ,"(:1 i;)ll 'Ii)O) <1IW '-W ~? , 
Busi lICS:; llr:l J'; :)fc%iol1il t \,;Ic. Re(~TCl:ee: 
S....-t:lnn 4 J40, 4(J~ -', 4U~ I (1'I'J 4l :12, 
Bll,o;i;I,_"" amll':vli:~.';inL_~ (.',lde.; 

D(){;(ir'l'tEN"l S 

~JjC:i_!'~ ,_I}! lI""L!£i'n,'l\~Y-.!I!)S}!ke,lL INnmVIEW7-J 

tort.:) bl.. i,;9.J)!:~iltel' R~:sb:L,'lh-!!ls 1('()nt~) OJJS[i,I{VAT10~S 

1 [:"~ p;lal"l1d~:y $1]<:111 llO\ PLmly il. pc~t"hh:, 
;;Olllui,KI' tc 1.\ I\U:lI: ,1(:,!I!1; ;;:.;em~y ,;I 1. Vci'iJ'y :1m.! tl-r. hll:n2 he,\itl1:.1g;:'KY or 
IiceJI~wd il(::;pic~ ',', nieh du,'J not: hospi.,;c ulili Lillg a pmlll'~k cJJllai.ler b~ 

th: r.pp:-('pliaIG PCilci",.(;)f(lCfCdlln:s 

25,05.1--1 i'l.!!.'!iliJ!l.!!.g,l.!.dJQ.JJlLll <:a.l til 

(l) iUl'kme.n: :lIlC uni:ltJ.lH jl"JiG!c,q [ud uckh ~SS:'lL!; II::: el'.:dICP!S C';- (j~G sUII1lj"rli. 

procui\lres Ii);: 
2. Vn!J\-' lhat (Il' P!;> an' In';ev,,~d:li 

(}\) [h;: S1l1IHlo',t:. IcmpGJa:'.IIT siabi!:ly i,nd !caE I fU'-lJ<llly fill(; ,-;:" ist'd ;;" nppi vI)! ::Hc 
Ir~J):;;;vI lal illl! ;If (.w pnrbbk GnLt!1Jw:r; by tile appruyiu:", im;i;:lrll:il.l". 
(11) Ihe ftllJ.W-;:liJl;J. !..!r'::ltlSt~gl\:,{ drugs In,m 

[;le pO;'lJhlt~ <;olluincr UPV(l Ih: wrj'lt.'I' 0':


~;J;jl t]:lI!u..!! i,;!lli'.'jl 0:' n )1' ;'.\<:1 :her, [L(1: 


:.Cj;~ ~p('eifi(; !,c,lhlIUll pl',)if/i.'O( JOt lIw 

;t(h'L!1i~'1 al i.on of (;~iGII ,nu:.icaliCl' ;c;lhldle..J 


ill 1118 p;)lla>lt~ lTUAil,er. 


:?iL':~ -4 N/\ 
Fu;l (;ollll'iLm<:c 

'-I Nq;\-;:oll'pli:nu.' 
Nfl I, \)l)lp:,!mdq; 
C'JI P':OlfZY'l:cd;l! I!le 

\?CiJiIY· 
N!I :-Jcdl:Y dn;:., 

I\~)I PIU'''UC 

C'JllJpq~lIj,:::d hicrilt'; 

prep"'l:'PIlS V'r 
1,!..lI)1c H~( by HIH 

p.liicn! 

http:uni:ltJ.lH


1'1IAlti\'JACY SfRVleVSJMEl)JCA nON CSF: COMI)OlJNHlN(; t-. rERILE I'I(F,J' ARATIOl"\S 
(~\Jl'plelllcul /"1)f CaUhH ala H(I\ltitais)

L. SL\NUARPI LII';1IN1··~~:~==~:,~x~r~L~'\~N~'/1.~.'~I(J~ 
16CCH liS) 11{dli)(A C,\ 

(2) have :;IV p;'{ICL's, 111('c".,Jwc;; [1:1(1 

Plol;,c<,I;, rCVJcVvz;t! lIllJ I'('''',w\l (3.~ r~tiJed) 


ilHlHI:,lI:y by H ~'J oup ,;/' n. OltSSb!l1I: 

pcrs,;rm,[ jc]C,w:.JiI'S:1 pby$JC:lHlllnri 


f.llq~~O!l, ,"\ pLa'Jli~l(,ist am: n n:gisiefcd 

ImISC. 

16 eel{ I':,~ L II{c):2) 

/\ COpy (Jr!l.1?i'~' !)U,kif\\, pr{lc::dtn\:'~ [Eld 

pr;lj;)<>Jt~ "hill! be lointdm·J hy ,:w 

rnpl~sllillg l'i:Jl n;;\cy i)'um G1ti\ hOll1C ""''':.l1I 

i1g0Ht':.' ( r !i'.:ensd h0Spi;T !i'!" "II;,';:!! (he 

P:l:l.CIl!'CY rllnji~!1f's purUbk ::<:Jl11.1:!lCL'. 

1vC~R 175',:1(::) 


(AUlk'nly ..::1('11. Scllirll', ·iDGS ill;,) 4\157, 
BtI<;im~;;;; :1110 !lmf"'SS;'JlW C:n!;) Rtdcl'Llwe: 
Sediol1 d l)4:t 'lti57" 40R r .)tId 9-]J:L 
:JUSlnf'$:: ,ud 1'\"k~S:Oih \..'o~:~ ) 

J)O('I!.:'i'1J~~n's ! "3' 4 NA;t5.1J5.24 fllrni.slul!lL!.2JJqHlt' lkHlth 
Ag;tll.r:i('£ and .1J.it'em{~d IlJj~j~i~l'~ INTI<HVIFWS j '" V'lll ('uwp:nncu 

[>o.li:des all~ll'l'ot:qJllres that HHA II!: OnSEUVATJONS 4 N"lh:',jll'pli:LH;,;, 

NA ; ,UJll~':)UI'~ info.HmiviU..IUlfSUh1Vt in I'la~tlqll\f.dl 
Iv (',\~ef wLWlic A drug h:l~ httn [. Vel ily L:m! oral ,mb,'l 101' ll'Scl:caill;'1 Il(ll pel ;cmlcd it: Ih: 

<1(Lllill;~[e,,~0 :,: n j'd'kJJl pLCI!;'Hnr! III lie ar\~ i;wt<;,,\i,llcly wrill,,"l dOWIl by:J HllLS;; t:ldily, 

(11111 onJc'r or f' !i,'t'n~b:~ 1-11;;'):1l'·) '.be!. ll~e 0;" pLun;\cil>t elm: <;U'll,'mm~"-lle,: by :-1'-\' i"flc:iily :'~Ul> 


pbllilCY o:hal! U1H.!H'; 11Ini the ()fa! Old",)" h (:()pv 01' fax \'<ililin iii he'.ln 1<'1 lh~ nUl ;'HlVidc 


imp'cJlclldy wnlLcll dewli by (I fc~'.is\ei<:d rill lisJHllg p!mfnu:y, ""iIL" cupy of (jle CC-11IWmKk:tl sic il~ 

nurse or Vhw na(';t.l ,.,I,j G"UI1lLII:V,JWU :1y F::~(fi')01-{'i~iJet! dCClUlKllt iCfW:;t'c:;a p:q)aralicns fur 

enpy U! fl1\ \",ilbn 2'-' hoars !O II'c !e [be chS]1f'I1;;'llg I'h?rn:acy \";uli:1 2() hu:IIC ",>z.oy lilt' 

fillt1;shil1~ plliHIlIa~y, will' " <:01': (ir ~~If) d:ty,: patienL 


'11 f'},q ;her~(\i,2:n;d dl)qm\f:(j~ I(lrwu\J,d i0 


[he di~y"Lsiq!; I'lm11l;acy will'in 2\:: d"y.". 2. V'~I ~ry [hal willii!", $CH:1l lla'y~ II 63 


IvCeR ;75J 11(';) 110\.1'1') ancr (:lC sMi JHS be.:n bro,:"'l: Cll 


~-.~-..-~.~~~-~~.~. - ..~..
)>J~)!,l 

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

U::dlb,:!ue 1'1Icilili.:" A;:l'H'd'lni!;.n P,-:'},P!Ll (tWAl'; 
Acu.:Ji:"'lioL Rf'qo:rcHlcn:;; ~(.JI IIhthll<;nn; {'acilill0' 

http:I'la~tlqll\f.dl
http:t5.1J5.24


'rlJ(" 1'1;;)' ,ll!<1Cy :hilll C-il'lUH.t !hilt witbH 

$C'.'';Jl d;<yl'> \ 1Gk hU\l~I\) ('[tkr th" SeT.! l;,;.~ 

:;;:l~!l brok:d 01. ~h.c :)ooa!, Ie (;(lil id:nf'l, : JiC 

ho,m~ heAlth ~Y;'.A,:'y"; (;il\:d;)!' (0;' Hln:,!))!: 

;;uyice f}f ,; >:::)'.i;;:em;1 ,llil tiC employed by 
the hOlCC 11,' 11th ':gCII;;;Y or :iC<:lltw:: Lo~pI;-t\ 
rdurds the COli:; iller to {be fllflllSlli.lg 
jJ:mrnlncy TJ.: rIHIl:shilll[ pbmm;,;y simi: 
the;! I !I:r limn Pi :11 venr UP{ () r II IC- d: liE}; ll$eJ 

ftuulhe «,!"laiIlDr, a~(~ If ::IC uwl;ll!l{",J will 
be lu;s;;d, 1:1(:,< rc~ll,;;t 1md rete.d lile 

l'u!1tniL.'l b(:f()r~ it i.- :lgdlll fUdlbi1>:d Ie ille 
hm:w 11ca:l!\ "g,(~JlSy elf Iice!l.~.:d IW,-.;pi:c, 
l(j l'U( ~751.! I(i": 

(A.1111p[l[y "ilsc: SeellCH 4005 AEC ·~O:5f, 
B~WJ;!e'A :lEd P:nh\-,~jOl;$ Code. TIe:eIC!!\:e: 

Sccti;)i) 404i), 4057, 4US! ll!ll113:2, 
BlIsuw;& "lid I'mti..');s;ol\S (':-,de.; 

25.{)S.25 h~!Jli'hillg 10 llUl\lC H'i.!!ltb 
~1,';('lltit's mId Utt:u.,cd I~07Pic~---=
J'l'licic~ amll'[yc('durcs thai j'uJ'!lisl.ili!g 

Phllr.maIT.!!!J!st HlL~<! 111 l?l;ltc (COllt \1) 
1"1:2 ~i.l:T,i.;hi:tg pl"cnJr:cy ;;i!i1l1 h'lVf.' Wi 1(1','1\ 

PO:kit'S Mlu p:e::cdlllC:<; ]:Jr Ihe '>J,l~nll-~. 
""duitng. il1 l,{'.!!OIY il101i(1(J)'illg, ifb0!:llg 
(lnJ d!)l<lg\~ L\.Sll \ldl<v'p~ ur lI)e pUftnb :\; 

,,\),U:iller I(,CClt liji ; (e~) 

(,-'\:Iil\<)ri!y dto:;: Sl.'t:';t'H 41j()') 31K! 4il57, 
BnSldc,;:; al~(l f'f(){~\-""i(;l1~ ('o,Jc;, ;{:;li;rcJ:l'e: 
Scction ,I :)40. 110.'17, 'lOR I a~\ci 4 }}2, 
n\~~h(.ss lind I'Jl)le,~i,)lh Code.) 

the p(1rklbk (;\)\I;,)lnef, iiw n('JlK' iw:d!ll 
ascII":Y'S tii:'e\;!OI or 'Hij"~~jjg. \'\)! vice Uf 

) JgJHI0led r;u:s:.: clH,JJoyCil b) ~hc home 
hC~l;th age:!,:y 'J, Ef-t:lli\cl Lospi[nl 

:d;;rns 11::' eot)llllne! I': tbf' tnl!i."hlJlg 
phrrJr,flcy. 

:t Vcril~y lim (\" filfl'(sli:llg pl'flrlrncy 
Ih:u perfurm:; illi iL'..'ellh:ry '~f lilt~ d: lip 
IhCd Lion: tie l:OI;Lnwr. i\I1(1 il tl:c 
(;,wl;JJflCr l-~iL he ;'(;l1~ct rc,1[(lC,{S WJd 

Jt".,so"II!t the Gon[;,tU0r hel~lf0 il is ag,lu 
;t!HUh;K;d k, H;e lwl!1c jY":.ilh Hj!/"m~y [-,I 

hce:b\x,: iO~1)!<.:C, 

DOCio!\-lIt,:'( I'.s 
INTERViEWS 

OBSEHY;\ 1'10'11'; 

Vn:lj l!tat [lIe f,)'ltIrnmsy h:t~ Wtjq,";l' 

1,('Ii['i(-~~ ,ud p1\~:cd:IJI'~' k·( (he ..:on\',,,~, 
paduEing, (1'>'cl1l(>1"y l'l"lIik,1 
lnheiil1g und sjOrl\~!}'~ iLqnl('~ion.s D[U;C 
IXll ~('b,t 00\1,,1111('.1>, 

UOCCI"ll~N'IS 

1IeaHl::~lI e Pl!{'di_:e~ An:n.,di(f\::m, P,'ngr;,liH (i,ll '/\Pj 

:\:.:u nHliI i(": Re:;pirt'lIleCI2 k~' H(,Jltlll:mv 1- w;iLli\:s 

l"'~'~'

J~~,mH",j 


12·-')' 'I NA 
I ~ Fe!ll cUlIlp'iiU1U; 


,I' No,! (;on:plhl;!Cf' 


N,\ (\--n:p()\'m:il'g 

U,I pel (\!filled ;;t tLc 


:Itcilhy, 

NJ\ F;)cij,ty d;jt;-;
nol ;)I!!v:df' 


t('mp":I!I(wd hicrile 

prCpillt\tVllS fo,

h"l),e Il~C!lY I!w 

p:'t\icn! 
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SCfJIU?'l(i PROC[])URF 

Agt'llde~ fllUl Lic~un'ti Jlvsrite:.: ~ ItelUnl 
of Pm tallle ContaiUe!:!1 (.:nnt\ll 
The (1.lrn:shipg pLJ:nmcy ~h,!lj Cll$tV:; lllll~ 

Ill" ~JUJ:K' h\"~,a:H! ugcprj' (If licc]IS\"~ !luC'ric\,' 

!('Il"q.. Ihe ;)'.I] i:\b~.; C;)I\>;)L;; 'S (0 the 
n'f'li1hing l'JI"p'mnc'f ;:( k:lst CWlj bU l:ay;; 
liJr Vl;1 1:0); inll ;)f jH'(XII; l' I ljlliili j j, ']Uhl1 (if y, 
:ulC.'grilY:j 'ld GXpirdliu:l dille", ":::1' wiri1u 
seven d;'iy~ ((uti ;!';;!L~) 'Iller the ';c:1 1 has 
u<':~"1: broke:t. 1c' (\.':t ;15 1.1 J:h) 

I AtTlIlnri:y citnl. ;:e<:'tiClJ] 4(H15 'lm14057, 
nL-;inc8~ und PlOfcs;,;i';n Code. Rer:'ff'JC{': 
S;:cliln"'(;·HJ, ri'J5;, 40i{; inJ 4332, 
Pl'SHL':,S iHt' 1'~(liC~RhllJ\ Code.,: 

lS.il5.27 !<'III"n!.shhtfi.J.:! l'lollle HClIlth 
AgcQcie,s and Lil;~~5.ctlllll!:visel> -
luyclI(oI'V awl p,cI:urds till' J1!raisiting 

f!!;~_! lIIilt''' mu"JJlavdl1 Ph!!:'c. jt'ont\l) 
nit furniS:uag plmLn~cy Sil?.I11m1in:ll(1. <I 

,'wr;;nlt!1h'H:n y (Inti Ic~c:'d of A~: i;f'Jj> 

pliKtd 1'lto \Inti r\lS;ti~Lcd frQ:l\ till: po:1~>le 
(:Jjt\l::\nCf I> CC){ !7:' ~ II\1) 

VU[~j(JrilY ci'ICG: SecUCn 40U5 ,mil 4057, 
Bm;bes~ ,,!Ill l'u:~e"S!\j,\" Co\lc, Rett':i:'Ht;:; 

Sr;dio\1 ,IOLU, 'IU57. 4{Jf\ I and 433-2, 
13Ll,~ir;;~;; :atd i'r;-::i.<:Os"ju;1s t:nde,) 

25.05,28 Obligfttinu~_of 11 l)llltl"ll,-~o:y 

Funt~_hjllg rud:!!!.!.. Cugtai!lIO!3i. 
(:1) /\ 1iCt',il~,:d phanlli:::Y :;!nli.MH issue 
p:lllnb:e (.\Jhlt\:n;:l.~ ill nuy 110lEe h.:ullL 
,'lj;cc-y UL' lkcl>cd luSP"'!.l lTilk"" !he bl.ne 
J\';!;1J;,} ag:llcy <),' En:w-lcd :l<':':j.l h:- C('ILjih.'! 

'V,lll the p\lvi~iun$ nI ~~'clidl 

S<"ll~tX;1!aI1;H\JI'~_ 

INTHtVIEWS 
OHSEUVATIONH 

Ve:-i!y Hd~ tbr pllmiw::'y emmcs (l1<llll1e 
11<)1:\0 /:::aLtl Ug,0'lC), i)r Ikcl1"wd IhlSpi<'T 
retlnllt; the ;wnJulc c<Jl1laIiH:ril 1\1 lil<': 

fll:m<:!t:ng pk.r·llflc.Y :{\ ka.1t ever:,' DO 
ruys E'r v:.:!: firm: ;'-(1 ,,1' produ,'1 qlia1j,y, 
q~!':HiHy, illtegflty und c~<.j::ililli;.'I: dd!<:S. 

0; \vi~!\b ~C'iCn ;:tJ.}A (J 6:\ bl'!") af'te' 
lb:: <;0al has bee;l (ljt)'-(("ll, 

DOCllVJENTS 
INTEI~VmWt:' 

onSKRVATIONS 

Veriry lha! lhe fl:J 'li:;iliJlg f'harll1~]cj 
IJ'fliu!nitH t,T'elll inn:t:!\)fy ::nd l'e~';OIt1 

iJr all Itel1:> r1,,;::ed inlll anu fum.t$'K'tl 
rrom rhe ;):)r(;:hk ~'n~lbllel', 

J)OClJ~1!':NTS 

iN'j EH V 11<: WS 
OHSI::HVATIONS 

Vc;ify\fml th,e IicCL$t',j pilallna(;y due': 
ll()~ 1c."I'C pmlr~b'e cufllaiwJ\'S ii' m:y 

hurtl(: L.:dil: iI.¥-,C"'l,:y ()I'li,;e:IS;.J L,l~ric" 

,Fl\~j (, "Iltllp:ialllCc 

4 NAI ',;omplial1: 
NA '" F;.wili:y do('s 
H;l! i'r'~vidc 

G"n;P()I<l!t!~;r ,l(;ri,'e 
pH~pma':n;t; E,r 
hO!lle' lL,e by ILl' 
palient 

1 m~:itl' " Ni\ 
'- -ruE C.~mpli'c\<:~' 
4 ::.I'-'j\<oIJ:~li'.!l1t 
NAo- l'L;i!;l.ydoeq 
!lO! [lHlviil.: 
comp":J!:~lcd s:cl:le 
prvpmati'-:1s ~'ur 

(!Ome lJ"e by Ihe 

pil~il:llt 

! ;,~;,~'J: '1 NA 
Full cOll,pli:mGt' 

-1 =, "...j:!h~'>lmplja1l\:t:, 

>I!\ Cl)Jil::"!'!ltliEt~ 
nul, ';:"iiJl'lRd ;:\ lh,: 
L.letlity, 

--...~---...--...~-.. --=C- --:-C~-. -~-;;;--~~~..--..- 
2(}(1i; l-\0ailh:.:arc l:t\ciii:iu; ;\1.%fedil ;JI iell :'J '}l;JHln :; i r A11) 

Aenc;dlLl:~O'l RequIJement,: b, H(>lhhclll"'; F;1(;Llic;; 

UD 
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eHAH;\'lACY Sl\RVKE~!MI',HlCATION H;-;k" COMI'OliNUING STlmJI,fl; pm.:l'ARATlONS 

[ 

(Surpl>:llI>:ll( .~m Clll~!~:.::lIi:1 lIu,"pilnls)

I[..·.................~,I ,~~~~}AIZ:~.~..:.~:_ ,I ~fl'll-:N I", 
 -

Agendes and Lh:t,II~.~~L!J.(lslljecs H;;~\i.J11 

of t'ofla.ble Cl1p(ailH~I~~.J!-:{!!l Cd I 
"1 he fU(l1ish:!1g ph,.rau,,'y ,,;mll emur" tlHl\ 
dte hOCle i1C.'lilil IlgU'e), ill lit:ellsccl h'lspicr 
1t'1un;:,l!te pOrl:JLh: c('l1ll1i,l)cl-~ tu Ihe 
iimlj~hJJ1g pl1<1n\ld\.)-' ill lea,,1 every 60 days 
I('J)' vel; ficnJ/Ot\ "r pmduct qUe,; I ty, i.liJillility, 
infcgrlty ~lld l'1pin;[loll (:'h('.", or Ni~h!11 
seven ,;lly,' (1 (iK hour.,) all:':_ 'ole .,eal he;:: 
b.;.:n bn:ke.L 1(; CC,( 17511 !(h! 

(A\1!~I(\I,IY ellt,,; S,~n:ml 4()()S and 4057, 
BU<;I'i('sS and Prn!cssiO,l)f Code, Rdc;;;m;c 
SFcllor 41)40, ,10S 7_ -"IOj{ 1 'Ltn 4') i2, 
Ib.,illZ';-'" iln; P;"0k:.",pH:. Code,; 

25.0:-.27 £:.!.ill-,J~.I}iJlg tiJ I-Imu(' Health 

M~f.l.t!~IU!tlJjCCll~cd JJ.:)SPH.'t's 
I11':.m]J.QITJto!J.J.~t'cortls Hte iiul"Ilisilill.g 
Phnnuavy mU§.lllay~;j!)mEJ:tce. (cullfd) 
cll w iilnl18hing ph;lWhll:Y ,~kdlliIUlHIHi;lll 
(.UH?nt JIlVenlNy allli I ceO)1 d Il!' all ite!1l~ 

111",:e<1 11\10 (imi ;'ur.lis:1<;:d 1101:1 ~he >,('i1blf' 
c'Bluim:r j 6 eel{ J75!.! l(ii 

tAt:tlJoilty Gil\"d Sn;lh'll 4(lD5 ,uJ 4(;57, 
~1t1S,lles" ilud ./lvl~\\SjCL'; Cede Rdc!l'w~c 
Se,cllwl '~l!4(), 40,);. 40):: I and 4 'lJ2, 
B\IS1He<;\, :md l'lDf,\\y:mN { ,,;Je_) 

ISJI5,IS QJ?Hl-mlIOUS of;l Plumn:l{'Y 
fllrnl~htllg l','dahle CtlutaiHl'rS 
(1) A lice~I$f(1 V:t"W,'ilC> 0h;, I~O! iSSH<'~ 
l_j(;Hable (,(llllou!IBr:, t<> day l10J\l(: J1C\111l1 
"r~f;Wy (.It licC!\~\td hU~j1in: \1!\JcSS lilc illioW 
lwallh agUlty or Iwcnsed IlUsP:c~ cmnpii(,8 
with (h" lJr()vi~ll)jl:' (',r seclion 

!s::If~'-'xJ1b,1i1LI!Y, 

IN'rFHVIEWS 
()BSERVA'l"lONS 

Vuily :hrl :hc pb:WilCY ell~~lh~,,, thai the 
:IC!,W Iw,,:lh dgW1Ct or L'-t~;!"cd lwspicz 
i,;:"ums :;w pPI'!r,bk H!titainno; [0 the 
[;ullisilillD pi\tJmhty J! lea:.:! every (iil 
\ldY1l1'->r vvrifklliioll ,;i'PIOdud qUHlIly, 
ljlU!!1!ily, lok,grit)' llIh i expin!iull ;\aI6S. 
QJ w!!ij:n h;V(:!I ,hjs (!:cS L)('!';-,) Unl'l 

Ii!,:: ",-:/1 :!i;S ;'T!\ :,ro:,<:[', 

nu('{ iJ\tEI\iTS 
INTlmVlFWS 

onsn{VA"J IOi'lS 

Verily ,Jal \:1(' fun,ishing rlm: 1m-iCy 

nmiHhHlH tu:n.'Ef iuventory am] rcu'nl 
of all Items plJt"ulwlP ml(! fumi'lilu! 

from (he POflilbk '';{jn:,Ul1e:' 

OOClJIVIKNTS 
INTERVlnVS 


OBSERVATlONS 


V:::'lf:"'IJVllil1(\ I::::'OIISC;'; !~hiJ;l1lacy Jue" 
,ld :';SUl' pwtu:)k COU:;-lUlc;S :C <lfty 

:uu;; L::::nI1L dfCC::Y ur lifCHSf'{j hrw])icc 

j 1 u~1 CfJllnJj,lI1r,;". 

L l',mHxHnpJi?lll 
?;t\ ('uGility does 
11U: pf\>vide 
l;")VpJ'lUde<:J Clkrite 
pn'pufrtth'il5 f<:w 
11(q;\: mT by the 
;Hl:;:;11 

:<!n~ ,I :V, 
:=;;dl COl.1!plilllk"\: 

4 NU>COfHl'i!1l11t 
NA ... J"lcililj does 
nOI pt<)ltidt' 
ccmpcwHled stetile 
pr"'FJ\'ut('Hf ii.:: 
ItcHW liS:' by the 
pdi::I,. 

4 N;\ 
hl~1 C1l~l1J1Ii,'nc(' 

/, "" l'-i:m·(;n;pplianct' 
NA {'t'lItpmr:hlin;; 
mA po [\11 mei nt Ihe 
fuulit)', 

llnllLruft' fdnU;ic;; t\ccredi[a[iotl 1'; og:am 01 FAt!; 
1,,:;':r0i;a\JOL lh'tjuitemen!s rOl IkJllhcl!re hw:lrtks 

LID 
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l'lI;\lVVl;\('Y SUI'VlCES/t\U,I)J(:A [ION! lSI': - COl'/! !~Ot:NIHNt,' S naHU::: I'HEI);\!tATIONS 
(Supph-IIlI..'I.~t for California Hospilllls) 

i ST,\Nlh\RU! ELEMriN r I :XPI J\j\, AT!( IN ~~~~S~.·C~·U~!~'~lN.U /'ROC!:UUR!; -....:. ,1,L ... I ........ , . 


16 Cl'H :75L12(nj IUit;<;-, :!w Iwn:e Iw.nIUtagcllcy ()) 
!i(,.(;n~tJ :ln~llkt" c~1wplil''; ,,\.jlll til(' 

C:! A li""llM:t! pl1:F;l;iWY ~h\1J1 C011'.(: i(J ;)(l:)y,,,in;.<. 011': 
likE!s;I) ;J()rl;1!l,e tUllun:;:;" (0 il :1(;l:Ie hf",!!HI 
:gclJt'y G' Jkel1~f'd ;'u,-.;plrC il ~hc bOll'tJ 
h;:;JhL Fg;::j;~'y (li' 1iI;:::!Stli :)L':'ice (kit''; nll 

cVLn!y v,<lh pLI),i~i~)!h or "C... ~:O;l j(,CCR:7S1 Il(» 

1(,CCRI75:.:7(Jl) 


(/\ulil('1 ;!:;' eilcJ; SCttiOJl 1 (lOS Wllt .:C57, 
D,lfine,~,~ ,n,; Pwf;~t>t>il!;IS C,)i!fL ~{(,fn\'!;:>:: 
Sec .:!)w; 4U4{\ 40'17, 4t.:P ~ illld -4,\32, 
HINi('v% ,l]ld I'rdt-.s:iFl11' C' ,;}(;,) 

'.~~=----"""-~' 
J ["j;(lK,c'e !'[,.:ili()(> t\ccrctl;laJiOll I'rog;~LI1 (111'AI') 
l\t;crcdi(MltU l!.:cqllirCJHt'Hh f;,,-- , kdWK<II1: I (t·iWh::,') 





I'HAnMACY SERVICt,$/MEDICATION LISE 

STAND,\RU! ELEM n"T 	 EX!'l ,ANATHIN SCOt(ING PIH)GEDtJRE SC(JI{£ 

l~.OfJ.U (} p.lumnaccntie-nJ Servjees. 
IIIi' hU\{i'ff1! rUI,d have pi::;;,1I!ar;cIl/icllf 

s!;rri,~vs l11ii! 'I"Y' the IId'dv oj ilu' patients. 
11;" flh'fillf!ioli ;111<.'! haH' J pi,,,r!i10CY 
di; <!Uvr/ by a r,'g,i.'ifered jlhamlilnM vI" il 
Iii IIg slor(;g':: (Ire,; m,der ,-'olllf1(1ient 

Sape! r;.)4),). '/ h<, li/cdi,:a! slufTi, l'e,lpoNsiNe 
lor (/ck'h'pmg pu/icie,I' (m.) procedure, rlhlt 
miJlililize (/J '4~ ('!! crs. 1'lli,\ fim"ifUfl mav bF 
defeguled to III(~ hU'lfilll! " orgofli:;;ni 
pliOm,;;l(Ctl1iclJi .)'erl'ic,!, 4R2.25 

Metlication nTm"S ure n <;ubstantial 
Mmret' of morbidity llnd murtality ill tile 
llUspitalitl'd spiting. Thercfore, ttw 
tlcvclopmcnt of poHei;:~' untllwOcf.'dures to 
minimi/,{-' llU'tiirll1i(JIl UfOrs mu~t 1)(' 
based UII lU.'('{-'Vtcd p-nlic!>rional principles; 
c:xtt'tllalllierb 2ud pnwctive reyi",w fif 
flldJH!" rcporkd nnd rpvie-w~'<lluJversc 
drug: "vent<;. It i'l important to flag lJew 
typt'S of militnkes <Iud t'ollthHllllly 
improve alld reDnc proct'~!>('S, hlls,~d {Ill 
til(' nlHtlp.is of wlont well t 'wrong 
1_ iligh-1I1erl mcdie::lii;1Il~----d0~ing lil1uL,;" 

m!'11ini8~rullon gllldeLflc,>, pa.:bgmg, 
:li')e:mg: Lnd gtorage 
; .lllnli!'!; the variely of l11edlGi(tion· 
reJ.,l!t'Q devie;:$ and cq~i2melll 

3. 	 AVUlJlIoiilly of clim:nf :mxlin'.li('ll 
Ulj(mH(llion 

4. 	 :\ ~£i lability ,-.;' phanlldcy expertise_ 
:3hannw:i~~ aV:l1ia0ilJl.Y (jjH~aE wh":l1 
JlIHlmuh~Y doer Iln~ op..:mt0 24/7. 
S!,-_miardi7ahull of presciblllg (lW.l 

1'Io"ic;i\l11 ('CphtnnaCf'llfle,ti ~eryic0:> 
must mcel the I1ll<)(iS or!lh~ r"tiell(s' 
ther(lp0otic gOlll toy prmno(og a ~tlfc 
mD.1k~ltiotl U~;" proce~w llmt ea~T'(,5 
op;]mu seL;rtion cf m..xijcaljlll1~, ooses, 
dosagll fimll, lrec.!1l01lCY, fOllk, ::lJmtiOll 
of therapy arE Ilia: ·mbs!ilntial1j rduces 
nreLmimues aCverse em:: evenls :tild 
dup:i:;ation vI' tre(ltmenj, 

'111$ hospitnl's r~l;Jrnacy Il1I:S[ be: 
tliroc;vc by il n:gistefod rharm;;(;h~. 
PlwrmflreuticaI serviccs woultl 
!lIdlld<:: 
• Tilt' prOCtll"hlg. malluflletUl"iuf,!, 

eompiiuudiog. ptlCkllglllg, 
t!lsllCllsitllt, ordt·'I".ltII!, distributing, 
dilll:1OSiliou, use, and 
atlmiuildnltioll or ~dl mNii.eatioJls, 
biologkab, dlemic:l!s aut! tIlC lise 
of tllctli(:nlioll r0!ated dcyiccs. 

• PnlVlsiun of medication-related 
information 10 hONpital health 
clIre pr!Jfessiomdll- lmo p:tticnts 
necessary to Ilptimlze theulpctluC 
outcoUle~. 

• I'l'(tViI"Oll of plulrmaeeuticai cllre. 
Pl!UXlll.llCCUtlClll eare is dd1ned as 
[hc dirert, resJJollsibk proY!shm 
uf mediclltiun-rclatcd care for the 
purpose Ilf Ilchie~ lug defiultc 
uurcomc" that impruve;) p:tlicnr)s 
quality of life y.-bik minimizing 
pane1lf risk. 

lNTERYIEW j OnSERVATION. 

nOCUMt<:NT REVIEW, 


FILE REVIEW 

& 

CHART REVlE\V 
h'crvie\l. the ChicCphmna,;:;;t or the
iJ1dividl'al deieg<ltcd to [HUiIIlne 
function;,. 
Rcv!e\l. policies ililJ proc0dHe.'l, 1110 
J'll Eml!!I)" mi;Ju:es of th" lU(..'{Otlllg w;wre 
;J:ai'milc)' j,o:i'.1eS atc di~cll)1f1nI and tho 
p!mrm<1cj QAPl p~,ill. 

Ob~erve lbr ,:ompii;mcc '~liGI rIUlraL1-rY~ 
rdaw<l. pulicies ;Ind rroce"lu~e~. 
Interview ;.;taf~ lJ determine !heir 
fJllliliarit} will; plml'nn.c::Hclnw 
poljcie~ dnd proceJ:Jres 

Venfy: 
I. 	 Llher Itle M0ci!Cul Staff 0[' 

phmtn(lcy lms tl("".:::Iopert Folicies 
af![~ ;:noeedures. 

2. 	 T~le purpo.~G of pltar:11i!Cellli(J;~~ 
po;idlO~ r.nd pw..;cdllles i." to 
m:nimi7c tim,;; en ors. 

3_ 	 Policies a:':dlc% all 13 i~slte~ 
cefil:ed in tne s!anJaal 

4. 	 Phall11tlcy is re.5pon~ible for 
lnt'dica!ioJ1 admbislrtltlon 
tb.l'C~lsh()l!u:)e mg:mb:a::oL1. ill 
;up:1licllt and Ulltpfl.~ ~el:! care. 

5_ 	 TllC nDs!>;ia!';; ;>ht;1nflCY >;171 Vl;:('., 
;1:"':- :ntegraLcd i:llo iL~ hnsp:lnl-\vide 
QAPl program. 

1234i{A 
I '"' hIll cClwl'FJl1x 

:1 A0<.:ept!blo 
(:)I!)ph"n.;c 
1 .- M'l!,:mi (\n>pIAl1Cc. 
4 = Non C'l'l!1pliilMt 

2001) He1lthCllre Fadifw:: t\()(;rcditt: :OU PJOgHUTl (IT;;'AP) 

Accle-:~ itatiOJl RcqtllfemelHc; Jill' Hea!{:;t'llre F adli(lcs 2')-1 
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PHARMACY SERVlCES!Ml.{JJlCATlON IlSE 

STAN;)ActD f i"j,Et.1.IJNr 

COlllGHtI1:catlt),\ r'Tlelice~ fO ;nduclc 
• 	 Avol,i:t:l0C ;)rd;:q;erol1~ 

(j "ore-vitti i(ld:' 

• 	 <l con:pl:;'le orue;'· 
do!'e, slrcngth, n:lils, ~i)ule, 
rr<.'quoncy, unO. ;\1:C. 

Elcnwnrs or 

• 	 Ale:l ~ysteUl;' .-w ICOK·fI::ke ~nc1 
sOtmu-,vikc dmg mUtlei 

• 	 Usc o/" rltCitily aprroved p;-~
prill~cd order sheeL>., ·",-:t-~ncver 
possihle 

6. 	 01"(.\('1'510 "rn;llme trcviOld on:lGr;," n:e 
prn:libilcc: 

7. 	 p, VOhtLlury, Iloll-punitive n:pn!-ting 
~ysteU! to neon;(;)!" and fepml ndveI~e 
d\'Hg n''-'Il;& ZiLCbdil'_g 111cukaliUIi 
on'or~ ill1(t "d\,cr,;e dru;; t<:adiol~~) 

R. 	 "'he p!cp~r;;.lion, dhnfGulnn, 
adltJ;lii~tm:i\)1I and pr<)p::~ dispos,\l or 
h,!~mrd(ln~ mcdj(;"t~olls 

() 	 Dm;; re~'all~ il!1d cxk:ua: n:et'l~ 
i O. Tha! p,,;ita:Hpeciric: l!ll<lfltmlnl! is 

r¢ud:ly Li.Tvmible to ~1l! :ndiviciuaJr 
involved ir: p~ovi:>i()ll ;,fphat,na;;ctllicru 
care. 

11. 	 !denlifj,:g:i,u of w!1f'tl "'i1,;lghl-:~<lsed 
dosing r~)r pcddrk popu:il:iQrtS is 
!cqail'eu 

12. 	 ReqLi!('ll:Wl1lS ii~l review m:c :ev isi(J~1 
hnseC 01\ fgd:t1y"gl:ncf::lte<) repu;b of 
dvers..: Qcu@.ev..:ntsaudQAT'1 
ac(;\:ilios, 

13, 	 The hospital must havt' a I)l!armllds( 
leaJl'f HUll lias an artivc !"Ok on till' 

FUllCtitl!L~ ofPllllnnfl{'l;'utit'nl Care nrc 
tll(': 
\1. Collectioll and orglllliJ;fltioll of 

pnfien(~f;ipt;'dfic iufooanlinll 
b_ Dell'llltim,tion ~)f Hie lin'lit'llce or 

lIledk~Holl-tI1l'nlpy proh!t'ms 
LoUI jlofl;'ufiulll!ld metual 

c. Summary of the jl!tlit'tlt'~ 
m>:dieativll rdaled IH;jllrft t:"ftl'i.' 

lll'e{ls 
,J Idelllifinltiol! and specific-atiul! of 

pilannacothel'Ilpelltk gouts 
c. Iln-I;'ItlpIncut (tf a 

pltllrmllcotlli'rapcutic regimt'li 
f. Jmpkml'utJlIioll ui a monitoring 

plan ill eol]Ilh(JrutiOIl willI tht 
jllHiellf, II alJplicllbJe, and Mlwr 
heahh ('iU{- pmkssinnnis 

g. Monitoring (Itt' dfc('fs of the 
J)ilm lllilNttlwJ'ltprutk regimen 

11, 	 Rt'd,;signiIlg the rt'ginwII and 
!lUlU i torll1f( phm as btdkatcd. 

The hospilalllkY !~ti1izt a L:{li! dust 
:<ysle-m indiVFwGI pre5C!'!plion, :It,,;f 
stock NP:tem O~ a ('om!)ilL't:O!1 of the;;;e 
S'y~~un.;, propel]y stored. 

Pbrntacelltit:a! &ervices Illl!.\t he 
Hdmi!jis:ered ill (lCc:xdlln,;c with 
aecepleU professional principles. 
Accep~{;d ;'l'Ofco;.\imwl priucipb.; 
indud(l~ eOmi)!il!nCe WWI applk<lb!e 
F::dt'tal aud Stnle law", n:gidil1kms, and 
guide:iJws go;:e:lliug pha:'maeem:::<li 

6" 	 Dmf;s and blo:ogicahl RIC s~urnl id 
[.(:conh:.n;:e wilh rmmufae'un.:-:;; 
tiir"et!clJi'- FUlJ Sh.t(';. and fcdCiftl 
JUjuiremcl:t.<; 

7. 	 ReGord~ have su~fic;inl! delai1 ttl 
j(-,liow 11IL" fleW or l;(u~[()1 fWlII 
entry through (;rt.,);:'l~atkm 

l( 	 V~npl()ycc" pr0vidc ;'!:;ClllRI:Gl;!k:a! 
st'Jvic~" witilililheif Set'pc; cf ltce[j~e 
aEd "Jncntioc 

i). 	 ThG hospi!aI 1m.,> a lIlel1ll~ to 
inccrporllte e.-.;k'n:i;lltJerL~ anJ/\l; 
1\;commendlllwllCi fro;n lul\mml 
n~~(),,<ati(\ns and goVe1'lltK'nlal 
ilG~'lJcies ror rcvie;y ~n<l po:,!:): llud 
pmC0..1\;re rcvi:-;io;1. 

10. 	 :'nlici,,"i) itr;: wnsis!enl in appJic,lIiun 
Ihrc'JgL::m1 \h~ hl1spi[al. 

11. 	 The pharmw::y dirc;:,-Q" flCrl{)tl;c~ay 
monil(>J's illlplDmeLlil{ior, cf ?o-'-icics 
ar::i ?fOcctllln:s 

12. 	 P(,licie;;, am] Jlroce~hu'c~ .L'c clJJrcnl 
13. 	 T8C ;}111lI1wy:y is respelwible f<~r Ill": 

procurement, di,~t:ilH1licn and 
conllOl uf dJ ,nedkalicn ;)fodl!cl~ 
used ill tl-::· hn:,pih-l~ (induch:g 
nv:dicatioH-reliHcd ueyit:e~) lilT 
mpai:er,t 11l1d ulllj'fl::CJU C:'fC. This 
inc!uc:·s ALL ho;;pital deparlmeu(<; 
dad locatio:!? 

Upon {"C"iew of pfLtieui, ..:1;nical re(ord~, 
are iSSl!C:\ w:lh regard lD provision of 
pharmat:l:'lltica! bOn,i..:es i0ellliIled? 

• Islb:filCi:;lytlwmenflhc 

20C9 Hea!lbellf.., Fllc:iitieH !\:cr{'~-iimljcr. Progrcm (fIFAP) 
Accreditali:,tl Rex;dn:mcnts f;)! !lca:lh:::are Fl!I:i!i~;ri' 



I'IIARMACY Sl':ltVICES!MEDICATlOI'O {!$E 

IHlrninisil'lIti\)1\ leadership IcaUl, 

The plifU'llIU('Y ".'1lder should reJlort 10 

tIte CF:O ()r COO (eND if on tlte 
SlllU(' orgllni~ath)lltlJ kvell'l8 Illl;' 
CFOfCOOl, lIan: lllirlt' e')llsisfI;'Jli 
willi others n-p()rting to r'hat 
orgmdzll HOllld {e\,('I, 

[;Xt'l ANATION 

:;crVl<QS, II:> WiCJ; ns. sltmdard~ or 
n:c,)jJuncnd~;tions proml)l:d bJ 
nUliot.al1.'t mcogmzcd llJ"Ofes:;!!.nal 
01 ga))j';:iJ tioa". Agcne1es. nnd 
Qfgani7arlOl1:> c('!lid iucwJc lIJA, NIH, 
AU>:I (em !'k>eiety of Keftl:h·Sy:;ten\ 
PlKmmKisi.\, dt', 

The ;\o£?i!nl rl~JmlRcy 1<0;Y(Ce mll:-I he 
mlegnHcd into the hU~p:'t4k\vjdc QAPI 
j1l'ogrr,m 

The plumnncy lcilrler must he 
nppn;prin(ely plJsitl.med witbin (he 
OI'/.tilllj'lIdiou to ('nstll't~ ihe best 
IItilizllfiuJI or Ids (t( lwl' e:\pt;rlistl in all 
IkdsiollS regarding JIledl('nHoJl WIt', 

"'fum tli.. pfi.llrmilc), leader r1C/Jnf!s 
dirl:'dly (u tlie CEO Of COO nI.lhcl: 
than IUllltipl\; layer!> of mlllHlgcmenl, 
the ,tutdity am! timeliness Ill' 
illCormnriott exehange itupCOye 
slgnificanlly, )'hllnUao:y lendcrs \~all 
bt' more al,tivdy engagt>d in critieal 
decision lUaking and 1U00'C effeclJtl' in 
IIctpiug the orgallilJuiQIl nddr('s~ 
rapid eh.mge. 

Not",: Each ol'galliJ:a!iun may itl\VC a 
sJigltUy difi''''I'PIl! ieadCl ship s(ructurc. 
The intent of tlli.<; ~tan"anl is 10 
('liminatc reporting laYPfs hciwt:cn tile 
pharmacy dh'cctul' and tile CEO, 

&CORlNG ?HOCEDURE 

. .,
1~91)e:;,. 

.. Wa.".. there a ftt:lme to il:lpk.11enl 
;; po[cy ami ilrocedufe'l 

DOCliMENT Rl<VlEW 
L Review Ol'gauiT.alioHal Chart, 

2. 	 aerie,," pnJky ano pfnt:CitllJ'es 
til detl:,rmi!l(~ Ilhafmacist role 
and re~p.msibilHie!l, 

:t 	RH-tt'W ,Ioh DescripHon 

4. 	 MitUiles from LiNldN'ship 
m(~('tjllgs fur attmuiallct' lind 
di!'cussiou, 

[lcaitl'cafc r uci!:!ies ;\c.;nxlita(ion I'r:'slul:J (HeAI') 
AccrcJiU::.ltm: Rcqn:ren:enb 1\,1' HeulthcJ:-c bc!l:lies 

2009 



PHARMACY SI':U.VICIG.<.;i:\iEDICAHON VSE 

ST ANDARlJ! ELEMI~NT SCOIUNG PI<()C2DURE SCORE 

2S.!iO,Ul Vee-usufc, 
Each p!1ap,J.\cy kX;i1!ioll i~ licensed it'> 
fe-qtircd by S::::te 10w. 

If the pil,tHliiKY provides n%il (Julpi1ticnt 
dhin:n:-:iag j, i" ;:1"0 ;iccmc(; for :lli\ a;:ti
viiy, if :I",(:liired. 

2S.{J(),02 Pe-rm!!" & CcrtiHeatiUln. 
PCr.n;t~ dlld tutificLtion': rcqui1"e~; by lilW 
<Fe cut1l'Clll j(lf ill! P;I<.!11l111CY bcat)on;;. 
crhe'><O arc !pciJ~<id withinlhe plkf11i1cy arc.; 
and pO'<;~G(I, if required by 1:..-"" 

The Iwspih.1 sbouJtl Jum;! PQlit:i\\~ tutti 
pl'ocfdlll~'~ to IH"fl'ldy idflllifr 
poicnli:lllllJd nl'luill tu(wrsf dt'l1};: 
l',ents, t'1'#!\etivc id;;ntUleation eould 
include dll'eei obsel'vilrloo of 
mcdklllil)lI :ulmlntstratiuu. t'cyiew of 
patiNlf$ dinie)!! t"C~ol'\ls, 
idvllliHclItlotl of pa tit'ul si;';llaIs Ibni 
would \\"(lrnmt immNliaic r,}vlVw of 
patient's medicatl!}1\ lllt'l'apJ' lind 
implcmclI tlllion of lIwdieu(ion liSe
ev:tl1t;)tion !lhldie.~, 
Tht> iwspltl'll should Imve- a mc.tns to 
incorpnl"!lte- e"«,,ntl'lI alerts: '!lId/or 
reromme-.ndations from national 
aSl>m;il'lti<in, amI gvvCrnmi'lIial 
a~CltdfS for nwie-w lltld flH'llil,r pI)licy 
nud prl1ct'dul"e tevbinil 
('onsidt'rnlions. 

Mesl f;liltCS requm' hospital plJ<linncies 
to be lil:cn'Jed scp~rl~e!y from ,:le 
facitily. Sot))0 ;;tdlCi( l'eq"jre rda;1 
p:larmacy J:U'Jlseii fc:' oulpaliu:i 
di'>pcnsing even if:hb is li:nited 10 
cmp\oy:::; ;;re.5cripl.i\;,1>i, 

Pnmit., may incl\h'", bot life :lolliwikd 
l(l: 

.. Dn:g Enlbr::x-nellll\ge!K'),; 
• S!,;ti~ c01:lru:J~',J sabslflHcC; 
.. l"f1X- l"noe ,,!col to;: 
.. Plmrmilciht !,(e"epIOr ;(:1' Inlen! 

PI1lC ti l: 011(,) s. 

OIlSlWVATlQJ\ 
V0dry that tl,{, IiCUhW(t) is/a.flc 0unenl 
,ud pmminenlly postcd, (On;:'], ~tates 
t'eql,in: ;'C1S5\le ill !ho even! (i!' u chango 
1:1 phurmf1.cy dih;cio;,j l;:'ro.;qU'I'\!d by tho 
stak" r(el\~e(&:) ii posted. 

onSERVA nON 
Verify: 
1. 	 Permit" and cm'li11tdion~ ;1£l? 

(:\111\.% <Jnd pOSled J()r I1U pJHlImaoy 
\OfHlio!)s. 

2. 	 P,Tmi,s exiHt [(,; all lYI.jU;ld 
a~:l: ... ;:!es, 

123,4NA 
j f,,11 ';(]\l1;JIi(\l\cC 

2 li(:""J(,CI"l~'" IJllt 
\Ill' pt;;;ld ir Hil 

!()c~1 \'''''. 
" -- !.w~"o 'lill c",n",III: 
:lll (><::I!1'1II>:. 

:2~4NA 
I - FdJ ,XJl1:PU",,;::, 
1 ~ ;,,1u, h .. n"t all 
1""'~L'II'H'q\hXJ 
4 - ..\ p<.'r,ni< i~ U"I 
G:1!:nll: I\\·"'b~k 

lOC9 IIcalthc.1t'<:..' hci!i;:c,o, A;:t:rcdttm:otl Pmgrr..m (lIEAP) 
i\rnu;ilaliull Requiremrllls for ]-Tellltilcaf(l \-',,:;:ililks 25-.$ 

L\lo 

http:IIcalthc.1t
http:phurmf1.cy


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 service statement 
Verify: 
I. 	 The scope of service statelJIcul 

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 impiemenlrrlion oflhe chief 
plmrltltlcisl'S responsibilities through 
review ofmcding millllies, schedules 
and log~, [he job descriplion, alld [ite 
evaluation/compe[cncy vulid<lli()]1 
process. 

Verify: 
I. 	 Current ~late licensure for <Ill 

phannaeists, inclilliing the director, 
sel'ving the facili(y. 

2. 	 All pi1mll1acy staff function within 
<Ill appropriale, approved scope of 
pmctice. 

'(:OP(· 0 r ~~rv iCl' 
idenlilicd need~. 
4 - Ser"]c~s do nol ]"ni 
II]~ scope ur :;~rvir~ 
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 
Illllc(iolling o\l(,;id" Oral] 
appropl'ia(e approved 
scorc or practice, OR 
4 = CI,id' jJh,'nl",(:i~1 
ddined l'c,;pomibililic, 
do nolmce( ,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 Healthc<llT f<lcili(ies 25-5 

L.(\ 

http:25.UU.U4
http:25.UU.03


PIlAR:VIACY ,s1-:HVJ('E':';fMEDlCATlON l;St: 


I;' ,.. SCl),C'NG PROCCDJ;~F ]
STANDARDf::::LEM/::\T EXP.i.ANATION SCORE 
i~~~~_=____==*___~__~__=,,-_==_~__~_~=_==~~~~dJ 

25.(}O.US Shlffing. 
'i h,! piwnflflr:y Si!FVII,' ,IIIlSI ho'll! "11 

ad(:<jlwb' I1w!tber l~/JJt'r.\·owM{ fe el/sure 
'flNlfit)' plWtllltlcfWlicoi serl'ia.l, mdudiJlg 
r:f!I(:rge;1{'y sen,f,-;:·". 482-25(n)(2) 

TIlt: I;llamncy -Sircdor will be :It,tivdy 
i.lV01veJ ;n tllo.'il" commill-c:c., 

re~r,'r.,,:lb!<,: for cslablIsbr:g me,t;:;mi"!l
related p,,'~t:i~~ ,-"nd f'fO.xJU'<':s. 

Pi1fLrm[.;;jst~ <lEd pl.clrll1l1cy [f'ChlliLi:ms 

mus~ Pl'ril'L'n~ :':Ieir dLltie':( wi!hiE ,he 
$<;OPC of 'hei! liec.l>'e flnd cJucati,)tt 

Pn,fessiu'ai CI ;te;ja, fccic;a 1and Slak 
r.:gu!ali011" «ud 'ice'[bi'lg <lei;.;) g~rid.: the 
racili!y ftx;uil e1\l<,:;L" 1(1f "l,fT. 

TIl",re IEu~1 be :;lIHicieJ)t Pd,",CI'!le! ,0 

r,::"pe,ld lu tl;~' J1bamldc'C~t[icai Pfelh ,)f 
:j!C palit'Jll popu;a:uJlI heing <:en~~d. Th; 
p:mnn.RCct'ticlll servic.c~ s!affmlbl I)G 
sufficienl i,l types, elJ!llhlC,'a, :'Lld tlaiJLtg 
tn pfIlvi,-\e '1l alllY ~fv:ce~, inch.Jillg 2,.; 
~lOlIr, i-day emeq.;ency njv~'~'lge, or 
there is 111; ;!r~'l;lgCT\leli! For emergCtKY 

services, UN ddernj,led by ll-tc nced::. of 
the p~lklll~ ,-lI)d m; "p~:ciEcd by Ihe 
medical,.latT 

The meu~bt:r ,\1' p'Ure);lci~11' :md/rlf ;:1<: 
fllunbcr oj" !ltV I", of &;rviU),~ pJ'Dvkh.!ti by 
plJaHnllc:illi fit ~'le L;)spi::d, ;,r <It fnel: 
loeal:on l'j" 1le J,osp;ttt! rhrlt p;ov::de.~ 
rilaL"lIlF:clIlital s:::v:ce~, ,nus; lU,-/,', deld 

be ill atX~(lJd~.nt;G wiLl thenceJ;; of its 
;:mlh.~lll't ::'ollel acc'CpJec pr0f(\'>.,>innal 
r;'ir::iples (I', .. pr«y iOI '~!y tlcftn~l). ::!lid 
relkc: !l~e 'lCdpC artd cO!r':pkx ity of .~Il~ 

'j tie phnrllll1CY ~jiredor i~ IlGti vely 
illvf)lved illlltosc COH"!il!lb:.'i 
resp:jlsiblc ~{)r estl1iJlh.',i:12. 
Iredkn!i,)Il-re!aled pclicic,~ ilnd 
pr<,eedures. 

DQCeMENT I-H.(VIEW, 
INTERVmW, 

;!c 
UBSERV ;\TlO~ 

I)(':ennine: 

I, T~lC .~t<lffitlg mix anD wruhel" if 
dJe'1nak In pnw:ti:: Ihe kve! ;,f 
M:r,.·icc npprDpria!e ;0 the in~ti{llLiu[, 

mdHlJing 2.1 Iwtlr, 7 -J:1Y f'lncrgcn.:y 
nN::rJ~.':' or Ih(~n: i~ '.!l arrUllgc:nf;l;l 

fur '~IllC~get:'"y "cf'lice's, as 
vc:cEl)illCd ,he !leK..l~ ~,j'lhe 

pl'!icpt;, m:d as sp.:dEe,i by II-ec 

medic"l $I",r 

2. There arc suffkienl pcm,;mc! It! 
PfOVI,k de;;'..!!,,,l.c <:lIlJ tim.:l,'{ 
m:,;dkaliou (:e!lvcry, CI1$\l;\; [j<A:u:a:.e 
:\;}d ~uie ,t1cctin.lfi(.;) Ihillllni;-;lldtio1l 
awlt\) pl'oyi,de a;lOmpriate clinica. 

sen:ieu;. ?J; well us lb: parliGipalioll 
in co:tanllOUS 'innlily in:pmVCJlV:l1 
rrogrnll;~ :11;1: weel ~li:,; noOC.s \I(the 
paliGnl f1()PUL1:~()fi bcmg t;.eryct',. 

1 
4 

~ '.'1 4 ~'l~ 
r ~II (:CIHjl;!"''')':' 
N(JiI C;ltl,:,j;",we 

20U9 Ik~l:!h;;me ;:]cilities A::cr(;{ji!dkll' l'rograt:l (HFAP) 
AGcre«b:tioll Rcquiremen:s for Hea~lhc;;lG laeiHIkii 



... ---~ 

25.00.06 1'.~!lcdnled Drugs, 
(urrclif (lmi !;C'('W'a!f reconb- ill'..,'! he kt!j.ll 
of rite rD..:eipi m:d dis-po,ilium o{dl 
g/rduiea drugs 4b2,25(l:I)\3). 

C01i:pon':\1L~ of a recot(' ~y~lcm to ll'w.iu;a.il' 
current md aC;;.U«ic FXi,~::g of the re:eipt 
lind Ji'P(lSidou {);' schedule::: :iru.gs ;ncl'Jdc: 
!. 	 AccOI.nl:lbility [lmcedun:s :,~ en.wrt: 

control of Ule dir;trib:I!IO!1, "J.&, alld 
di"posi.!Hm oral! scheduleD drugs 

2. 	 I{eco~:h dr,hc ,eceipf "nd ::iirpHition 
of ,tH sched,;ie;i drugs murt be eu;rcnf 
l1cJ lmlM be aCCur.::ilc 

3. 	 R2WI'l:i~ [raGe l!ie n::wcmont of 
scheduled (L.!\lgs thFl:Jg:Jmu~ the seFice 

4. 	 The rln."JlIaci~L is x'!pon::ib'e for 
determiuing llwl .,:1 Jrug records me b 
c:der ilnd I1l(1t :m acc:mnl of;L1 
scl~etl,It<:{l Jnlg~ is m(l:n!aircd ,mu 
recon(;Jkc. 

5" 	 TIw reeo;;:: "y,,!en~, delineated "11 

T!lcre mils! b..: ~lJftkicnt Lumbers aud 
~Yj1es of p::rl)or:n?! tQ j1rov~~e ccnl:a:.: 
r.nd timely rnc!ticolicn delivery, 01lilUJT 

~,;;curafc ftIXi )'nlC meJica(iQll 
acin~ij,i,>lra[i():lllild 10 plovicie 
appropl :a[c ..::mi:;&{ service'> a~ wcL as 
:he !M.JH:ipfioll b CQ1i!imJl)J~ quality 
imprnvcmerJ progrflln~ 11m! Ired ~he 
lle<xL~ orthe PJ.llelll puP! I.I'.'OE be,ng 
sef\le,~" 

i\ "pefTl(;wa!" inveatfLY i~ tIlKi1l:;;I1:c,L 
Dlf;ldb:JtiQn m:d m(iv01)~'::lL uj' scheduled 
dru;j.'; throlLg!Jq;jl flY: !iwi!ify i~ 
ennLo:led fLjuJ fl'1;()F.i1' Uir n:a:n.railled 
tid I\xondled. Ikslrm:lion <md W38(e 
fccmd.$ are ItlH;n[u incd ,and mtH:itcred. 

nOC1JMENT R~:V'I<W., 
INTILRVu<;W &: 
OnSF:N:vAT10N 

Rcvkwa SltlI1;:Jf' o[ {n) llUlC()[ic on.!r.nc,," 
SacCI:> n:~m;~ei)mf:i VI;' of ?tlG~t.:K.~ia, ! .R, 
G[ !:Ib, P;K~I".nncy, .10,1 from IllILc:.ing care 
tub;. Observe f01 v;l{nc:.>:.>W wa\'~e! 
deetruc;ion allG balallCl-"": iHt.'f'lltOfY. 

5;:1c(;[ tW::l ::mgs irun lhe: inventory ilnd 
;:()Ll?lete a d:Lg cOFnl with a ~egistt"rt'd 
nurse 01' phanml<:l!! 

Verlfy: 
L The fH:-qletual iuv<:ulory iii 

nml!hlilll,c. 
2. 	 There is a :'('cmd syslem in pIa::.: 

lim! rmvicit'J irt(-h'!lll1iioH:.Jn 
eontn,lied subs;an:es in a remE;y 
r;:~~icv,lble nHantl, En! fl'vin,; 

rcumi5 to delt'r:uiac II-,.:y dfcctively 
In!cc rr::;vcmen' throughou~ the 

2 3 4 ii" 
""'~"''' wnlrd 

tXiKh, 

) I i'ml!!lu" <)( 

"y~lI(nI'Y !I;l( :\'l:w\fnl 
-) - .10.1: J,)(:a1i{),,~ arv :1<'t 

;,h:\,;bl i" Ihc~..:hdd,;4 
dnlg ,1U;.1Icn,lJIOt 

A pmV'J;K I~ ;" 111u(c, 
h,,1 L",()d~ in' PUl 

I'<d(:iiy le>i""uhk 

IX< i!l~jtjl.;_,1 :'1 jhc 

Lu:nh:<l"<l<:e F''-''''-,,,\ m, 
4 ~ r"l,,!til'k il1~tu,vs (\\ 
\)f",,;o.K;Jcd 'llnde "i 
iUc-nllk,; <Ii 1<:I',1(1f1

,"'W'''''' ;I.)(\. 'wi 
,'T"'\.-L"t'ly {JOllle,,[ J~~ejp~ 

i1nt, dSiJ1!Il\(;;)!l 

! :eaJ:1lcam Faci!\,ies Accredi(aliua jjwgnur, (HFAl') 
Accred;[alton Ihq:lirements for lli'Jil!lh::Ec ",l,'ilitic~ 

http:irt(-h'!lll1iioH:.Jn
http:on.!r.nc
http:fl'1;()F.i1
http:ll'w.iu;a.il
http:25.00.06
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PII/\RMACY Sl';RYlCJ.;StfUEDICATlON USE 

[XPlANA'IION 	 SCOfHW; PROCEDURE SCORE ]1 

po:ic~es and pnx:':">QUJ'e!t fnl'.:k,: 11Gt'pilill. 

1L:1Vem.:ut of ,111 ,~..:;wdtlkd dn:g~ n0111 :1 Then: is ill; dl;'x;(ive pmG ..$s for 

the puint of entry in!o thl.: lJospiiul k) :;lC rcl,)c:ili~l[ion ~.:ld di,:ptN1L 

poi!!! of dqmrtllf{: either Ihrougb 4. Tb! pharmr,cis[ i., ,1\;c(lt1H[?blc for 

lIdministrdion io ~;H:' pfllicm, nl<)illLc!lJl'c;; 0,' all drllg r;:coi'ds au.; 

,k,;ln!c~it)n vr lTlt>rn 10 11:;: lY1CC"CC iIi fli ion. 

nKHll!facllIf.(:r. '1 his g:'~(;:!11 pro.,iJlfs S Facility ro1iGY amt p!Gccdures 

;\OCl1melllilliOIl oti "dlCduled (:rug~ HI n lIlinlmin s'::lCdu!el1 drug d:versi;,t). 

retHli;y refrj,;;v"bk ll1:JI1n:~r 10 (,,:i'iu!.: 

:t:'.:\lllcilittlWH of Ihe le;:eip! and 

Ji;,po~i:i()n of ,;11 ;;chlXlulcd Jnlg~. 


All dm?, ITW1\~S afC in order JI:,~ <)11 

aCCOlIll. of all sc:wduled dw;:;.;; is 

maillbilled imu ;.my discrcp:Jl1cie~ in 

COUll; life !\}."onciieci pWIHptly 

The h~)spi(,,! ;;ystdll is ('ap1.~)k~ or 

fcafily ldcllO;'yiag IO~N Of diver~h!1 of 

;;11 crulrored su!).~l,}nces in );udl a 

nlal~m'r ,if> ;0 m:n~ll11L:e lh~' lime fnun:' 

belv'::cn the ad!!;;!.J i;y,s :If dlvers:ol1 :0 

:he tiCl(' ;)1' (k((~cli::l!1 and (!ekllninf.!i<'L 

of .he ex.lcn: of :oss or diversion 


S. 	 J'uciJity pubcics auJ procec1llr,'; .,llOuld 
;nmiuizc ~dledu!cd drug divcr~iOll. 

25.0n.07 ~,acc Req(!kNnelll~: Sn[f1C:Cl1f space pCj'jnic~ .liD orderly OBSERVATiON 	 I :z J 4 IiA 
There: ;., Gle~;lH11c ~pa;~ HlICCillell [i) onhance SiOw!;c of bvcntOl;e~ Il1to!'View stafT 10 dr.:lcrmi Le ;hur 	 1 I'd! \",qr;ha<!cn. 

_, - SP11C' insduj"'''<:tile s,,'cunt: of invf'lll{)rie~. 	 th,nJiflrity wi;:, pJnn:ld(cy-n:la(od 
4 "" )d)~«tlt",t ::1m;> Hul 

Sepmnli: Mor::ge [or f..c1:eduk n dmgs :,()I1;;ie51 athl [)roc>:dUl~'>, ,01:«'" 
::xi~ts. 

V:.:rify: 
1. 	 Sp~ce 1I110catiuIl allows rill' 

onkrly stora:,:c ofinventlll'Y. 

1, 	 Schedule If luventory is ~I(lred 

U::'d]!l1C2rr Factlilies /\'.:creruHlIio!l Progr1'J:! (Hi' A\Pi 
Accn:di'r,l:"'n R;:[pj;,elllc!lt_~ for rk~,dh;:af(" fl~ciJit:es 25-S 

http:25.0n.07


IJHAR!\1;\CY SERVICES::VfI{UlCATION CSE 

E\PU\NAT!ON 

2S.0LiH !\1edicj!thm CitulrQI & rhe pl1l1fondst, ill commhatic:! witl: 
Dhlril.utlOlI. apFop~iate hu:;pita; ~1;;rf ;:nel 
III ordcr to prmdde l)([fien! satl:ly, drugs alld ::01mr:ittJes, dcy;.:]op:> and imi}kmcl~lo 
biological)' ';0/1,\,'1 he coqtrv!h'd (11,d glli:\'!ines, prct()c()I~, pol:cic~ u:Jc 
dislrlLIE/cd If! mCOrd<lflCC wi!/I ([l-'pJ'clihie proccQure'l for be ,n"{lVi'l:ou {,f 
,,'trmdmriy n/j)I'I!( ti"(' CO/LvislelJ! with ptd~muceulkal <;crviees thai C::J';:JfC 
Fnlel\d tlnd Siale (aw i-'iljicll~ so.fety t!Jn::Jgh jhe appropr:a'e 

;.:cnl;-oJ ill:{ cli~trirmtiCIl orn-:dlGQ.~ions, 


medirj:;OIt-f.::atcd device:; tH:d 

~I<) log k"I.". 


Hjg.h-Ri'i'kMedicathllls! ruliellt~ 


Fe: high-I i;;k medications amI higl'Awk 

)Utielll:; (p::diairk, gerilltrk, or r:allvnC.. 

wi::t tCJl~1 c: IhJllJik :mpairmejl~; there 

shndu he sysl[;m~ 11 place l0 minimi7e 

a<iv,,·n;c dn:g cvent~. 


Such ~ysldn~ could i;ldlJl1e \1'J: ,1:'e nOI 

limited k' Chct'KlisfS, dose ~if!1ilS, 7)1\>
printed ')tccr.'>, spe<.,;'al plJ(;kaging, 
~p('dD; lauding, dotJhk..z:'x;;kx (Iud 
writlClI guidelineiL 

"!Iigh risk mcdicd~jl.u~;" are th,,~c 
m,:d:c'lliom. invulved it; :'. high 
rcrcefJ.{,)gc of m<0j(:2Jion err:ll{.; and or 
nit;;;al e\'~"tiL~ ,;nd Jt),:\ck<lli()n~ tll,l( ("Offy 
ii higher n~k ror Jh\lse, et11t;'k 01' Oti1f'f 
;,dverse \)(I\c(;n,>,:s. 

I ,i~~s ofh:;ji1<f;sk or ;lip~Hlle!"~ drJ2:-> arc 
dvrulahl;; tI'OIt. ".wlt (jfgaci7aljoll~ a)' the 

SC(HINC PROCr:DCR~ 

sej):ll'l1trly 1!lI!llftmhlc iutked. 

DOCU~1ENT REVIEW 
& 

Q)tSERVA'J·lON 
Verify. 
There plO;;e;;;;e~ in pla.:e IJJ: 

1, ! .tmil d:ug ;;Clcen!ralio:1;4, 
J-l<lrlicdnr!y Ligh-llh.:rt d.-egs hke 
Morph~nc (',ml hep(Lin. 

, Lim:1 m:eess 10 (;"m:cntmre\..l 
solutions (pO!lllotlllan {:hlmi{:;:, 
sodium chlodd,;- ,:onnTirallotl" 

:t 
grc<ilcr :1l?1l. 08'/:,!> 
Ml1:li!o)" Ine(lL:(\jjon (L('~ap'y, 

4, Rcpol! ~erhlu~ :.H:ve,"Se dru;; 
;;~,:CtlOlIS, 

s. l'revecl tUHHC)('HZed t:~'1g'.: hud 
distriblilil'!l 111' mCl.IiCali(lIl, 

6. 	 He(:tcvc and 1'('Jll('VC tI el11)!. n."calL 
iw.:lnling 11(1t\GC(l!itu of pulicul,; 
lll,~l k'.vc he::n i:IlIMC1cd y~ v,cll :\,.., 
dwsc thE! w0uld ord;j~' cji"pem;c (It' 
adn:ir:isl(Jl' tI'le meJk:ali;'n. 

Identify aud a~~C~6 he 4(mlily a~'~IlT;-,lIC: 
Pl'OC0(l\cte..-, ;('( 1:10 pJ'tlpa:ation of &tt'ri\"; 

prnduus. 

!)e!eLIUlC: 

The pharmacy j" invoJ\<".:<Lp Ihe 
t'nliuatiop, use anc. mf)l];;nril:g <,f 
drug ;~('ji\,t'ry "Yl'!ems, 

SCORE 
..
jl 
~ 

1234N..A' 
I ~'.Ii! G)m]lL,\I:Cc 
J .- Polwki ~j{" ill r1m.;e 
h:( ~h\':( i~ in;xd,i~k!1\ 
i,,,:,i<;mc,)(a(i,,,, 
·1 - Cuuql".vl 
(j ~11! ibJ*'!p d' 
Il\ql'n,Uj;j 40(~ q," mc~t 

""(:f·rl~bk ;.I,,,,,b(it. 

1:)09 II(;dllhcare Fl:Idlitios Accredit1.:DIl Prcgrdr:J (I IfAP) 
Ac<.Tl-X:itation Rcquin;mcFs for IIcai:!lcare Fr.cililll:S 25-9 
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PIIAI{MAC\' SMn'fCES/MElHCA110N USE 

srANDAIZD,I ELEM!N:' I-'XPL\NATlO'l SCORING PROCEDURE 

lnstitrcte ;br Sate Medicill.io::1 ?rm::ti(;es 
(;5MPl Ed he Uni;c:' Sltllc~ 
1'1lZr:IlI.;';:<lpoeir. (USP). 

Exal1l?!c:'< of IliglHisA (lmgs may 
iudllde: 

• 	 IlIw,,\igaticnai dmg~, 
• 	 COll~'D!ltxl rncdicQliollK, 
• 	 ¥.edi':Jlb!l~ nO\ fin :iJe 

Jpprovl.::d ;::DA lis!, 
• 	 Mc;jic2.ljDIl~ Wil~, a myrow 

:llCt1tlleUuJ; pugc. 
• 	 Psy:bo!hcrnpeuic mcr1:ccttiom< 

;md !,x.k -aLkcJwu!\d-alik;; 
UlwicatioJ:5 sad 

• 	 T11O';"; new :0 the Illli(i':cI or 

new 10tht: h(1Rpi[JL 

R,,\,jt"w uf Qn)(·rs 
All medinlliol1 prci",,, Me x.'it:wnJ :or 
apprvprialcnet's by a phrnnw:i.q hero!';;; 
the order 11 (b?en~ed, (;x:cpt In 
emerg;:;rc:vl. Tile :evicw ~h:lIl;d 
;ncJJ{k: 

I. 	 ApprOp;klten;)..\, 
2. 	 Iilempclllic duplicari(>u, 
3_ 	 Appn)p"iiltell~SS ofdmg, du~c, 

fnxluenc)-, rOlfle BJal mcthod Jf 
:Hlmir !slrmi( ,) I, 

it Pol¢lIlilil ilth:nl>:!io;1S, 
), ,ter,l ur po(c:<(iui alergieii or 

s';:bi,iviti¢!;, 
(), Vd iatka f,(1Ill>:ri:crill f<". u~e and 
7. 	 Olnel co:c]llldir.:fj::nus. 

admini~llilli()n deviC('$ i1J:;i 

JIliOl\1:l:e":' Jmg disPCl;.\h;g 
IllJl::hinc". 

/... The evaluatiull n:uj llloni ~ori.ng 
~'IG~Jld itldlhl:", lim p~-'Ielllial rOt 

medi:::alioll crr:'l"'_ 
:1, Medicalion Si(!rage area are 

;:.(,,'iodicn!::,- i:I~pcekd 1(1 make 
~U1'2 medk:ili:ms are properiy 
~tnred, 

Ifeal':heare fr,;:illtic') Accrooilatl0Jl Program (HFAP) 

Accrc;:Etution HxquircmC:_1t", for i;eaj~l!cfjrc ;;flc;lihes 




PIIAH.MAC'Y SIUtv!CJl:S/MEDlCATlUN USE 

Mutlitur Effcds ofMet.!jl'utiU1IS 
The dfuelS of rne,jieatiOllS J:1lJ~[ be 
Hloni:,H'ed (0 Icicimile m!Vcfsc c'~el1ts 
tLld a~m:e appro.,ri/\\(1)0,;"'. Tko 
l';1')lliloril:g J1:0CCS~ inc:u(k,,,: 

,L Clinical ,pd lal'omlory ,jH,) '0 
evaltw!e edicll.cy a:ld v,11!icipmc or 
cW:\I,,(e toxici;y and nd\'.:~rs(~ 
dTens 

h. PI'y.".ica! ~lgl1'< .md chdnd 
,>ym;:>!oms m!pva'" 10 t1;;: 
pl'lie,;('& ,llcdiculi,m theHl9Y 

c. A;;~(;3S;ng Ik: ptlti(jn!~' ,)WE 
p(:.rcep1i:'Il\ ahe,!.:; $~de ~;r..:ds. 

dnd pefc<:i'-TU effency. 

Stcrilp PreporaHoll 
Slcrik Fmdvc;" "r.:)u!d oe prepllHxl unt; 
tHb(~kd in fI ,~l,i!U\;Je (';lli'ironHwnl by 
Hpprop.dilldy tmined and qUtlldk'd 
1}l.;r5(nllleL 

l<:men:Wllcy Medkllllon K1!l! 
The phadl;;'h':y ShilU;d ,arlicipul0 in 
Ih'spital d;:<..:iS(('ll$ Il:,}\)u' o:lllCl'iF:l'"J 
mctl:calioll kjt.~. The sup;Jy and 
pmvi.sioll of cllle!genc), flK'llications 
8tOleo til I;)C kits Il1i'SI ~>: cnn$:'.;tell!. willi 
stand;;rdii Hf pmc~;ce nlld a:1p!Opriate ror 
a speclf:cc 2-ge gn.l\l? or disease 
(1('2 lir~cl1t 8S well in, rGJ~istell! WillI 

nppr:::ah!e rtdcf:t: ,md Sta:e JaWf" 

All {otulltcd Dn~g Dispensing 
.'\ladlinc,; 

2U09 HCFlthcr.rc Faciilties Accreuildioll [ir)gmlIl (nrAP) 
A,;cretlit21i,:c Keqllirell;~:l(;; I('f Hcrrithca:,e ?tKiElj,:l; 

http:HCFlthcr.rc


l'I[ARiVIACV KKRVICESrMEmCATION VSE 

[ ::;TANDARD! ELEMENT 	 EXPLANA"l'lOK SCOR1NG PROCEDlJRI'. L 

Tile pha~!llJt:y ShOll!d be inndved illlt.c 
evdllHlioil, H~C 10J JnOllitOI ing of umg 
llcl;wJY c;y~tei\lS, :',dmmi-;-:,'<1!;OIl d~",ices 
a~d t.L!i\m,~ted dmg~ d ~vetlsillg 
I'lachill';$, I'll;: c\'a!ut~lion imu 
m~wil('fiJlg sh:)u1;j ;nd(l(~f, Ih,~ p'lten!illl 
Sy mnlir:a!iOI1 crr'~1 '>. 

RC"P~,rt Advcrs.; ReadiulkS 
Theel' mus! IW d [lrueess k' ~cJ1orl H~dou;; 
<ld""lfC <1tt.g Icac!ion" 10 Ihc I-D,\ ill 
ac(:(ml!Il:<:e '''''<Ill I!K~ Med W,,(ch 
ilrogr ;1ll1, 

Mt'dkll.tions FI'om Hum", 

Th;:J'e is a rulky Iha! addres~e,~ Ill.: r,,,e 

of medicati()n~ ':Jwughr bto Ihe nOI\Ji:?l 

:,y pati,;]]i,; cr tlieir :l'lr:iLes. 


IIIyc,~Hg,ft tionall\lt>\lkatiuns 
Ther.: i,". n [lW(;'$~ hud p~,Ji(>v tel ensu!'e 
:1Il11 i;wesligati<.nai lli-:,-lir:a!lol1s i!:dudc 
:hc: !bl!owihif. 
• 	 A wriiicH p;("lCeS5 for rcvi(\wh:g, 

ap~·.:'th<ng, Stl\Jclvising, f.nd 
n:'Ohilm ing i.:.vcsligali{lUat 
}Ilcuica!ions :<pc;;jfyi_l)g (b:\\ whe;t 
phu:'macy I>"fyjCt'S "r,; provided, 11K· 
pIAn,,;)c)! contrc!5 the "h,r:',!t2 
d;~[Ji;"l"mg, iabeEl1g, and 
ti i_'-triblllbil 0r file :llvc,;tiga~ .O;l:-tI 
me(E\:nli()l1, 

Tke [1ospital phflrm:::;y lJI\\SI et'}·nr; \I:,,; 
motik(ttiOJl (l"deu arc ;WCl~n:~le line: ~h,,! 

20G'; 	 t]t\l:lhcure Fac::ities Acne(!ilati:!11 P:ognun (HFAI') 
_!\ccredj:~'.ti'~ll RC{it,ircmcnts for lkaltllcnre fnci!,ries 25-12 



PHAHJ\:IACY SEll\! ICES!MIWlCATlON U~E 

25.UUt2 ~UPeni$i()u .of PhHrmacy 
Acfi\'Hks. 
Ali! (J/Jilh!llllciilJ'1., padwg,'ng (f/i.(i disj!('lblilg 
o{dl'ugs tmel {jiO/l)giulis m!!s! he Ill/der t:1'; 
sll/vl'l'i.mm ora p/!m'I!'UIC/I{ mul j!NjOf'lllr:J 

,;(If!jI~i{('ht \'viih Fedeml (/Ild .'lIar," kiM',. 
4S2.2.'){L)(1) 

~l)edKatic:12 t1l(; a,1trh:islt'[ed :':" c:-cleh.x1, 
TIt!;' ph;;:'I11LH.:y ,,:lOuJd h:;~ve a ,-,ysk:::n h) 
reconcile :l!Cdi<::at;Dn~ lhut lile HOt 
ndmi:li$~en:d, tl;,,: remlltL 1:1 rile ]l<:l!km's 
:ncdica!i'J::l dl'Gwcr, ;,1\,:, eic, "":1'::0 the 
pllHlJ1lr;:'j' :tlH:,~;(J:'les pa!ien 
tn::Ui(;alie,l.- llf reslQt.+_~ patie1l1 
mnliell!.l(l:J~ ! ~Ie plnrmsey sbollk! 
dcL~:-mine (he te(lson 1110 mectie:;,1ron~ 
were 1~0! v'wct. 

'Ykd:cmi,)E'f ,nmn be prep:ue" 
Iillfdy ~k prep?.r;;!ion pr,,,~echm:~ 
llm.~! indu!c 
<t, Un:y the phj\n~l<:lc).' enmpouu<.b 

or ftJm:xe'-' ,,11 slenlc 
mc:Jie,,[iot~S, :nlnlVCnll~l~ 

admixture". 01' ollllS{ltUgs 

cxuT: in elllol'gencks :)1' when 
!;Ol rca~i::ie {for t--xumple, wh.en 
tilC ~~!oct\lCrS ;;jdhiJity is short) 

e, 5Hfmy ()':<t~..:rjal~ lind 5!.]UlPJr:':lt 

dre r~ed when prcpariJ:g 
na7.<lfG:Jlh HlcJlcatiom., in dl 
I(KH~i(llls 

c. Whcrewr 1ncdicution an,~ 
prCJnred, ;;taFf ltHe h;dUliq:le;( 
to tI%llf':: :lu;W'acy 11\ 

me.~V:lIl ion p ~ ~;':<lrr;(i(;L 

d, S;an the :lppl'Opr,a:e :cchmqlle.s. 
10 aV'lid OOLi41lJillali(;IT d'1l111g 
pfCp~r;\{)on induding uiiing 
~ lUll: or "h:rCc HXhJW:W: as 
<1ppropr;<:l!c, maialr.illmg dean, 
ull<.<uHered, a:J tnl\c!ioL111y 

OHSERVATlUr\", 1~'I'l<;nVIEW 
& 

DOCllMENT IU;VlEW 
A Rcvicw 'poik!c~ ~illJ proceQ\,ln:,,; 
ii, lulervie\v pi1.(mna..:y Jnd \J(Jo,pitlll 

st;iff to (t..~lennin:: how ;jrug;; unu 
belog:nl~s <tl'e pn.:pared a'ld 
dispe!1~cd; 

C 	 Of,1sc!ye ::1l1 fite dbpensing ,mJ 
(;Or:l p0111lcil:lg opemljo'J~, 

D. 	 R{'vie'k :'Gl,;otd~ cfdrag", lord 
hiolcgkals tl'l.:l,_:yed 'crom thc 
p,ml1IlH:y hy l)on-;:l:armnl-Y 
pcr:"\J;1l1Qi; all1 

Eo 	 In'ipecl (b~g storage aren.'l 

Vedy: 
1, i)tily p!UII llli\C1S!S or p~mnnac) 

supcrv~"ect per,~(jnnd WIl1PIlUl1d, 

,a0~'1 am! ;i1"'pCl1.~0 urugs or 
bio!ogiGals ill ;K'~ol'dm1CC w;!il 
Siale <:lnu fcderni Jaws dud 
regt:lajtln~ al::I as {lcccp!cti 
national pnnciples, 

2j4NA: 
,- n,1l ~1l111pljl,n;{' 

~ - fmt·,·",\~ dfl "e" 

n """it hli: 
~'lll:p" mding ;m;] 
di~J,"'~il1;::{'! 

mdic:.;i,,% 

2UOt) Ikalt!lctl.(C I'm-dine>; A::ncdita:ion Fmgrun; (HF A!') 
ACql/d~[J.lio!l RcqHilemeLl~s j"pr Hedth'1lh' l'tle-ilille» 
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PHARtrlACY smn'ICES!MIW1CA no:" l:&E 

:-!~tn.·j:e ~xefu' -:=-O~ ::Hodud 
11rCj);.f:-"(OH :0 minim].:r Policies and Pl,)c(',dmeB urc 
potenli;;l eOmamillJtioll, tying a C0nsis!en;ly :11I?kmCl:kd. 
lamimtr tiil now hood or otL,,;, 
(lppmprilltc (.'[]vinmme:lt w'liJe 
p:cparLtg :1I:y i:u<-lvcllon:,' 
uz,mixl:m: ill th~ phUlll1ilCy, nuy 
st.:ri!e prodm;i made fl'om non
~tcrile ingredients, or :my i\\elik 
pmdllct that wi~1 aot be used 
within 24lJc<t:rs, ,md ...-j:'.LflEy 
im;,pectiLg rtei:llegri:y ,,[(he 
r.1?dic;v~ol1s. 

2, Medical;,}!!;: Il:U,\[ be t:iSPC;l';CU 
sflfdy jl~ weill!;" meet the l;~cd" :)f 
:;l~: p:tIL':lL 
,~, QtIl1!llilics ,Ire di~pu1>icd whidl 

minimize uivcrsioll and 
P()I('tltiH I uJversc- eVejl~~ w:lile 
mcctinll !he ncei" of "<}Lnl!Ji. 

h. Mcdjcj\:il)J~ a~e dispeL:>:'.! in il 
li:ndy ,w,nne!. The hospitaJ 
1flt1~t h,lVe a s)'s:em fLal- eH!lUr('S 
:lut ordtfS tre received -wu 
meJkaho:t;; are Je:iv~r:.!u 
prunptly for Hwdy di:-;l~n}l;li\'f1 
h! l'IIt:Ciltti, 

\c, Mcdica!i(1n i~ dispc!l~cd in lhe 
m()~l rcady (0 lldrnilli...kr /()fIn 
:1VaiJub!e, 

J A c(l,l~is~FrJ packir:g, ~y~letl; i:;;: 

atibed 
L AU ooHcems, issoes Dr 

qneS;toll"; me ciarifi<xJ wr!lllh:: 

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

11<:<11t ,jGue f :tc:jilieG A.:creditaiioH Pn)gwm (I IF AP) 
An:rcditatiOll Re'lniremellis for lklll!u.:arc Fudhtics 



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 Clrea 
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 SERVICESiMKIHCATm~ USE 

STAK;)Alu I ELE;\1ENT 	 hXi'J ANATION SCORI::"lG PROCH)!J!{E 

1) 	 Th('~(; calq~\lri~~ nf drug!} fl\l.!st 

be kckc,; within a ye(~U"'d ;U"(,ll, 


rtCgunilc"" of whether UK' paticr! 

Glle au:a is slatTed. 


2) 'Lht,",: drug::: ILL'l[ be in a !oekoo 

';,Q,,1i)Y:: (:abi:r:.~:, c,l:-l, l':C" 

kH,::l:{:d wilbn it Hc~u:cd O!' 


loch:d nrell. 


3) 	 Sdwduk lJ, III) IV, and V dn:gs 

.:anlJ(:~ be :eft Ol~ a S),elrol kil 

in un Icn:()eked ;:~.b 'nel': carl 

WilhJJl a 1('':Kcd qpc:n~i!lg l\l(;m. 


j"1- Non-<:oahcUcd subs!J.mees: 
Thi::: ealq;pry C!:.Ig mnst be secured 
at :111 !L..I\>; anJ be ked when a 
palicn! ,arc are..El i.~ no· stafftd. 

~I:CUI'!{.!J.J.\l\:H~ 
iI. 	 A mctiicatloa i.'>. conside;'cd ~e;:d.re 

wh.:n ~lr.au~;lOrj?cd ;;ersom ~.rc 
?~'Ve.It.e:J (r("J11 Ob:.atl:ing :;;:':0$.'>. 

h. 	 An afkil w0t11J generally 1Y: 
;,;oasldereu II ";';CCHD :irea" wiler; 
,~Il1;r arc detivc;y providing prJie;.: 
cue <)f ":>H11Jf1ng Ie receive plilieH~;;, 
t,g., 1cIliag up br a surgical 
proocdutl; in aJvancc ()fpiltient 
HrrivaL 

Policl~.~ 
l1o~pi:hl Folici:.:s IL.'!: in Flare fo!' ;he: 
Ct>llowing: 
,L 	 Pron:dtIJ't$ for storage o[uGn· 

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

2()09 llel'.I111l:;;rc Facill!it·S AccredltalioH Program (llFAP) 
}\ccredilalioJ1 IteqUlremcllt,~ ir'll" HeaJthc(jl,tl rr).dlil,\·~ 



I'IfAIHIACV SEHV{CES/J'I'1ED1C'\TIO~ llSE 

r'l S!ANI)AlWII::.EMENr 	 EXP1,ANATlO:,>: SeemiNG PRUCr:;DURE SOJRE 

GOl!lrQUed dmgs an; ~~;ologi(;ab 
when deuycring patient c,,~;. 

fl. 	 Measure., fer salt· gULrding dn;gs 
"oil biok,gicals !o ::fevenl u\r,lperir:g 
,Iud li~i'dlm7-E' dis(;'l~i()n, 

" 	 Stol'l.ge and m,'!li:urlng Q:' :kug,~, 
bioiogkuls, nfJ~ carts (1(;.;;b:d 11m; 
ul1!ocke0) u: illl [M(\;',lt an:as h) 

,'I1Surc i'altelll.~;tfety, 

tl. 	 l,iell~jJh:"lion nrlne ",r:cll1"'" nrcas 
of Ihe hl)spiwI) (q;., '.lj1el :;ti E.g ;\1Olll, 
iah(jl' JLJ Jdil'er. 

1". 	 hlel)tiEnltlOll of ;tu:hontPll 
indi":Dmtl" ll:a, have (ICq:;-w to 
,ocked ill\{' sccHlV(i ,lreh, bagel ;m 
"eeJ .ud Slate M~:;: hwa: !(.;V,'. Polit'y 
at-i) de!i!kl' lb.~e jlld~\,·tJuat'l thg: 
rl'quij't~, .~lipe,'vision during 
p'JI filf!l::ll1eC or rot iil:(, ,titles, e.g., 
1l<J''.lieku.!pers, 

r. 	 Sil!;'"gu~rdbg; l:'!m-sfc:ring aud 
tWa ilil~~Hity of k0Y,~ 10 tbe locked 
slnGlgc ;:.re:t. 

(jPCr1!Jiql RnnE.~3 ,,[jd Suiles 
iI. -j ho opem:iog 100m ~~Jii.e \V(lu:d be 

Gousi,it'red: 
!) ;;',>.:nre wlit'n the Sll;!(~ i~ started 

ami t'le ;;,,:'lfore ilJ.~livdy 
proyieiing puttell] "im:. 

l-Jeah:KJ.fC Fctnl:ties :\(;t;!'.:dirmiolJ I'rograw nil '/v') 
A;:cI't",iimtio:. Rcqil:ren:~nts f,," {kl1iL1.ca~e Fllclli'ie5 
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PHARMACY SEHVICI~S!MI',Dl(,ATlU;-.l USE 

STANDARD i FLEMIJ'r! 	 [XI'I-ANATlON SCORING PROC:J)\IIZE ~CORE n:JL. 

b, 

c 

u. 

2) NO'; secured W,len !he ;',1::1(' 

..uite is not opcrtuionai Of 

otl:erWLse no~ itl usc le.g.. 
clUi ing w('cl:cl)us, r.~:cr Lo,u,;). 

\Vitcn the 0:1 "II it;: is cL~~~'d or 
olhcrwi;,e Hot i~ use, h L-~ cxpcde<.t 
that illl tirLg;.: and biu:DgHAl],; be 
l(ll·.~t;U, The hospilill mrst lock nlt' 
cUell'e sui£ &!.!Q; 
1) 	 f--Lo.:-k no,Hllobilc l'a!l~ 

cDnl<lining cl<i.:gs m).;l 
biologicals, or 

2) 	 Lo,';;: nlnbil<'! o;'8rl~ C(',l:;;iniJlg 
drugs iLld biobgkc:I.<.; WiUU:I" 
:ocked ro~u:. 01, 

3] 	 Lock crug~ ar:ll ~'lo!oginds 
wll!Wl a ,,~nIJT arcl1, 

When in)ily .•du..! opcn;[iJ,:g roum~ 
31'e dr''.Cd or Ito[ ir: usc, h::>s:pilals 
8ft expected to: 
1) 	 il)ck HOlHn,lhi!e ca"f.:; 

conLnuling ;1111;';S :Hld 

b:o:ogjU\:~< ilnd 
2) 	 Lock mobik ,arts cnaf,liaiag 

d~l\f',5 lIr.': ~)i()logi..;...1s within a 
iOlJk;;d mOln, 

Sch"clu!e U, HI, and V di'lg~ 
EtHyl be iL" kckcd E:DI<.ge ~'abif:d, 
cart, etc., lm;a:ed wilhli:;; liccured 
CJ Locked ,lien. The,;;; Jmgs eaIlilol 
be lc~'~ ~~n a shLir or left in fill 

L1lb;;kee cnbind I cur! wilhm a 

200Y Helll!h\:J~e Fnciiili;;;; Accre<hlfllirlll Prcgrmn (IIY-'AP) 
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!)IlARMACY SERVICES/I\,lIWICATlUN lJSI~ 

STANI)AI{I)/ H1J!MENT 	 I~XI'I.ANATION :-'COlUNU PROCF])Uln: 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 




l'fIAH1'V\CY SEHVICES1MIWICA'I'lUN USE 

b, 	 If a C2El l(1»iainillg tirugJ or 
h;o:ogiculs;s i:L u~e idJd u1l1uGh'{i, 
'JOlllU)(1<: with kgJ! ;.wcess !~: the 
Drugs und bid,)gI<:Jh ittlhe nn I 
U!J/\! he cb~(; by ,ud Dift~l>l" 
11);)uihwing ::\0 Girl. 'rlta! flD;'h)fi 

cOllld he n nUrSD, 1: ;>hy<:;kim. Of 

olher ;I\olvidud Wh0)U ;u;-curdance 
witl, Sl:t:e ?nd Federal law a::ld 
hu:-;p~t!ll policy r.JS leg<J hC,XS$ If: 
!~ID drug." lind hi;);ogicals in the C?fL 

Tha: perSOll Jl'!L~! momlOf Ib.: Daf~ 
and he aET1~\: or other pVA.lplc' s 
aclivi,:?y nDitf the_ carl. IIdshe is 
~2"pOlWjl)lc f(F aw s('emity ofluc 
drup alld bio1\lgiciil" in ike enri, 

Wllcn nd iUlISC, :ncdicall')I: 

cuulainers IUill arc m0~iJe or readily 

pulta~:le musl hl stored in a :ocked 

to!)'!}, !hon,tOI'ed !oC\'.!i,m, or 

"rOGllfUllocalion tl\ll will eCSlJX 111::

M;Cu~'i!y of ~"e {h'Jgs ('f biologi:;rl.,. 


Palicjlt S{'lf~Adminis(rllti!)1l of 
Mcdiciltioolj 
lI(Mpital policios c'.escribt UK proeesst)s 
kr ellwring safe il n,1 Hl;:'UJ";ttB sdl'
admini.s:.mtioll of l:lcllicaliol1s, HE 
aLo'vell by ';;,ale and b:.:d law. 

8ed.-ide lHC\,kl'.liol1~ (e.g., 
nilmgly(:e:inc, m:".len.) l1W~t be secureD 
to prevenl {)I!;?:" p,lIicali or v lsi lors lrt>m 

tampering OJ' rCllJo\':ug ;:'C:-;2 d(llgS (rom 

!'l::dhheQ~-e 1':\l·jli~je1 ACGr;':chtatJOlll'rogram ~:-IFi\I') 
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STANDARD f ~:LEM;:Xr I EX?~"ANA I ION 	 SC(Jf{IN(i PROCJ![)LR2 SCORF ~ 
I"==~~__~__=_-J,..=________=~..k.~__________~.l....-____=·,d 

PI-IAIUIACV SE.RVICES!MIWlt:ATION liSE 

25.11 1.04 Ph:mUiH'v SccllIity. 
Ai a millll1;UU:, !IF: flh::.r::llCl~y i:; eq:tippcd 
with hy~.dng eotr::c.... 

2S.0U15 Illv(>lltory \}flllag<'flu'u! Syslem. 
Olddllied. lJIis/(dJ'.;/ed, (if' (J1!u;/'wiw fIlJ'JMf:!.; 

dn'f;/' (Inri bi(J/oglCah' UlW,{ !tot /1;' rIlI(J,h,I;!,! 

.!ii"j.H;Iir!nt lise. 4:':2.25(0)0) 
'1 he phanLlcy JUt'I.:-lor ~~ r~;;p:lIl$jbL; for 
,,"swblifblllg IlK'1:blm"ms rol' rOll\:!1\f' tTVI::W 
uLd: llrug illV0l1ton0~ in !I;,: bl!llum~! ,,!Cd 
II);' logging :llvcJllnry sequcith:xd related i'J 

lileS0 is>!:!e,;, Th:: de"lructim: and! 0: ,c!u,'11 
of tc;;alled or u;r.L~lbl:: drugs is Ihe 
!,'¢i;potlslbJt!y of :,R~ p!trlrmnci."t, 

Policlt'R are ill pldCC ;(ll' tile 5~lt; fmc 

2('\:malc adu:icbi!n.tlkw\ of iIlcuicat:;ms, 
!nducir.g proc;;'!',.;c; to: 
I. Secure bCCl8.ldc medicamms 
2. LI1SWe lXHlOlt 2oJU?elcnce with 

-~[)lf-2dC!iflif!r:.tiCl: of mdi;::;:.!i{)H 

The ph2:1:rnt:y i~ loeked whc:J llO~ 
slalkd. Key i:lVen~odes ,,:.r liCC!;',,:; eedc!' 
m t' !'lricrly cenh'hled Lf "U:IJ"Jll\" risk 
i" ;x:rcdved, t::K'lIHlreS <lfe l'lken ~c 
:"espunu 

TLc 1\O~pild r.:l'J.,t hnw ~ plimnoty 
lnoeitllg, ;w;j>"'<'liou, and i~1Venl<)ry 
ll':1liugemelll <:y;;h:m 11:01 eng\I[::;! tht\ 
uUldatcd, mit.labelc;L or olh,'(wI;!e 
11;l:bl1ble "n1C;;' llnd bi01,ygicah ate 1)01 
aVll i:~L,!e fur palt'nt '.IS(" 

MocllUDI"t1JS (";>;.;_~I ~J> Ju,'ntiJy pf(lCL,'~S 
d,IC lu ex?i:-e, All ung ;!lyt:l:()de~, 
iud-:ding th'JlIe in "ewsI: curD", etc tire 
infpecle(:;)1 !twt nC'JI~lly ;('J ,n0dnc;{ 
ready II) ouldale 

Re(';dled umgs are p\lllcd [jon.! itv,'il!my 
in1illt'dmtdy aIld har.dlee! a,xordmg to 
FDA anu IH(lhUihdu[l'1' I'f:Clllice,l1cnb 

onSEUVATIUI'{ 
& 

lNTERVIEW 
Evaluale 11:\,' ;,;;;;u1IIy uJ' the ph::.'mlit.y. 
1. 	 ':'he fired i,~ "",elire 11'001 

tmA(J~;l(Ilj7ed ell:r)'. 
2. 	 Keyr, fcctl!'~ly cI.(k';S, anj (>lrL~ me 

$('e("n:. 

IN n<RVlE-W 
Di,,,{;\1s,:; wdJi Ihe pharua('ist iilC l;-1el~od,~ 

for tiL,tung wi;;] asing. (hkd pmJn«;;, 

OHSERVATIQN 
Ob~",r\'e y:wml ~twagv Ul0<IX ro" 
malwJ:ldur('I'~ otll(\flkK tRefrige!{jl\lI~). 
QL;:11fCt~7tl!S are ol1<'n "()\'erlocknC' by 
)olllff) 

Verify' 
L 	 l'h~~ iu;p(wr:oll pron;(;\JIv for 


I.:lil.:ddn:g outdated { ullusahh\ 

dntg,s nud lUedicafhms h 

cuusts{enl with polk}" 


2. 	 Outdated DC re;;dJ:u Pl'{ldl d" lIfC 

1~34NA 
I ~. ('\lU Gll1,,!}li,HK0, 
3 Ch""'ljhH~'<l1 

iIIIIY'T"" Iy IJ\JG:nl ,:: "g: 
1(";\1.1, 

<\ - ,>,,1' <:llPlphdlL':'_ 
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PHARMACY SERV!CESfMEUIC,\TiON USl\ 

ST A "'I])ARD; r'_LFMENT SCORING PROCEDURE SCORE 

25.01.116 rluu:maex Access. 
;;'11'-'11 a pftoolwdst is fliA al'af/uhlt', dplgs 
and bioiu,?i(:als IIIIISI he ! CII/f)iiLd;;-0111 IIi!' 
pllilrI<lN'/ or storage ar;YI tiFf\' by pel;"(mf1e/ 

dC.liglhlfty! "f! the poNcies of!he medica! 
waJj'ulll/ pl:m Irl/,:ndic{!! -"l'rFlo:'. in 
ar:roriltillCc will, r"dC'r(!,' wEd ",MIa Im1'
43L25(h)(4 ) 

[{Duline aflZr-iWHfS llt:CC'i;;: !,. :,,2 

pharmacy by nOll-p;J.[,r~lla;;ist~ for []C\:ess 
j(l alc~:iclltion "lU)llid be ~n:nimiled tnd 
din,ina:ed [IS lUli;;!llIf po;;;;ihk. 

'I-l,c \:se ef w;:I~-de~igneG. wgll: c;abinclli, 

llIl.cr·!tc:Jrs meJicatiOIl Cfl,j;, 2Hd ether 

J:\etlwJs mi:.y pr.;dllue- 11'\:.: l!(~cJ li)r ael> 

sn';lle.'tered !f\)!P gene!";}: 
inventories [\) pn:veat r"'1.{.oI'(\ 

Ollkllli::U Schedllie E lind Ii; urug~ 
all: ",--'ques1ered' ~epllr.:.!dy fmm 
lloJl8cheduietl t1r~g,\. 

3. 	 hlc'lprLtient's !l;tdic:m~on is 
apprc,:"iuldy :a!Je1ed wEl nJl! 
:nlltc, pn:sCfiher·", lnmc, fitrcn;;,t.h 
Hnd q,n:mtilY of Ihe urug clispel:sed. 
Appw;Jl'JSfe accessOl y nod 
CtlUtlOl1GlY slaiclllC1!!S (Ire jlz:1mled 
as well 2S ',lie CXl'irilUOn dnle. 

4. 	 F1nor steck llu:dkJliomi ilr,' 1u.!leJed 
-,vi'.h IJaiUC and ;'I.rcng!h <ir the dmg. 
lot und ;:-olltrol Jlu!l1hCl P; 

Gqflivil~ent. and ;;xpirHlic:l chore. 

., 	 !rthe unil l!O"C }1ystemis Lllilizc<1. 
vcrit~· Ihal C":;:1 ~ingle Luil d(.sc 
-p?dmg.: hc:,:n;r 
• 	 Nnrne wd ;,trc'llgth of tbe dlug, 
• 	 LuI cmd cOlFrollltllll~\~r 

.:quivdent, aFC 
• 	 Iixpimtiull dale 

OBSI(({V:\TION 
& 

DOCUMI:;'Ii r REYlE,\V 
Review pnJkles reillfivr In nfter-huurs 
arc('SS !o pharmIH'Y, 

View l11e "afj('r-houJ .~" medlcMi:fHI 
wiLlt":raw21 leg, for ill Le:nr :lIITt_" different 

234NA:; 
I - AI! elffiW'---, mel_ 
:) - Fr:bk; & 
plOee;!",,,, ",e'l1 fl'l '" 
(1;;' ,<;I:Ui\~iHt bid \ttL;;' 
.('11"(.'-nl i, uo. 
cfx~htcllily ,!n !lrY'!!h~1 
3 .. Pd,ti,.-s ar~;1\ jlJlU' 

I::ut ,,1,,:r ,r.Y; ilnl beL11 

(X:.,,-~kd a1 rr<)cr."c_, al"' 

Ikdrhcare ?"Killt!e.~ Accl!;ctiwliUlI Program (HI--' AP) 
i\c;:;':Jt!n:iO;1 ReqL1IICmnlh fc: IkaII1H:arc l'uvililieq 
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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 no~ grerrler 
than tlml net'c1ed [or immediale lise. 

4. 	 The name oflhe "plmrmaei~t on 
Grrll" is readily ideJ1tified. 

5. 	 A retl"ievrrl rrccuracy validalion 
process is in phlce; unil slalT are 
8ble 10 mliculaic Ihal process. 

6. 	 A pharlllacist HJulilldy revicw~ IIle 
removai8clivily and correlales lhe 
removal willI currenlllledicalion 
order~ in lhe palienl lrlediGation 
pwjiic. 

7. 	 The pharmal.:ist routilldy reviews 
Ihe eOlllcIlls oj" Ihe aller-hours 
supply to determine if 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~ dr"rl~ h"v~ 1101 
(wen impicmentcd 10 
lnillcc aeee,;: ncws. OR 
4 Plmflllacy "ceeM i~ 
nol r~ol,iel('d 10 ilPp,ov(·d 
dru~" only. 

2009 Herrllhcare Facililies Accredi IrrtioH I'rogram (H FA 1') 
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25.0 L07 Alltoumtic )[1'" ;vl('di<:lItion 
Onlep~, 

j)l'ugs and bbfvglc~;{s pot Sjh'i'[Pcally 
prC,\'<.Tii;.ni liS ;" ti'llt! Mid! Of' i/Uml't!r 0(' 

doses IIII1,t :w/amarh:afty hi' 5fOpp::d ajtcT({ 

reasonable O'M' dm! is }Jredcicl"mbwd by ffle 
medica! J/(!fl 4B225(b)(5) 

'j ~e l'rokss~oa::d 'MCLL:d Star;, via 1'01:;;, 
and i or Ru:cs t,m! 3.egH;ali(E1.~, eS~8blL~br? 
~;me frames for "lime Em:ling' or 
U\eJi~'"f",tiun mdcr'L 'l'1WfC arc l1leeh;ml,,!:l.~ 
lie! mt~om;:licuay riiiJeOnlinuing u::du;at:ous 
\,<hicL a::: written aA u "titLe lir.liLt:tl" o;·drr. 

"prcpi~r"tlOIl ror 1l:lll1e(\mle J[J~il1g 
(Gly"; di~FCn'iil1r. by 1::111
phm,nllC:ib i,,> ~Kt pcnnittn:L) 
Some .,[;:te;; PWllibil cntry inlO the 
pha:n~Jcy propcr unless d 
plmrHlads: b prc:<cn: t'lns 
requ:ring 1''lC "L"'!l~gh," dCfds or 
~]lJg cll?h:Jafcis [or aLief hou:'~ 
3upply. 

• 	 A;[ rfter..llOu~ wilh;~r,,\Vr,ls ;1[: 

logged. 

Dn'g~ and ;,iojogicnli; un:::rcd ;1$ $il:gk 

d\)sc, Of as u spec:i1c-lltlmr.:I', :ce 
;;j"p:nsed ,Hd a';,.miHioacrui ::ts Dfdcrcd 

SLlggeslnl ":n(L'(imal" tUTIC frnmt's Lei' 
~p::ClnC g:HlpS of t1:ugs ;]fe l<,-ewiFed 
wh '::1: r:qui;'e review prio! to rencwal Qf 

automatic s:op, 

The praditienci it' ,0 be lloti::cc :;:!fk~ I,) 
P,!L,] autOI!Ulli: 4op. 

Dfl!g~ :wUJJly :uciutluJ wi:!] HUl 
u.utollwiie stop pl'o('cdurc ~ndude: 

• 	 AJillbi,)li,,;~, 

• 	 D!:A Schedu;clI II, liN, m, 
IIIN, ilIh.: LV, 

• 	 Oxytocics, 
• 	 ;\r:lic(lllgn,aLj, 

• 	 CorljcOS[<.:~mtl~! mKi 
• 	 Awl-ncop!3sri.::s 

DOCl)ME;';{' REVIEW 
Revicw phanr.1GY r();icie~ RilL 
procedures nml Mcdiclli S!FfJ Rules / 
RL'gu!utions ::l1jl aJdress ell.'sc issues 

9RSERVATION 
nb~crve 11j(~ mccbnisll! em;;i<:yeG by :iH~ 
pharmilcy :J:!a :mrsillg ~GlYie(: to tllert 

pruc!(tiOJ!L'fs of impcnding cl.:ttm:wlie 
~f{1p orders. 

Ver~~y: 

L 	 Pharmacy I medit:nl starf poU..i ..s 
ar.. in l'bcc tbn! ntltlrl'SS l'llttnmatk 
still' medicn(iull !inlet's, 

2. 	 MeJiclltim: erdCf!1 ;;,rc FHllou'.alic-Jlly 
revi:.:wed ill1~ TL'l:>:waJ :$ r(",qt:;;~lcd 0! 

,If. Hntmnali;:: slop I~ ins:luk:d i!: 
ao:cc>rdaw:e \l'itr. :he iime ji-mne 
u,:'iH'ovcd by Ihe 1)r0fe""junal 
Medical Stare 

3. 	 PracUfjon"l"~ llrc notifi!:'d before 
thc tlmg III alliomatirllllr slopped. 

2}4FiA 
: - All ;1~':(~ in j)o:i<:y 
11l!{""d\q", ,Hu!lId ill 
pm~lil'~ 

1 = ",,,tiri~.It;'m~ nut 
dGL<: c')OI~isj,>n!:y 
<I A!lURl)l"ie ~(f'[' 
,~'d<'l5 11(\] j;:hhc-;wd, 

Iiea!~hr,ar~ Facilities AeGr>:ui~atjGn Pro&rmr (H.FAP~ 
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PHAHMACV SERVICES/MEDICATION IISg 

L FXI'LANATIO:--; 	 SCORING l'~lOCEmlRE SCORE 

25,OJ.US Dn.lg R"!I:("(il)lI~ & 
AU.!!linisfJ'<lii(1Il Errors: & 
I~.lyol\lpaHbi!W",s. 
Dill!; a,jIll/lliyfrafiOIr 0:1"1"01':-, ativrrJ,,: drug 
HIllcllnllS ,),1d il1LOliJjhlfihHiiif!s Ifmst Iw 
imlJl.~dirll(,~f' rl'p(;rJcd fa tile (1/1<!II:iil1p 
physician (lNI i,faJlprt};niat(', I') Iii,; fIOS!H(:t1 

'{'iii'! <lu{ftiry :/'''S,';YInC(' p..:rfwmmKT 
improve)uent firognnll, 4~2.25(b)(6) 
Tile;'.!' mlIJ; he <I ht)spiW! pru('('c/rlr.! fhl" 
rq){H!ing titlllS.!;I.,WII I c(lcfiul1s, adh!rs(c 
drug I'U;{fl(/!1!:;, (lml ('1'1'0':'- m ud,l!inisii"afi'!iJ 

(~rdl'rlg,;. 482.23 k;~4J 

A maxil:Ja~ lime flame (Sm.::l a~ 21 - 30 
dHYS) f..)f all n:her dru;.j;;, r;;( wri:lef~ b n 
:itnc! do~" lirlll!ed .:,1shinl1, is 
uc[;:: p)i~\l'J by Ihe MeJicul SlalI 

Tbe :vdH:y n,t;sl ndl.'pl a medi,,,,!iPIl 
am!' itJd :!dvexsl:' ,'rug tNlClion {AIJK) 
JcfJ)1liull t:1;)1 is bIna" enough ;11 1'<:\,11)(' 

10 captur.: "ne,~r 0:i"\0'>" ant s~lsp<:(;red 
A!)7,~ fh wea ~~s ildUil. J:tedicati(J~l 

CI1'0LS And {\DR:>, 

The .vh>gril"'n c;(ls,~i!ic;< A';ver!.c Drug 

Renclions lADR's) ill terms of 
prob.~GiJitv, twvc;ritY..!.11fx:;'m.\0IH, lIud 
d05;nL\ 10C1.!;,):;.. The :,\",jonal 
COHnJi,\f).ii!lg CO-JI]ciJ Mc~·i..:tltjOl1 E,!ur 
:l,-tPMtLlg ad P(c:yemioll dc:,t1itiOll oLL 
lll<:dicatiocl enor ,ne.cIS II;" irdnsive 
hhmd erilcrir (etlUlretl. 

The racility IDllSl p.,-o!ldive!y i(klllify 
l)jcdica~iun crrors <tllU ttJY(;~ d1>lg 
ICJc[ion~, J>wR.ctivc idclllif;cadna 
inc;llde~: 

• 	 ,,,bS(Tv:11iol1 uf medicalio.l passes. 

• 	 C()!lCHITt.Y.I and ret~ospedi\'c 
rev;e;'N of pstiell~ dillica: [econls. 

• 	 ADI{ ;:ufv-eilJuIIt\: kUln, 
.. 	 ! ,nlllemcnlaticJ\ cf !nul i(;atiOTl 

IIsage Cy;:lc:tliolls ;1::1 high· ;U'J'I 
dt\lg;.: and idCJlIj(!catlpjj of 
indiclil or drogs or "i>llj0!1~ 
Figr,ab" lhut. whea ordc:cJ Dr 
!lottO mliGmatjcaJy sencr:::e 11 

J)OClIIH.E:"lT REVlE~ 


CH.ART REVIEW. 

& 

j:\TERVIIfW 
Review QAP! n,';xn{!'l \)\1 n;('dj,;-alj(J~l 

CI'f0J'S, 3dVC~ c;,; reac1iol1 ."ep'!11S, and 
Inlll>ifillii<71: I cadiGHS. 

Review re';'lr(L~ "t Jtlftli';l~ti':>11 erJOlh, 

a[iverse cimg reilCliUl1~, 2nd 1"f'Jb,'Jl'ioll 

reacl;nw; t,) del0r:ntllc tIM! 111(· rcpo,til1g 

;;yslem i>i 1(1:i;)wed. 

Inlerview fadli!y S:llr: L, asceflai:l 
aViitteW,;;;;; of:he racilily'~ pulley In 

r~'porll!lg 0.n~ ducumentalioll {,f 
H,,;Jk',don e!'!\Jrs, A,!)R~, t,nd 
1r,.!t~fU!i;oll I'eaclionc:. 

Verify: 
L II~ medkil:i{)n errorhlruf, reac!iHll'; 

reperling program has (WeE itl 
eX;f.tl:nce f();·thr Pl1S! (werl'\: u:oI1Lh~ 

and 11::-1', ).;tlfr:cienl data hr.w been 
reponed to lasoII i:1 ri:.k reduction, 

2, 	 The prtlce~s l~ eiI:dive ia 2USlIrlng 

:c~orlillg. ::led Cultl:11lDicalion In the 
aHcmjog phys:df1u. 

3. 	 ?vkdication ermf rcp(\rting IlJl,;jwies 
aJl ilrea;: WIle}.; ~neJieil:;mt is 

_, '" 1'(005~~"; ;~:(' ill place 
bUI o,.. ~· ~'" "rt'flCll" i~ 
,..c"k "I' 11()IH'~~i<km in 
i't""~ 1')CnlioIl_' 
,~'" [ltl' ;"""1''' ufo 
""f!\TilJ1f':,:" m:n)W nlld 
dO~j,,'\ :::apHr;'l\(til 

,)li"~,, OIl 
1 'n,~ rqlo;iillg [)liKen 
;, [""";":y::,~ ll~ p,mlfV" 
"'y,,!;tIL 

~_" v.]ijb'H:C I~ ]h{ ,11 

P"K,'vR 
".", i'"liclc'; are 11\'\ 
jml;km'~11d OR 
4 TI·" "y~l1:j\\ Of 
,i\Ngill't_: d(}.3 'V" 
;l;wmid;, ~"I',l'r<) 
'Ui'lil;:L <kt.:. 

Hea!lheare Fa<:ilill..·ti Accredilil~;()l1 P:'U;:;r:il:n (JH'AP) 

AtXfca;!rttioll Hf'tjl1in'111l:LG f;w 1kal~h(::t(e ;"),:ili!il's 


http:25,OJ.US


PrtAI~MACY SERVICESi;vll<:lHCATION 1:51;' 

IiXi>LANA'f JON SCOTHNG PJ:{OCEDt;;("[ 

erug regimen review [Of II prepared ~lld ;ldmillisterec. (e.g. 
poten:ial aun:n;c drug even!. pL?J.'J1t1cy, faJin!ogy, <111<'$(1;';;;;111, 

re~p;n:(()rj t.1cmpy). 
Ille facility must h;we, it ;lIdl1Pd by 4. C('rrtctive lIclbns :tn: in,c,ltified illid 
wllid, :0 me::lsun: tI:" dTCctiYe,\ess ,,If iOlpJemclllc(L 
t!lei:- rcptFting sy~[c!I;,;e ali t\) idel'lij'y 5. Staff art' Imu.., It'ugeabJc of the 
whdhcf <)1 :lot lh'-'ir ~yl1tcm i" fueilhy's policy "I: repolti:Jg (luJ 
ic~cnti t'yiq; as 311.:L;' I'-Iedf,;::lt::m elTOI>< ',~L>cum;:El:Jt:on of Ult'-<.1icafiol1 errors, 
[I'ld adverse u:-t:g reactimlS Iha, w(1uhi be ADR", and ::ansnl~i'-'ll T;;act:o,)S. 
expecled I()r ~he $ize tllld s:c~x~ p," Evldcll<c nfedu(:~lioll i" 
service. p,;;videc by their ho~rilal. d(h:umClH('-<.1. 
Such method~ 0011ki i:ldude us.; or' 
cstablish:u h0:wlmmrks ~(siud)0;; Cf, 
reponiug rales i)ublj~lled in ;'(.'Cr·!cvcew 
j(J'1:mnh., 

To improve inckex reponicg t11e 
f;'l~i;iiy HlU!>t adopl a tle:l-pm:iuvc 
.~y~!e:ll with the f:)I;:llS 011 Ih" iiy"lclr_ ::l11d 
noL Ih.: i:wo!ver. lIea1:h Gare 
?fllf\;~sion"I~. 

The hnsJlitaluHul ll;'POr/. dl'U~ 
fltimiuisll'lIliyc l'rrors, drug- J't'lldions 
lind drug: iuvOUlIMtibihties to tl:e 
faciEly Qualify i\s..<;eSS1ll01:[~ 
PcrJ()rn1U1):e ImptoVGl11C111 (QA:'ij and 
Risk MmmglO[LCI!t pf()graf11~. 

Sigmfic,mt AD1Co are ;"0portcr: I.e 

ap;ll 0P;'wt" r<:g,ulato!' or Jieensmg 
aUlhoril), per slr,ic (lndlor fb:::;:=al h'A~ 
ag.:ncj.:~. 

The dcf;Jl1li0n of an ADR DOy be Ihai 

2(109 IIl:althClE-c ril(!::lleS i\c..:n:di'.atioll P;;,grtlm (lIL,\P) 
},-,~(~n:,h(;.!~;("u I-h::qu:rell1ents il'T 1kllltiw;ce Facl!ilk~ 



PHARMACY SERVICI<;S!MEDICATtON USE 

SCORE Ii,m_STANuARD / LI.:.:\,IFNf 	 EXI'U,NAT{O~ SCORlt..;(; PROCEDURE 
L. 

25.tlL09 Hli'puriiu!!; ofConlrollull)rug 

Loss liudior A!)Us~.'. 


Ai'll_'("~ (Jlld lones {~{CY!!J!ro!1('d SIl!lsiurwe,~ 


mi/M he N'[io/"h,,'d, it! m;uml;}!lr;(! Ivfrh 


f1Pl!!fJ'able Feduo/ (ill;! Sidle !t1)~J, II) {h;: 

indil'id;w/ rt-,',pr;hs1ble fiJI llif' 

!-,h{/I'/IIi1~('Idf"tll SCr"-'ice, aid '(, t/le elmj 


(:"((,::llli1-'(: (![TIUJ. 1M' "1'P1(Jprimc 

-482.25;h)(7) 

SllggC~t['d by ;hc W o:H Hcn!ll: 
O~g:ani7flli()ll Of fn,m oJ\c)" pmf;:,;;;:nnal 
gm:1p'i, Clim:::d s;r.ff,,:t' kt!Owinlgcflblt' 
of tilt' ddinitiolls, ADR SlgL\,' 
sYlllPJJ:ln, a:ld rcporlic!5, 

i":v:c1em;c of ct:iucation i~ dm:un:enkd. 

l!lf~ lrw:ki:Jg system fi:g ScLedllled en.!;]:;; 
is uljJuh!e 0:' de!cGting and reporli'ig 
sud1 "huses and I(!ssc~, 

DOCU,:\fENT l{l<;Y 11';W, 

OBSILRVATlU"'I. 


I.NTERVIEW " 
Hcvh'" .11>.: pob:y / ;H<)(:ed:m: r<:g:HLng 
uht!.,e 1\0% cf <:oJltJ(t!!e-d sHhhlnc<:", 
lnte,ryicw SlH1Tto de{enrrrv lhvi( 
w,K.1CnrLmdin;., o[the GonlroJ:d dmg 
po:icic\ 

Review re!",rt'! If) determine iftla;n: are 
ie,?"[,,,,,.! probknlii with wnLro!k:d dmjl.s 
and what actio!l'; I1JYe b.oec 'liked in 
c'orrec! Ul,: ~H-ll'lli\il1. 

Verify: 
J, l'be polk)" addn~sses tbt' rf'porting 

"f abusc and 1'}J;ses to DEA, C0n 
lind il.ipl'opna:.e :)!(lte B\);Jf(ls, 

2. 	 Problems with cuntl'ollro dnl:!s, if 
any, have bCt'lI rcporft'o hI tbe 
ltU!lWriti(~S, u(tordtng [(I ptllk:v. 

; ii ::: 4 'NA 
j = ~t;lL cOl\\plh 'x 

-:; --"l'!('G~,.imco~ltd~; 
<If] Ultil~, 

". NWIi:i""r::,iliGC, 

20i)\< 	 llefllllK<:lre hi¢l!t!ic~ ;\c(;f,:dila!i(m l';'ognun (flFAl') 
A(:(~redila!i,,!\ Re,;drClllCiH!i ii:,;- He:1l:hea"e FilCi!it,cs 25-27 



}'HARl\1ACY SERVICES!I\UJHCATION USE 

25.0 L 10 lnfor!lIl!tiOUIlI Re!!vpn:e\. 
Inii!fl!Jllfi{}f! rdalll1g to drug j,,:eJo;;{£OtiJ 

mvi '"!!fimnafiol1 oJ ({nlY, !h("/'IlPY, ~\idc 
elF,'/:< toxicology, dn,wge, il'dicafio1tl/i;r 
!IV!, and rUlf/~s of adl,lin'~:n;[ioH m.llsl be 
(I"oil(1h!<, !O II/!! j!n;["y,/cmni stap. 
.1('2.25(b)(8) 

25.01.1 J "',-"muIllry Sv~[em. 
A ji;"'fludury ::yl"!em lit/HI lw (".\·fahNsJh'd by 
the /i!('(i1f.'fI/ sw/t"lo O$S!JI t' quality 
piraml(]"{!Hliu.ils rtf rC(i,Y;!Ilchic ('os/,\ 

482.2S{b){9) 

.j he ia;;i~ity has L1LIJcdiniely avuilullie 
£mf:J.;:i~nt 'e;>;.L'{ 1'IHJ Q!ber l-e$l)UlTC,'> OIl 
drug lbelllJ)Y 

Tll;: pllamlal'i~t also shou:J be reac:.i!y 
;".Yuil:mJe OJ' :clephel:c Of nlher UJealiS 10 

di;;ct;~<; dfll~;, tnenlpy, il!~cradim:s. 31,le: 
~/'t'(~cls, (1p~Hge, etL, with Pdl.dllion~p; to 
ll1i:"is~ i.t~ urng &:~'di()n Jd wil!: l1urs:ng 
per$olllld ~o assi~t i:1 the ide:dflclIlion 
of d.l,g~iHdtJced probie,11s. 

.1'1\0 ~t,;I·crc;10e mtdcridls ·II'ChKk. ib:: State 
l'iwmmcy Pr:wiJv: .AX"! i l~u:G" am! 
RegJIHti;\IlY, D1":.Ig i-''.1'fOI<01t1Ult AgeJ1i.~y 
cod:;O' for hUl>rita1s, ioxko:ngy texts 
rt.>ot\cc(\'I, pilarmt""y tcxt~, !\ttd elL 

.] :,e medical <:1,,1'1 mr~1 c<.::0bHst:; 
formt:!'iTy:;ysle.l1, The formulary is 
rcvinwd at least ftHllual1y to ellinlt'C 

the cOlliml/l Hn~ \'u1"r<:u[. 

TI!\~ thcm.clary b:l~ IlW(C;llliuh 10t 
i.!i.~pcm.j:l.g: or u0:uillislnllli)n (lld.1 the 
ho.'-.pifailtla;nl()Jns or !l:a~ arc readily 
avaiL,b,;:. 
it Writlell ,-ri(cria $11011[(1 bt.~ Jcvdnped 

!()r :..£eiermi,1i.lg W110< \l~eJjCllthms 
nrc PHi:1I1,ic fOI 6,;pen~j:tg;)( 
uJl~li'.Ii~lnlliol1." i\, il lI!inil1wn;, jhe 
crilerk i!lclude the :tluin;ti0Jl for 
\.Ise, dTcctlv(,1\('~S, I i,,;';... lind costs.. 
Dnrl'~s lIrc ih<tnl by lYI,e, ,,(;eng:n, 
rOCllc, hn;td and i:,-'fclic eqiliv:1kllL 

SCORiNG PRI.:CLDt;TS 

INTl<:RV1EW 
& 


QBSlmVATI0f.i 

Verify thdt Cllt:Llt rr:ferBUc,;\ un.; 

svailablE'; 

• 	 S:r,lo PruCli:;e Atl; 
• 	 T;lXko!ogy. lt1c!:!(.:int: Ill;: reg)oJ\J; 

PO'SOtl. (;onlf('i phon,: !lumber; 
• 	 Plmrr:K~') ltx~,,; 

• 	 On~(In, or 11:,~1.dily 1.,vlIJli1ble 
ph3rm:H:j~1 kr um"dll:l;inn 

Exar.lhe Ihl: J -' ::'1rug 
UsC l)elerr.lll1c date of1.-:ppn..w,·ll by 
the Mt''{:inll :::<:.Ff. Illterd;;w tbe 
pIJallTl<'icy t!ireek,r to "j;:(crm;ne ~h;; 
pnK(~", for peritiui,; review or iliC 
:'onllulary. Ob~~;rvc for ".vilU~,bility of 
the ;i:nnulay ~n thE' cii:lical uxa~. 
Il1lcfviev" ',-;jjnklll staff reg,mJing the 
;1Vsi Inbiiily or IhI.? /i)r:llUhr,v, 

Verify: 
I. 	 The {l.vndJry i~ ,"Jrr'::l1t <In;;.; hu~ 

bL'Ci1 oPF!'o,,;;;J \w the l1'.rAJica! staff. 

] 
;2 3 4 NA 

I"" hill c'-'lI1f':i~..l<.e 
} S'" ,erdCl~:""'; 
,:\:;tilth>'. ,,~!: no! 

,U,T',"fllt few ~"""J!ex' \y 

·1 l!'ild~qll'lle:>( 

IVY!!I:'~bICIll \",:101' 

1':1(>\1(;0'.0.. .hal/or 
!,inu,geiA " • .>\ <1vailnh1c 
?4i7 !,:r";>!'1)IlIl:Jt"'''. 

cenpp(w"),iv(.. 
:1 "lei film", hilt 

t(lllll"d!<""bjv,\ 
J - CHr,cnt ,J_,t!mj 

,~,rnf'··dltl1f,i "' 
4·· Ndlhl" '''''1"1:''11 / 
n)t<,rd,lOo;iyc. OR 
4 4(.1 n"""li\nhk jp :Ill 
clinic;u, :l!eJ~ Ol{ 
4 . ;-h, nut been 
njlpH)V",: h, liw 'n~":l!1 
~.:!I:: 

2C09 IlealihUlre f;r:i!i1ics A;:l'rediw:j,l;l Pl'og,c,1\i (Ill- .A. P) 
A('..:.n:;,;itation RC~I\l;fcmeJt:s for n :.:dthcafe, rtu.:ilitle.S 

http:formt:!'iTy:;ysle.l1


PHAR:\1ACY SERVICFSiMKI)fCATION USR 

I"XPI~ANATION 	 SCO:l(~(l PROCEDURll SeO!<-E I] 

l!l~ ;(lrmt-ilrY i urug l;sl run be hy 
drug lype, aC~:()Il, tlr ac dP'l:l 2, The i't:l11TIuJory I CilJg ji,.,t is Ill;,re 
listlHg, tbm n phum;xy chfl7gC - Jll8S~CY; ;1 

c, 	 Addend,) may 0..: clili:,.:;,;,J to rdk..:; iJcludc~ rcu:oldy filrcJ iosed i 
;>f:aj nlJGCetk".!li no! !)drcJ'.m;;;:d une:: 1;ford d!'Lg;$ i blOlo;icll,5! 
Of "tered ;n the pharmacy $\),-:' M diug,p;;ti;:: i('F',;ng ngtEl;, 
mdiophlll':1H\lTuticill and otl~;,; 
Injc:::whlv5, !Lg.\.~$!:bk ,liagno.>H;c 3. ,[ be fi.mnhiary is ~vail$bk il1lhe 
lc~tipg agen:s. dinical arel'8. C!i:u,:u l sldi'me 

~IWiHe of ;;,e a ../~i iabiiity or t:le 
2'H)(:e.,,,,cs and I11f<;lmni81"1S ~LouJd b,; f() fill J,LLY. 
emJthlisl:0d 10: 

• 	 l'v10lHto; palie,,: re~p';ns,;s io 

newly ildc:cd netLC,ltloc befGfe 

the !ll<eCiCl1ti01'. h :nade fln;ilablc 

["I' dispensing or mfiu:nisl1-a!i,u 

w:thia th..: hospil(l!. 


• 	 ApPl'ove ;inti prcntre 

llkiiic2[i()r:~ t1:a: [lie not ():11h0 

!wsplta]' '> l"oruudary ! llrug list 


'j he ~1')~pLill ,,-J;0i11J have pn;:t"jhC8 lo 
il(hire~~~ medic:ttim: ;,ilCrlap,\\ iln~ 
Dclngc:,~ i!h:luding the following: 
<), COHltlHmiCllting with uppwpriato;' 

pj'¢:-Gr~bcr;; <lLe ~[ufT 
h. 	 Dcy"bpi.lg appro,'ed subs!:;:tt~liun 

prol(jtcls 
c, 	 I':c\lcHling HPfwopriJl:O 1~lc<:!:;;,td 

Intcpejjdln~ Pnv;!it;onen; (I,!J's}, 
appF~ll'ia~c iwalth care 
p70!e5sid:mls, and ql;}ff anum tllCse 
?n;toct'l:< 

d, 	 Ohtrlinir.g mnJicaJon,; in the c;\'e'll 
of t~ dist'<ler. 

1(109 lkul ihc:m, hic;Wie;" t\c.:rt'J:litatio:l r'rvgmw. (firAP) 
/\cacdlt~!ion ~i,.cqllir¢lncnt.>: t0r fkr~!lh(;aIY F;-Idl:ties 

http:Dcy"bpi.lg


PHARMACY SI£H.VJCES:MF,I)[CATION USE 

ST AND A~{l) ! FLE\lENT 

2SJH.12 ;'(OUfOfllluimT MeUicatiolls 

~here is d lL;ch;HIS~lI :(]I" ord<?ri.:lg dl1lg8 HO! 

<lvail"bll' ill the formubry. 


2S,0 1, D [r:te-grity (If Medicativil. 

Dmgs muJ biok'giAlb J:"('. "Iornl al [coper 

temperAlIrc'~ l(ll1M;n~[jill Sln.'l>glh! polene", 

Re.:cn]" ,ire m.a;ntained of dmg refrigCl'ftlor 

c;nd liec/c! tempen:!ures. 


25.01,14 COllsuJlatlollS!ResOtlIT~ 


A v:lila\)ilitv. 

P!\mn&-C'uticrrl c<;'l1-;ulh-,[icw i~ m,lce 

ilY,liJdblt· ~() presel ihel'S of dmg.'., lo sl;~:[ 


:::nklil'istet;ug ;ll.lg~, "Pl, tk'> 'lPlroprialc [(' 

f'alicnt~ (Illti liunilies. 


:::XPLANATHJN 

:\kUlOru 1(:>1' ci1(,ngmg Itte funnul.nry arc 
idelllifi<:,;. aona liDe OHj;:'fS for 
immcdi4!e osc or GOI1,fnu:nluy dlll!,;_" 

arJ proce~scd to meet palient thrropet:tit: 
needs. 

D,-~i!y te-mver;lture rCc{lrus, f,.;:.m 
aCCllriltc :;wKilnlndcrs, are IUllilltaillt'll 
lor e:h:h dl ug n:frigcnti(.r ! freeLe~. 

~t;\ermOlre-~er <lcC~!ra"y i~ ve·iD.cJ 
ag;:.ill~! g ktlOWl! ~!all(iani on;l 
$ellllllnr.l:nl UlI"'S. 

RccorUll:wJcd gl:i:ieliu::~* !,;r 
:,;oHsideruUo:l are: 
• 	 Rcrrigent:<;) 2 (l ('" 

:Hi 45 F" 

SCORI~ ·....l 

~2i: - 10 C" 

-4 14 /<" 


,:·!tae mllsl he l;liifie,ent ph":lI1clei.~t 
lillie to provide for col~sdlUlion,~, eW~ll il' 
~Ilere i!> ;mly II part lirrc or :'cLsultijl& 
p113nmd~~, 

It1 ::1] !It,;:Ill.\ces, a ph;T'l1a:;isi ~o:rve~ 1),1 
tilc P(0f~~I':-;i,na' Medical 'S!HJf 
eOOlll1itk'e (s) WL1Cli disi;ljS,~ D:'cg 
:h<?fllPY· 

INTERVIEW 
Determine tlle n::ehan:SlllS fur am::ndcg 
jhc Ibnuulary lind t'o: ohlilini:1* 1l(lJ1
forml.1:ary In:lf!{ wi1enc,lui fidk order:l 
;;xisl. 

OBSnn-'ATIQK 
Verify: 
l. 	 D!".I,.t.<; ill"c .{[;)fcd lit te-m!H:fllluroes 


.~pccinw hy m,)lHfactliccr ![uide~ 


!ine~. 

2. 	 DailY tel\lp~ratllre !og~ ilIT 


cmil1lil:m:d. (Graphs <ire 

10commcllHed but tiD! r:qwred ) 


Verify: 
J. 	 :\ flhllflH:lci&~ SelVC~ uJlap;JJOfria[e 

Mc<1icrl fHrJf GmllmiLlce;i. 

2 	 There is st.;[ficJCn! ,~ta~fing io p~nv;de 
!:tuG;j c:m:-;uiIMions amI "dJeulional 
';ef\'ice.~ j~'I": 

• :lirueJ.l :<aE; 
• nt.;niL,g staIr; 

1~34'NA: 
~'.!1I C0!lIl,hatw\'

<1 ;.,tW'l:UlJlpliIlUC( 

I " J 4 N~ 
i '"' I "li t,,,,':'li<llW~, 
, lrgf H), Ild(-.j r"h 
n,w~inv il1t'(l 

, .. I1Krmcnctc'< -';1! 

""!ibmlc\l 

1 .- N(lll eW"jlfian~~:\ 


1234;NA: 
I - FIJJ q'll'l'!I<I~;::::' 
1 };" tI'0crV'<'t'":' 

!"VV'ii(>J. 

j a.pl; lid d<lieal:>ir 11\ 
!11(tfl:;'H C~",jl(>l, CA· 

'·~i!i~e: 9.1_. W ;,,,,,,,,Ic 

,JK'X';;WH, ,,= ~Oil c;;ml,li'''""'_' 

Ika!thcnrc rZ~'ij;!ies AC:('fedil~';pn Program (IIFAf'; 
Ao:ncditalion Rcquirent;";l~S for H;.;;:.!thc;<f<: F;J.d!itic,c 

2039 
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PHAR:"ACV SERVICESiIHEJ)fCATION USE 

s rANI)ARD I ;:LEMEN"I 	 EXI1!.ANAT10N SCOIUNG PRO{;r,I)URE SCORE 

25,01.15 M~dk/!tiQU I)rolofols. 
"Stamlug', rUlllinc ,)1' l"'1''':C(;o: ilrdt:r.~ are 
Icvkw;;d L1ml r;;,,,iH.xl1:y ;,\e prc~;;rihi!1g: 

pmCltri(lne! ami the Pn;fCWljol1~1 McdicJ, 
S((lffut leas! nll!ltlEJy. A ll::\;;:O' cory of 
~lid: crdex'j is Illallllail:cJ :11 tlle ?J:ih·nKlcy. 

25.tJLI6 Home Ml'dkllHQns, 
Tht: Pm.'v;;;I0i111i Meni;:ai Sltlf]', vi:1 Pelky 
ane i nl" Rules fwd RegLl,dol1~, (;o,'"blislJes 
jl(th1al'cls rC~ilIding the else of mcdicalio:l~ 
broug!ll n:to the ;r,cilfly hy paliea!", 

15.01.17 Labeling! 
I), Uei< :md biol()gi,oa;~ k~vil!:~ tilt' plwnwlcy 
sen<icc tb: ether ;:1;,11 "pa:" I('~'d ~1()f;:lge are 
hheL::tI wilh the ~:JlJ uome of the pUjj~ln;, LIe 

A plw.nu;,;::ii\( rro\';dG~ il!~l\erYke 
progrJtrh :hr LursiJlg <;ia r:' ami rei \,2" ~~ 
L r;::-mm,'G ,() dillic;): .~t:;ff: 

\VhclI pl'!)tm:uI orders m'e u~t~d, 11;,,' 
pi actitiOllCl" iudividullJi7.c~ the order" 
fol' €" ..loCh patlf,ut. The order js dak..!, 
limed, lHid signed by Ote onlt'riug 
pnldiiiuJlI,'I". 

Amlll<tll~" In'ntoeol orders an~ 
n.'vicwcti, uptlllifd tiS rlldit:~dcd, smd 
appronxl b}' tll" ,'''ledinll Staff. Tltl' 
sponsoring }l"ltctijiollfT authL'lJ!icll (~ 
the "milstcr" cupy 11,," e\>jtkneetl hy his 
I h€"I" sigllntu}'€". 

If ;";.H.:h til Ul!~ are to b: gin;l1lO patients 
therr: ~lJa;1 b¢ pG,;i:>.T itlenlifi.;:Jion or 
tile: drug, incbding rnanubclmds bt 
;rclnbcr, wbi'll avail!lblc, by it 
J-!1lJ.nna;;iyt ('f phy;..;.:iul. 

:\umillisi;a,Ju "rdlUg~ not B~Ii'plicd hi 
lil(, radii:y reqcire., a spe::ific policy ,.ud 
Ilrocedure. 

SldC au,' redera: rUjuilcllkllfs rcgardilig 
IJhc<iq,; \lfre,packagccl ,lIugs nrc wix; 
?:If(lITe(.;. 

l)o(,nME~T REViEW 
& 

INTERVIEW 
Interv;cw !lIe ]);re:::o, ilfPlmnnacy, A~k 
If Itere are .rf01<::·CO!s, wh:::h i\(!ve :lot 
be01\ ~(l ret,. icwt\L 

Verify: 
AU ,').tanding (jf fO\:lme e:dllr~ !JlIve 
bee·:} ~uhicDt to iUmaa: reVII:,V ui1l1! 
0r reVl"'OIl 

2. 	 Swadiug orders / pr()!()coh. have 
b..l('nnwic,,"cd by Llc PfOf~,~iol1al 
Medic;)l Siail"via ifs (.olUll:itree 
stmcilll"c 

INTEHVIE\Y 
Vel,fy: 
1. 	 I'harnm:y po1icie~ mal prr:cedlllT$ 

aadin the Pw~;';ss;m1Ll :V!ctliclIl 
S,J.ff Kulc.,;TZcgal;::(iom: uddrG."'"> 
II1ct!JeaUnw; "ht;l;ued 1h,I:) source:, 
OHK'l" 111m: :liu Idl,iliiy p!l,UHlf1CY 
~l""tYXe. 

(J.BSERVATIOJ:'J_ 
lEsped ;)rI! dm,;e drawers or lJr,L\ent 
lll<:djealion <:t:j..lLQan:t~ foc :;u: labeEnf; of 
/c)tICkag<:..""t1 dn.gs, IF uo;pa:ienf 

1 2 j 4 KA: 
, .. Allpmtoccs, )\1:111,:,: 

, A1(+""(,; ,;;,jCI~ ,-,,'1; 
;u)!llmJi, app"l',;~,l by in' 
s::,I1. 
'2 -;- 'Jil 'j:" '\l CUP""!. 

3 = < 75 % hlC (C,ffdll. 

·1 ~<S:J%''''''Ulr~11l. 

li<l4n'J 
I ~ hE '0;.,;" in rClii,'Y: 

pmdicto 

4 - 1\",; (oll'phllW~, 


12.34NA 
I t, llabding is 
"""0'",-111 
3 '- 101 '",,,"h'e) Ill' 

c;;p,;nV'.! (hi" '.,,! 

2009 1 !ea]I;Kare I'ac:lilics A(:c;f...:i1taiicl! Prup"m t1-1FAP) 

A(credi~u!icl] Rcq(fLemcnl.~ l~)r Hfulthcart' faciiliies 25-31 
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PHARJHACY SEl{VICE~/i\Ir;DrCATION USE 

5T AN!)ARD! SL[MrJH 	 FX!'L,\NA ! IUN SCORE 

p:t;;.;criba'.., mHth:, til" HalTIC .-;Irengtil ~ 
(ju,mtil y C\pildlh;11 dalc of :he orug, lll~J 
:lpproprifJ [e t.>:\>~,~0f:" / cflutio;!iifY 
stiltkHlcntS. 

25,0 I. IS Bfalldard!za(joll 91' Lobellng, 
-I be methods for Jnt>ding, ;:mckagil1g .tnd 

510rillg ;udica:jef. :mve l'Ct11.'itanCilttb'e(i 
illI';Jj.!.buu\ tile fltci\ity :c rcdlK'c mlvCfsc 
e\o'~'jlt$ f{4'o,ul!;~\g Ji-O[l impmper labeling, 
p,II:1n;g;ug ;md or ~\ornge oi"moJic"::olls. 

l¥te;;~lf1l\i~IllS ,;Xls1 bLack 1110 

:llalhlfaclu(cr'S Jot manGer; 1l1is ulily be 
Oil th(' ]lIbe! c: via logs !,;r i,,-faeLlily 
lise. 

Oal:::ltiem (:i.'?C_i16mg 1<.-1.IUileH lhe ~ol 
nlJUlbl'f 011 the label 

Paiknt Safely lultiatiH-: 
IU?l'Of1cl' labding and rHckagillg or 
rneoicalim:s Hrc \velJ-bnwL ca;IHCS 0:' 
seri,lU5 l1l<xli.:a;ioH error~. Tbe cv::1el1ce 
showo: thai ::,,:rc arc .:i!(;ctivc I:ldhods 
f01 simplifyillg pha:-I1:2cy un-<.llOIl
plmrmacy d;;!pCH'iing by seJlldanliz:ng 
the labeling oLuedictlcioll C(lfi[a:I1Cn 

;mc dmwn-up syringe,", aau lhe_ 
puckagmg 0;'-- lr.cJicat!Ollf. 

dlspenS:llg exb:ts, a~l{ [0 s(:(:; n drug 

p:.:t:';l'sd {o t'IISltrc ihe rt'qllil'cd label 
h,fOl"llhtUo-n is pr('$t'-IlL 

Verify: 
I. 	The ificlHiy lUIS 1111 crrct'tin' systt'1lI 

for tnwkill~ lot !lumbcrs. 

2. 	 M"dir:HiulI~ ilrelllhdNI with flJ(' 
I'Nluired infnrlllllliull illcliltliug: lo( 
iIllmber alld \\Xpirlljjou dnlc. 

nO(,Ul\1l(NT REVIEW 
& 

OnSKRVATlOf'! 
Review mc::icfli10!l [,::imiai~(fa~:O:\ 
poiicie"s. Ob,,':"Jv;; lH:di(:<ll1m: pfepnn.!li;;n 

<1nd :st0Hlgc 1lI cas as 1'>'0:; as 
adnlnislmtH;Cllu Hll:dnte co.np!:nl1c(;, 

Re~ i..:w me!llOd j('f e;I!iLlnng c01:I::;1ian;:e 
wJ!it policies and pnx:cdun:1 eLl 
metlic.Ji::olllab:.:kllg, !hldmging- at:;; 
s:G~tlge Ihroughmu the orguni",,[icn. 

Ver;;y: 
L The mc(lieatino admilli"tratiofl 

labeling policy addresses: 
• 	 La;;eIing of <111 meci(:~llj,lI1s 

until they nrc mhnilli\b;:red 
h, t:1e pdi..:nt 

• 	 V :didalion of t'OIllpJUI:CCO 

t(H all ilrGlS. 

• 	 I\ll ms!iluliOfH'Iide 
a;lpronc;1 

hr,\1Iw,;i Oil;;( r",~, "Ilr 
()!)\ltl\Jtlll 1<,,,, 

'1 ;Y;"lliplt p;';'l'nidJ 
!<;il Go", ~ J ]"Lld,;. 

1234NA 
f,{)E\J5 \lit w -nlen 

U' H,i<lrc.'" all 
W'WiKnlCllIO ~'ld 
('(mJpli,mu b ~\'iucnl 
(j!l'f"·s'1<YIII1K 

1 = l'r~l:b il(i,:]ot 
j~"{!\i;i(l"('I1~ !l!Il 
c<)lnp:,""G: 1,']«11 
evi;iCllll'-, ""~ vi >to 

"l\'M 
} rdlG:t"mi';I~~> 
\~,(~:lic~:~12;1" (\'1 

(;()mpl''''\I''' 1, ,:0( 
(;,,;;1>"';111, !tH'i ~ I:r;,j (Wi> 

:1"';;15 

4 -r'<,I'1:i'-'>W(b';;~'! 
~,,-·"iltlbk IeI' tr\"n~ fll' 
did (0: ,.,klrc.\~ wi 
IC<;U'''tH'''!I\S OR 
4 .. ("vmpLaw:\e wit" 1M 
el'idclll (I!nHg.!IOUl hie 

m"q::iralbn O~ 
4 - r'Jm;,jiallc;:o "'16 11\': 
IlLn'I,4>",,,"{1 l\>lltmdy n ill 

:lJlil!~,'", 

He:1hh('a~e Fa,'iUies /vxrcditalion Program (fII'AP) 

AccfeJitnlll'H RC(lu;rele:l~;; for lI~d]!I;('J1,e F\1c~litjes 




PH"\nJ\fACV SERVICES!MEDICATJON liS"~ 

SCURE J 

25,(11.19 Wg~!:/)..!c.. t Medh;"ltiulIs. 
"I I,e "i1fe usc of"bgil<!lerf' d:ugs will bi;' 
f[)cill~dl..:d by fU1plemer.taliollllrthc 
fh!Jow~lIg: 

L 	 idenlifH;atJoll 0:' "hlgIHIlcrt" dnlgs 
IIv,)ihb:;.: cO worken; Il1lhe- facilliy 

2. 	 Irnpkmcnratioll ofu pl<>,;ess to idmlif\' 
new _11C;lic;:!\jnL~ Ii)!' ~(ktli:)lt to the 
"high-alerC Iml 

3, 	 D~-vcloptnCI!I Ol"pfO:O(;O::>, guidc:ines, 
do;.;il'g scak.~, <'.nd/or c;K'Gkli_~t tor e,,;;;' 
"high<:k:'l' drlig; 1;lukc thew lIvaliable 
to ;-;:l( '!;jJlt carcgi\.'u\~ 

4. 	 hnp;unen;al Ill') 'Jf n }lJ (1\:;eS3 10 HlJ(j,t 
compliance 'kith thc protocolS and 
guidelines 

5 	 Utili?:;,IIQIl or it ;n'Jj~it1iscip!imll-Y h~:1.II: 
Le ;dent;;); ,:Hd regtlkr:y ('.'view 
sn;cgrulfd~ for "il "hjbh"~leff' drllty;, 

l~ntit'llt Sarctv lnil.illJi'VC: 

C(:floHl classes of ~lle6k·;jjj\1t1..'j have 

hoen repclIlcd:y ~h()wl! to cause i\o:'wr~( 


drug eve:lts 2nd ,sL;mld 1)(: viewed;t" 

farticlllnrly $OnN,1< :;I;ca(~ to pnlJen: 

safely_ 

• 	 Intrayenous ,1urcnergic 
ag!Jn;:H~ und 'J.llillgon;siR 

• 	 ChedWillti:1py agcll~S 

• 	 Amkcngolantf> iUHJ 


aJ!ti thrombclin. 


• 	 Conr.:;:r;tmted ;>arentna: 
eJcclrol\'tc~ 

• 	 {feller?! ar.cs:hetics 

• 	 NC:lrQJllitscular hh'cKcrr 

• 	 Lni\ulin and oral 
;1 y,mgtyC:GII:l~''; 

• Nl:lrt;\l,:c~ and opial<1< 

• 	 ;';j(,mgc 0~' iool;. hlik:, .~ound 
alike 411d v~L;d ~lrcngtlJs 
or medic,,:iOrM :n phY"ie;111y 
licpa::a:e 1(l;;ati()l1~ 

2. 	 Compliance wilh tIlt' I1lt'tlicntiuo 
labdiug p!Jlky t~ vvjdcnt 
Ulrotl!;lwllt th\! Cadlity. 

DQfl!MENT RKVIEW 
gL~,:i2W jlo1id;;1i Iud procnkrc~ to 
validate ;.\,;1 ~ll ') l'eqli1l0HtC\1(s <:Ire beirg 
'JddreKw.:1 in I];;; :lI'ganizrtlwn. 
Rev,t'',\' ~iUdi! matel'iols [or ung;Lllg 
(!o"nphau:c, 

OBSgnVA11.Q~ 
Ob,wrv;; Sr;)r-;~ge aI!l~ :IH, of :tigll aiGrl 
mcdicaLOIlf. ,;;1 HI\: units In validat\) 
c()l11plcm:c(;, 

12J4NA 
J '" Ilu<IUi;'C:i [>01:<:1<''; Le 
'" p:~cc illclH;lij',~ 
<('{jlC':;] d"'''tllt~ : 5 
:ond "('''I,ll.wee.' 
ll;, n'gh'u( :be: 
LF(g:~fjrofkw uec·iMnl. 
2 R'''l""d rdkk., ::\(0 
j" p".""(' blll cnml'bw,,, 
!$ 'I(>, (',,[deHl U: (XL Cf 

(""l ";,,,'~ 

3 _. T':)hc~ ('0 nUL 
.~):'l;,ia u(l '~!f' ,(<'(t 

dC"l.:11'1~5.{)E 

3'- C"«.,,lianc\; i~ ie,'_ 

",,--,It ,Hill ,1, ,h) ilIUI1 !w, 
",var 
1 Pd .,:c~",,, ,oJ! 
;h,dub:,' .Jr t(~kw (1;\ 

"'" (emp;iL'~( j~ 'I'It 
~viJo:.ll 1:;(01"1'11< C lito 

Jneili~y 

Heaifhcf,rc I 8.::iliUes A!XTeJilatjz'n Progr&n (Ill:i:';') 

Atcred:!;;!ioll RcquJrell',elll::; jilt i ,ca)thC8t'e FAdl!!i:> 
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rIfAI{:\,jACY S\!J(\'ICES/M£DlCATlUN USE 

25,0 un llil<j)cmin£ i\'lethf}{I~. 


Y.edicalio:lt: will b..: dl'>peaseti iJ; ;Jl\ii~do,;<: 


vi' tmi:-o~"lIse llJrlr: vrbencvcr [ll1s&i.Ji..: It' 

,eciH;;: ul\'t'rsc cveOlS rCtiultiEg from bulk 

packQgil:g of med~cHlJ()ns. j'\iis is 

cyi0enced by: 

L Ltla-dp~e plldu,g;n:~ XF mc:dir,l1;;,I1S 


wheneve; LJossihL; 
2. 	 Dl."pcw;ing in ~"tldY'\0- admin.<;k~ 

limn 
3. 	 Co;[ dost' p,[ckage kbdiug o)1)(JiniEg 

Pl\)uu,:: nam:.:, ii:n:l1gHl. :ll.'Jltdbch:rer, 
cx'pim:tolt tktll:, and ,01 HHmbet 
prodLlc<"d in tlmc:)ine ·\\:<:\u..:h:e code. 

4, 	 P>.:~,at·ati(';J :md sup;ly or daJy ~mil 
doses. wf mcu ic:l>om; bt :lldtvi,Jllat 
paiJenL-. lDUfl'llte purview of 
pJlIlr:m:c!cit., wlliOJ' prcp;lckaged lmil 
C(Jse· is not (;(lllllUeldai Iy i1vaiklbk 

5 	 ] .imiti:lg of av~.Jah;c I.n:pv1y 11l paliet'! 
0,:2aS In 7t·itl1UIH or t<x'H ill :cr:lY ()It(' Uu,c 

I) 	 J\ t;.:fatxlIiY;<:CltI for w:m:tnfitlg ill\(i 

iMrruvi),g ;:10 rerforr;l~n1ce uftne unlg 
dit-:(:ibll[ioJ1 N}'slem. 

25.01.11 l\~manltio!l l,f {ntnt'lcn'1l!s 

~}rngs & [<'lrdd'l, 

intnlvem'lm dJ:ng~ um! adlt1;xeJ l1uids iL'~ 


prepared in nc,:;onJanet: with slauJarJs o[ 

-;;hi1rJTIa,:y plac;ice, eO:lgruer:! ""'iln SItl!e um) 

kJcr:!! regu;aliUln, ill L l~l<lnner fo leduc," 

tne p<Hcau<ti for backl ial or dl\lg.l ll!-.Ig 

co,lImnina(iotl. 


FXPJ AN;\TlON 

l'aHelli Sa[",tv Initiative; 
Hv5piluJ"( purdm~t: OI'U; <bsngc 
mcdicaticw; in twe forms - bE!!. U! 

cCrJl~leJ'ciaEy pre'pilreu, ~}['-~rackaged 
d<)sag('~ rdelTt'lllo l.'~ lInit-Gf.~lse Uf r.n!! 
dc,;e. 

WI~etl pUfchzs,cJ HI bu!k, tile 
m<"-dk:1;:OIl~ lllL1~t he leprK,r.agcd illlo 
un;l-doM] diql'~)I~. 

The eVldcl;,~e S!,!l\W that llJ)iH.O~" 
.rackagir.g redllcCs :be rltHlber of 
n~f'd;<:;at;;ln e1l'()r·~ ar.d .appf-i1r& tu be 
widdy Jsed in n;os[ ge11el1)1 :w:JicaJ a~lu 
&wgical wcrUs, Hnwc\'ef, il i.~ 11(;: 11',0(1 
il$ mc.:; (Ih il nlldd be ill O::1O..:r l<lC,lt.(,Il'l 
slich tiN mte.lsivc CUI( 'l:li(s, orenl1ing 
rO()I11N. :nd em<.:lt;f;JlC-Y depEftmCnls. 

Tiw expl,j;!on da,e c·!' IX!)Jl!lIi!J,ted 
dl'llgs :)f admlxcc nuid~ is prominellt!y 
I1dnted o:! !}:.: \ohl:io:l1<lhci. 

\'he usc u;'llOrlZUlll<1l Hml Vcr~:;::ilr now 
hood" xre itSi'd cOllsi.\iellt witll Stnic 
and hJnll regulatiolls. llot/rr.tul :me 
vcr:;cal no\'; hued!' ill'C iL'>peded "ntl 
,,:C}lHOl uec:Jrding 10 m1.\J1UmCI'llel' 
Jilsin;cIJrlJl$ dud Slal~ aJ,,; leea: 

SCO!{]NG PROCEf)\;RE 

I :"(rImvlE'-". 
frk'ITlew !lee plmnMcy di:tc[ol' to 
vdidaJe llli\c Ox proce.~~ being U:i:,IR;d b 
eompliullt with the s[umlarJ, 

ons).;t(VATIO;'II 
O:.h:l vc me;:Ec(liwlt d;.pensl1Jg i1:"a~ [0 
\i,llidmc thaI t!J.e, swudanl is belt11! mel ill 
zl1 Jo"atiolls. 

OBSERVATiON 
Veri~y' 
J, !{eV:flw [he a,jmix;ufe Pl<ll.cU:JfG Clnd 

'lWiJity :':()l1troh Iel cOllgruCHC(; wilh 

c\/rreJll practice. 
2, The Phanww} pr(l(J.~lurt' fill' 

clc(lIIing chl'mk:d spills; !ipill kH~, 
lu.d Pl'E af", iUUlt.:diately 
a1'ailabk wIt!?!',; <:}lI)tllxtrS are 
prepared. 

SCuRE ~ 
2J4,SA 

! ~ S!rmdlll(: i;; I;eillg 
md In ;dl ~nC,1(1"'" 
.y!'<:'te Ilh't!;c>ll ;Jl1 i~ 
,ii'IJeIl~c.L 
, p"j;<:y a.](h»;C;I ~J 
" :~ ·,brds l\;ljW' ''''''''1$. 
ill!! io t"C" "~l'lllj(i hl:lI 
IJf~ti<m", 
4 Pah:) ;J0~;; I"'--'c 

",IJh'3~ til; i\::jHir\":1:Jt'CJ 

O;t ~,;'C IInl ;<''-'Ii\.<hb I,,,' 
"'vkw 

2 J 4 NA 
. All d\'''WflU mc: 

2 = il\Mj <train}, cu"b<Jl~ 
lin, ,,;,,:w'.'
4 - CY:)!D!ii~; pU.'j"m·\1 
in .)(1rb,nWi i>r'()(l 0, 
No pp~~ f k;I';. Or. 

"'p;;:.nilT. 6[( ,,! 
l(,«(!,_,j"dv;, wlnl,,,,,il 
WiLLI""" !l('t ;~htld 
NA - N() 0(/11<,1\1<<' 

EeaLhnlre h::.:i%n; /\cc:'eJt!;t;:on PrulFJ'H {HFAP) 
Aocr.:,li1u!iuit Re(!uin':Hltl~l::' for He?iI!lClHc hc;Uti<:'s 
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PHAI~'\L\CY SERVICES'MEDlCATfON USE 

STANDA1U! [LEM1-NT sC(mlNc, PROClilllJHE sconE ] 

25.01.22 Sallll)!\: Drng~. 


Tht' use Qf"~J.m;:>le" drug,;, ifpermi ~K'{], J<: 

cOd:mlled by tht' plil'f.nl\ty d:rert{)f <Hl~ll;; 


in COnkitil1iHlGG with fedefn: llIlil siztc Lnv5, 


Cyti)i<)xic:-; 3H; :1,,1 lo be pl'Ll1ufed t;ntlL'r 
Hhn:i"7.oJ,la! homt S,wle state:. i¢qEire 
,:0r(lf::cali(;jJ fUI pel'SQIHlt'l who at-e 
l'eSpfHl)liblc for adl'lixing cy!:;wxi,:$ :o;nd 
n[l:cr darg:--,'ollii ad'll~xtUl0S. 

Cilemlclll! hUlirdolls lll:flhTial "spiJil' 
kih are readily availahle tv the IV 
prepartlthm !lrea. Stulf is 
kllowledgeahfc as to IIl1ing spill kits, 

Pehn,ml Pro:tcliw I:q.UpfHCtll (1'1>;',) 
an, used cOIl-5isl(>utly amI 
ul,prop1'iJdely IIs('il 'With lilt' 
pl'I'paraiilm of lV drll!!s and MlhilIOllS. 

The U}te or ~iHll'le dugs i,~ (:i;;;cc~!I'ai!,xt 
Tho J'epad:aging a:ld! OJ' rc~~le of 
:'il\Il:ple drags i~ prohihilc,t 

Ii sf,ll1pl(~", an' ilIiO"led, hospijai policy 
dClit:rih~ nw usc, storuge-, mul 
dlstl'ibuliou OfSHIllPW drugs, Sumpl(' 
dtngslll'C hllie-lrollecoruillg j(J 

[mlilJilal policy ili('ludil\~ Il)t \lumbe-r, 
I)ulienl name, pre-M":rib(""s Ullnl(" dose. 
tlnd cl.piration date. 

if ~lln:ple;; tire a;t:)weli, tile di:Tdm of 
p:mflmcy 1:i\5 full ,Iccc:lntabili:y ;br 
slongc, di~lri~\ltion, and tHe. 

The {]itYdor orpharn;i\cy is f0spon,;iblc 

J. 	 llorizo'l~ftl 2nd \TI-..icnl hO(lds ,,:e 
I~~ed for {heu i-ntGllJNi pmpme". 
fforllonla! hoous lIfC in:'.pt"Ctcd (lJld 
changed eVC:1Y \IX n:;.>IlI!l.~; i11<: 

extel nr! n: vel tical hood . .J10lUd he 
::Jeuned 0,' chang('J by maintel1<mcc 
ver~oEnd quarterly, Ci);l~i~~elll will-: 
Slate und l0ea1 rc~ulr,ljoJl~ NKI 

mijlwt1-Ic!U,;(S in~ln!('.lions. 

INTERVI leW 
& 

OBSERVATJON 
He-dew Ihe poLey reganFug Sar!lp!cs. 
Verify the pradlce: samples '1;:: oHc:) 
locaceJ 1Jl emp:oyee ~mmgcs. oh.~l;,'!rics 
MEi the mc If tllesz- ?xe the p,:wsici,u's 
personal ~lOverty, ';,lIayle medicatlOlls 
shotlld be ,,;cLlIred. 

Verily' 
I, 	 There is :.U effective, dCClIfale 

retail prot;es~" lXm:'.i~jellt wllh the 
,,\;,mnacy H..'Cail prn..:\.'ss, 

2. 	 [f rscd 1'01' puli@!s, ".'81 ifl' Llat tht; 
-;>L'!'lliflJ:is! h;:,; control ()f s:llnplc 

1 2 	 3 4 NA 
KPll t)~ ,:u,llOl "I' 

s,;,)'l?k,,_ 

2 t'Tnpks lJ):",,)(01 {it 


'I ~ l'ml'lkc i~ ~l 
,\\;!ati(l)' ;>l' Aalc I\("'~ 

NA - l! !;!l11pl"~ 

Helihhcue F,,::-i!:lies !\e,'n'ti!la!h'fl Program (lIFAP) 
,\",,'l\':tHa;;Ofl R<:q',liremud~ !(:r He;11t!;;;;;,r>:: Facil;:;t;~ 25-35 
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PHARMACY ~a.:,HVlCESf"'Ir:DICATIO~ LSI<

SCORING PROClilJURF :;;COR.[ 

25.11 L2J !~J)Hcnt MfditlltiOll Prume. 
Llefe L"', pc::i:;;,tioo profile ;;tea(e.l Jhr 
eud, j,t;:Jt::.Tt aJ,d $t',ria; Vlll,Ji1IlCIl( H,":civil1g 
dug·; End h:O:,lg:G1.Is, Tllb prnJik rndudcs 
::nla ::"'l'iWled 10 fissure ;;;.l1c und UGcwn(e 
:lu:nLtit>(:'a:ioll or drng,; Iud l;i;;1n~iol!S. 

fo: Hl<tin!a)'ling a log of al! sample rimgs 
m \he ('Ten! of a plOdl.1ct recall. The log 
inda(klllol nU:lJoers and palien! 
di,.,trionlion lafonaa!ioll. 

Tho protiie may be mamal or eiecin..aic 
and IFay be uliH:.xd ns a charge 
doc'Hmen!. 

The patienl lImi drug dllta en!tT?d ,nto 
medicuuon prnfile$ inclades, at le-3st: 
I. Height, weight, JiflgIlO~CS and nge; 

') H.~t0ry of ID::;;criLed ! aO:l
preL:-ib",d drrg .1.';;:: inrhtding 
legen:, over the c'.-,rol..::r, ho.ne 
r<olH<:d y, <lml ~!rec:: LWg,,; 

D. Df!j~;'; (;;J.d·n:n""le:"e..i flo.lJ f,oo:' 
';~oc!r <Iud! QT) dj~pem('d for 
<~dm:nislr,',licn bil~cd ~\f()I: dircd 
::.:vil'w ,1F !:'!lrn:n': order,;" 

7" Druv Jam imii(;;:t(; tI'!(~ matc, 
schtdu!e, Sial1 and ~tojl cla~e~ 
indutling aulolHfltie stop dates, and 
!(lrl11 dispe~lsed" 

drugs. 

CIlART REVIEW 
Rcvi(;w ~he medicl1iion pn.lmi'S f{lr ~lVr; 
(5) active inpatien! r('l,;ord,~ i'J;rl011C (!) 
tle!:\'e ser;nl ou;pn!iem ru_'u~:l ~~Udll-l" 
cLems} is dele;mine 11:<::: ~~,',ba:.c. 

Verify: 
L The mct1kntlolllm)filcs 

{:ous,i",tcuUy dOl."nml"ut i'ndll)f llit' 
se"en (7) requIl'ed dCTIlcnt~, 

~ 2 J 4 NA 
I'll! ¢leIllC'll~ 

,·\",-..ji~{,",:~ly pjC.1(;j'~, 
.2 I ])1 ,r,le Iml!

eo,npbct, 
-' - 2 pr<JfiieJ IWI]

fl':~jll!Wllt 
'1 ~ Dam ;,- ,1 111'" N"l
<'(:"I~!ial!j 

2009 IkaHhcare Facililies Accleriitlltiolll'rognm: (lLFAP) :~,
AQ,TedilHil<)J1 \{cquir!:m!:nt" {PI HtaHhcare I'"acilities 25-YI 
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J>HARJUACY SERVICES/J\1EDlCATlO'l lJSE 

~. STANDAlZl)! ELEMI:]\.:T 	 [XPIANATLON SC()[UNG PI{{1CEmJKE 

15JH.24 J>rofile Review. 
TIl\' pl'oHk is Ifwic\ved dJily anci with every 
lihk:I' c:hungoe by"n I:{.Ph. The reYJcw wla 
o..::cur bd()re li\cdln!\i,m ,;; disr':ll~cd {If 
Il1nd~, 1:lynil"ulc fN admini;;~nvi,>n CXC':jJl in 
lno'hl imlil!l(;('s wileJ) tev;..::w \;;ould earn>: ;1 

U:C..!ic.1L:y Ullilc(~rtable Jday. The rDV,ew 
iln:ludes uJgnil:;:t: locll~ Elf pOle,h:lIJ drug 
:md fOoJd·dlllg in:Dr,£linn,~> in!;di::n::m!:-cs, (fl' 
J!jcolUpl'.li~}iliiil:~. 'Cle review of \m[('~ s ,vi!! 
be deculUcn:eJ ill the ?a::ClJt nxo):J. 
';-hc phIllLk,;;it'-!s will :nnintai,1 a ]og 
d,>CUnleUltng im"n.em;uJ'; sleJll11li:ls fto;n 
li1<:; prol1lc :-e"lcw. 

Compliance w;th l!1" medication proC;c 
reVlcw ;vIa be andiicu k' dderElim:: 
c0JUplilll;c:e wiw tlle rroc,;ss so ina! oagning 
il11pmvemelli ill mcdicntioll ~at:':ty wi!! he 
adllcVeo. 

25.0 t .25 0rng AumillislratiQu, 
MeC;Llll:srn8 l~xi,;: SG lbd dfllg~ amI 
llickgk;;ls ar:: adl\Jitli~k:red in L ss!e, 
~;,;CtlnHc) ,1;!d cHec::vl' malin":f, 

PalteR! S.aJ;,;ty IJlitilltiv{': 
>-leiujy ;vJf(JfpI'f'vO:lah!¢ iHlver$8 dnlg 
even:<; (ADEf) (cellilt from a proh;em in 
Lh·uwaliu'loc1;:ring. ;: lu.'i bet,) 
J::molls{,-ated 111 inrmll¢U{ S::::lllgS {h,l! 
lHwlq; a piu,nm-::bt review rm:dic-a,;OI1 
onkrs ile:cn: a(unini,;traliOH i'; 

as.';ocia~el) witb e "ito.uif;;:;Jj)( J(;(;rea"e b 
jJl"Vi.l!1(,ilOi(; A!)E~. Si,l);tar fjnJi.ty';; 
luw beeu [ound it; ~lmhtl1itL()ry ",O!(;11g~. 
IudJc.ing phanutci$!s nn dillieHI mrnJs 
nls(l cun ,educe mcui:;;tiol1 eJT<';. 

M..::hods!1l'C es!aDlj~h..:d to l:Si<urc !:H:l 
daily pro[dc I'evkw It} -it PbilrmadsL 

A kg is maintllined of p!mrmacihl 
ir::!i:rvelltlPBS le!;utti:l;,4 frlJll! tho profile 
review. 

The pilH"fnu..:ist / prescriber ml,,~IlH;(\ ib 

a[lpmp~i8.1c, li>r lloti/lcuti()1: c1' f(,pJ 
servin) for pokdialli)<)u dl'llg 
!nleruc:ioLI~. 

DOq,iMENT RlLVIEW. 

CHA,HT REVIEW, & 


INTERVIEW 
It""icY'; (lie pol;,;y llial Jcfkes whdt 
Wt)J!u be corl.'u1ercd a medkillly 
,,<:<.>:plu;;.[e ,I;:lay in phllnl\uci~i rl'vicw 0.' 
new orcifcs, R"v;ew n mi,lLllum 0; ~O 
palkllt j'ecJfd:-. interview the 
p;wrmucis[ and nt:v,;llg ,.;un ,(l 
dekrDne starr knowlctJgc (If HIt' clui!y 
profile rc,-ien. 

Ven!'y: 
A 10# :.'i mui,Ij;'jncJ to!' 
l~b"nrmci,;~ il'tervcntiOTIs 
$lemmi~lg nUlIlltc ICViL',-'{ ~;)r 

P:'lI'::li:ni i;Len:ctions. 
Interklcl1ces or im:o;llFillibilities 
·111e prof1les ill\) reviewed Jaily 
<llhlu!,PH \)rdu ch<lnge",~ wiLl 
uOctUnn1Llcnn \;1 Ihe il1..:d1;:,.l 
record. 

3. 	 "fll« phanllaris( auJ nursing 
~tatT arc k.iHmleug('able or the 
medicalion pnrlile rtwicw 
proc~. 

4_ 	 A process is ill pla('~ to mldit 
cOlupliancc WjUl ihe Jaily 
PI ome revil~w. 

CllAlrr IlliVmw 
Ch~ck dwrb 0 limite:. COIl,parc 
physicl;-ul orders (lgai1l'f tile Mcclicalion 
A(!luiH:,~[n;t;on RlX'nrd& fl'f ;lccLU'acy. 

1~34NA 
I '"' l)c[H\"'~,[atd <1,,,1;' 
Ji:';'--''' .... ;il1 
(i"~Un\11tul ,)' III Ille 

rnTd ant! GV lj)~ ;( r 
,;winI1CbS. Hlnlfi"wl';:X 
or ph)",,,, am] ~H"l:: 
OdHY ,k~j'" 
J -1' nne i"1\ :l'\'i"w~'lC 

rlr ~Iilndr",: OR ;hillt 
,[,'<:111';':11[,,1 i\J'l/kg 

1:<,;1"iA':'IIY l'''I"ph;~K" 
4 '-N;)'-V<\10IUSIll~"H, 

oJ/" :u"lik';k" Oil, 
Std;una\\J,,, ,,1' tho 
rc¥ivw jlf<1<:"''-~ 
'~q\jjl.~ """\" OR IH' 

,h)cl,llw;;jl~ j(J,,'; 10 
dn'·''''"Je cOIl'phulO: 

;':"~\fiJk(! ~n.: ,!pi, Iny 
,;ml\".:_:>-l w;lh "~I\: 
_l",;;o,;kT (W>i~, !Jut 
en (1'~ ,;ul(imw!oJ "CC\'! 

2004 HeaJ[lium, :-~lll'ilitje;; r\c"reJ;tHI:n!l Pwgn:un (IlfAP; 	 /,0,
! ' t\ccr",dil][;(lll Re<.Jujrem~,Ls for Hoe"llhc&tn; Facihlie., 25-37 
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l'UARMAC¥ SlmVICES/MF.l>ICATlOI'I, liSE 

STAND:\1{.:)! ELi:! ...UiNT FXPLANATIOr-: SCORING PROCEDURE 

• 

2::,01.26 Labrl Jvjcdkntiolls~. 


fu!JUtfOIlS Oil tli£ Sterile Fi~'ld, 


Ill:' Jaci:.ty mllst deFeiop ~,H: i:nplemC1:! 

pc!iclt8 fry "<.I~C !aheticg {;f mc.:.:icr.li0llH and 

soILllio:I." Hse-d ';:ll:nd 0;1 ~;IC sterile I:dd in 

lh;: pCrlQpemlivc seHLtg,;. 


1 b; fac;J.ity 111:181 k'-T poi;de:. and 
[JI'OtC;;;;c!' in plJL'C Ulci:tcil1g, bUl Jot ~illli[cd 
I::>: 
J. 	 The reql Irc.c labd'ng of n~eJic:I!lolls 

<.md SOl1ll10B;;, regon nesS' of eo,ltCl.llt'-r, 
ui<cJ on aud off the sl.crile tlc~d 
~;lrotlghO\;t the peJ'toplmtivG 
c"perien!.T. 

2. 	 The melhrJJ~ ned l,) JiJlcrcIl[i:ti<: i:llhJ 

bhellO\1:\~qliJ.;e pwun:t-; ll!:;:\ SOlUU\)llS 
with "Imi;a, clJ:I1C~. 

:t 	 The pIOn.."" c:-;ed [::> verify and confirm 
cadl lr..ediGaliol1 i soiulicn and {(:e 
x~peClih' n:~lch~lIg IHh<:l, 

PATJl<;NT SAFI(fY INITIATrVI'; 
[n reCT.,: ';'10';;/5:, lil::!:: hay:: hem 
LLU1,-,rotL~ rep01iii d d2~lh or seriou~ 
iaj;IfY '-UcondHry L' un;abeJed 
n:edi..:lI1:;ms amI ~():u(L'n;; o'llht" ;;tcnlc 
GdJ. 

/\11 surgt"ly N:tting& 3l:~' ptutc-dIJrc 
iOOlUS na~ cxp~clell to har_~:I~ chen';;n]s, 
rengenb, ~pecimc:! [Jr.,;scrvn:;fH agellts, 
und di!llcn!r wllh ~hc £.a:l1G Glm!:nn as 
r.ledicacolls_ 

A pWLCC~S musl be ill rlm';;: to bbeJ all 
whdlmv used III ll~~ ~Ulg;en; area 
inct1liiHg, btlt 1:(JI li11ldcd til iHh'[lveJlous 
ntcids, :m;dicaholl:'>, body th!i,:3, 
hY('f(Jgcll pe.~u;"dc, fnr;w,1 in, J,\Igol 's 
'\)1IdjO;1., l;:K!i(lpuqt;~ dyes, sler!],; ~ali;,c. 

,~lcdJe W8!<::, i,~opropyl ,c!cohvl, ~Kjll 
prer<ll"rJicn \ob!.k:l~. e:!l",hexidinf', 
~'.hti\l'aldcl:yde, and 11v.: like, Mary 0( 
the above "ioo.< alike" n~ tlv:y :1l'e C1C,';t / 

c:oludc~s wt:llio:I~, 

Lalx:ls me;l be a)plied 10 ;,('Lilimm 
sl:cr<;'(: ill illlly;;es of ((-'ll~<1im:, ·.k"ul u() 
und off ill\; Aurg:C<11 field i:t (he 

Verify: 
1. 	 Medications adutillislcrnll1rt' 

('tllUd~ten t "lIIt tli{> phy~idlUl 
!lrdCL :'I-'ledicaliolls are 
arlmluis({>l'cd ~lIfely nlld 
IIC'curatciy. 

nOCUPt1E?\T I(:EYlE\V 
Review rolic:es md prl':t:i'CS ,"eI(;tive 10 
lllt"dkalitm prepalll.liufl. Lk:cllniu: Ih:l[ 
"y~I;;Jl1~ arc:n plan: rc-lr.ling ~r: 

1. 	 Rcqt:ired labdi:!~ "r~(>letioJls ll:IJ 
:'l1('uiCfllicrs OJI lH,d uff the <;t<:~ik: 
fieA. 

2. 	 Proceuure f(ll differt:1l1iil~;llg look
alike ClllJ ;;otlild~a!ikf' ItIt.;Jk<!liolls! 
sol;;tions. 

]. 	 l'r()(;ccivn: for (Pcivk~UftlJy verifyiug: 
aLe hlbdiilg :l11,{fi(:a:i<J:ls! ~o!utjcll~ 
and :i.-'~;-;i.'di'lc h-lbels. 

,!'u W~\CII ;l00rmg ;\is silllltimJ, 
il'eO"lJormc I>tal1danl c-;)It~plialle0 issues 
USlUi.':l;:fied ill s~l'.mlan.l,<: 

• 	 ]1\.00.24 
2:.Dfl25• 

• 	 3U.00.19 
:~;lO424 

(Ii •• ,e.1l.11;i.: mle_ A?!mH' 
J() b,;" ,'r<;>(o," p,ubklTI, 
4- All L;\~'1~ {;b:x:kNJ 
"'~j" Ii.OrJ"CUllll'! ;jUtv 

I .' :I 4 r-;", 

I Pdll<:y I'. plmT: 

lIw:lic{,: + :o,j,incnL 

'l'i,h pdky 

:\ ?r>h'y.11 pl:w<, cnc 

'- bscp,alj,,,, it \,I;idl 

(11"","\;"" ';I;I~ CO·, 


C(mt;~:":!1 "jib F"-Y 

4~ No I'<Ht'Y ttl pl"G", 

·OR· 

4"' !'tl.lc!'i'L';~ 


: l<:UI1.,i,9U: 'viIJ:l»iky. 


20U'} EefliU\(;a::: '-'aciltties; AlOCfGdi:F!i<llll'rograln (l1f APi 
:\c<:redila!i\)J1 K(lqmrw:t"l:IR for lIelIthc!lTt" Fal:ililic~ 
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Pl-lARl'lACY S~RVICES/'VI EDlCATION USJ~ 

periopef31ive un:;; iHciuding, hut litH 
i:miled lO mtXlk"iu: :UP~', ~'lh,jioJl 
basin~. ~yringes, ilnd specimen cnp". 

A lab",! ;.~ r(;(!llirf\l even if only Ol!;~ 
soiuljoll jll ;nvoived \vi:h the pm,'l?dUfB. 

II \.v0uld be lll1l1ccept•• h;e It> wde oulo 
plus;;c c,)nt~ iner,; Slich 1I~ ~V b<1g~ \•."ith 
Il:<lrking pe:l;;, as therB is l'\'i<.lel1u: Hul 
rhe :nt fIlay rCm:tf<1l,e inlc \be '>DiLlion. 

Skri:e medkaliuHs! SO;Ul1011S th~11 are 
p~aced 0,1[,) the lileri:e- fidel in ~hc 
(Jrigi:H,{ pad:ap,ing with ~:K. 
IHlHulilcluer's origiaa: lahc: OE the 
c(u~~il:cr lhKI :ooicates the- Ilalne and 
&trenglh of :hc mcdical,ion de HOi leqJi~;; 
flddili(J:J.1I1nl:eiing, 

Use skrilc mDrken; lUU ;,,[)c-ls [hal. GEl 

~e opencci onfo l'le ~krile fideL 
Comnclu<lUy ~;rqlll~ed p;ouuC-IS ,d'C 
available :<n-lhis purpose, hut It)twJ~ 
prepaj'ed by 1~le (adli~y tire an:CI'i1,h:c if 
~Ieri.ljmtior; is llll'.idail1ed" ! abd& ~J<" :0 
dC,lf!Y slate tlK lIleck'al\o1t! ;;oI\I;~01l 
aiVl ;-,t:e.I,?;th. WhCI: feasible-, Jnclude 
:~lc;;e l:tbels ;;.mllillil"?cl ~ ,n pl\>:n,,~ 
~urg!l'-;): pack:<. 

Many medici1!ill:1l' ;md ')0!\l1 ion~ I;;\V(; 
5Ln;\ar n,)fLt'$, A pf(>(:es'> 1I1t1S~ be 

identilloo Hnd ;mp:cmeJl!c;'; wilen 
preparing bh';~ to differcntu:e :hC~l~ 

Healthcc\l\~ f ac, 1iliG~ AGCltciilalir,J) Prugrmr (I-ITAI') 
A(T;lxli!hliot1l{e1\1~remC!l(;; [or HC<lILlca:e Cadi,lies 

'iiI 



PHARMACY SEHVICES!!\1}mICA'lION ma; 

A proe-ess r;lL~t be in place [0 vcrify 
03:h Hl('(b:atlOIl or sojnljo;J lll1,! 

complete (F. pfLT'llrMio;l, kbeiing" (ll!(; 
de~ivery 10 Ihe "terile field before 
prq~arJn6 the Ilcxt :;:oiutiOlI. [ahel {luly 
,Jr.E' uL,'d,c,Jion i ~Oillli:l!l at II t:n:e. Use 
~WO s\(lffl:) verb;,I!y and \i~1.:ally 
cOHilrm each raed;qlliot: I Hl\ulion ;md 
respt>::tlve laGd; one Dl !he-ge s;;t1T mn~1 
he a Ii;';Cl;~l'Xj pofes~ional ;I)voh:.:u with 
the jJwccdlll\;. 

A pr"ceHl IT,ust bE' ill tJiun: to ,~iw;;rd 
all; l1nlnbdvd ,~du:ioll or mecic;;l;ol) 
JO:iOd in the jJCJ:opuallvc t.rC<l. 
:Jdabeled ~oJulioll" 'ihnuld k 
con~I,:er,;d n L;:l.!:tln.1mw .::on:i!iun iLld 

rcpnl'!ed li,~i;tg ;hc (Lcdi!), ilh::dcnt 
n:portilJg pl"OlocoL 

:\1 ,~hin CIJ;lllgc OJ" relic!' /()r bl'<'~lky" 
requireu the <.-'ntcr;ng r,wJ exiting 4ulr to 
cC)J;cHren:ly read e:)waincr lahch ami 
venfy all iJ1edkLli(>n~ on :11.<, slnik' t-;'~ld. 

Keep !ll'ls!nal mcd;;;,,!ina i scJulioIl 
cor:ln:ncrs in t!~e ,>urgintl ICOn! HLlil 

;:olilpleti01:' ,;f the pror_cdul'c :ot Ibll{Jw~ 
hI' ;;;fi:~'i:llu:, ifbdicHlnL 

Rcfentltr::S, 
1\~!J;£aI1Q!l ",-;:ldy AleJ1, DCcc,llber 2, 


:lOOt;, The Ii! i{fl'lte};;/" ,','i(k 

}iedu·'-'t.'on Pr,IC; if. COY 


Ika!:~lCtlh' l;::j:ilics Acc~edi!d:;on I'rogLI111 :-:-lFAT') 

Accredit;) :011 !{equ.rcJl1('nt<; Jbr Jlcall:tlA'!:c !,',te\Ii!il.:s 25,40 




PHARMACY SJ<RVICESfMI1:mCA'fIOl\ nil+',r SI'ANDARD!F:.FYjENT 	 LXl'L;\NATION SCOtUNU PROCEDURE S<:ORE 

25.1)1,27 JH\,(,~ligjtHoutil Drugs. 
111 o;dn to p('('!ecl tho: ~lghs ofpalicnlllnd 
ilhl ?l,)fessioud ::vrcdkAl \};a;T, :It..., I"acdity 
p()licic~ :<11111 iH;(:n::"" the il.dminis\fdicr (if 
;'r;Jg., "ihicit arc 
• 	 :J-sed Ii),· QOer rhilr_ their r'nA JprrOVC~' 

liCit:, 

• 	 Exp(,l'imcn:aL 

• 	 Iayesl iga!io]Wi, wi),en Ill" primary 
invc,,;ls\O[,w{H) j~ i'i mcmbcr of tile 
taciJily'& Pmh).-;.~iomJ Medical Staff. 

• 	 Iev.:~;;gJ1i');ml, whell the fndJIlY patient 
brillf,li' In rhe z:n,g a~ [l prescriplicJ :-'~'OIl1 
a pmclilicncr W:10 is nOI n ucmhe,. of 
tlce filcili!y':; I'w{e-sslo:ml MB,liali 
SIL~T 

A URN (~'Ir;d(/!Jcl? SiafrZ;mcnf.- Safe 
Mvdicati<m l'nw!i,:~!S if' 
Penopcruril'c Pr(Jciiu! Settings, 
2001. 

The ;~hnnr!D.cy d1reclcr (;o11~1;()ratc~ wiih 
l11e Prl.1!bsio¥J Medical Staff in 
deJ.lrdr,g, these dn-,'Jtn"tar..ce-:, AI a 
m;uim'JJ:l, tl'.e~(; Pu!!<:It;¥ uddress Ille 
~(:I1(jwing c:mxpls; 
1, l'!dlollthlowkdgCilftbc 

~1':J:1Ppt\)y,'d usc of ;;n rnA 
11J1P/;}YoJ dr\l;;; 

? lla!ivn! inf()l'Ired cousell, i1: 
expel imc~ljn.1 or Qth~,j'\J jl1V(~~!igil' 
tiona] Jrug s;udie;.,; 

3. 	 Me~':lunW11l~ for fh'eSf'tH.llP: "ltl<.iy 
pmh<cJ~ and d~lh If) W! l:h'(ilntlonlll 
Rniew Boa,'d or l;(j'Jivl1lcnl; 

4. 	 rh? r(;j('~ uf phlltmaci'ltx. lluJs;ug 
and (ld)et Doupr,ldili!"Kf staiT in 
sludy pr0!ocoh l'l\d dJta 
n;anagclljCx;l; 

1_ Lw H..:qw~iii'-'H and .,1;11'::tg('. \If 
mvc~ii[!,aliOllaJ ontgs; 

:). 	 The need for Ij,e RN t{(;I\;iris!crill.;). 
:nve&::g:>.llomd L:rag:: and! C' 
pimmi'lg acd sllpe,:vi,~iIlg [he ;::are 0f 
a palient J~eei;;ing illVb,!ig;-;!![ua: 
dru!!:~ i\' uneunenl k1lUW!e~:gc ,)flb: 
c!I'LJglh;: 

7. 	 Nu!iflcatioll arc input from uny off· 
;.,ile i;1Ves!;gaIOl'S whetl thdr study 
p\lpuh:tionls admillc<.I. 

nOCU:\'1G~T REVIEW 1~'14N'A 
I -, elill c(lmp:i;-",_ c,& 

'1 - Nell cmJ'pli;nxeCHAnT REV!EW 
Review polici('.$ rdrtkc: tfJ iPYe8iigz.!lonal 
urup, Revi,ew p;;!icnt rc(X>rd~ if 
l:l,vililahlc 

Verify: 
L Tho fl.K;;ily ("'lUcy a{'dn:;~st'S non-

arrHlVOO, expeJ'imelllu: ,md 
illvcshg:!lio1lnj11c;e;, ",J'd:'UgK 
E::tdl of (:1(: seve" requiH-'{1 
concept::' i,~ addre6sed, 

2, Tlte adlt:!1 usc ofillvt'SfigatiQli.lil 
drll{:;s i~ l'UIlSill{(:ul witll the 
iltYe-:.ti{:;aliullal tlrngs puliey. 

2(1(N IIealthGll::e liaci:t!:ie" Accrcd:tll:ion PrognuTI (UF/\P) 

,",eel editll::'on Rec;:ui ren~el1ls fur Ih:.ahhulre I'aeili. :('5 ::5A] 
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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 to many details, 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 iupalienl 
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 palient e<illcatioll 
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 


http:25.01.29


PlIARI\t,.\CY Sl<:'RVICESiyIEDlCATlON LSI!: 

25,fll.(jl PrcplIlnliull &: Administration 
of thugs. 
Dnl!;s (lnd hio/(lg'-uifs IfIlL\1 hI!prl!/itUw] and 
(I,:mir!L;!f';r.:t! if) ,1ccor'.iUthJ! wlih {erie; at 

alid ,)'fa/(' i.1l1w. ille ordl!rs of flie PUi,'lilio!1cr 
or pr<l(:llfir;nert Fi!,,/YiflSib1cjiw 'h.: jlfJ!leU{ 's 

care (h Spt'cijied under 482.1 i{e), and 
IICCI.!p,<,d iiandtwtis o{i;nvticv L1E2J(c) 

• 	 Patk'llt tratldng 

• 	 I'ntlC1l1 <:du,niiHl1 

Opti;llru ill~!i[;()agd;)!Lm macagcmu:l 
OCCUIS \i":lcn a syslcmLlic ami 
w()rdhWlcd prtJce~s is ll~C;'., Thm 
pr~'<Ce,,:; il1c!-J.ues dC{ji(~lted lllJl:.1gcmCl1( 
hy a 'i1:J!ificJ h(!~1I1tdlf(', prcrC~~ioila: 
!Iut elML e~ 

• 	 Reliable pa(h~nl l>cl:cduhng lUU 
U'Il\;kiLg; 

• 	 /\cc.c~~ih;c, fH.'Ctlmt:::\ ~l\)Q Ihxp::nt 
ProCum:hill Tir::1C {P 0' 
IW':rmJ.tiNml ~orma!i7ed Ri11:u 
(INR) ~e~ting; 

• 	 l'alielll~S))L'C::'\c dv.::c;hn ,,,nppOli 
and 11\WfadlUl1; and 

• 	 OJ);;;oing palH'nl CUUG<lliotL 

Pwih;;;;ivrc.:l; MeQlcJ.l SrnffHnles ami 
R<:guj,.U,)(W or ?olicic" Hnd facility 
,)01 iCle~ i(kn!iry 11 It· (~llov.uries or 
pcr''':mnd W;lC C<lH dt1mini~,ter w.riow; 
I ypes vi ::mgs, ladi,)!lI()h,pc'l "ull 
bio.og:caJs, 

fad:: ty policy I'Ihy requh,; C0111pelet;~'y 
(..:"Lng for yal iuns tc,wkclge anJ Skl;!;' 

Per~oli1H'1 Z:o 1],)\ :lu:niniskr Jrugs 
oubiJe tbelr "pilCIC ofprat:llcc, 

2. 	 P(\tienl HlcorJs n:fkcr t:ml nu1:
llltln:l:"Jtic serl'kn nre bdng 
n.p:\!in,tifed per jJo!h:.¥ lInJ ,;!;mctiid, 

UOCl!.\1"~l\T R}~VII(W, 

CHART REVU\W. 
& 

OHSl(RVATIO~ 

Vel ify; 
1. 	 "leJit'IlJ SIr.ff aud fw:;]ity 

d,)Gu:nents ldcll:J!'y tbe skill k'\\.+, 
iHlt! ~cope~ ol";:mdice iuy(!}wo;a 
mc\llcillioll udtl1icislnulotJ. 
<L Prac:ilc liml1~ :He iJcntH1e(~, 

~, 	 If tompe!em.. y h\".ling is 
u1T1.9"loyeJ, lit,,' lesl is ,;U:TCIll ill 
tn ms ef drugs aad melh(;L"; 
:c5ltxL 

: 2 3 <4 SiA 
I ~ All dClI1~"I;; 
"' - Fm/iJil}\ bllt I)"l 
Me-lic;t! Si,,-L r"hc'), 
c('lIfw,l1f;. 
3"'101'lG"-~'-"l,,,*il0f 
;hl;'fJ,ln"nlsl~r"j(! (jU&\ 
wh{, w,', un (l.l Ill" 
illllf;u:l2lxi [hi 

4 P"liri("): !lI1lCl;~~' .I" 
He! mDl~'Ot j'''!Wl1( ""icy 
! \\(I1Jn:: .:ndi<;l .I" eo: 
(""nu'lJf ",:11 plllclkc 
1:'.1" !dinL'S 

1;)09 Hcrr!~h.c:tr;: Facilities A;;crcdi!a: lOB Pwgr:m: (HF i\Pj 
AnTed: Ifl~i(Jn RequfH':mcllls fnl Hedth Hie FucllilLt::> 2543 



PllA.RMACY SERVICES/MEDICATION USE 
rFr"'··==~~===~"""'~=-========P========="'F'==~ ----, 

Sl'.A.NDAlm! ELL\l~NT 	 EXPLANATION SCORING PROCJ~f)URE SCOIU,: 
~: 

25,02.02 

Administralion of UJ.:!!,g1. 

A/! lim?,.\' alid bi()iog!<.-OI.!,~ IIJUSt h~ 

administered by, or untier (hi' ~II/1d" i~fon o! 
litvding or olik.r pCn;Ofl'l('/ in ft('l;:onlance 
I'J,{h Fed(n;i and Sill!" 1-(1)-)",\ {Iud 
Regula/ialls, il'cfo;dfnR applicahk !;cdl\·ili;J. 
/{~ql1irC!r:('nrs (jmi iii (Jcciwd(tM'e with fi,e 
(f{lprowd Mctii('al Su~(rf1!·lfnf..'S flij(1 

F'"(,(.'edrrre.< 48223(c)(1) 

FflU::!Y IXllki:> I'egfmlin~t me(1t..:ali()~l 
p:qmntlioA rn\! :;u11llnigtl'(lUeH ute llPprov;;d 
by the Proji;~~iona! Medical Stalf aad 
r"hrxu...'\cv an! '!"ho:rFl'eJlic); (';,Jnmil\ec. 
Po!icies ,lthhcf,f, al ~cas[ ~-'Ie li,!jow.ng: 

l. 	 Jlh,mllae;~1 rcview of lIIcuicatiCIJ 
ordcr.,i?n)lik~ in::utling 0oG\m'<:"'l.tatiou 
of rc\'ic,w; dc[incd :'x,,;epriO(b :0 

pll(!r:uFClS! revi,,;\\' 
2. 	 !Zoic (1[" the j:1:.:mn3.C1SI in tile 

l11e..lIG1:i,,[] u~c process 
\Vb:" >] f,tJj~th~I" plwnna,,;;st is J:OI 
tlHliial)!e ;,nSlh::, ?, l~harmaci8t is 
av,jbt:Je by k:c;~b:mc or aCO;'~~Hb1c at 
m,<,!ln:r ;f1la~jon rh;)1 1m" 24· hou.'.' 
plmnmL;Y sc:v;ces. 

Pn!iellt Safetv Inftialh c; 
~-1eUiu;ti(:lIl\tlmini$ItHtion .fX,Jjclc~ are 
bD~Cz.: upon PJ il1ciJlle~ ,<. wund nUfliing 
afd pila, rtl{l~y practice witl! u fO>'lIs dll 

patlf'nt snfel}". 

Poiicies tlI"J: collabm mively developed 

by tlJl;' pharm;)cy lHlJ tI'J discir!i!1e~, e.g. 

:lw'sing., l'espilalcr:>\ imJring, etc" 

il-Gn:iLL\tc'ing dHJg pn:dllCL{ 


C'ollabo\ a~j;;ety 00\-e~oped po:k,es are 

thea rcv;ewcd an~ llpprovctl by the 

Prdc;;:;:ioHiiJ Medical Sllt!rlor revicw, 

GUmrne;L aod appEova], 


:'\11 re'luir<.'d slJh,~eG: :m:a,~ are 10 be 
IHi~:lC'i~ed hy :he facililY:11 policy, 

2, 	 l'flic~ic,," mlllche~ policy. Mdkalieu 
adminis(filf:t)U ;" in ?,ccoldan<:e wilh 
f"J"ml and State la\{, acn:[1ted 
nalional slm,unrds (;f'p!uc!ice, 
nlctlLJfJ,.-:tUfC(;; d:redion,-; an:1 
ho,;pit<11 po:!::y. 

IN'I ER'lIrv.: 
lnkrvi('- ..... the p;l;1hnacy ;:'il'('-\';lor ijml the 
;urse e-xectl live, Ob~c; 'Ie the pro:pHl "lkl: 
of dmgs a.ml tlwir a(illiiLii'tr(lllO!l Ii) 
p~ilienl~, Ohscrv;> at .l'<l:.t thrtt -"taff 
admLlisj:ring a d:l:g m ~liologil.:a! 
produce 
Verify: 

I, Their rc~pcctiw:l ncdicatiOIl 
adJliJ)!sfnllion policies are 
C(WgCLCLl and hn w h:"C!l 
coIJabi!fa(;Ve;y c';:YC'(lpe<. 
Si:llildfiy, "erify lhc~c is~U\;\ w,ll\ 
olher Ji,;ciplieG~ such ilS. :maging, 
resp:ra!ory :lH:':mpy, (Jt;.'. 

2. 	 ·11)(' t'o:iU:"JltltlVely ~.kve1opcd 
!:u:t!iru\101 \ rt.dm ill i,;tl aliOl: P(,I ie,es 
have beer Fcsen:ci 10 the 
ProtCssi;'lml Mcdical Staff for 
Ie-view, C,;I:lf:V:1l1 <,nd ap[ll'OVl1!. 

3. 	 P"tielC iJ:.:nlifie(lti.oll pmCC(l!lrC~ 
ll~e combtel\lly 1'oll.owOO, 
t'ahe:lIs me addle.%cd by J:,lJlle 
and': or i(lc:l~iGCflh{'ll dJe~.k.e\l, 
fhe uu:"c rem<lim with (;1.;> P;l!iCJ1[ 
LUll!! :w:z!ica(io:l;1: ["kc!"" D::dgi. 
il;:e admlnl"ief(){l WC.iil 30 

1234NA 
: ~ I'lrll \!<'mp'idKt 
:I - A,! 1'(l1;~iC:$ "-!;,' 

]lr()("'1t'.o i,: 'lkl<:r but 1:<J 
c,v~;"\:llily 

;l1ipl~mc..::(;d 

j :'. - 4 d~l1K!lt flul 
~ilil!"""~,,,1 

4 - 4 0' :kme;,I:: '~ot 
adcll....C';;c;! "nd In 
:Y1a1jc:"1 :'ililJ :Trmnd 
OR 
,: '" Impt~',;u':"("m 01 
l)l'liei(~ HA C'J!;L 

{(!09 Jie"-.l!llle:v(' FH<:il i(Jcs Ac\,rt'ditaIiOl\ Pwg\ IIF! (i IF/\P) 
A(;cr:.:ci!'alioll RequireJ\l0l1H -Elf Hea:I};:':Hlc Fanh!i,\\ 

3 
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II 
PllARl\1ACY SKJ{VlCESfMI<:DlCATlON l:SE 
:"[ ST;\NDt\l{j)! r:; HvlEN'J SCORING I'R()CEDURE SCORE 

4. 	 Older vel :n.:ation :Yj' tb: (hpensil1A minLles 0: rhe sc!K:,uled lime for 
phamH:lci~i (irth~ ik'TI is not .'ilode i,l iH ir;1 in;$!fl'.1i,)I:. 

Cle pf1ticm cure mea); 4 il"pcrvct:I:d ot[k;f !hH) UllT,;ing 

5. 	 Ol\kr vCl:ilc:Jiou toy 11:.: ~taf: PU;lOHlle! :dmillistvr dwgs or 
adtllini'>leri!lg :1;;: prm:c;;l; b:ologkllL", tlli,., ::; ill accIJrtiul\ce 

6, 	 M"Gha:II:;:111~ to a-""urc Ilwl the pf1!icn! is WI\h re(~ela; Gnd S~u!e law" and 
rViL:\'dy ldentified prior to regulllt~ou.~. 

ndm:ms!ering pmu:Jcis; 5. T~ll; drug j,<; idel'Jfiaele lip fo ~!le 
7. 	 Me;;!ulI11Smc,:o a"":ne !ll:1[ th,:~ cmg, punt of ;,d:lli!~ is[ra~;oil. The 

rOule, do.;,c, :ml(;C~), arc acclllHldy patient Wl:~ positively :ot'ntified, 
z:;;:tl1:;'O':;I for (he corn:;~'[ patinJ; 6. lfeeds;;.!\) p:t~ier.l \Cit"

R. 	 M~':1i)lllSrr:$ ll'f lm:lsidc ~lIpply ."cr ac III in ~Sl r".tlon of I1I1,xlic;)1 i() 11 i.~ 
p,jti":,lt ~dl~;tdtllillj"lrali(1o ilJld i";)( peI'nHilct:, \ cufy. 
pdicm ';l>lltrl1lh;;1 <l(';~in!l; (NO j'E' • AI! iilorage 11m) 

b.xisiCc: It:edl<.XltIOIl ,~t<h';lge mL~[ rrdl1li:li,,(latiull slruJdardA?It' 
COm!1!y ,'/1Ih r)t:xagc Je~;UiI0111ejl:s. Soe :n ;;;;mp;ia:lc\: :e,g, FCi,;nre 
2.\;)0. (J:') sturage, dOctL11t:n~ali()r. of 

9. 	 Mechanis.nb to !t:ach rhe r::tlicl:t Iy~ ::u\r.l in is: fal j(:n) 
h:,;/I';.:r t'llT,ily) aD(lJJ Illc medlc[ltiells, 

nd 
Ie, Me'::~lUni,"m" P')f iclent::ymg [111(; 	 Vc~ify: 

responding to mcdication Va! ;ar:c:c~, J. Nmsil1lF 0;' dhsf pC;.',()\'llld 

aullwri;red by medial staffpdi.:y tQ 


ad\1!:nisler ,jmg~ ~IHVC wltlj:lded 

J]lDroPl'it1k !mill:ug :emus'.:;;. or, ar.: 

licelb(:ti ,'I' mn.l()ri7Cd 10 CD so by 

SiaL; law lIml rLlnC~,::lH ;lndcT 

l'upcrvisiOil &S l1e:ee~sli;-y, 


25,02.03 Urug Orden.. Pi\.TIEl'! r &AFKry I~ ITlATIVK Doq!.\l.E:"iT H.EVmW 
W,/II f!w r!YI'cpil(>t1 of iJ!!?;c'Ul:! lind Drug! ;';o;ogic_<l! o,dcr~ t\elte.:TllGC front Veftfy tl'lI! pcHcies! rilles. ,100 
tlJln'lJJO(;(lC'c/;1 pO~F'im;('I;"/'id,, !YJ(XiJlt~', :t hc;:;wed phY~ICid:l, cientist, ~)f regulations ;;:bt;ve LO ver::,,! anti I - Fu:t G,\)"di,UK~, 

J m ;()"'7'J~;' vi IL,:,wiuch may te (J.tmini.s/crul pn physidillJ pOdiatrist \\'itll!lllhc ~wpe vi' their kkp110,'.cd order;: addl'css all rcqui::·d 
1I1dk.(l: "~:Ol':ii \\TI':' "1 

dIP) (J I':'f' idF/li;;;! P,)!ic) "fiN (11/ liv:l1~'J.:--e, GCl'lifical;o;l, and Jo; a I'esafl of eluilenl~, i!wlUdiug: (<>I11]J")«('; 

fti/J{'SSIJII)Jl{ jLl,"' COli !r(Jiuilicllli:m., lin!0:;/0)' their c:cl iU0atcd pljvilrgcs as a men:bc; 1. 7be lufrcqueal u~c ofvetbal o/der." 4 -j ":'~ limn 71)% oj 'k 
fEedk,,' l(',,~!\h w(r~ m 

HeallhcQrl' llJ;;tl;:le~ A""Credll:ltion l'rogrnlH I,llr A:') 
A::::::::r(;(LtalJ(Hl Requb:l11cntJ; ;0 Ildi](nedfC F;)d;;tje~ 25-45 

http:kkp110,'.cd
http:25,02.03
http:Mechanis.nb


l'IIAR)4ACY SFRVIClt$!;\'IEDlCATlON l:SJC 

~r~'~"~'_S_'I~A~N_D_'A_H=I)=i='_LE_·_'~_I=I+=,r__=;..._==_I=',X=·I='L=A=N_A~'=I1='='N='_=_=o\===S=C=O~R~;N=C;=I='H='=)C~'E~D=.1=.·=R=H==-"r~._·=~S=(=-:(=)=I\=£==J 
dru:,;.; <J!id h{rJ!"F.ldI1S /IIUSlIX dlJ~'UI,I,mf('d 

dud sl,r;ned /Jr <1 pracfftbnci l:hD is 
JlJ//;{Fixed IrJ 1"1'1/<: ordcrs by {lOsei/o! polk;> 
mid 'U (!£:(ordwN'C l.'ith .'l-Ial( ,'ril\!, alld wI,) 
is rl:.ljJfm'A1;le /,)r Ihe Ulrl! I~/ tilt' patiol./ (1\' 

,Pc'( iflPd uder 4}(!, 12(cJ 48/. 2Hc)(2} 

/, 	 IJ ;\'1'/>,,1 ord!,,",; an; If,\"uf, Illf:.r eire 

If' I>e iJ.'>cd il'!/Fdllteflt!y 
4?f2,2J«('J(2)(l) 

11. 	 IYh,'rl w;rh,,1 oulen (II,? uSfd, ill;;)' 

lf1usf b,: iIi'cejlfed m:ly V/ ll"/'SOIIS 

,,,,1)0 art (I,Jilwrized 10 do M1 hJ 
/:os!lI!a! jJoIK): (md J!I uCf!(jure; 

clJtI.<islcnl With FcdercJi alld StOle 

Ii/w N2,23(IHl)(I) 

in 	 All ont"!},, IUc!Udlll'l. I',>rhai Olden, 
musf bi! dal,"Y( limed, (lnd 

(JulhcJtflcoted Jlt"'lll'ptiy h), rhe 
P;'J("! in;; ;;n-rC/I(lOnCl 182,14 
(()(IhO 

I ,F For the 5 ,"('ar period jo,'/u'ving 
Jamwf)' 26, 2()(i7, {Iii orders, 

illcJu<iiu}! l'(;ri;nl OU/'T" I!wsf be 
daled, timed, (lnd at1/1wlJri{'o!cd by 
rhe 'J,dcrll1g J!' ;wtl!fOitCr or 
rnJoJitm pra( titim',y who IX 

t'<'S{'<JiI ;if;/" /11F /he UIN' a/ the 
,'latif'/!I (1.1' spccijied under 
4F,], i 2(I) owl a ,ltil(lriz('d to 1'//'1,,' 

ordf'I;, or hospilal polic), il' 
an'on{wKc 1-,'lt/; Siale lOA' 4h224 

of Ow P:-nfessiol1ul Mectk:4: Stdf of jilt 
[<le;;ily ;>IWli::c-iull eXie:ct\:rs (Physician 
A~,~i~!,j;l:S;)f Advar.cel1 N\lr,~ 
f'rJctltiOl1eni) l:1:ly wnte ,)I-(\ers with:n 
the '>(I)PC d their Ik'Cllse i:lld priviiege 
(hel iucilttOn, iI-"" approvcct by the ,lC~J.1ilnl 

Safe ,I1Ki effIX.'l;ve Ledll;,',lfe de;ivery 
{i..:;xnds to:\ large (';;;I\."n! cr. ~(:c!lrnll' und 
II!llu!Y comu,wicali01: i',n::lng 
o;;arCgl\{'{'", Tne netxl ror de.:,,'. 
tn,;mblg\1(Jil.~ C(lI1Htl\Jj:iealiol1 of O:dUii 
(\nmn! be O'io/!iI7tled. 

Ideet:ouk:.iJy lr::.lliimilte,j elder:-; {v:u 
LA.X) muy he :WlHet. \1.', a legaHy 
rq)/u,juo:(:d fonn cf {he ..:~tgillai 
dn;;'J1Ht'nl UleC: cOll.!;1tic!cd to be' ,Ill 
orlgljc:tl :mler, ifpnmittc,] by S12:e ~:nd 
!ucaJ ll'guia::oHs, 

Onkl'; l!atltl~ribcd ;Ion, yoi,:;e kpo nre 
[r(,<lled ap tck;-LOIK' OHi'::.3, 

Til.; lenus "verbal" oHler_" lwd 
"tdeptl0!'.cd" order" fife n\],; 
illl erd:.a!lgeRbJc. 

VelbHl 'lIiier ;'ders I(l L'lef;e 
.",ll.u(1(i(1!1~ in whit-h :tIl' mdcJ.ug 
phyc.ICiflll is phy:dndly p,'('selll and 
phwides a verbal 2cumULcul:on 
1(j:- ,';.Jld-:at ClIe_ This p:whcc if I;) 
be- u,~o:e ufllXpen::y, 

4. Id(";:Ltilkati()1, of l:I'Jividll<lJS eligible 
:0 .l\xo;pt vei'lJaJ orden; 

5. Tho; till;" "~:\U11C fb: (;HI!Jenlkuli'.)i) of 
Y<:fh('J <)rdcr~ i" "pecdkd. 

G_ The pt'nlocu: IiII' flu (lJl(~ pnctll11l)"Jia 
vHecll'e (ldull1,Jtmtj()lllll1~ I';;'\)o 

u~)prcved by L,D mez-;jed "laff 

'; he venli>.:Ulton all<J vu!idt,.!!Oll cJ 
~ellci(';s d' dcc!;;m;;;ully !:.a:l-'illuilcu 
orscr:;; auILcn:icaIiD!lllf ~hc ce:!lCIlI 
ofrhe on~-:L 

3, All Dr: "':-5 Illust:e written by 
lieensed phY;llei:ms (H plher 

pmeli:.ollcr,~ iJf"roved under Sial;; 
;av' {Hid nutho;"ize,; ~,y fhe lLed.:ni 
SluG', 

'i, Outrrt:,~Iit mOllcatiOll [he,a;y may 
nc~ be ordered by pradi!ieuer,; who 
me ,tel crcdcnLlU~cJ! priv]:;gcd hy 

lhe metiicJ! 1>lali', ";'11(";: meclica; ;.,Inff 
lW:n define ILc p!<lcess for 
ndid,,::iioH uf creci('nlia:s of 
pr:Klili~;ncl;; (lrdc:rillg mcdiCiIIllU,-; 
bll~ do reot j"v('_ Of W~]J1t :'ldm:umg 0.' 

COE'lL;ting pri .. ikge" in ;:lC 

'-'all1pll"nw,O;;t 

4 - P"JiGic" "" 
llwJi"II;<J., (tl'dc., "'-' ; <Ji 
MdlC'H "a LXILirul 
clilCl")' OR 
-1 V(.-ba~ 'Y;CCt'1 4Je 
1./$\;1 cx~(~i\"dy m il;",-,; 
is ~ pul, ~~1l 1(1 (PC OR 
4 ~ l1:en.: ,~'\(1 vhy~,r",,, 
njlr,,,~d I':(';()~d Ii,] 
j;,illlll17a ,"~I f"-,~ad""lia 


"a~t :110 m!J;-niotmli{lJ), 

mid Ih' dnl~1> 111 C 

,1<ln",;\1n20:: "ilh\J\ll;I1! 


nnk-' (W: 

4'" U!oc_),,,,;, ,1I(j 

JI<lfn'Jilln! uJ('ts llT"n~' 
lu:hc!lI"",jnl 
.; - No pLK(;" lor 
,;llI,;"I",,, ,,(" ~,("bllinh 
Urp!'"dilj"",,"s 
';x, 11C,,1 jnr. ",:'17k;:? wl~; 

td; m)1 vn ,;iail, 
.; V",hat::)!!()IW"'';'~c 

l(:".hl b:ld.. :MS 'l)i b,_'cn 

iml,lcIWt.1lln;! Oli, 
t"mllllli";,.,, .. i~ 1101 
(4"HI~"<'J'!lj "vid<:ltt 

2G(I(} !!f:dlhn:r(~ Facijilk" i\cClCd!lalinn Progrmll {f-ltiA:') 
Accn':1ir'lilcll R':;~III'rcn,e:,:"" for lka!~h(,rtr.;: ;:;'-iKili!ics 
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I'IIA~;HACY SERVICES/l\IEDlt:ATION USE 

S j ANj)Al{j} / 1~.J~:VlL~T 	 EXPLANATION T 
(d(l)(ii) 	 "cl;n! mdcl) :';;1'1:1' 10 !IF)sf CJgaLi:ldlior'., 


kitml!i(\I1\ m wlw::h :1Ie Ord~1;!lg 


v. 	 Ail FcdJO.' ,)HICr,,' nOld /;(; pra"wjoneJ" II,. fll}: pll\~icl:(lly 


uldhcntu:ated hflscd U}J!lfJ F'cdfnli prt";;eLI when pnwidi:ld pnfk1:1; CHART REVJEW 

(Jlld Sfofe 1m", Iltlwre /.1' no Silll£' C"tl' unJel'i'. Wi:,l. feJepil;)l)c(; R(;Ykw several chart'! Witil tdc-pileae 

law titat d(csigllu/al' fI S/H!CljiC oHlcrs, Ihe ptactilH)ller I7l"Y P;: ;n ordiT". 

ri!tlcfiwne}(ir Ihe ftUII,!'Jdil'i/(irJli of aHoliKT Im:JI [on will)in toe bcrlity V"rify, 

.'rih!!! onh:r.\, lcrf,a! on/ns lId l \t nf ou[\itle ilw fuulity. All 1. All orc1cr~ for drugs and b,o;ogicdls, 

be tJli/!:eufiUlfed r;iI1:1;; 48 f,o!I's reqniremeJIlt' ."lJr v<:r!,dl Drders fl1so including verbal ()nI~~r" are legible, 

4x2 24 «(){!){itiJ apply ,0 te,e;>h:>lll'c e~dc-n-;, ,I.w! i~, ti:llcd, dilted ll_ad llignnL Verba! 


lelepltoll{',d t)ldelS ;j;-;; lo CC IIMCU order" irdudc be mum: of lI:e 
VI. 	 Rc~d back the wrnJ: Ol\]er inf!:equentJy, dDt",i, timed, "igne,,: DHicri:lg l1HKti'.imLcr V~'xb;;! c~Tler5 


'1Il1!;l::d'lal::Jy (\1 [b: ordeting tllul:ui(leUftCareQ promptly. are received only by .ltlillcrized 

practitioner af:crtrans;:ripllOr. ~u hospi:ul personnel '1 he unit ring 

verify Ihe aCCUifWY Ofy,.i1,it Wll~ y c-rl~a; OH.kr~ pr>lCill.k:ler allthea:;ca:c,< verbJl 

h<",ml lL Verbal onJcfii an: used iafre~jt!ently, lnicrs wiL'lin 48 hOtid ,-,f order; the 


If a ho~pital alluw" Jrcqucnt (lnd Pftldi!ic;ICI' tlC(:l!IflU) r." tile ddtC ,:nJ 
VIr. 	 Verbal ~1rJ~'_-,~ Me :lv! jW("l],tled fer ;'outiw: m,t: or verbal {If(leL's, the time 0rOn~er im[llolltication. 


~h<:mOClt;Hlr:y o;:,:,'r~, The ;l{Hpita:~ ,'iYk~ 'h:ing ::l\~{ of 

mgunizatioG dc;im.'81lJ poiIey any CQ,np;,flnce WiCl thi~ VulieOfe 2. Vc~htll :)[(,krs are 1-lsed infrequently, 

mldifiorml "oi.:;1,I1-1 is\;'' ('l<lef8 lila! ConditlOU Ill' Parti<:ipaticn (Col' ) V;;:-tl!11 ,)nlcr.~ tile :Icl usee for 

f,fe not ap;}Hweu to be gi\'C{j cht:nh;!:KTdPY anc oilier "Ligh ri~k" 


vCLnlly, a:; up~'rUrl:iilc, :~. The E,;,e of '-"trhal oulen: ;;hould be dmgs. (rIa;!"e is 110 i-liIttCfIl to the '.l"'; 


jmiled to (JJ(\~r siluaticnE. in which ofvcrbAl muers, e.g" rrequent tl"C of 


VllL llospilal ro[jcie~ ,wd llr\lccdun:s ;1 j5 h!l~'0iiiiible 01' ill:pr,w:ica; fbI' verbnJ order..; hy n:r(ilill 

n!U.~l addn:$ll: (he \lrdering Pl<IClilioEer to write d Pl,lCfitioners, ) 

A. 	 Tjmit;;tiiltl~ Of prohibilions on manual or dr(\[(lnic order. I'lle 

lL"C of VCI hul ('nkrs facility di~Z:(jllrng<:,~ Ihe use or :\, P~[iell!~ ,ue asse~~ed ror ri~k plior to 

I). 	 A mccbJ;.ic-J:t I::> :niHfe '~eLt:a; mUD!';; when ,he ordel ;ng UUl\lluiSlmLloll orthe flu! 

valitlity!uuth,,'HLtily of Ille p:'aetitinrc-f i~ :.,by-~(callypre:.;enL PJICllmOC0\~cal vaccine. 

pres.ci iher except in an emergem:y or {hdng ,} 


hed;;ide proce;h;x ;;itHa!inll. ,t Uc""\.-IWI!;eaHy Ja,llsU1i::ci (Jrdu;; lIr~'C ".;" dem,,," "'I""'" fen 
in~Llsjoll h a nH1)p~el" n:rb<lJ validated via a Uefi!ib.1 d1("c:mnism 
,-,f(',,',f fu Hulilcnticalic;l Dr 11110 s-erder ,md 

the t"-'Elen, ,)flhe OlderD. 	 SllllatioHs in Wllich vcrb:l! 

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

lleahh(\1re Fac!litie" Aecrcditalloll Program (Ht'-At') 
h:cred.t)::(lIl I{Clj;tjp.;;nenb lOl'Ue,d th(;~rr l",l\:jlilic,~ 
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PHARMACY Sl',RVICt-;S/\lEDlCATlON llSE 

STAND!,RD,' ELL:\·lhNT 

orJ.:\'.". .nily bt: t:~ed ;', 
I:. T1K' Esl 01' imlivid"ill::; who 

Il1UY send m"l re.::eivc verbal 
orders 

F, C,U;ddim:s for ,,;,;a1" uixl 
'Cffk:!ivv C(»))!l\)\,I1;;;mi:)il. o[ b. 
verLal (ulers, 

All 8ervi\x"!> must 'c~c £iven ;tJ i:l'..:.t,;otd:Ulce 
wiLl orden; of pt,h:tili,)!lefs aulhcl'I7e:i Ly 
121" medi~'al ~t..'1lr l{' onler rhe servicef aJ:,~ 
[llG ordn nu:-l he ij1corpwu;cd III rlC c. 
I~a[icnt' s r::C(m.L 

d_ 

e 

f. 

!;XI'L:\NAI'ION 

The USf' ofverbd "facrs JLJ 

k:t'phuaed clrdcr;; Ii &11 elTor pr(lItt" 
pro<v'C;;f ihal int-I('"ISf'S LlK; n~k,,[ 

m !St-OJlllEl;!l :CD! lOlL 

AI! requixmed(S lor vcdMl o,'C':er;; 
ab<1 appl) to (C~e?hl,jlt-'d orden., tIm: 
i~, ieleph(j'l'~j orJels an: to bk J;',XJ 
infreq4\:n:ly, dilled, tinxd, ,~igncd 
"dIlci 4H(l1cnliL"::l~ed pro;nptiy. 

11:e hospi!al fHnmot('s a nlllLlre :u 
wilieh j~ i:; He(lilIT,hle am] ::trollgly 
t.:n;xHJnlgcd fhr s!aCe) qlle;.;tion 
prescribnB wilen [here are &ny 
queBli()n~ or di"ag:n;meJ:ls nholl' 
wrbaJ : lekpllOrK'd orders. 

'::J()~pit.a; ;:o!icy Hut;in('s pl"raatio!l!l 
to !::"~ke when !l:e R<;e o~'v;:!"lJal r.r.c1 
lekphonlXi (lrdel~ If; ahsolwely 
ne~efi!afy_ 

Verbal! re!t'pl::m£' ('fd.ers may be 
?:ccptea hy a 11tlL'X':;.r ollin 
p;:(lfe~,.ionJI o:lly as pcrrnrHeri by 
Stale law ,.110 lj(l~;:i~f11 poJio::y_ 

Phafmacjsl~. RN':,:, and LPl\-'" may 
rcc-e;q:l ali Jrug ;)l'rlers. Other 
1 icemed ! \:t;r(ilied .',[,tlT ree;:ive 
dru.g qrL1cj"~ only lH \t;,alio!1 10 l11<:.':r 
seop'.~ ;)rpracl.ln:. \:.g" R~L"pira:my 

T;wrapisl1 1~1.' il1hal:m~s. 

SeelRlNe; l'ROC1:J)URE 

INTE(~VIE\V 

& 
OnSKRVATfON 

later"i .. w ~tafl' \'dlO nre pem;lHr:J tel 

;eceivc {crbd Ordcr~ to delertn;w; !lIe 
pnxu.s hilS bee:1 V)mnHBliC.1k;L 
(J)-"Crve the prO<A:ss 10 verify 
impk,lln;[il lion, 

llenltl\c,ur\: 1";Kl!iti{:s Accn:J,tt\' :on Pr()gn:~n~ (UFAPJ 
l\ccre;ii!alicJIl Requl!C!l!<..:nls fill' [-kdth<..:arc Facililil';; ,:;;0. , 
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S] ANDARD! EI.EMENI' 

on;Cd may be uM'.d 
E The lis: Df iadlv.i.duah wllG 

may sewl 2l1l1 [;:cc.ive vernnl 
urdd-s 

F 	 Gi!!jlclill~'" h.)r clc.t, ~md 
eQe"l:ve UUUltUIClIti,;r. of 
,.,;:1'0,11 ()::::CL~. 

AU ~!.·v_:{'~ nH;~! b-: gin-r. j,l a-:corca:lce 

Wdl ~,n:::::e:_~ cr Pl'!l..::~il;uncr" a:lt:lOrizcd by 
lhe t1Kztka! 5:J[rl0 on:cr the _~crviL~c~ C1lld 
!hc orDer m,l$t be I,Korpnraiul ill lhe 
palielll'g re:crd. 

EXPLANATION 

ll. 	 The us" or v;;.:tllll nl\.k~l:; ard 
tele?L~m~~d O1Jcrs is an UfOl pn:ne 
;:wt:,,-;.s lila: il~c:<\::~C!' fhe ris.< Or 
lai!<c:)!l1!1l1U1 i01LOIt 

b. 	 ,'\11 fcquiremel1t.5 for ve/biil orders 
;ll~() apply 10 ~elepJlQl)t.1(t ord'::l}" (hnt 
is, te!epJlOlled ofd,':J'.5 me to be uscd 
illl"rcqnelltly, dahxl, limed, .~[gll<:d 
and auti1811li('Med j1fomplly, 

e. 	 The bHpilaI pr('m()rC~ a eullw'0 i~l 

which 'Ir 'IS acceptahlo anc ,:tWI)g::y 
Cl1C\lul'aged fo!' ~r<1rfto qlles~ioi\ 
prescriber'! when Illere alv ,my 
(:Iles~io:l~ or uis';gn.;;"Illl'Ht,; ahuu: 
\'<:~'ball :dcp:I'Teu order,,>, 

d. 	 1l,'spi(lIl po!:cy m]:I:II1::-; precDcttkhlS 
:r: (liKe when be IL-;C n: Vt'rblf i\nd 
:clep:Jol'ed orde..:s is absolutely 
:wce5;5;iIly. 

e. 	 Verbul! \dcp!nnc mdcTs Hmy t>c 
accepted by a IlUise (1f other 
pmie,;sion;:1 Ol1!Y dO;; pemutled by 
Stale h.'l.w a1]0 ho'>pi!ai ;y.:lir:)'. 

[ 	 PhllrmLci"l-;> RN',;, ,1110 l.?N'~ may 
:ccc!ve a~; dmg (,nk:b 01!101' 
Ijeel!~ed i cerlified ,taff receive 
dlllf:- ::orders only III !eir,liOll \0 Ihc:ir 
sc~,pc d pfac\irc, e.g , :tC:;piru~Dry 
Tl!c~llri~\c, fill' inhdanti>, 

INTERViEW 
& 

OBSERVATION 
Inlcrv!cw staff who are permi tted to 
receive vcrlwi ()fdCl'~ to determine the 
pJI)(:css hils been communicated_ 
Ob:-.crve [he procc"" to verify 
impielmmla(/(ll1. 

20()9 He,,1 tllC(lre FaciJilies Accredih)lioll Pro.srmn (nFAp) 
Accreditatlon Reqllirnnenfs 1~1l' lle:ll~h.:;)ro fm::'1i!icj 



L 
l'HARl\l!\CY SlmVICI'S/~1EnICATIO:\ t)SE 

EXPLANATION 	 SCORl'; 

g, 	 TLe l'(JJ1lenl "I' verbAl G,(kl'S IlHlst 
be cJ::Jdy (;ummUJ)(eIHnL TLe 
enHn~ ,'elbal nl",:er should he 
repealed back to 1J.c pll>;"rikr. 

h. 	 Vcrhrd i telephone orders ~JC 
immedh;tdy enten:c illll) lilt' 
patient':i mediC<i1 (·:con! by ihe 
l\)Cf'lving per"or:. /'he \HiHtm 
wrb111 ! te:e;,honed order ml~~1 iy 
legihle d(llcJ, HlJ limed; it IUust 
in~'j .Idc the lldl11\) of 11K Ilnlerlug 
practitioner aad the srgrwture 0; !i;e 
acu:plllig indi'ti{h;al. 

L 	 QU25liOld nboul vcr:'a~! Ic1cph;J!led 
wd.ers Sh'lll!ct be n:r«)lved prj,;r to 
!l:~ prepam:-io:l, Ji~I)['dS:Jlg, nf 
2hl:llillj(-'imlioa '.If ;he :ne(]lc;;ti{\l}. 

AlJTHt;.~·r;'ICAUON OI-:YEI(H:\k 
9j{Pf;~1S: 
H. 	 All mde~5, inebding vuba! and 

leicplwned mdc~':;:, J)1v;[ he kgi::lc. 
co:nplel';, JatnL :lined, lWei 

:Ulht"1\licalcd. fltcrdi;rc.:<; 
llCC(l$S)ry ;-OJ ~le pra<::,tior.er h' dale 
<lila lime tLe nu\nenlic(lliofl of 'he 
verbnl! ldepilG-.lt:U ",der. 

b, lft!tcrc is w:; Sialv bv, Ihut 
desls:m tes a ;;pcdfic hucfum<l for 
11:e lu'henlical!C!l of v(:;buJ ! 
tel~ph(!ned !:nlers, Ih: vcrlli11! 
telep:lOl:ed orJcrs life <!t:tnentjcnteli: 

2G09 I-lealihcare Fac,lilieH /lccl'ed:huioL l'l'0fVhfil (HFAP) 
AU::!cciil,;-,tidl Re'j!,trt'lilClt[S for Ilruilhcmc hlCilhic,; 
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PHARMACY SERYICI<SIMEIHCATION USE 

:.J 

lS.OlJ14 A.dminlstfal1on or mood 
frodlldS: &- lV Mcdiclltiolls. 
Blood i"m:jiuion'i and lI,lnWdlOif$ 

lI'cdfcoiioi1s Ii 'lis! he udmfJliste; ed ffI 
(/, '(f)r;iw'( :,; ,I'llIi .\'1(11(' fa IV dud 01'/11'0 roy) 

!IIed/uJ! .\\«U·poii(,';e.1 (illd PI'Ofv!lun:s, II 
MINd flYl!;/i/il.rior;s mal ili{ri/rl;'/iuu, 

!hedicaiwfI:; ore odNini;!el "iI hv Pc!-.\,allld 
vtff('r [hull doctors (~(Idcdidr/(J u, 
o_lle')[I(lI];)', fill' pn:,ontlr'f m'/.II han' :,l;i:cia! 
fl:tinIJJ,;{j;)1' 1{Ji" (hiy_ 482.n(G)()) 

W(fU:U 43 hotl;~ h tlw on:1u iil14 
pl\)'ski;:n 

c. 	 II i:-;-lJCC('Ptll~1k fi~r;1 >;,lVUm,2 

phy:;:cir.n \0 Cf1'':>tJ!,!! n vt,l-al 
!kkp:loned un;e m ;h.: cxtcnct('d 
ab:!\:nce (' r the (,rd.erlllg phy"ic:ir~l1 
UOw('vef, (he p(<tcLlcc must he 
..ddresscd h the hospUa!'s [w!icy. 

d, 	 t\ !lOI1-pby~i(.ial1 pfilGli~;ont'r MAY 
NOT >:(l'I'igH a pLysi..::iali onkl, 

e 	 Us" of ;;igl!<llUlT fuG.<;imilc...., e,g." 
rubher sLimps f;)l" ,HlliK';J,:Qltion or 
drug onkLi :~ ;Jwhi'0ilCiJ 

'J'railli;12 s!wult: ::e by qllflLlicd 
prollltilet 

Tnlilling CUllti'lit indudiOSl'¢gllialj,)tlS 
,~~,)Il) !he (.A.ABn) ;\r:WdCillI A:-;o(l>:ta\!ou 

of BIDOd Banks lHl": FI).'\ 

nOCUl\fl(.NT RlIYIEW. CIlAHT 
RE,VIEW 

& 
f.IL'F UEVTEW 

R2'vie,1' blond rralht'w.:Otl Q.uci.1V 
medt(;atir':l polki>:s RevlC'w a "~dec\ 
s,m;ple Df mcJiG11 rect~rds" Review l\ 

s~l1)ple 0;' :1'.'0 j(N Starr ,kveh::pncnt 
fili'\"., 

V.:rilY: 
L 	 T;le !lospiud hw~ a speo.::ia: lFiHHlg 

"rograml(;r ;;dHllnistcring bloDd 
Itfw~lt:si()n~ IU1(~ mltaV;'1I0llS 

JI~edk'a(j()n$, 

mood t:'ilusi'u"iotH find 1\' 
I1KdioliOI!S !lie admi1l1slcn:d ~)y 
pVP:iOlllleJ who ,IfI;' t;"1incJ and 

; ~ , 4 )'<A: 
fl,l;1 :om;J!';lJl(:(,: 

! ~ -\t'P"';:lrI'::, Imim,,! 
s:aH r(") I;'nn (ht ,,,-wire, 
1m; haill' + b ""l 
w,: ,i~;~'!11 iy d(Jl',llliCtll~d, 
·1- r~('iI ,,)ml'liUIh';':' 

llcnltl;;:,xe Fudti:::~s !\Gcnx:itatwll Pregral1l (IlI'J\P) 
Ac;:;~::rJitntioll Rcqav(,JIlenls lor ~eil;thntrc Facil11ics 

http:Q.uci.1V
http:nOCUl\fl(.NT


PIIAR!\'lACY SERvrCE.s!l\1lmlCATIO~ lJSE 

SrAN\)AIOJ H EM;:::NT 

25JJ2J15 Medicllti{Hl I'replll'litiou 
EnvinmmNlt. 
The fi1Gifity !Jf\lviJ~s ,) w(l,k ",nvimnlf:e~H 
:;),,IIJcilitfl1e~ dtenti,;L to dela;; ami 
p!<}mmc," the I'Ic{:\l{a~k filiint! and di~r",ns1!lg 
Qf tllcJiclIiv;i \ll·der~. Or:;t::twL<I!ior..a1 
~'01icies and P(('C¢(I.Hl-~ nre itl p:ace I~Jr fie 
phan:n;;,y and n\J:~illg '\.'iOf.' cnvitoar:tcl1ts 
liwt itldmic spe;;ific implomentation 
g.lIiJoJine~ tllllt a(~;jrc.q~ s:lfetj if: fJ"W-I.i.iu.lion 
prcp:uIJ\)l1 fu'e~;;, iilcl\vJi.lg the ll\('chJ.n;sm 
fOf ongoing ,lloni toring of compi;a!lc,", 

SCORING l'ROC]:Dt.'RE 

\-'fmido:; will!ip tileD' ~cope of 
pmcti<:.; in fh"PH ;ia,I.Cc w;th S;:ck 
hnv lind l)()~p':il.l policy. 

J. 	 Blood ~dll)lnt~tr<'.liol~ polic;c.~ :lnve 
be":1 ~?pr(lvcd :,y thelw,x:1ic;·;! OIlal1". 

4. 	 "!',wrc 1m!> been iIH/;l'vicc on th.; 
ildmin;.~tralion ofhlood :)anS(jl$j()n~ 
(Inc iotlllV;",)(:I!'< medk~!i(llh. 

i, 	 MeJic.tll ree{wJ~ reflect tIm.! enl)' 
"[J'ci<IITy Imi~wd pebooL¢c or 
doe!<H~ of :ucdlcine or ".,tl,.'Opail:y 
perJ'orn.:. :I:;,;,c Juies. 

Pati£u( Sl'I[dy Illi4ialiy{;: nOCt!MEi'iT RKVIEW 
AJlh(lugil HiMl) medicatiDll errors rdye & 
HO III f:li.tel" C()d.segUl'ncc\ fOf patients, 9HSERVATrpN 
olhers 1113), t>1US¢ scr!,),!.''' H"lorbidi:y ('I Review Ufl'IlEizalinHal poJk'ies. In!>pcct 
even d"<,,lh, b"rurs H:lhbl III dispCf\sil)g llIedieIHl\lll plepanltjoil IIfea~ in ali 
mcdit:allOl1s u.." ;onmon, (,,(uning:ct [o':aliolls where tnwlie41;OI\ b p;·epil.fctl. 
r0,(:::-; 01!lgi.lg up (0 24~!c of1l\\.-'.Jica:;OI\S 
(;i·~rell.~ed. Ver;J'y: 

L Policy il.;j:.lre,;s('" l!w nXjl"inx,: worl; 
!~ nU!liocr (:f (,Jlvitonmemal fiK~O;'~ in €'IH'il'Ollment ~un.',t}· c~::ments HI!!] 
tbv f1;cdicati<'ll prCI):tla(iOJl ;Illd !lpplies to all me:1i::;tiot\ 
dis,x:lIsiJ)g ural are k..tlOWIl to itt<:fCU,,0 prf'IX:ltJtiol' Mn,~ 
til:: OCCt'I",TI1Ce of nrm;;. Th('~G include< 

" uC<\YY wOl'kloiul. L, i\ledi(:;lHolll'n~panlUUIl ""urk 
" clu.tcfcd wo:kspace, HI'CIIS me dellll, 0I'dl.'riy, w¢lll;t, 

and []'¢C (If du(tcr. disll'ac:io:t, ;uil" 	 r;;)ise, [lIld 
!loise" 	 poot :ightieg, 

Ihlyilljj; al1 org!ln':Led und ......ell·1iI 
wClksPilCC !la.s bcm ;;:lcwn to bpIll 
(kcrcr.~" Grors ace im:rc:1."<' c!1lcieHcy. 

l1eaU:lcare Faelii:.ie& Al.T~cditillicI: Pwgnnn (I'll'AP) 
fv:cretjilu~:onRlJql!irell!(1)j" fer HeaIlhn:H"c Fuili!ic" 

I 2 3: 4 "NA 
I - P'jlinn;Lid 
P' (0(:(,'(1 UI';" "d,j!\.,;~ 

e'H'jj;>))l!ltnl,1 "Ady 
'Jilll¥ i11 "wJi(Uli,m 
]:1";" a:;'J1l ye:'f ",,,I all 
arc,~ \"~it>::d md (he 
;kl:noo ;;[ah\lw,l, 
2 - PGli,;;u'i a:ll! 
pl"c.;duro m~~ ;,: ,,)m:c 

ll'''! "1'1""<, slkt:·. "J,>' 
w,~ or \1"') ill c,h (,;;;V1 h"o 

;;1':"1); lie.: "~I;;d;ildii 
J -:' Ail)jcs t. Id 

)11'W"':dr"•.~ m~ ", )kD.o 
ll'ut nedw~, };,:<:I;. h;;: 
wme !I~un IW(I ."~<1)' lilik\1 
j(l me"i ;he .,j""J,\llL 
4 1'.,li.:I':' 'lddf(>''''g 
w~"kpJ(\r( ~r.ld"f m 
""'"11K,,! "-':1 1>1 qmr;'I;;»l 
W;W; wee Iltl U\';\llai1,,: 

J"orl......· .~" uR 
4 [,ul,cl;~ w:x in pli\:( 
1",\ cr,.nj:Jiwll'(' wa, ,wi 
,,\'i(l<1lCc~, <nil J'L'Vb", :,~ 

lilci..:,:al1\rtl [lICpY.llt(!l! 

m"l1~ 0;, 

25<51 

2009 
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rIlARMAC\' SERVlC&''itMVmCATION liSE 

S! AND!\lll)! E1YMEN'1 	 1'_Xl'LAt--:AnON SCOIUNC PROCEDURE 

25;1;2,06 :\-)ollitorillg of 
Appropxi~tcness. 

I'll;: a;'propnate t;i': Of,~t'\lg~ lind biologicals 
j:., ar: i\l\cn;i_"e;plirn~ry f\H;-..;!ioll il~ pruv~d:'flg 

qu:dlly :::tt!t'!H ,-:Cl(; ~ervk'c~. 'I he E:ri;ily 
,:n-,ploy~ tnuliirtc mtl<:h,l,li~m$ to :);,cum?J;1 
t:IC mO!lilOl'i~lg o(pa:knltl rc(.('j"illg del.?;! 
bioh;tlkai j ur:u ic,~ljon prod\'c!< 

25,02,07 ~Vt('di('l1titHj Rec()udlil1.tlnll. 
TL~' org:u;i7a!i(lH has sl'-ltrnal a:ld 
:.ystemat::: ;19pro~;c:) /0 Ih;: l\X"C'1l.c-iHlIU)ll oj' 

Hlk(!JculiQI\$ ,H'; (iSS 1l1<: Clu~imHJI;l cf cart'. 
A pmcCii~ Is in pl",'<,' [0 re(om;jle CllttCa: 
tnt:Jiealkm;> d: ta<:-J: h;y lrf'us:ti;-nd' pnint of 
hCd'rlln,w', ~pktjfically: 
1 Upon ;tdl\\i~;,:j()!l, pre-p;;:t: ,! c(J(J::p:~~ 

Jis! of l-h'e'(1(!mi,~9ioll mud,;::al1()lls lne 
pall'::,' 10j":,,, ,:[ ~\()lllC 

2, The p:l::t:!lt or fan:;ly 1!l.f'~lJ;X·1 villh:f6~~ 
tfl.(: hst witco po.",~ibk, 

3. 	 j\Jni~~i(ll\ ('I del'': .Ire o:lI1p,)1't'd ~~g,iiiUi:l 

.il..: ;If{>ad:lIi~~ioll :IICdicati0L list: (\11Y 
varilll~c<:~ me f('(:,'nciied, 

4, 	 The cV:llplel(' 11,\/ cf chl1\':11 
n1l'('jc2J!IH\f. is: 1'<:aJily ,Ivi'lihible 10 
p -escribu~ as Hrdel(,1\<A~ wllwi wrihllJ; 
medJ":,I!i{)I\ Old..:!,>. 

Sdf-explannlory. 

PA'nENT SAfETY rNJ'flA lTV 1<, 
Hilck,l;I'0ll1!Q 
?ftvemablt i'ldvcrse "rug \.-'YeIJ& arc 
a~~(),:itlt('d with il'> :vallY m; O1l.e I'Lt cf 
l:v<: pal ie-HI H~imi,;:{ "r dcath~, The 
Inudver:cnt omis"illn of a prc-<idl11:~sk'Jl 
medinl!ion or :l-Lilure to en,l":1 n ,~rug 
I!P'.lH di:-l..:hlrg;: cun :l<:1,'e dek'lcl ;UlIS 

nntcOf:1CS TIH'('ttgn tbe i(lj-cwI pr(,,:0.,'" 
of Il1tXJica~;(J:l n:cond;i;;'iol1, e,l'or~ (;(111 

IJ(\ prevenleJ tlnw or lTduced i!),fl.JU",:lCUl 

Itlt' c(;!lliUlitU: of care, 

Actording (0 tilt' la.\tilwe [,)f Ileollb.elln; 
IlIlp':"cl'cl1le:L ZIIll), 1~'.lI~I(,1'Oli!< tl~t1dle5 

il!dwltK' tI~Ui pm.; eOnhHuJic-utiOIl of 
Hl:di('ul illl(m:mtlOn ill k('Y In1J)~il~oll 

P()"nt~ is _t(;~r\)k,ible (or tjY; ::'0% <)1' lill 
uK.,jicliioll C~rol-S. A]O -~ 7U% (l;~rafj:y 
rtk wn<; 101:l1d lJeweeH :T10dic:(I!iuns 
l(lb;11 fil hUlHc and Ihntlc ,,'<led ill 
hO~PII(\1 adl;llssioll ()I\lcr~'. in olle study"', 

1)",((,,!lTtL 

llOCliMENT JU:V1E;W 
Verily: 
1, 	 A COlllrlclc hsl <Jf hone nK'dicati01l:> 

is {,biui:1cd tlpon ild:nission. A 
pro<;(>:-< is in pkcc to gt:1\l./"mie {; Ji~t 
l'J'mcdiCi1l!ulh in ILe anIMuli1:ory 
,,;.;ltin,t[ 

], 	 A mcd:c-olion 1'C("(>w:iliali<)1I p:l)ct'-:<~ 
i" il' plan; u;x'o adUii~kj()n, InlH~fuf 
to tlJe rv:xl revel 0f('c're, <mJ at 
uisdJ?.r-,p.'. 

3, 	 The palienl / lauily par!il:ipQ!os with 
Ihe 1{;e()ndli':!Ii(J)1 process, whejJ 
r:mmihle, 

4. 	 The p,lIj"nl ,\'c:eiv(;~ P. >JoPy ,,( (he 
cOIlJpldc m&.~i22.li())1 Iis, l;pm( 
Jit'charge, 

4 - Oa&:>illg ",(mill11 id::' 
IJ :'Iu.'d'.;ajiun 1:1 C:k1l'lllioll 
')fcn.\ i(,,· b?f0y 
cnl\1' ;mlCC i" n', bun;, 
.i!)llC 

? 1 .j NA 
i - ;-,,11 <·ol!Jll;;:;:l<.'<
'j TI)!o r':\'::>lIci>';!(I(~l 

rn';;fS i~ m.pl;!:",; 
ihN>ih;4"'-ldts ~i u 11).111.1, 
-1 N,m(·(J!l'Fl;iU·~e 

H(';-l/tli:u'C fadli:ie,< Ac<.:n~:-'jtulio!l Plcgrum (IIFAP) 
!\c2:·edil'l(k'J: RC'-lai,e~ne(\(s I'm !--':eaLI;t'hfC j:2.C]Jj(JC8 25-52 



I'HAf{t\'lACY S.ERVICES/MEDICATION ESE 

[. STANDARD / EJ .HvlENT SC()I~!:--lG PROCFJJUI([ SCORE ] 

'\ ':'he cnmlu::tc E,I (il" '1l0d1cJ titU;; is 
provided to the Ih.?t unit, $(:/vicc, or 
C2re seHing wk:!1 rhl.: ~<llieJlt iii 
!r.msI;;~) e:. aud dil'chllrgetl. 

(~_ 11.0 comple,-e lis" of r:J>.:dicflJi;,ns L~ 
givelll() :,lC p2he,1: upon tii;,chflrge. 

'I' ,1e key irc'!l~il;mt poil)t~ wb;;:c errors. 
willl w:'ilin£ m:diulloll ;)(t!,;rs Lend to 
occur :ife: 
;1) lJp;ln jtil!1js~:()tL 
b) UJ)()Jl trar~~fiA to t; new nnit J sGrvke 

! pradit:ootT, jnt! 
c} AI lime or tiiqeimrgc. 

T,e go;-;! 0r l;lcchcatj,)1\ TlollcEimion j~ 
to CPine ,11;-11 c1'exy h()spitllli.t.eti patj~1.1 
clhLiullCS will: '.Ile '"une ;llcdicaliom; 
!;;.kcli prio[ 10 atlmj~~ion, unless theft" if 
a speci.!",] need fo:' ChJllg:. At!mi""j;m 
urdu,'; sh;'ck" nchmlly b: ,;omac(,JCd II 
lH'.xiificd iOIl oj' i.11C pali2Et' ~ r:le'dica\loll 
ft'gimen. 

111(' potlent Of lilmdy member is 
invoh-ed wilh :hc rCl:UllCll\ntiOIl procl:f>S 
~c vzlid(-(l(' tl:e list u~·pl<:·(-(dnHS&ic[] 
me;Jicatior~:-;, This LsI mdmks 
pt(':'crioed und regolorly tdh;ll OI't'J-t,1C

coullkr (,rugs, l'itilJ:li.l~, [lefofl]s, 
homeoralilic, dL:: lI\J!riti';na; 
suppbnl?tl1,; A~ 111e 11l/';,lt is [0 develop 
:!IC mOf>! ;jeeam[c l:sl c1" me..lieuliom 
p:h,~it::lc, Ihe dD~:C lind rf(·'{l,ltC!lcy I()f 
each drug ~houJct be j]c:mkd i:! Iho.:: 
ulmrk~{; lis! of :tUll[; mcdi':i1I:,)!lS, 

The ]h.\ ,'!'pread1ll.iss:uo mc(li;::"ll,Jn~ i~ 
J~;)dily uV'lijub1c for IFe;;;;ri:);;,s (0 
review wlwil ..,..ding f cl1ar.glug: 
mec.iC<1tinl:: {l, ,!en;, 

GnecliveJle;,,~ of lids inlla!(vc wilh 
h..-."lHcirg udvcrsc drug evert... 

Hcalthcnre Fa;:·iL!ic~ ACfJeQilatiull Pmp)an (Hi:AP) 

AC01'editM:(l1l IhAiLilt"t;le!lt~ I'm IL:aHhGlro: facilil.:;:;s 




L 
rrlAi:tMACY SEHVICES!MEnICA'l'JON USI<~ 

SCORlNr, PROCEDlJRE SCOKe: ···JI 
it> f~ ,·ecuneilir:.li"H plOcess 10 rll~IJ"{' ail 
rppwp:iatt" IlK:dica:'o:tS liLdplJi'lg j)' c"

admi,,~i<ic JlwJi..:atIOIlf;} iHT conLhaleu 
TI.,J;\)wing di:.t"!nrge, Ir ll11ticipLli"!l of 
diseh:.J"ge. Ih.: ri~1 ofprt>adrni%ion 
medicatiou!; ,~L:)uld br el:upared l,gfli\1~[ 
jb~ cUITenl \1edicalkn Acilllillb:"'d~ion 
RN;,m.1. 

Tile pali("'l~; HUllily i" infotmcJ (If 
IUcci;ca:ions 1111<1 ?'ili be cb;c(w!il1L1ed ;11 
cllUnged PpGI1 discill1f[,lC, 

At LIl~e or disd:dll\C, a copy oI'the ft!MI 
u;;;dicalil>n IiSI i~ providd w; 
1. 	 'j tc patie1lli ;:':n:ily 
:t-. 	 T;lc !leX; t.:vd orcare ~;I(;h JS Iw:n.: 

heai.th agency, :-killed !lu:t<ing 
r::....ciJity, or lI:',n!<tbr l0 fI hi;:;lxT !e"el 
of care. 

Moni!{lU:1g Etk.,:.tivenesB 
A !}fOCe~H i,~ ;n pla;:c ~() e'valualc the 
::!rcdi'vc~lc;;" of Ihis plI!ieat saLlY 
initiattv..: witil retluc.ing fldvt.'rS() drcg. 
evenls. For f'Xtnllpk:. review a :a..,dO!ll 

~fnnpll' of pt.licnt rm:o;·ds 

Em<;rg('I1C) Dcp:.tnmt.'JJj 

A cmnplelc list ofcurren: !Tedi\'.<1Ii()n,~ :$ 

In :):; ubl:lme,[ mr [ITil·tR~llCY 


Depm'lll1en: :'UliCllts, 


,'\;llD:!kltQfY CU.r~ 


A cOlllplek Ii,,! of CIlIT{':llllll<:G;;:rJiQ;\.S jo; 


2(;ij9 HeaHlll'ul"(' Fa\..'ilitit.'" AC:"fG(iitati,m Prog!ll!l, (IIFAPj 
/\<:::;(,r0di::~[i(:l\ RcqLiff'lnC-1l1t JI)l heahli(;1fc FacEilics 25·55 



P1JAH:\1ACY SEnVICES/JiJ(.l)lCATION USE 

ST,..... NDAJU f El HvCNT 	 E'XPLAN ....nuN SO;R1Nn PROCEDURE 

25,0.t01 Performllut'(' Impr(lVemt'llt. 
A lHcilicy-wide ()u;,Ii:y A~~e~slllen! ~ 
Per F)lmance iIl1Pf\)H ment ?I ogwm :~ \:1 

;;;idC', \>":lkh incmpcral{\'! Az'''-er~() Dflig 
R61'ollsC (AJJR) liujing:; Jfl(I.:ll(:~Il~or~ ,,1C 

to ;~e oNt'-iLCU I(lI" amlmfmory e;]~," 
l)Qr:C1:1s. TL:: ist wii; ~:.e lJpdmc...: ~;~ 
m.edlc,-1'_:ons are added (lr ....:i,,~!\mtj,l;lect. 

,~lhtiJatq,':y Servk";!i 
L 	 t\ complet.:: lisl ofncdLl'at10US musl 

h,,' ,n jtlace tor ~ho;:c PUIJ):tlif'nt 

,~crvice~ ill wket :m.'tlica:'ons wii: 
tw "dmiuisl(;-ITU, ~l:';:llLJ: 
;t. Ambd;'Hory Gargery 
b. I.ZDdtoh'gi<::tl pro.:edure.<: 

re<ttlirmg JV eontra"f nod elc

2 	 FI);' :ho~r.: oul;:alicll{ ~ervke~ in 
whk:;lll() ll1cdiC<l:tons wjJl b:: 
~ctUlir;i ....I;;I'eJ, such a5 0l1l!klicnt 

IiI'.J!dlogy, olHahling ~ ~'mrt;lt ,i&1 of 
med:talimH;" ~lreferre;:i, btlt tint 
reqlli:<~d_ 

"(~(jmis, I'L, oj fit.: Uuim.:wicd 
mcJica:,oll ,liscn:pE\1('\\\1 ul the tllllt" of 
bosplt;1i <liLu:SSlOJl, Arch i'1tCfJl :\1elf 
1(15: 424--42'\ J;cb, 28, 2{){l5. 

The NCltional ()uilli:y roru111, Nrt!/oll(1i 
Qu,,[i(v i'"orUJ/i TJpdak's J:'mJor,h'.hloli oI 
Sa.k Prr!di('c.I·jor neU(r lJclil!hu,re, 
OC!Ollel' !G, 2006. 

'I ;le greatest pc,lOfit to :be rHciEly 
ileCltJe~ wben (lAPI etTom give p~i;Jl ily 
to 1'Cl'i.:w;, which lOCHS OIl :Iigh \'oium;:: 
IC;)51 or ff0guoncy), high riNk, or 
pru01nn prO:10 areas, 

DOCUM"]~-T REVIEW J:i 3 4 NA: 
Review I/:t' ulCdkatinll ust' re";cw plan. 
Vt"tify' 

j -h1):(",l)pli»1'''''". 
,,- Nx, ~vl>pll<ll1"c 

1. The i'aeility preparl'-s illl IIlum;]l 
lVll'diratiull Use Re'.'il'\'- Dr Drug 

j·ledth'.iMc FtlciliticH Ac;::~eJ-iia(;()IlPrugr:tJU (HFAP) 
Ac\~rcdi7U\)1l Rcq,lirelllGCL; J£lr Hr,,llh:<1f\:: ra:jEtir~ 



S fANDl\..;l.D / ELEMENT 	 EXPL\NATltlN S('OIUNG 

desired out:::C!l:teii oi'JlJ.Xitct.thln UM: l hi;. 
p;'ogr,:);ll sh,'111 Dc utilized to [cJucc lisk ill, 
0; del' 10 lhaiula!n amI implovG dinic::\l 
ouLCOlllc. Annually, the bcility prt:lliH't:$ a 
MedlenljoJl Use ReviL'w !'hUl. 

25.03JJ2 !tll!.l! CiJlltetio1l. & Monitoring. 
rile medicalleu tn,': m'.lIU,lfUt; JI 

e$!abjislled 10 ,','.M"S;< 
• 	 plc'll'!ib,ng {apPFJprifdclIt'SS); 
• 	 pcepac!1E; / ,jis!,<.;n:<ns, 
• 	 lllLnin;;;teliHg, itld 

• 	 ort~omt;~. 

25.03313 MrdiratiOH lise Review. 
Medit';llic", lise lTV1CW ll1Dnitlll~; d1'llgs used 
ill all pri.lIcipH! p[JPulali()n~ I'cn' rd by Ihe 
frrcilily. 

2:::.03.04 Data Rcportlnll. 
::inclIlgs [tOll: ,llc;]}",Ll0::1 tbC :-;,vicv, me 
repelled ljlw.r:o.:rly \:J ap;:rorriaw Medical 
Siaff cUflmllto.:cs ;)I:;)or depilltments, <Via 
;;or:sl:'o.:rd by the 0,,'\1)1 plogratll. Itt 
ilr:panillf imprevemen(s iF (he f;1e;Wy 

The m.:,ilct1J(1Il11HC review ,,1::11" or it 
Omg Utillution Effct'tivell(,\s (HeE) 
pJaIl, should indicale lite ralio,;;'J~ I(I~ 
,~('le('liO.I, and !to;ous lalx'1: hi UGh;:.;w 
in:proveuect s:todd h<o dO;:\I.l1l:l;l;:u 

Mfdi,~a!kn ti'ie is iL1l11t;:,"h~~jpLllaly 
proce~" 111 rrcvldug pt.tient cal e, 
J\1!!>OUg:l rcv;ew i mlicatci S I~tily [OellS 
more ;l<)uvily 0;1 one. ali fl1\J:' aspc('ls or 
t.;le pn)GCIII1 are ':(l be rcviewed. 

Over lhe CUllr~c ol' a yelL lhc 
populaiLOWi sr.;)uitl inc~ude the age :;pEn 
(pelliulric 'l!cr~at;i~) End .'\Drvice 
iuceltiou (inpflti<.:llt, (:~~[lalicll~, LIld C:llef
gel1ey f:m:). 

1\.:I~ibiog:am ~tud:e.' sho;]l;] he !,~~}Jhi'Jed 
:nd di~:n:~utQd to app:~-,pri£IQ 
pwfc.",'.kra:s a: Je:i$l m:m:rrl:y. 

JiecnW'e J!1edlciHlOlt t-:Sk ;9; 

H:ter~l$e;p;t1lary. dw Entiulgs or 
me<lIc,,;iot\ IJSC IVvicIV m1) "h:m~d with 
yfL"jou; dLwip:im>, 

niliZ:lfilll! EHcclivencss l'hm. 
2 TIl\': liaciLgs l'm:l1 Ad,,~:f.v: 

RCSPU:bCS ,md r~h;dit:;1tiQI) 
Val ;U:l(;t\~ :l"ve bee~t sJudie"" :tnd 
i:l(;.uderi ia ()Al'l },.~OlliiJjt~ Me in 
place, Actiots ll<'.ve been taken [() 
achieve improvt'11lcnL 

nOClJ!\-'!KNT HIWIE\V 
Verify: 
L The mcdiculiol1 U.~G review plan is 

an inll.:rd i"ciplmHI'Y rr ()lT~S, 
2, Dala is collecled OIll111 Liml' (4) 

requirl.:d l\mdic1Ils: 

• prestrihill~ illppropriatcuc'l.'J.; 
• pn'paring. f (lispensillg; 
• lldmini.stl.'dllg; and 
• ontcom('s, 

DOCU\'1ENT RE.VIE\Y 
!)e~el:n:lle ,hat be S;Xlll [,nd service 
~ettir_.s pcpdac::ms I:ave been 
illc;)r;'Orr.tea in ~ne~:i:::a[l0Jl :lsage reVL:W. 

Thc outcO!lle of iLe :~v;cw 1m" Oeen 
connnn31cated ;('1 'De med:cal starL 

2. 	 An amwru an;ibiogralllTcpmt bu:n 
pIcpan:d and rli~lribt;;cd. 

DQCUMENT REV1E\\'. 
RcvilM Ihe do(;uftv:ntaliOll, 

Velii'y: 

1, Me<iL,a(ion:t8e reviews 1>1 e p:t>.p:tted 


qu,;rterly. 
], flie nedi.(;lHio!1 us;: nw.ew 

:: \! 	J 4 ~A 
J r.d '-"'mJ!1i,pw~, 
~ "'. 0;y! LXI1P!;;UW( 

1234NA 
I - 1:.11 t)\ljjl;UnX 

2 2<,'3dL:lf1b 
C' ,'m!"j,,';;' 
J . ! (::'] ek,n~)p 
WIUr'I::<, 
1 ., 0; ,,: 1~'l: 

IIealtllctlX Facilities Ao:rn!:!i1:;oll Prog:a:n (HI;AF) 
/.(:::dit;,tiOL T{c'luircm;;;u; fill' H:dtb::.:rc J ~::il:tic" 

2009 
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iicrvire ;L<:1S. S1.:::h reporl$ :in.~ :;ilarcd, as 

apf!Opr;[lk, with orb:: discipll.1cs to LliliLc 

i;1 their QAP1

25JB.OS Annua! !~~!){ITt on MediclJti(~!! 


"Cse. 

The Elt:ility i;)c-\ul1(;l1L~ :lrprOVCll~ef;t, us 1I 

[cfult ormedicalicn lI,Of: J'cytew (l:-! If.'ported, 

in illl f,IlH'..Ia: slilmnary, 


i:1fonn,11i::m lim; teen reponed to 
app:0priatc MDdicul Starr 
committees r,l1d tLe QAPl progmm 

nOCUMENT REVrEW. 
Vel'ify: 

!vI flilnllUf iiUlr:ICl1'Y ofMedtcalioa 
U~(: Review;s pfcprsed Blld 
$\l'::mittct: to QAPt Th:: sllmlllJ:ry 
:,JJ~csse_~ r,;::tuai uupwv\.:mcl1{~, U$ 

app;~::d);e. 

NUTE. Review;; n:ay no! a1 wOIys {llI:C 
legilimalciy) resal! UlllUplO\-Cmc:,lii. 
Tac :mKess of slnuy s"lcJld yid~i worthy 
xsultl;_ 

I 234NA 
I "'" AClIIJl q(!mLM.y 
i,knliL·:- s'if'lifWJcc 
''''I,,(!v't'u;e!iIFl_ 
'2 1l1).p;(!v·;:u:d~ 

'i(fbnJihxi Iml "oj d~,u:y 

-; imf1l)VcL11'1ltJ he! 

id"'lli0vL 
4 ~ "/,, mlll(l;)1 "","''''''ry 
'J: U) imj)t{'"nlltH\~. 
(!A;'I1!d":!y 

2U09 Hcal:hcare FHcilitie;; A:.:.:n:ditatlorll'rogrnIn {:::FAP) 

i'l.n:rt:&trr:;oll Rcqui;-;::1tcai;; :(;r Hcaah,'"re F:lCili:lt:;" '25- 5h 




I'IIAR'\IACY SII.ltVICESIl\UWfCATIO!'i L',sE 

')TANDA;:U)! 1,:t.LMENT FXP[,ANATrON SCOR!~"G PROC};!)lJRE SCORE 

25.flJ.061\).rt'ol'maucc lmprovclll~:~,t in 
Mooisafiou Csc. 
-He mgeJ:1iz.:I:H>lIlJlilizes Il1fi);'IL:l:ioil 
obtaillu: from reVlcw of med::'allct: 
proce,>"es and 0l~1\Al1n8S 10 ccalllluO!lsiy 
imrrovc tI:c safeiy of medlCatio!: 
2dmiHi~~,: aLlOn J;.,r pal;;:!),:" ],,18 

ors,llli~nlioll ,",,-ill r~lI1~iua lcchno'Hgical 
auva1l8cs ;:v;lilab!e to tllcU! 111 ;mpfOviag 
Ihc~c ptcce<;SC1. IJ tccllln:;lg;;:11 il,h:ancc~ 
nre Hoi all oplJOl1, tile ;)rgtltllzal1C11. will 
nnpk:meEt aJternaLivc~ lha! will reso;v:; 
:ucll::nc:d i-5Sl,e,~ 1ml rcciuGt' Jlled;.:atinn 
c\'cnl~, 

Paliclll Safety Initiative: 
McdioLiDh ett;)r~ !Ire ,"!)J!U:lO!\, T~fL; 

li~ClllilJle Ui',,'lcateS tilm "e(we..:n 21',-56% 
ot"advt-"f$c drug evcnb are preventable. 

llleglble hardvtfillHb, lHLkJlovm :!I 
~I'lcidcd~'{] ;illeIg:e~, drug :tl!e~f!c!io:J~, 
inc:)1 red Josc, lmd 1ll(IJ1Y ,Alter !ac(or.~ 
can cm::;c- adv:(k: dfJg events. 

SIHLles have ~;:'r;ltms(r:red thai U 
s:g.l1;ficllllt cit-'LTC?SC in medi:alion cnor" 
and acivc;:-;c dug evenm CdB be achieved 
by u,;,ng c'lmplItcrh:ed ple~cn!:er order 
<.:a!ry tc:nllOlogy. Additinr:.n: 
kdmo;ogie, ;',IC cnnllwlNlsly being 
Jcy;;luped, ,.uu II L~ lL: resjl(lDsihi;i!y of 
Ihl: oL'ga,Un)iion :() c:unllll1e ::K' 
kru-.17ililY of imp:cmc!:;>!1cl1 of lLc~o 
J(X'h:J<;!og:e:< 10 ad:ieve a &lIel paHcnt 
cnviLmlHcnt. 

:: h- clear lIml bUme crganizatJors wlll 
be HMlb:e to uJlilld these tc::molo;]ic .._ 
lIow.:'Yer, :hi!t d()(C~ eOf .lCga(;; (hen 
R'~P'-lil3iblLl;y to noM)lv';: idelltiCed Issue~ 
by u;t;:nhl [1 ve :nca;lii. 

Q9CU;\1ENT H «;,V lEW 
& 

INTEUVIEW 
Rc'ti(C\V Hlc{licatinn c'tell! dara_ R(Cvi~'w 

m,mltcs w1:c;e imp,nvemclli :):~-thz; 
medi(;I'iiOll sY5lel:l and pWce%e$!lrc 
di>,cu%z;d 
Ve:-ify: 
1 The orguni.l.a "on 11;1:; eO;L~idej'ed 

i:nplen:c_l;;lIioa qf new [(;chuologit>$ 
10 red'-Ice HlL'tliculioH '-'''CHIS, 

2_ Ift;.x;Lnp:,igy i~ :lOt iI.:u:>(hle, 
aHerr.nllYo.: "l}'DkRJcS (0 JC\~UGe 

~nedi.:ati()n t've1\!:: hay,: b\X'v 
implell:c;Jiz;(L 

2 .3 if NA 
-II", Cf¥'uH/,alj"il It 

j)"Jll;m'()td~' w<>rkiag u 
:1))(1!'O\'(' li't n::.Ii".11i0j) 
;;y:;iun_1 to) L":",,-' ..veil>. 

T'·l,I"'Gh'$." Lih :1';-(;1' 

~"!:.<l'k,W E" 
jnlp'G1WIlWI_;"I. 

4 There :_~ 110 
<!ctar"·,,kd c,,;,i.::!:cc 
L~l( dw org:'ni".,im, i, 
''''''lill\\\l''~ly iapruv:-:?; 
Ii", HovJbdiO\l ~}-SIcE'" 
T<,c"lE1;bgy b, ~(l! be,~' 

cellsFiu,(i ",,; ,;n "l1li01' 

fIn,l!l)(:(\l'e rac:111ie,~ AccredilalioH jlmgnLl1 (I1~AP) 
i\ccledit'ltioJ: Re:ph:~.ncnb 1':)1 Dua(tLCLfc Filcilitie~ 
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, Healthcare Facilities Accreditation Program (HFAP) 
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CRITERIA FOR RECRUITING (PRE-REQUISITES): 

c~ nciid:lte for the p0sitiC>L of ad::nini:;Lratot: s~uVc:'Ot shall ::r:ct:t rh~ following eligib!lII), cntet::L 

A. 	 Educ<ltion: 

L ;, bacheloz"s degreo,;; is requ:.red. 


2. 	 A g!"zdu2te degree i:l hospItal admir'':strution is preferred 

B. 	 Experience: (Notmally exhibited by the following experienc(i 

1. 	 least 5 y~~Ql;;' esperience AS ihe E:;;ecunve OEficer or Chief OpetatL"16 Office.: of 
ao HFX? aCCft'dited hos;:liral; or 

i'l..t ieasr ::, years cxp6:l-ience 2.5 an ;1$');Od2.te/ z.ssismn:: acirni1:.ist::2.tor '.vi:h respons.ibilities 
for st lease two or more 0: th~: foUowmg a:ccas: 

a. 	 ;,;w:sing Sen'1CC5, 

CI_ 	 'I\VQ other ~esponsib:1it1t;s :1!:T1ong Lhe foll(),;,ring: pha-rtr.4C;-, dietary, ph} sica: 
:ehabilitsrion therapy, tesp:l_:tJtQc"y lllcrapT, hou~e~{{~'cping, ?hys_icnl 

c. 	 Rerponsibili:ics :reif,'"7:1'ding the gove::aing board :tnd CJedicsl staff cfJIrnnitTecs, -and 
lr:::etact diren:h \.\"1:11 boa.:'d and med.;.cal corr_-wttu:. 

d. 	 For >lssoaa:e/SSS1st:11:r admir.lsITaror_~, or posino.: othcr than CEO, a 
reCcHIllne-:1danon :rom thc CEO must be icc!;JdecL 

30 han: e:iperienced one or 1:\\'0 HE",? 'W'"CVS (nvo p-rer{'oJ:tcd). 

APPLICATION PROCEDURE AND PROCESSING: 
1. SltDmir (be :oll"wbg- TO L~e Chl{'f Operating omcer (COO~, Hcallhcare FaciljDe~ 
~A,ccredlmricL Prog:il m (}:fE-\.P): 
a. Letter oLiment t:;, becorr:e ail £-TrAP Sunei;:Yor 
b. ResUwe / CUll1Culur:1 vitae 

c 
 1\-":0 (2) letrers of recommendanon. It 15 pre!'cncd ilia, one o~ these is a letter 

5JPpO_tt b;· 9. memOjeX of rhe gove:::ling body 

http:pha-rtr.4C
http:1$');Od2.te


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 



American Osteopathic Association 
Healthcare Facilities Accreditation Program (HFAP) 

~. Policy=-:""'AccdLm=;n"jCCs;tratoi-S-u-r-ve-y-o-rP-art-idp-a-ti~ori~G-u-icfe-l-in~es"--'D-ate:~~--page30-'4~1 
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4_ .·\ddses ~{F_-1.P scar: ir:1Incdia[e~:" of any cxistircg 0: po:-:r:ri:tl (OnEicTs of mte:cst :DCI:: :is 

forr:1e: places of t:mp:nymen( ::ehteci ,0 survey of tadln::cE for which "d',ey are sC~lcd-uleci, 
:ted pre.eludes "elf fror:1 parciCl~atoll in :,uth mrv::.ys cnb:ss a?pro\'ed [» do so o~· the COO 
of rhc Healt1:cate Facihties f\ccre::ittation Program. 

). 'iX/hen conciucu:1g ;;-JXve'/s, ;:eprescnts ,he Hl:c,-\.P (uuy. So oTher business is rr~::ld-.1ctcd nor 
is rtn}' orhc); business repn::se-.n;-cd eirher e>:ptessed or :mp:Ced. 

Remescu:s rhe _-1.P a rr.ofessional ::uaw"er. 

8. 	 Sari5factoty eva~uat.ions by surveyo!- tt21m'T, surveyed facillu,,-!', and [eammem3eJ:s. 

(Gffective :\loveJnber 2004.) 


G. 	 Ir:dividuals IT'.ay be reapprun,:d if they COuti:lUe 'CO be aei,:,;.y L"l.VtAved in ir:specuons- and 
:::ecc:n:' s,nis5,tcrory evalt'.atlons r:ogaxdmg perfonnanee 

10. R.;appuD:nmen: dt>.:islo::1s are recorded in tll\: rr.m'Jtt.s of ,1:e Buteau of Healthcare FaciliLie.~ 
/\cc.redita:ion (B~E-\.) meeting. 

TERMINATION: 

". :fa sun'::~~;ot no longer ',;',:ishes If) continue L'1. this role, the s-"u:-wyO[ is -asked l0 have a 
dCbt1t-u..""1g \l.ryth t..fH:: :-IF.-\.P COO Of deiignee. 

b. 	 If the sur;'eyor makes the decL,,-io:l to reugn, iT is desixab:e that a fOUl·~moDt:;J. notice b~ 
prodded. It i" also cf'.sln.ble tlu.t the SlUyeyor comp~ete 0::: li."l.C an ?b:rr.iat1yr:. v; auy 
scheduled SL-"V(;,"'S. 

c. 	 SU1YeyO!S dut rece:ve U11sarisfacro=:" peer Cit facility (;valuarim:s ,,'ill be counseled by rhe 
\PCOO. 

d. 	 Surveyors will be [e.tIT'.l.Oatec for: 

iJ.. U:::lptofessional or cnethical bel1?:\.-.io:: 

'::. Con£denciali::-.,- b:reaC:1es 

c, Behs:vj~,rs d,JllOllHtatUlg C():1t1iClS of in lCie~( 


PERSONNEL FILES: 
1. 	 Yll.e :;:)irecto:r of •.\~cc1"ediration Serdces, Bcahhcarc ;=acilincs .-1.CCXeC:TS:iOll Program 

ITlau::rall:S a personnel £Le f<n each fUIvCyOL 

http:bel1?:\.-.io
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Healthcare Facilities Accreditation Program (HFAP) 

·L 	 Policy: "Admi'nistrator Surveyor Participation' Guidellnes'J-:Date:-"~ge 4~i 
May 2007 : 

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

2. 	 F01' cad, snr,;eyor, the foil(Jwing dOCUme:1b \vill 0(' maintsb:::d: 
a. 	 Cunic~1;.m \-inc 
b. 	 Letters of Re~ct'fnce 
c. 	 Signed Slllycyor AgrcC1:1~nt 
d. 	 Srg.'1Cf: Bnsiness Associate Agreement 
e. Initial BHF A appointment letter 

( At:;cnda.'1ce at educatio:!J scssior:s 

g. 	 POM-training test scores ane other competency validation documents; 
h, 	 Evaluations, including letters of commer:dation, investigation of eomplaicts and 

3Ct10:;'\ laken, if rcquixd. 
1. 	 Ot~er corrcspondc::1ce, infor:nation and/or m.aterials relatf'Al to thei,' ir.dividual 

services as HFA? SUIYCYO:S or cor.sultants. 

SURVEYS; 

1. 	 3mvevots will not be scheduled to s'Jn~cr a mdht; ,,~hich IS :c1c:ated v-1thin a:l SO mile 
racims c: their current etr_:::do~ et aI:d/or a facilil~,0 which is a direc ::ompecilOf of Their 
cmplo\<cL 

2. 	 Surn::;'c[s"\Vill UN be scheduled IO S1m-eY a faciliIY m which rhcv ha\-e been tlffill:t3;e·d 
with in The p;tst. 

3. 	 If the surn:',yor also 2ct.:; tiS an HE-\P c.orl('uhan:, the surveyor Dmt no:i~y lie HFAP 
QIfice aT ±e rune cou:mlta-;:io::l sen-ict5 have been agrt'ed upon \drh the iactlity, 
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American Osteopathic Association 

Healthcare Facilities .4ccreditation Program (HFAP) 

---~ ..-~-.-..--..-~...--- 
r Title: "Registered Nurse Surveyor Participation Guidelines" 

I':c~.,c.,c,pc,coCp-,;'j;-,~'I~.R".-L:2-oc. 	 1 of.~:s-,,-,"~<~cl-'-;c~,-,-,~-·Cb-:-.:";c.,,c,c,!c,-,-,CL-2'.0'.,'T'.-.'~'Ia-·-·"=.,~~'·Z:::;::;;:l -~~, 
. 7>·1a-r lac.; 2UL'9, :\ug-..:sc 2(-";-'", ('"larCh t1 

CRITERIA FOR RECRUITING (PRE·REQUISITeS): 

A, EducatiQu: 
1 ;\ bac~elo,', cisg'''' 18 lcqulleC. 

B. Experience: 
F-Lve 5-rc.aT$ HUl1ll:mla, 1 (I years pn:i"2ned ac-cyc ho:.pic:al e~q)en.:ncE:, "U,"<:;rh a foces m 
:::dn::inis:;.:auol1, :"::,,,lul<:.a:e e.duca-:l::J:J ox qUalifY n-;.o:utot'.ng (Quaii,.,- ::;1al1agn 01 the 
ec:.uv::licnt> ,,:cc be ctJ:t:enrh- ac;ive iT\;l ~ospyal accredilcd The HFAr. 

Have expe:::;cllced 0:1(: 0:- two HF.>\P m::-ve-ys (1W0 prefer:ed). 

APPLICATION PROCEDURE AND PROCESSING: 

1. 	 3;;::::ffilr ;:)e bUowmg 10 the CbieE Op-er,lp---,"lf; 0 

_;Lcn:rutauon P::ograr.:-. ',7)'. 

ll.. :'(;~ter of b'tl!:t): :0 becom:; au HE \p SGlVe-VD:f 


'd. ReSUDe ca:1cul\lnJ vine 

c. ";""-"0 . of r-e::omn.endario:1 . 

.l:hm::au o{~lt:"l-rhcgre Faculcles i-\cc:ediut1ct: tSHF. -re\>ic\v Fed approvz:. If J.pp.r:wd 
rh.": 3'.1t"cal), a:, 'apPo;"';'::E1em or -'sLTvey()r-in-C'llTing" will be av;-ard:·:d. 

0-. 	 _A.ppo111tJ:ne:1T de::lS1on;;: a:-", "",,,"c,d m rile ;:r-,im:te:-: of the Durell'S of Heal-;:u<:>atc F;:;:-iliu(;;; 

_'\cctc-ditaUCL (3HE.oL; :rr:.eeTing. 

coo 'will nott-c\- t:,e c;:ndJc:nc at :E>l::'e;lu'~ ~e COO ,,;ill fo.tys;-\L.~ copie3 of 
the ;-IF,}·~P S'clnT'i70: Conficicn:1aliLT ;'~greeIT'.c:1t ;;:nd Dc BusineSS .::'ss;)rjalc _-l,.g:eemcn-:: 
2_'\_:-\:' £'.<rIlS to neWap?Olrnee S!gr:2.Wtc. ~:Jou '- of the sls---nec docl):::ne-m:!, 

http:n-;.o:utot'.ng
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Healthcare Facilities Accreditation Program (HFAP) 


TRAINING REQUIREMENTS: 
5Ll-,~eyors-i'.-'=-rai.:llng an; :cqillnx: ,0 parnopare wr::h 2: least "v~~ :m_n.-eys as 2:1 ob:o.ern::, ,-' 
surce!~or-JU' !:ralr:ur:g. 

a.\"s.i~able, f!e:end apptopna,c: 

ct. ~;;i'11ng pr0gt:ut~ 


b. wmk;;:;)op 

3. 	 Sll1T~~}"O!i>in. e:a.i::llng L;)'"iSt Te.:e:no s:ltl~£a;:::orT ';:YUbaU0:J.s by tV/0 ~2~ sm"1-eyot -L5.L"1.~t5 priG::
to advanced a~ a S~J_r;'eVOL 

4. 	 :)-c:nng Tea: one, I.c':lc. new S'-IT\'cy01' is c;;:pectZ'd ro panicipate ia; 
a. Two surreys as an Obs?-Lvcr/sc'"\-cvot-L"'l.traidr:g £oDcwed \"drh 
b. "}\;;o .mr7e'.'S as a run sun"e.'cr.. . 

Special educatioc a:12 cXP"'<'ll(CC for insp<:c:lOD of ,?eci.fie.c:.sciplirics require::: for S1).tYe:,


£::EEsLlnd.:..c"1g Se!T!ces: 

:1.. Bshaviota: i-le:l.lth 

b. 	 J-\!11bubrory Ca:e,')\fuouL-l.wrr S-,l:get'i" 
c. Physical Rehal::ilimno:l 

d, ':;'fcc.:all-lc:alr:l i Snbstancc Abcle Cccers 


REAPPOINTM ENT CRITERIA: 
,:\..:uHlall:', :he BU'::ca:l- Eea:tncare F;\Cilit-je~ Accreditation rEi-lFA) n:,-':ew,- tb.~ Iist of SL:TCYOXS 

:·e:.ppo:;Jt:nem c::i1*~ :be c.un;ria listed 1e:0\\". 

an--1 

4. AdYlses HE-\P sfaff imrm·diately of au:' CY..1$:ittg 01' pOlemi:l c,onflicrs 0f mtetesc (;mch as 
forme: phr::cs of C1Tip:O\Tnen(: :ek:ed. (J 3~l1i'Ly Ot £"cili-cie:5 (01' ",.·~-ricb rhe:..,· A!'e schei---DeJ, 

~A'--' p""dudp",'C, ee';:;:·-'r"L~" •• pat~;-j""'ari--n;~_' t' ~l ~urh ~ -Un"CP" ur:'><>s<;••~, "pbf",,·,,--1~,,,U ~(''v ."~~ ~-	 L ", C)." _" ,'''' • "-0 b·, tile Cb'''';..~~ 

0retacing ~CJO) of 6e rLCa:::l:1Ca:e F .-\cctt?iliration :;Jrogtam. 

'\ 	 W:hen cr51:dllCtl:ng Sl1rl7¢,,I'';, :rcpre;e12ts rue ~-'c()./\ ,-lea.lthcare racikit$ _-\ccr::d'''~';n:io:L ?rogra!-:; 
om::', 1'---:0 olLer busJ.aess is CO:::1dUCkd, 'Co:- Is a1:Y other c>!ganizaL.l)'..J xep:cse:med, :::iLhel 
expressed ox unplivd. 
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IM,,'( 2'007 	Guidelines"...._ ... _===--

~;. SarisiQc(o:7.- e,-alh?uons 0\' smvc-i.'O':' u\UJ,;;'::, SUlYc,f:d ""fbi", :md ,,,-2):T: ::ne:nbel:f. iE;f.cnc·n 
,"'0(y;;-~:nber 2X14; 

feCt.:1Y.c; S2G3(2,.Cf00: e,'aluau,,'fF tcg].t'd~:-;..:: Dt:,fonnance 
" " ~ 

1C, 	 D.eappomtrnem cit::C15iol1s are J:eco~d=d ]2, the 'T'ic1'_Ee~ 0; ,he Bu~'e" u Healc:hcar:s FaciliLlcs 
)"Ci:::::'(:cil::ario~ '.'BE5='_-\.\ """,,c15". 

TERMINATION: 
1. 	 ir :;. 5-un-c;cor no longer ;0 COD.l1Xnie h, Ihi~ role, the ;;m"'::yot is asked to have- J. 

dchneftng ',"ltn [he HE' }"P COO zn designee __ 

If tlEe J'JIT~YOr !Lax::::" the cew,n" U) :-'.'Sl!'Fi, :'':"15 dcsi:::a:)le thr a f:),;.! -:n::',:::tl:: r:.otice bf' 
pr<:n-ide.l": =t!.S a~so dcsi:rab:t ::!:.e SLC\"e:,'Ct ;::orr:.P:':':[t (J! f~'1d an. J.>:"'~71.'-Li.ye ;:;::, ::ony 
$<:l1edul::-d oou.:-'n:ys. 

3. 	 Sur;'Tc-;:yoI" rh~H reCclVC Ul1~lrisfaclOry peet or facilicy )'·O]"'C""" \,,-iJ1 be counseled by the 
HFi\..IJ C()O. 

1. :,'cFr~Aess:o=tal 0: unethic3.1 och,,:,o: 

b ConfidenriahlT be.",:]"" 

c· BehX'VlOts de:rnor~stt;mng contlY", of im:;eresl 


PERSONNEL FILES: 
'~~he D;.rec;:o~ o:A,::;·"'::,,o.)" Ser',"J.ces. ;-Ie.ah:1:::J;:C', l(LhLCsAc:~'edi(~tioa P~og!aac 

rnamr:liJb a I,er,,{)c'md 

Sig=red Sun'cro: _'],rllLCDcLC 


=_",C''C[efS 0: Keiele1:;::e 

Sign<"d Bmmesi' "Lg:teesne..n: 

Inmal BEt:·~\ appmm;mem lene: 

:\trencance at CUUenGLD seSSIons 


3;. 	 Po:;:--rram:ir:g [1::""[ ':'t..o:'e$ ODe::: comperctlcy "wO:lti:'l1 iO(;Ltr:xn;s 
1, 	 E\-slJ2.Lo~lS, :.:"J:h:lu::s: of (;o:::;'U:lCn~z:J<):). ",c·ceD;alioG of C')f/lp:a:'G:s a1:d 

sceon u1:C11, if ,e'iutre,d 
1_ 	 06er COlH:>spoudence, u:.,:orrnaeon and,; or maTerials related t(, their ll1di\--idua~ 

Sen-ices as HFAP surve\-or~ oc- consultants. 

SURVEYS: 


http:J.>:"'~71.'-Li.ye
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--'-,'---__._G_u_i_deline"s'_'____.__... -- --- 

" co: be ;;checl.:1lc:: ::; 5U1T;-\' '" 


'Ji thet: ~ucr':::H e::n10'".'l:r ar:c -0::: :: IseLin- \yhid: :0: ~ 


f"Ch;c;- \·;'-:l1ctl15 10,,,,,,0 ',''',",,?.::: j{". xi" 

eunloyc!:. 


SU",·,,,·,)tS\vill :1ot be ~cbedul:::d t') ,v.:no' U 


WU::llll [H3~ . 

.). If d'1;:. 5UlyeYOI ,a.ho >cccc, a~ an EF~~P cor:~uLrant. The SUl\-e,'or mUSt n,')t1fr [he HF~-':cP 
offie? at tirnt; C(Jl1l'Ul[anon scrnces hi's£- been agre.ed UpOl::. Wlth fa~iliL<-. 
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TitTe:"'Team'Captain~Surveyor~rpatTOflC~nes" _. ---..-~-- ·
rag;;: '; of:;' :\1a3 2001. ' 20D9, _1L:b-nm 20:)9, i-Iat("h 2011 

Octo:::::! lGI:4-, :\1arch 200', ~vby 2C,;,:r", Fcbn:;.L-Y 

L _...LI_ 

CRITERIA FOR RECRUITING (PRE-REQUISITES): 

\ candidxv: for r1:l' posiriotl of (can cap!?l;) surveyor shsI ::::r:eet the £ollo\t'bg elig:bilitr cmCJ:1a. 

A. Education 
1. 	 Lke~sed 00 ,/ ?\lD ~:'l a F-IF;\P accn:di!cd faCilitL 

B. Experience: 

L E1.v(;: 5 venn active praCLice txoenenee. be cnrn:u::lT i"1. active Ol l'cce::uh- retl:ed. . ~,~ 	 . 
(WIthin the las-:: 12 mocb) £ro:u actl\T r.::actice. 0: funcnon as a !'viedies: Direcrer, Dil'c<:tor 
of ~fedtcal '2.dD.cuucr: Oi tLc:r:..ivi;;u:aror for the sarr.e time fran:e. Cen::iHcmon in il specialty 
desll:abic. 

2, 	 c: >:pcrie:lCC: it medrcal staff organizaTional actrvitics and Co!r~"1.ll,tee$ prefcrzoly pee::: t'C'dc';.\

tj1)e (i.e,_ Quali~y AssessII:.ent Per£~)!TGan:::= lropro\':=mcnt, Utillz;:tion Review.) 

3. :'J2vt: experienced one 01" 1;'J.-o EE\P su.tl'ey~ (n:>.'o ?::t:ferrec). 

APPLICATION PROCEDURES AND PROCESSING: 

SubmiT the following to ,he Chief O?e:a:ing Officer (COO), EcalulClre FaciIiries 
:'u;:creditntlon Prog::am ZHF_\P): 

a. 	 Letter of mtent to bcc(,:ue :m EFAP Su..'""eyor 
J. 	 Res'...uT1e'/ ClItlcuJum ",tae 

c. 	 '~-':vo iet::ers of recomt:H:::ndation. 

3. 	 The ;·IF.\P COO will i'ubmi~ candidar:= l'eHl,ues ami ic~(cf'.rs of recomr;,lendanoc to the 
3-.Jrc>lU of Heahhcare f:acilities :\cctedita:lC<~1 (BHi/A) fOT TC\'i(;'\\- ar:d apprm<al. If approved 
by the 3me!1u, an appomtncnt 0::: "SLltveyor-ir-ttaining" \'\'111 be ;m'arded. 

;\?poir.:r::J,cm decisions aye recorded in ::T.e mJJ1ure3 of the 3urcau of Hc;ahhca1:t: r;tci!iiics 
:1.u::Tec:'n:atlo:1 (BHE-\~ :n.eeting. 

4 
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Healthcare Facilities Accreditation Program (HFAP) I 

·_·_p-o-fj-cy-,-'-'Te-.-m-c-ap-'-ain-s-u-"'-e-y-or--P-a-rt-ic-i-p-.t-io-n-G-u-id-e-'-in-e-s-"-·~-~--·: Page'02""oiCF4;-; 
. May /0,,7 ! 

5. 	 -r:'1!;' COO ,-"ill nocif\' the canc''''':date of Burc,;ro:s cieoslofl. The COO will rO.fv:atd ~0ple~ 
of the HF_"\T Surrcyor Confidenmlir, Ag::ee;nent ,lEd r~"le tbsin;:ss A;;scciacion Agreement 
CB_~Y: ionns :0 the Des,' appGinre.e for sig:t1atmc. Cpor:: rccei;E of d:e Sig:1Cci Gocunenrs, 
c..lITcyor-inAxaining assignrnem~ \\~ be prefJa.ted. 

TRAINING REQUIREMENTS: 

S1.11ycyors-L'F;r1l:nbg a:e req±ed to p;:uticipa:e sdtl) a~ Ie?!:); TWO g;;rvevs as An OOSCTver " 
snn,-c,'or-c:1-tm:"''1Jug. 

As a-,';Iilable, arrend :1?ptopthre. 

n.. rr';'lr.1!1g pm;;;txrr. 

c. 	 ,,",;-,:)xk;hop 

Sllrvey:)1"~-i!i·:rait1i1g must' receive sTG~f:)c:nry eVl:lJuations by- ,\'0'\) (7,) S'.ln-'cyor ttai:t:ers prior 10 
being :tdv;u:.ced J.S ~ full surreyoL 

4, 	 Duiillg re:'.! O::le, ::b.e ne\,' sur-ceyor is e::.pec.:ed to p!.1.n:icip,ue 1;,: 
a. Two 5'J.lvcys as an oosu\"O" ./ st.l.n-eycr-lll-rraining fo;Ioved w:m 

l::. Two surveys a~ a full sat"Feyox 


Sptcial edu{>uion and ex?c~le:oce fox inspecrior'. or specific disciplines reqt:ired for SlL-·Ye~- of 
fr::esfa:lding sen-ices: 

j. 	 Behn\'ior:.l Health 
b..-'u::1bul:non- Cat'e/~-\1nbu':amr: Sargc!T 


P~ys1C2.1 Rehabilitation 


REAPPOINTMENT CRITERIA: 
Am~ua;k, :1::e I-hlrc;-m HeJ:'tnr::l!'e Facilities :\ccrcri::;lti:,n (B1--FA) te\.-:ev.-~ ::h::: lisr of surveyors fo:: 
l"I";>appoiG:mec: <l::0ng the criteria listed below, 

4. 	 :-\cYlEe~ rtFAI' staff ic1fDedhrch- oi an:' existing c< porecna; COr;{:iCTS oI inH~res~ ·~suc~ :-\5 

fonner pbces of e1Tl'pk}~"TICl),~! rcl"ted TO SUITC:' of f:l::ili:ies i:11: W1:ttdl he / she 15 scneduled, 
and prc:dudes scI:[ from participation in s:Kh 5lliyeVS nnL:,$S approved to do $0 by the Chlef 
Operating O£fk..::1° (COO) of the HC:lhbcate F:l<:ilities Acucdiration PngX.L'11o 

:::. 	 \'Ol::n conducting ;;mveys, rep!:ci'e1't$ the AO~\ He;l.1thcnre Facilit1Ls /lccrtdirat'lol1 Pngram 
only. ;:-,:it} o~(:r bcsin;:$s is c(mcicc:cd, nOl is any other o:garuzati:m rep:c$cnred, eiraet 
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Polk-y-;-'-'T-e-a-m-·c-ap-t-a-jn-S-urv-e-y-or-P-a-rt-j-c-jp-a-tj-o-n-G-"-j-d-.-lin-e-s-n-- I Date:--·-.'P"a".,::O'""O'r"4 
L 	 May lQ:F I 
_.~._~ _~ _~__~.~__~_.~__~.~_.~__ . ___.__...l._.__.__..__ 

CXDres$cd or it:-J.';)hed 

8. 	 SaTisfactory evaluation;; ~r surn:}'m traiLer, smycyed facili6::$, and -:ealll memDc:§. 

;1:::::":::;c6yc ::':ovcmb;:! 1, 20(4) 


9. 	 Indivi:;:ual;; may be :e-::pproyed If ::he;' c.ontin').c to be ;:ctiveI~: lUvolyed it: ios?c:crions ane 
receive sar:.sfs.ctoIT exalu:l':::1on;; IT.garding perfonr.:mce. 

10. Reappoi::u:rnem cecisioO!':' axe tecQrded tc the mrr:UTCS- o£ the Bureau He&lrhcate Fa(':lities 
Accredirario:1 (i~HFA) l:lEetins;_ 

TERMINATION: 
L 	 E 3. ::EJn-CYN no :(,ngcx ,\-':shes to cn:tince in UU$ w~e, th(' n:_'""'-eyor is ilsked:o have a desriding 

""7th ihe HE-\P COO or deS1;;:r:ee. 

2. 	 If rhc s-J1\'eyor n:akCf [;1:= decisi::m [(> rCSlgr:. It :s dcsin.-01e ±a[ a fo-..rr month mAice be_ 
provided, J ( is also desitsb~e toat the sUtn.:Yor <:0r::·1.01erc 0: fmd an al;crn:1.tive ,C) any sc1.!::iulC"d 
sU::.V(';;-S, 

3, 	 Surn:;'ol"S :hat fcceive un;mmfactoty peer Clr :acJ2it)' evaluations '.NiL. be couu.'-.eled 

COO. 


4, Sun'"yors ,-\'ill be terrrA1:ated for: 

a, ~;nprof:;:sS1<'oal or "GtH:r:ucd bt';aviot 

b, C(;nfidcntialhy brc"3ches 

c, Behaviors d(;;mort~trat...'1g conilict5 of mre:est. 


PERSONNEL FILES; 
1. 	 The :'Ji.rcc[QJ: or .\ccredl:arior. ~e,",'ic<2s, I-Ie;1lthca;:-e FadJbcs ACC2::edirariJl1 Drogtam ~HF~\.:J) 

maiLIatns a personnel fLe e-ach ~llry(:::yDr. 

2. 	 F(l): eacb S-Jrve) ,)J.', the fOLO'.\li:r;g Jocumenl~ w-ill b!.; maintained: 
a. 	 Cu:-riCLlnm vi;:ae 
b. 	 Signee Su;:;-e;»t .-\greemer:c - -"'"" ~ c. 	 Lett(':r~ ot Aercrencc 
d. 	 :)if::,"Tl.:d BUS1G:eSS Associate .-\gJ:ecmer.:.t 
c. 	 bitial BHF:\ :lppolOune:ulettcl" 
f. ,.\ rter::dac1Ce ;:1 tcc.C)canon. SCBsio:lS 
g, POSHtainir~g test scores an.d OmL.1' com;y;;:rency Y.1:id:1t1·.:n dOCl4'11e.m~ 
:L !::£ya:ucltons, :cdn.cing leITers :;: conllnendzt1on, i."1YCHiga:ion of compla:.rlt"- ::cnd 

ac::ioc tak:.::n, if n:gtllted. 
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L Other correc;:pondence, mfonuation and/or marernls relaxed TO ,heir senc1ces as 
HFAP s';.!\'(.:;-ors- or comulranrs. 

SURVEYS: 

Dot be scheduled IO st:L.-",-ey '2 illl:'ility which is loczred srid:ln an 88 mile 
radius of :herr cw't\_nt employe1 ard 
eo?loyeL 

2. 	 Su.;-ye\'()!~ 'J.cili not be scheduled to ~utV(;y a facilin- in which dte;: have been affilialed 
with in the pa$t. 

3_ If tce S~llYEyor also acts ;too :1r. HFAP comtC,;ul', :he Sl;.t\'e;'o:: mtst ::1C®: The EEAl) 
ofncE st the 'li.-ue com-d:aDon services been agreed upon ,-",-'::h :he:: facility. 



   
 

  
  

     
    

   
 

   
 

             
       

 
       

 
           

 
    

 
            

   
 

      
 

                  
                  

   
 

               
 

 

 
   

  
 
 

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


 
 

!
 

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.! 

Page!1!of!37! 
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Responses*

1. Periodic!inspections:!!
inspection!and!re 

The!accrediting!entity!must!subject!the!pharmacy!to!site!

!
Raccreditation!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,!observation!

of!sterile!and!nonRsterile!compounding,!record!review!including!logs!and!

personnel!records,!!review!of!SOP!documents!and!evaluation!of!the!facility!

against!established!USP!and!PCAB!standards!for!compounding!facilities.!

!

As!a!result!of!the!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.!

!
 

Page!2!of!37! 



 

! 

Accredited!pharmacies!are!resurveyed!every!3!years.!Therefore,!at!three
year!intervals!the!process!described!above!is!repeated!for!each!accredited!

R

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!

nonsterile!compounding!experience.!All!PCAB!surveyors!have!received!initial!

and!ongoing!training!on!conducting!onRsite!surveys,!standards!interpretation!

and!the!use!of!PCAB!survey!tools.!
 
!!
 

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

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

•	 Include!whether!the!surveyors!are!pharmacists,!nurses,!or!other.!!If! 
other,!please!specify.!! 
! 
As!noted!above!all!PCAB!surveyors!are!registered!pharmacists!with!
compounding!experience.! 
! 

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

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

On!the!other!hand,!the!Californian!Board!should!note!that!PCAB!Standards!
very!closely!mirror!California!regulations.!!It!should!also!be!noted!that!
Pharmacist’s!Mutual,!an!insurance!company!providing!services!to!
pharmacies!has!recognized!PCAB’s!Standards![Note!Pharmacist’s!Mutual!
does!not!sell!into!California!however].! 
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!
 

!
 

The!American!Medical!Association!in!policy!120.945,!“recognizes!the!
accreditation!program!of!the!Pharmacy!Compounding!Accreditation!Board! 
(PCAB™)!and!the!PCAB™!Seal!of!Accreditation!as!a!means!to!identify!
compounding!pharmacies!that!adhere!to!quality!and!practice!standards,!
including!those!set!forth!in!the!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.!! 

!

Page!5!of!37! 



* *
     

          
 

         
 

            
          

        
          

     
         

 
          

         
       

              
  

             
        

          
     

 
          
           
  

 
 
 

  

 

 

 

 

 

     
  

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* 

Page*6*of*37* 



* * * * * *

    

      

    

         
      

     

           

 
      

       
 

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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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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• 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 

Page*14*of*37* 



 
          

 
        

    
         

       
      

          
     

        
     

          
      

 
     

   
     
     

   
       

     
  

      
    

        
        

       
       

           
          

         
      

     
   

            
       

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

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 

Page*22*of*37* 



 
 
 

   
       

 
 
 
 

 
 
 

              
        

       
       

       
  

 
     

  
        

   
 

    
     

  
 

     
   

 
 

    
     

     
 
 
 
 

          
 

 
   

        
 

       
      

 
  

         
       

         
      

 
           

         
     

 
         

        
   

  
 

           
    

 

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

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. 
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12.2.6. Preparation records including the master work sheet, the
preparation work sheet, and records of end-product evaluation results. 

Please see the responses for 2.3 & 8.1. 

13.1. In addition to the labeling information required under Business and 
Professions Code section 4076 and CCR 1735.4, the pharmacy’s compounded
sterile injectable product labels contain: (CCR 1751.2[a-d]) 

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

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

13.1.3. Instructions for storage and handling; and 

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

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

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

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

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

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

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

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

14.1 The pharmacy has a written manual documenting the policies and Please see the response at 5.1. 

Page*29*of*37* 



    
 

     
 

      
 

 
       

        
 

    
 

        
 

       
   

 
 
 
 
 
 
 
 
 
 
 
 
 

         
 
 
 
 
 
 
 

 
 
 
 

          
 
 

  
 
 

  
 

  
 

    
          

  
 

  
          

       
           

     
          

       
    

         
      

 
           

         
        
 

 
          

   
 

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

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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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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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. 

© 2010 Pharmacy Compounding Accreditation Board Page 7 of 25 
Edition 7.3 PCAB™ 06012010 



 

 

 

  

  

 

 

 
 

 

 

 

 

  

 

 

  

 

 

 

 

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 

© 2010 Pharmacy Compounding Accreditation Board Page 21 of 25 
Edition 7.3 PCAB™ 06012010 



 
 

  
 

  

 
  

 
 

     

       

 

    

        

 

       

  

 
    

(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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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.   

1
 

http://www.cacenter.org/files/powerpoint/ContinuingCompetence2011/index.html


 

 

  

 

 

   

 

  

  

 

 

 

 

  

 

 

 

 

   

 

 

 

 

 
  

 

 

 

 

 

 

 

 

 

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. 

10
 



 

  

 

 

 

 

  

 

 

 

 

  

  

 

  

 

  

 

 

 

 

 

 

  

  

  

   

  

 

  

 

 

   

 

 

 

 

   

 

     

   

 

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.  

27
 



 

  

 

 

 

 

 

 

 

 

 

    

 

   

 

 

     

 

  

 

 

    

 

   

 

 

   

 

 

  

 

 

   

 

 

   

 

 

  

 

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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Board of Pharmacy - About the Board of Pharmacy Page 1 of 1 

Take the Survey 
Survey for Health Licensing Entites 

Office of Statewide Health Planning and Development is required to establish the California Healthcare Workforce 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. To assist in the collection efforts, the board is providing this voluntary survey to individuals licensed 
by the board. 

This survey does not require disclosure of any personal identification information and is designed to collect information on workforce and 
education trends, to determine if future needs of the state will be met. The board thanks you for your participation. 

This web site contains PDF documents that require the most current version of Adobe Reader to view. To download click on the icon 
below. 

http://dev-pharmacy.dca.ca.gov/licensing/health_lic_survey.shtml 10/13/2011 

Conditions of Use | Privacy Policy
 
Copyright © 2007 State of California 


http://dev-pharmacy.dca.ca.gov/licensing/health_lic_survey.shtml


  

  
  

 

  

 

Survey for Health Licensing Entities Page 1 of 1 

Exit this survey 

Survey for Health Licensing Entities 

1. Residence 

Completion of survey helps determine health professionals' shortages and improves access to patient 
care. 

Residence Location: 

Residence County: 

Residence ZIP: 

https://www.surveymonkey.com/s/6X6T7VX 10/13/2011 

Powered by SurveyMonkey

Create your own free online survey now! 


https://www.surveymonkey.com/s/6X6T7VX


  

  
  

Survey for Health Licensing Entities Page 1 of 2 

Exit this survey 

Survey for Health Licensing Entities 

2. 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 Page 5 (Education). 

Work Location 1: 


Number of years you have worked for this employer 

https://www.surveymonkey.com/s.aspx?sm=saKycQRFVtEfd3uX6CJTQw%3d%3d 10/13/2011 

Check box if self employed 

Self employed 

Work Location
 

County:
 

ZIP:
 

Health Occupation: 

Work hours per week at this location: 

40+ 

30-29 

20-29 

10-19 

1-9 

Work setting: 

Acute care hospital 

Durable medical equipment/home care 

Long-term acute care/rehabilitation hospital/sub-acute care 

Skilled nursing facility 

Accredited education program 

https://www.surveymonkey.com/s.aspx?sm=saKycQRFVtEfd3uX6CJTQw%3d%3d


  

  

 

Survey for Health Licensing Entities Page 2 of 2 

https://www.surveymonkey.com/s.aspx?sm=saKycQRFVtEfd3uX6CJTQw%3d%3d 10/13/2011 

Other setting, please describe: 

Manufacturer/distributor 

Outpatient facility/physician's office/dentist's office 

Clinics/community health center 

Work activities: 

% Patient Care 

% Research 

% Teaching 

% Administration 

% Other 

Powered by SurveyMonkey

Create your own free online survey now! 


https://www.surveymonkey.com/s.aspx?sm=saKycQRFVtEfd3uX6CJTQw%3d%3d


  

  
  

Survey for Health Licensing Entities Page 1 of 2 

Exit this survey 

10/13/2011https://www.surveymonkey.com/s.aspx?sm=saKycQRFVtEfd3uX6CJTQw%3d%3d 

Survey for Health Licensing Entities 

3. Work Location 

Work Location 2: 

Number of years you have worked for this employer: 

Check box if self employed 

Self employed 

Work Location
 

County:
 

ZIP:
 

Health Occupation: 

Work hours per week at this location: 

40+
 

30-29
 

20-29
 

10-19
 

1-9
 

Work setting: 

Acute care hospital 

Durable medical equipment/home care 

Long-term acute care/rehabilitation hospital/sub-acute care 

Skilled nursing facility 

Accredited education program 

Manufacturer/distributor 



  

  

 

Survey for Health Licensing Entities Page 2 of 2 

https://www.surveymonkey.com/s.aspx?sm=saKycQRFVtEfd3uX6CJTQw%3d%3d 10/13/2011 

Outpatient facility/physician's office/dentist's office 

Clinics/community health center 

Other setting, please describe: 

Work activities: 

% Patient Care 

% Research 

% Teaching 

% Administration 

% Other 

Powered by SurveyMonkey

Create your own free online survey now! 


https://www.surveymonkey.com/s.aspx?sm=saKycQRFVtEfd3uX6CJTQw%3d%3d


  

  
  

Survey for Health Licensing Entities Page 1 of 2 

Exit this survey 

10/13/2011https://www.surveymonkey.com/s.aspx?sm=saKycQRFVtEfd3uX6CJTQw%3d%3d 

Survey for Health Licensing Entities 

4. Work Location 

Work Location 3: 

Number of years you have worked for this employer: 

Check box if self employed 

Self employed 

Work Location
 

County:
 

ZIP:
 

Health Occupation: 

Work hours per week at this location: 

40+
 

30-29
 

20-29
 

10-19
 

1-9
 

Work setting: 

Acute care hospital 

Durable medical equipment/home care 

Long-term acute care/rehabilitation hospital/sub-acute care 

Skilled nursing facility 

Accredited education program 

Manufacturer/distributor 
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https://www.surveymonkey.com/s.aspx?sm=saKycQRFVtEfd3uX6CJTQw%3d%3d 10/13/2011 

Other setting, please describe: 

Outpatient facility/physician's office/dentist's office 

Clinics/community health center 

Work activities: 

% Patient Care 

% Research 

% Teaching 

% Administration 

% Other 

Powered by SurveyMonkey

Create your own free online survey now! 


https://www.surveymonkey.com/s.aspx?sm=saKycQRFVtEfd3uX6CJTQw%3d%3d


  

  
  

  

  

Survey for Health Licensing Entities Page 1 of 2 

Exit this survey 

Survey for Health Licensing Entities 

5. 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 address
 

School/Institution 

Name:
 

Company:
 

Address:
 

Address 2:
 

City/Town:
 

State:
 -- select state --

ZIP: 

Country: 

10/13/2011https://www.surveymonkey.com/s.aspx?sm=saKycQRFVtEfd3uX6CJTQw%3d%3d 

Powered by SurveyMonkey

Create your own free online survey now! 




  

  
  

  

  

Survey for Health Licensing Entities Page 1 of 2 

Exit this survey 

Survey for Health Licensing Entities 

6. Cultural/ethnic background 

(you may select more than one) 

Cultural/ethnic background 

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) 

Central American 

Cuban 

Mexican 

Puerto Recan 

South American 

Other Hispanic 

Asian (If Asian, please select one of the 
following) 

Cambodian 

Chinese 

Hmong 

Indian 

Indonesian 

Japanese 

Korean 

Laotian 

Malaysia 

Pakistani 

Singaporean 

Thai 

Vietnamese 

Other 

Native Hawaiian/Pacific Islander (If Native 
Hawaiian/Pacific Islander, please select one of 
the following) 

Fijian 

Filipino 

Guamanian 

Hawaiian 

Samoan 

Tongan 

Other Pacific Islander 

Other (not listed above) 

Decline to state 

https://www.surveymonkey.com/s.aspx?sm=saKycQRFVtEfd3uX6CJTQw%3d%3d 10/13/2011 

Powered by SurveyMonkey

Create your own free online survey now! 


https://www.surveymonkey.com/s.aspx?sm=saKycQRFVtEfd3uX6CJTQw%3d%3d
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Exit this survey 

10/13/2011https://www.surveymonkey.com/s.aspx?sm=saKycQRFVtEfd3uX6CJTQw%3d%3d 

Survey for Health Licensing Entities 

7. Foreign Language 

Are you fluent in launguages other than English? 
If yes: 

Verbal 

Written 

Select language 

Afrikaans 

Albanian 

American Sign Language 

Amharic 

Apache 

Arabic 

Armenian 

Bantu 

Bengali 

Bisayan 

Bulgarian 

Burmese 

Cajun 

Cambodian 

Cantonese (Yue Chinese) 

Chamorro 

Cherokee 

Croatian 

Czech 

Dakota 

Danish 

Dutch 

Pashto 

Patois 

Persian 

Polish 

Purtuguese 

Rumanian 

Russian 

Samoan 

Sebuano 

Serbian 

Serbo-Croatian 

Sinhalese 

Slovak 

Spanish 

Swahili 

Swedish 

Syriac 

Tagalog 

Tamil 

Telugu 

Thai 

Tonga 

Haitian Creole 

Hebrew 

Hindi 

Hmong 

Hsiang (Xiang Chinese) 

Hungarian 

Ibo 

Ilocano/Iloko 

Indonesian 

Italian 

Japanese 

Kannada 

Keres 

Korean 

Kru 

Kurdish 

Lao 

Lettish 

Lithuanian 

Macedonian 

Malayalam 

Mandarin 
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https://www.surveymonkey.com/s.aspx?sm=saKycQRFVtEfd3uX6CJTQw%3d%3d 10/13/2011 

Farsi 

Fijian 

Finnish 

Formosan (Amis) 

French 

French Creole 

German 

Greek 

Gujarati 

Mande 

Marathi 

Marshallese 

Mien (Lu Mien) 

Mon-Khmer 

Norwegian 

Navajo 

Nepali 

Panjabi (Punjabi) 

Turkish 

Ukrainian 

Urdu 

Vietnamese 

Yiddish 

Yoruba 

Other (not listed) 

Decline to state 

Powered by SurveyMonkey

Create your own free online survey now! 


https://www.surveymonkey.com/s.aspx?sm=saKycQRFVtEfd3uX6CJTQw%3d%3d
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Exit this survey 

10/13/2011https://www.surveymonkey.com/s.aspx?sm=saKycQRFVtEfd3uX6CJTQw%3d%3d 

Survey for Health Licensing Entities 

8. Retirement 

I plan to retire: 

Within the next 2 years 

Within the next 5 years 

Within the next 10 years 

Not planning to retire within the next 10 years 

Already retired 

Retired, work part time 

Plan to work part time 

Powered by SurveyMonkey

Create your own free online survey now! 
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JUL AUG SEP OCT NOV DEC JAN FEB MAR APR MAY JUN* FYTD 

APPLICATIONS 

Received 
Pharmacist (exam applications) 153 144 105 402 
Pharmacist (initial licensing applications) 149 449 90 688 
Intern pharmacist 36 474 389 899 
Pharmacy technician 929 1127 1054 3110 
Pharmacy 23 35 27 85 
Pharmacy Exempt 0 0 0 0 
Pharmacy - Temp 11 14 6 31 
Sterile Compounding 0 9 2 11 
Sterile Compounding - Exempt 0 0 0 0 
Sterile Compounding - Temp 0 4 0 4 
Nonresident Sterile Compounding 1 1 2 4 
Clinics 3 3 9 15 
Clinics Exempt 0 0 0 0 
Hospitals 1 1 0 2 
Hospitals Exempt 0 0 0 0 
Hospitals - Temp 0 0 0 0 
Drug Room 0 0 0 0 
Drug Room Exempt 0 0 0 0 
Nonresident Pharmacy 4 5 5 14 
Nonresident Pharmacy - Temp 1 0 3 4 
Licensed Correctional Facility 0 0 0 0 
Hypodermic Needle and Syringes 0 2 0 2 
Hypodermic Needle and Syringes Exempt 0 0 0 0 
Nonresident Wholesalers 7 11 7 25 
Nonresident Wholesalers - Temp 1 0 0 1 
Wholesalers 5 8 10 23 
Wholesalers Exempt 0 0 0 0 
Wholesalers - Temp 1 1 0 2 
Veterinary Food-Animal Drug Retailer 0 0 1 1 
Veterinary Food-Animal Drug Retailer - Temp 0 0 0 0 
Designated Representatives 53 53 67 173 
Designated Representatives Vet 0 1 1 2 
Total 1378 2342 1778 0 0 0 0 0 0 0 0 0 5498 

Board of Pharmacy Licensing Statistics - Fiscal Year 2011/12 



Board of Pharmacy Licensing Statistics - Fiscal Year 2011/12 

JUL AUG SEP OCT 
Issued 

NOV DEC JAN FEB MAR APR MAY JUN* FYTD 

Pharmacist 125 437 113 675 
Intern pharmacist 
Pharmacy technician 
Pharmacy 
Pharmacy - Exempt 
Pharmacy - Temp 
Sterile Compounding 
Sterile Compounding - Exempt 
Sterile Compounding - Temp 
Nonresident Sterile Compounding 
Clinics 

40 229 296 565 
554 730 1200 2484 
18 22 27 67 
0 0 1 1 
0 0 0 0 
2 2 2 6 
0 0 0 0 
0 0 0 0 
2 2 4 8 
1 2 7 10 

Clinics Exempt 
Hospitals 
Hospitals Exempt 
Hospitals - Temp 
Drug Room 
Drug Room Exempt 
Nonresident Pharmacy 
Nonresident Pharmacy - Temp 
Licensed Correctional Facility 
Hypodermic Needle and Syringes 
Hypodermic Needle and Syringes Exempt 
Nonresident Wholesalers 

1 0 0 1 
1 0 0 1 
0 0 0 0 
0 0 0 0 
0 0 1 1 
0 0 0 0 
3 1 5 9 
0 0 0 0 
1 0 0 1 
3 2 2 7 
0 0 0 0 
9 10 6 25 

Nonresident Wholesalers - Temp 
Wholesalers 

0 0 0 0 
4 5 10 19 

Wholesalers Exempt 
Wholesalers - Temp 
Veterinary Food-Animal Drug Retailer 
Veterinary Food-Animal Drug Retailer - Temp 
Designated Representatives 
Designated Representatives Vet 
Total 

0 1 0 1 
0 0 0 0 
0 0 0 0 
0 0 0 0 

30 51 65 146 
0 0 2 2 

794 1494 1741 0 0 0 0 0 0 0 0 0 4029 



 

JUL AUG SEP OCT NOV DEC JAN FEB MAR APR MAY JUN FYTD 
Pending 

Pharmacist (exam applications) 721 538 566 566 
Pharmacist (eligible) 1407 1218 163 163 
Intern pharmacist 146 358 475 475 
Pharmacy technician 4712 4701 4681 4681 
Pharmacy 80 89 84 84 
Pharmacy - Exempt 0 0 0 0 
Pharmacy - Temp 0 0 0 0 
Sterile Compounding 8 15 15 15 
Sterile Compounding - Exempt 0 0 0 0 
Sterile Compounding - Temp 0 0 0 0 
Nonresident Sterile Compounding 13 12 10 10 
Clinics 7 8 10 10 
Clinics - Exempt 7 7 9 9 
Hospitals 2 2 3 3 
Hospitals - Exempt 0 0 0 0 
Hospitals - Temp 0 0 0 0 
Drug Room 2 2 1 1 
Drug Room - Exempt 0 0 0 0 
Nonresident Pharmacy 44 45 45 45 
Nonresident Pharmacy - Temp 0 0 0 0 
Licensed Correctional Facility 0 0 0 0 
Hypodermic Needle and Syringes 7 7 5 5 
Hypodermic Needle and Syringes - Exempt 0 0 0 0 
Nonresident Wholesalers 77 79 81 81 
Nonresident Wholesalers - Temp 0 0 0 0 
Wholesalers 52 55 55 55 
Wholesalers - Exempt 2 1 1 1 
Wholesalers - Temp 0 0 0 0 
Veterinary Food-Animal Drug Retailer 0 0 1 1 
Veterinary Food-Animal Drug Retailer - Temp 0 0 0 0 
Designated Representatives 237 230 237 237 
Designated Representatives Vet 4 5 2 2 
Total 7528 7372 6444 0 0 0 0 0 0 0 0 0 6444 

Board of Pharmacy Licensing Statistics - Fiscal Year 2011/12 



Board of Pharmacy Licensing Statistics - Fiscal Year 2011/12 

JUL AUG SEP OCT NOV DEC JAN FEB MAR APR MAY JUN* FYTD 
Change of Pharmacist-in-Charge*** 

Received 95 145 122 362 
Processed 167 152 66 385 
Pending 423 416 472 472 

Change of Exemptee-in-Charge*** 
Received 5 13 14 32 
Processed 11 23 1 35 
Pending 179 169 182 182 

Change of Permits 
Received 33 70 68 171 
Processed 43 40 28 111 
Pending 209 239 279 279 

Discontinuance of Business*** 
Received 4 0 0 4 
Processed 37 2 0 39 
Pending 146 144 144 144 

JUL AUG SEP OCT NOV DEC JAN FEB MAR APR MAY* JUN* FYTD 
Renewals Received 

Pharmacist 1238 1811 1472 4521 
Pharmacy technician 1875 2871 2235 6981 
Pharmacy 112 246 290 648 
Pharmacy - Exempt 0 0 53 53 
Sterile Compounding 8 15 16 39 
Sterile Compounding - Exempt 0 0 2 2 
Nonresident Sterile Compounding 7 11 13 31 
Clinics 63 90 71 224 
Clinics - Exempt 3 2 21 26 
Hospitals 14 23 23 60 
Hospitals - Exempt 0 0 35 35 
Drug Room 2 1 0 3 
Drug Room - Exempt 0 1 3 4 
Nonresident Pharmacy 32 34 22 88 
Licensed Correctional Facility 0 0 16 16 
Hypodermic Needle and Syringes 14 27 0 41 
Hypodermic Needle and Syringes - Exempt 0 0 0 0 
Nonresident Wholesalers 38 45 22 105 
Wholesalers 32 52 33 117 
Wholesalers - Exempt 0 0 2 2 
Veterinary Food-Animal Drug Retailer 1 2 2 5 
Designated Representatives 165 248 179 592 
Designated Representatives Vet 6 8 1 15 
Total 3610 5487 4511 0 0 0 0 0 0 0 0 0 13608 
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California State Board of Pharmacy 
1625 N. Market Blvd, N219, Sacramento, CA 95834 
Phone: (916) 574-7900 
Fax: (916) 574-8618 
www.pharmacy.ca.gov 

STATE AND CONSUMER SERVICES AGENCY 
DEPARTMENT OF CONSUMER AFFAIRS 

GOVERNOR EDMUND G. BROWN JR. 

STATE BOARD OF PHARMACY
 
DEPARTMENT OF CONSUMER AFFAIRS
 

LICENSING COMMITTEE MEETING 

MINUTES 


DATE:	   September 26, 2011 

LOCATION: 	 Department of Consumer Affairs 
    First Floor Hearing Room 
    1625 N. Market Boulevard 
    Sacramento, CA 95834 

COMMITTEE MEMBERS 
PRESENT: 	 Greg Lippe, Public Member, Chair 

Ryan Brooks, Public Member 
    Rosalyn Hackworth, Public Member 
    Deborah Veale, RPh 

STAFF 
PRESENT: 	 Virginia Herold, Executive Officer 

Anne Sodergren, Assistant Executive Officer 
   Janice Dang, Supervising Inspector 

Kristy Shellans, DCA Staff Counsel 
   Tessa Miller, Staff Analyst 

Call to Order 

Committee Chair Greg Lippe called the meeting to order at 9:35 a.m. 

Chair Lippe conducted a roll call. Committee Members Lippe, Veale, Brooks, and 
Hackworth were present. 

Board President Stanley Weisser was in attendance in the audience.  

The committee discussed agenda items out of order. 

http:www.pharmacy.ca.gov


 
 

 

 

 
 

 

 

 
 

 

 

 

 
 

 

2. 	 Discussion Concerning Proposed Modifications to California Business and 
Professions Code Section 4209 Regarding Reporting of Intern Hours to the 
Board of Pharmacy 

Chair Report 
Chair Lippe provided that Business and Professions Code (B&PC) section 4209 
specifies that an intern pharmacist shall complete 1,500 hours of pharmacy practice 
before applying for the pharmacist licensure examination.  He stated that 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. 

Chair Lippe provided that 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. Submitted board affidavits from each pharmacy where the intern has worked. 

Chair Lippe provided that after recent review of this policy, it was noted that this intern 
hour verification was contrary to legal requirements established in B&PC section 
4209(b). The result using only option #2 is a significant increase in staff resources to 
review the intern affidavits, not only regarding the separate hours earned by each intern, 
but also each pharmacist providing verification of the experience earned. 

Chair Lippe provided that that 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. He reviewed the proposed text 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. Intern hours earned in another 
state may be certified by the licensing agency of that state to document proof of 
such hours. 

Minutes of September 26, 2011 Licensing Committee Meeting 
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(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. 

Discussion 
Committee Member Deborah Veale offered a proposal to recommend to the board to 
sponsor legislation to modify the section as proposed.  

Public Comment 
Steve Gray, representing Kaiser Permanente, expressed concern regarding subdivision 
(c) regarding experience obtained by an applicant licensed as a pharmacist in another 
state. He discussed that licensure in another state does not necessarily indicate that 
the applicant has experience working in a pharmacy.  Dr. Gray suggested that an 
additional affidavit be required to certify that these individuals have experience working 
in a pharmacy. 

Executive Officer Virginia Herold indicated that there are at least two states that do not 
require intern hours. 

Assistant Executive Officer Anne Sodergren discussed that intern hour requirements 
vary by state. She advised that accreditation requirements for schools of pharmacy in 
all states include a specified amount of hours working in a pharmacy.  Ms. Sodergren 
discussed that if an additional affidavit is required as suggested, applicants licensed in 
another state would have an additional criterion to meet that is not required for 
applicants in California. 

Ms. Sodergren clarified that the amendment does not impact the current requirements 
under Section 1728 that prior to receiving authorization from the board to take the 
pharmacist licensure exam, applicants must submit proof of 1500 hours of pharmacy 
practice. She indicated that this requirement must be satisfied with a minimum of 900 
hours of pharmacy practice experience obtained in a pharmacy and a maximum of 600 
hours of pharmacy practice experience substantially related to the practice of pharmacy.  

Discussion continued regarding the importance of training and experience earned in a 
pharmacy. Ms. Veale amended her proposal to expand the proposed modification to 
subdivision (c). 

MOTION: Recommend to the board to sponsor legislation to modify Business and 
Professions Code section 4209 as provided below. 

4209. Intern Pharmacist; Minimum Hours of Practice to Apply for Pharmacist 
Exam 
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(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. 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 provided that the applicant has obtained a minimum of 900 hours of 
pharmacy practice experience in a pharmacy as a pharmacist. 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.   

M/S: Veale/Hackworth 

Support: 4 Oppose: 0 Abstain: 0 

3. 	 Discussion About a Proposal to Specify Continuing Education Credit for 
Pharmacists in Specific Content Areas 

Chair Report 
Chair Lippe provided that at several prior meetings of the board or its committees, there 
has been general discussion about developing requirements for pharmacists to earn 
continuing education (CE) in specific subject matter areas.  He stated that to establish 
such a requirement would take either a legislative or regulation change.   

Chair Lippe provided that 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.   He stated that any topic the board determines as 
appropriate for mandatory CE should have generally broad-based applicability for 
pharmacists. 

Chair Lippe provided that 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. 
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Chair Lippe provided that B&PC section 4231 requires a pharmacist to earn 30 hours of 
approved continuing education credit every two years as a condition of renewal. 

Chair Lippe provided that B&PC 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 

Chair Lippe provided that 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.  He stated that 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 
• Patient Consultation 
• Ethics 
• Drug Abuse 
• Defined Content Areas 
• Certification in a pharmacist specialty by a accreditation agency 

Chair Lippe provided that the committee has also 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.). 

Discussion 
Ms. Herold suggested that the board consider pursing this change by regulation rather 
than by statute. She also suggested that preferential credits can be awarded to 
encourage licensees to earn CE in specific content areas of higher importance.   

Ms. Veale indicated that the California Pharmacists Association (CPhA) has indicated 
that they are in opposition to mandating CE in specific content areas.  She asked if 
specific CE is required in any other state. 
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Ms. Herold indicated that several states require specific CE coursework.  She provided 
that the Medical Board has also required specific CE. Ms. Herold discussed that 
specific content areas should be broad, such as ethics or substance abuse, in order to 
benefit pharmacists practicing in a variety of settings. 

Ms. Veale and Committee Member Rosalyn Hackworth spoke in support of considering 
substance abuse as a specific content area to address the board’s discipline cases in 
this area. 

Ms. Veale suggested that licensees be able to choose one or two content areas from a 
specified list. 

DCA Staff Counsel Kristy Shellans provided that she disagrees with the 
recommendation to pursue this change by regulation.  She stated that mandating CE in 
specific content areas will require statutory change. 

Ms. Shellans discussed that incentivizing specific CE is an option the board can 
explore. 

Ms. Veale offered a proposal that the board direct staff to research implementing 
incentives for licensees who earn CE in specific content areas.  She also suggested that 
the board reconsider and possibly decrease the amount of CE a licensee can earn by 
attending meetings of the board. 

Public Comment 
Steve Gray, representing Kaiser Permanente, spoke in support of the proposal and also 
encouraged the board to also consider pursuing a statutory change to require CE in 
specific content areas. 

Committee Member Ryan Brooks asked if the board can provide guidance on 
recommended content areas without pursing a statutory change. 

Ms. Shellans provided that Section 4232 provides flexibility with respect to the subject 
matters of the courses and the board can provide guidance in this area.  She clarified 
that a statutory change is needed to mandate specific content areas.   

Mr. Brooks requested that board staff explore this option.  

Ms. Herold discussed that the board can encourage specific content areas in The 
Script. 

MOTION: Direct staff to research implementing incentives for licensees who earn CE in 
specific content areas including ethics, substance abuse, emergency/disaster response 
and patient consultation.  Recommend that the board reconsider and possibly decrease 
the amount of CE a licensee can earn by attending meetings of the board. 

Minutes of September 26, 2011 Licensing Committee Meeting 

Page 6 of 14
 



 

 
 

 

 
 

 
 

 

 
 

 

 

 

 

 

 

M/S: 	Veale/Hackworth 

Support: 4 Oppose: 0 Abstain: 0 

The committee discussed CE formats including live, web-based, etc. It was clarified 
that requiring that licensees earn CE in a specific format would require a statutory 
change. 

Ms. Shellans expressed concern regarding restricting how licensees can obtain CE as 
this issue has lead to a lawsuit for another board in the department.  She advised that 
the board should be cautious about approaching this option. 

Additional Public Comment 
Steve Gray provided comment regarding the increasing degradation of the quality and 
value of CE. He discussed that CE, whether it is live or by another means, can be 
abused. Dr. Gray suggested that CE include an assessment to encourage active 
participation. He also suggested that the board consider proctored CE and encouraged 
the board to continue discussions to address this issue.  

1. 	 Review of Requests for Board Action to Become a Board of Pharmacy 
Approved Accreditation Agency for Licensed Sterile Injectable 
Compounding Pharmacies 

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. 

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 
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•	 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 
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Licensing Committee Meeting, and (3) bring the committee’s recommendations to the 
board for action at a future meeting.   

Discussion 
Supervising Inspector Janice Dang reviewed requests from two additional organizations 
seeking to become board-approved accrediting agencies for sterile injectable 
compounding pharmacies. She introduced Michael Zarski and Andrew Lowe, 
representing the American Osteopathic Association Healthcare Facilities Accreditation 
Program (HFAP), and Joe Cabaleiro, representing Pharmacy Compounding 
Accreditation Board (PCAB). 

Mr. Zarski and Mr. Cabaleiro each provided an overview of their request and of their 
resepective organizations. 

Dr. Dang provided an overview of her findings from an application review for both 
organizations. A copy of this review is attached, following this meeting summary.   

Dr. Dang reviewed results of random inspections of two pharmacies accredited by each 
organization. She discussed that three of the four inspections were good with only 
minor corrections ordered. Dr. Dang reviewed her concerns with the inspection of the 
second pharmacy accredited by HFAP. She explained that this pharmacy had not 
addressed any discussion points pointed out during a previous inspection by the board 
about three months prior to her inspection.  She stated that these issues were also not 
addressed by the HFAP survey team during their survey a week prior to Dr. Dang’s 
inspection of the pharmacy. 

Ms. Veale requested that HFAP research Dr. Dang’s findings of the second HFAP 
accredited pharmacy and submit a written analysis to the board.  

The committee discussed these findings and considered the organizations currently 
recognized by the board and the requirements set forth prior to their recognition as an 
accreditation agency. Both organizations were asked to respond to the following 
requirements: 

• Survey teams will include a pharmacist. 

Mr. Zarski discussed that he believes that an organization already recognized by 
the board does not have a pharmacist on the survey team.  He asked that the 
standards for all organizations be fair and consistent.  Mr. Zarski indicated that it 
would take some time to restructure its survey teams to include a pharmacist. 

Mr. Cabaleiro provided that PCAB surveyor teams consist of all pharmacists.  

The committee discussed whether other organizations have committed to having 
a pharmacist on the survey team. Ms. Herold indicated that she will confirm and 
report back to the committee. 
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• Agency agrees to provide the board access to accreditation reports. 

Mr. Zarski discussed that HFAP will report deficiencies, serious noncompliance 
and denial or withdrawls of accreditation to the board. 

Mr. Cabaleiro provided that PCAB will notify the board regarding noncompliance 
and situations where a pharmacy’s accreditation is denied or revoked.   

Ms. Herold provided comment on the importance of communication between the 
board and accreditation agencies, specifically regarding issues impacting patient 
safety. 

Ms. Shellans discussed that access to accreditation reports is critical to ensure 
patient safety and to verify that the accreditation agency is operating 
appropriately. She advised that the board needs to have access to these 
reports. 

The committee requested clarification regarding whether the other organizations 
currently recognized by the board have committed to sharing access to these 
reports. 

• Agency agrees to conduct an annual inspection of each pharmacy. 

Mr. Zarski discussed that routine inspections will impact efficiency and lead to 
additional costs for the pharmacies.  He stated that HFAP will conduct annual 
inspections if required by the board.   

Mr. Cabaleiro also discussed that annual inspections would increase costs for 
accreditation. He suggested that the board consider random inspection of ten 
percent of the pharmacies each year.  He questioned whether other 
organizations have agreed to this annual inspection requirement. 

Ms. Herold discussed that the board requires annual inspections of accredited 
pharmacies to ensure a comparable standard of licensure by the board.  

The committee discussed that clarification is needed regarding the requirements agreed 
to by other accreditation agencies recognized by the board.  Staff agreed to research 
and report back to the committee. 

Mr. Brooks suggested that the board establish clear guidelines for all accreditation 
agencies to follow. 

Ms. Veale suggested that board staff develop a comparison of the current accreditation 
agencies and HFAP and PCAB to review and compare all criteria assessed during the 
application review and the requirements agreed to prior to recognition.  She requested 
that the comparison be reviewed by the board at the October 2011 Board Meeting. 
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Ms. Hackworth provided comment in support of this comparison and stated that all 
organizations should be held to the same standard. 

Chair Lippe advised that the board may approve accreditation of HFAP and PCAB after 
confirmation that they meet the same standards as required by the other accreditation 
agencies. 

Mr. Brooks thanked Mr. Zarski and Mr. Cabaleiro for appearing before the committee.  
He indicated that the board will send a letter to notify them of the board’s decision once 
the review is completed and the board approves each as a recognized accreditation 
agency. 

Ms. Shellans recommended that the board establish guidelines for accreditation 
agencies prior to granting approval.  

Mr. Cabaleiro provided comment regarding the variance in programs and procedures of 
the various accreditation agencies. He requested that the board takes this variance into 
consideration when conducting its comparison.  

No public comment was provided. 

MOTION: Direct board staff to develop a comparison of the current accreditation 
agencies and HFAP and PCAB to review and compare all criteria assessed during the 
application review and the requirements agreed to prior to recognition to be reviewed by 
the board at the October 2011 Board Meeting. 

M/S: Veale/Hackworth 

Support: 4 Oppose: 0 Abstain: 0 

MOTION: Recommend to the board to conditionally approve HFAP and PCAB as 
accreditation agencies pending confirmation that they meet the requirements of other 
accreditation agencies recognized by the board and the guidelines established for all 
accreditation agencies to follow at the October 2011 Board Meeting.  

M/S: Brooks/Veale 

Support: 4 Oppose: 0 Abstain: 0 
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4. 	 Discussion Concerning DCA’s Focus on Continuing Competency 

Discussion 
Chair Lippe provided that the Department of Consumer Affairs has asked all boards to 
evaluate how they can ensure the continued competency of their practitioners.   

Ms. Shellans advised that the board will be evaluated in this area during the upcoming 
sunset review process. 

Ms. Herold provided that the National Association of Boards of Pharmacy (NABP) is 
developing an assessment for the board to use to evaluate competency.  She advised 
that this assessment will be available in 2012 and will satisfy the department’s 
requirement for continuing competency. 

It was the consensus of the committee to defer this item to be discussed at the 
upcoming Board Meeting in October 2011.    

No public comment was provided.  

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.    

Chair Report 
Chair Lippe provided that the Licensing Committee of the board has discussed possible 
implementation strategies to assist OSHPD with their collection efforts.  He stated that 
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. 

Chair Lippe provided that the committee was advised in March 2011 that the 
department was working with OSHPD on the development of a survey and that the 
board could provide a link via our website.  He advised that board staff was advised 
that the department is no longer moving towards such implementation.  Chair Lippe 
explained as a result, this item will be brought back to the Licensing Committee and the 
full board to discuss alternate implementation strategies. 

Chair Lippe stated that as mandating submission of this information would require either 
a regulation and/or statutory change, board staff recommends that the board consider 
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development of a survey that could be accessed from the board’s Web site.  He 
discussed that an on-line resource such as Survey Monkey, could serve as an easy 
collection method that would have minimal impact on board staff. 

Chair Lippe reviewed the following data to be collected: 
(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. 

Discussion
 
Mr. Brooks suggested that survey participation be incentivized to increase participation. 


Ms. Sodergren discussed that this issue will also be addressed during the Board’s 
sunset review. She asked the committee to consider first deploying the survey to begin 
collecting that data and then to later create an incentive for participation.   

Ms. Shellans discussed that in this case, California law prohibits collection of personal 
data if it can be linked back to the individual who provided the data.  She recommended 
that the survey not record the participant’s license number or any other personal data.  

Mr. Brooks recommended that a disclosure regarding voluntary participation be added 
to the survey.   

Ms. Shellans offered to identify possible disclosure language for the survey.  

Ms. Sodergren stated that she will work with board counsel on the survey to be 
reviewed by the board at the October 2011 Board Meeting. 

No public comment was provided.  
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6. Competency Committee Report 

Chair Report 

California Practice Standards and Jurisprudence Examination for Pharmacists (CPJE) 

Chair Lippe provided that the board instituted a quality assurance review of the CPJE 
effective August 8, 2011. He stated that this process is done periodically to ensure the 
reliability of the examination.  Chair Lippe indicated that as of the date of this report, the 
quality assurance review is still under review.  He stated that the board anticipates 
releasing results by the beginning of October 2011. 

Examination Development 

Chair Lippe provided that both Competency Committee workgroups met in August 2011 
at the annual meeting to discuss examination development.  He stated that each 
Competency Committee workgroup will also meet once in the fall of 2011 for 
examination development. 

There was no committee discussion or public comment. 

7. Licensing Statistics 

Chair Lippe referenced the licensing statistics that were provided to the committee.  A 
copy of the statistics are attached, following this meeting summary.   

There was no committee discussion or public comment. 

8. Public Comment for Items Not on the Agenda 

Steve Gray, representing Kaiser Permanente, provided comment regarding fraud and 
licensing of pharmacies.  He suggested that this issue be discussed at a future meeting.  

The meeting was adjourned at 12:22 p.m. 
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LICENSING COMMITTEE 

Goal 2: Ensure the qualifications of licensees.

 Outcome: Qualified licensees 

Objective 2.1 Issue licenses within three working days of a completed application by June 30, 2011. 

Measure: Percentage of licenses issued within three work days. 

Tasks: 1. Review 100 percent of all applications within 7 work days of receipt. 

# of  Apps.  Received:  Average Days to  Process:  

Qtr  1  Q tr  2  Q tr  3  Q tr  4  Q tr  1  Q tr  2  Q tr  3  Q tr  4  

Pharmacist (exam applications) 402 34 

Pharmacist (initial licensing) 668 9  

Pharmacy Intern 899 12 

Pharmacy Technician 3 ,110 67 

Pharmacies 85 20 

Non-Resident Pharmacy 14 25 

Wholesaler 23 29 

Veterinary Drug Retailers 1 1 

Designated Representative 175 33 

Out-of-state distributors 25 32 

Clinics 15 19 

Hypodermic  Needle  &  

Syr inge Dist r ibutors  

2  20  

Sterile Compounding 15 18 

Change of Permit 171 30 

Pharmacist in Charge 362 30 

Designated Representative 

in Charge 

32 30 

Discontinuance of Business 39 30 

FIRST QUARTER 11/12 LICENSING COMMITTEE
 



2. Process 100 percent of all deficiency documents within five work days of receipt. 

Average Days to  process  def ic ienc y :  

Qtr  1  Q tr  2  Q tr  3  Q tr  4  

Pharmacist (exam applications) 3 

Pharmacist (initial licensing) 3 

Pharmacy Intern 2 

Pharmacy Technician 24 

Pharmacies 5 

Non-Resident Pharmacy 6 

Wholesaler 6 

Veterinary Drug Retailers 6 

Designated Representative 6 

Out-of-state distributors 6 

Clinics 5 

Hypodermic  Needle  &  Syr inge 6  

3. Make a licensing decision within three work days after all deficiencies are corrected. 

 Average Days to  Determine to  
Deny/Issue License:  

Qtr  1  Q tr  2  Q tr  3  Q tr  4  

Pharmacist (exam applications) 2 

Pharmacist (initial licensing) 2 

Pharmacy Intern 5 

Pharmacy Technician 2 

Pharmacies 5 

Non-Resident Pharmacy 5 

Wholesaler 5 

Veterinary Drug Retailers 5 

Designated Representative 5 

Out-of-state distributors 5 

Clinics 5 

Hypodermic  Needle  &  Syr inge 5  

FIRST QUARTER 11/12 LICENSING COMMITTEE
 



 4. Issue professional and occupational licenses to those individuals and firms that meet  
 minimum requirements. 

Licenses  Issued:  

Qtr  1  Q tr  2  Q tr  3  Q tr  4  

Pharmacist 675 

Pharmacy Intern 565 

Pharmacy Technician 2 ,484 

Pharmacies 70 

Non-Resident Pharmacy 9 

Wholesaler 20 

Veterinary Drug Retailers 0 

Designated Representative 148 

Out-of-state distributors 25 

Clinics 11 

Hypodermic  Needle  &  Syr inge 7  

Sterile Compounding 14 

5. Withdrawn licenses to applicants not meeting board requirements. 

Qtr  1  Q tr  2  Q tr  3  Q tr  4  

Pharmacy Technician 121 

Pharmacies 0 

Non-Resident Pharmacy 5 

Clinics 0 

Sterile Compounding 0 

Designated Representative 6 

Hypodermic  Needle  &  Syr inge 0  

Out-of-state distributors 0 

Wholesaler 0 

Veterinary Drug Retailers 0 

Registered Pharmacist 0 

Intern Pharmacist 0 

6.  Deny applications to those who do not meet California standards. 

Qtr  1  Q tr  2  Q tr  3  Q tr  4  

Pharmacist 2 

Intern Pharmacist 0 

Pharmacy Technician 14 

Pharmacies 0 

Non-Resident Pharmacy 1 

Clinics 0 

Sterile Compounding 0 

Designated Representative 1 

Hypodermic  Needle  &  Syr inge 0  

Out-of-state distributors 0 

Wholesaler 0 

FIRST QUARTER 11/12 LICENSING COMMITTEE
 



7.  Responding to e-mail status requests and inquiries to designated e-mail addresses. 

Qtr  1  Q tr  2  Q tr  3  Q tr  4  

Pharmacist/Pharmacist  Intern  2,501 

Pharmacy Technic ians  3,653 

S i te  l icenses  (pharmacy,  c l in ics )  1 ,002 

 S i te  l icenses  (wholesa lers ,  1 ,159 

nonres ident  pharmacies )  

Pharmacist in Charge 257 

Renewals 372 

8.  Responding to telephone status request and inquiries. 

Qtr  1  Q tr  2  Q tr  3  Q tr  4  

Pharmacist/Pharmacist  Intern  *  

Pharmacy Technic ians  *  

S i te  l icenses  (pharmacy,  c l in ics )  468 

 S i te  l icenses  (wholesa lers ,  

nonres ident  pharmacies )  

122 

Pharmacist in Charge 93 

Renewals 2 ,380 

*  Voicemail status requests have been suspended to allow staff time to focus on  

 processing applications and issuing licenses 
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Objective 2.2 Cashier 100 percent of all revenue received within two working days of receipt by June 30,  
2011. 

Measure: Percentage of revenue cashiered application within 2 working days. 

Tasks: 

Revenue Received:  Average Days to
 Process:  

*Qtr  1  Q tr  2  Q tr  3  Q tr  4*  Q tr  1  Q tr  2  Q tr  3  Q tr  4  

Applications 457 ,041 4  

Renewals 1 ,607 ,099 4  

Cite and Fine 223 ,625 5  

Probation/ 

Cost Recovery 

69 ,591 5  

Request for 

Information/ 

License 

Verification 

3 ,375 7  

Fingerprint Fee 26 ,775 5  

*  1st quarter reflects July and August 2011 data available at the time of report development.  
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Objective 2.3 Update 100 percent of all information changes to licensing records within five working  
days by June 30, 2011. 

Measure: Percentage of licensing records changes within five working days. 

Tasks: 

Requests  Received:  Average Days to  Process:  

Qtr  1  Q tr  2  Q tr  3  Q tr  4  Q tr  1  Q tr  2  Q tr  3  Q tr  4  

Address/Name Changes 3 ,378 1  

Off-site Storage 

Applications (approved) 

24  20 

Transfer of Intern Hours 

to Other States 

45  6  
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Objective 2.4 

Measure: 

Implement at least 25 changes to improve licensing decisions by June 30, 2011. 

Number of implemented changes. 

Tasks: 1. Determine why 26 states do not allow the use of a CA license as the basis for transfer  
of pharmacist license to that state. 
Jan. 2007: Survey of some states indicate misunderstanding of why California cannot 

accept NAPLEX scores earned before January 1, 2004. Educational efforts, on 

a state by state basis, initiated. 

March 2007: Pennsylvania agrees to accept California NAPLEX scores. 

May 2007: At National Association of Boards of Pharmacy meeting several states agree 

to reconsider their position against accepting California scores. 

2. Evaluate the drug distribution system of clinics and their appropriate licensure. 
1st Qtr 09/10: Continued to advise clinics and their advocates about the barrier the Capen 

decision places on surgicenters/clinics from obtaining a board clinic permit. 

A legislative solution is needed. 

3rd Qtr 09/10: Board hears presentation by Fort Sutter Surgery Center discussing the issue. 

3. Work with the Department of Corrections on the licensure of pharmacies in prisons. 
June 2007: Meet with the Department of Corrections Receiver to discuss possible 

regulatory structures for drug dispensing and distribution within 

correctional facilities. 

Oct. 2008: Board staff meet with Department of Corrections staff to develop regulatory 

structure for prisons. 

Dec. 2008: Met with receiver for correctional facilities to discuss regulatory structure. 

1st Qtr 10/11: Governor includes provisions for pharmacy services in prisons. 

3rd Qtr 10/11: Legislation introduced to include some changes. (AB 389, Lowenthal) 

4th Qtr 10/11: AB 389 amended and no longer addressing licensure issue. 

4. Work with local and state officials on emergency preparedness and planning for
           pandemics and disasters.  Planning to include the storage and distribution of drugs
           to assure patient access and safety. 

2nd Qtr 09/10: Board votes that in declared emergencies where a board meeting cannot 

quickly be scheduled, a subcommittee of three members can make decisions 

for patient safety under provisions of Business and Professions Code section 

4062 and the board’s emergency response policy. 

4th Qtr 09/10: Licensing continued reviewing requests from CDPH seeking clarification on 

board disaster response policy. 

2nd Qtr 10/11: Discussion of the California Hospital Association’s repopulation after 

hospital evacuation guidelines and checklist at Licensing Committee 

Meeting. 

3rd Qtr 10/11: Board discussed its role in repopulation of hospitals in working with the 

CDPH to inspect the pharmacy to validate that there are appropriate 

safeguards to ensure the safety of the drugs. 

Licensing Committee hosts a presentation on emergency preparedness 

during quarterly meeting. Committee discusses need for possible mandatory 

CE in this area. 

5. Evaluate the need to issue a provisional license to pharmacy technician trainees. 
Dec. 2010: Update on the board’s psychometric evaluation for the ExCPT and PTCB at 

the Licensing Committee. 
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6. Evaluate use of a second pharmacy technician certification examination (ExCPT ) as a  
possible qualifying route for registration of technicians. 
Sep. 2006: Committee hears presentation on ExCPT exam approved for certification of 

technicians by five states. Committee directs staff to evaluate exam for 

possible use in California. 

Dec. 2006: DCA recruiting for Chief of Examination Resources Office; review postponed. 

Additional methods to accomplish review considered. 

March 2007: DCA recruiting for Chief of Examination Resources Office; review postponed. 

Additional methods to accomplish review considered. 

May 2007: Board seeks private contractor to evaluate both ExCPT and PTCB exams for 

job validity. 

Sep. 2007: Board required to check with other state agencies to ensure that state-

employed PhD psychometricians are not able to perform this review before 

the board can contract for services. Committee recommends delay until 

CSHP and CPhA complete their review of pharmacy technician training and 

knowledge. 

Oct. 2007: Board postpones work on this topic until CSHP and CPhA complete their 

review. 

March 2009: Board executive staff meet with the executive director of the ExCPT exam. 

April 2009: Board directs staff to secure a psychometric review of both the PTCB and 

ExCPT exams, in wake of AB 418 being stalled in the legislature. 

2nd Qtr 09/10: Board initiates discussions with DCA regarding use of their Ph.D to

 evaluate the validation studies. 

2nd Qtr 10/11: DCA psychometric expert initiates review of PTCB and ExCPT exams. 

3rd Qtr 10/11:  Board staff reports interagency agreement has been signed with OPES. 

The DCA psychometric expert has begun its review of the PTCB and ExCPT 

examinations. 

7. Review requirements for qualifications of pharmacy technicians with stakeholders  
4th Qtr 07/08: Future work on the training of technicians will occur as joint activities of the 

pharmacist associations. 

Legislation to require an exam and continuing education for pharmacy 

technicians is dropped (AB 1947) 

Board participates in CSHP sponsored stake holder meeting. 

2nd Qtr 08/09: Executive officer participates in a meeting with CPhA and CSHP to 

provide technical advice on proposed legislation to be introduced next year. 

Attend CSHP sponsored stakeholder meeting. 

3rd Qtr 08/09: Senate Bill 418 introduced to add new requirements for technicians. 

SB 418 is later dropped for the year. 
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8. Implement the Department of Consumer Affairs Applicant Tracking System to 
facilitate implementation of I-Licensing system, allowing online renewal of licenses

 by 2008. 
Note: I-Licensing system has been cancelled and the BreEZe system will take its place. 
July 2006: Executive officer becomes executive sponsor of program. 

Nov. 2006: Board completes system identification of parameters for each licensing  

program. 

Dec. 2006 - Jan. 2007: Preparatory work and pilots completed; board staff initiates transfer 

to ATS system as sole platform for applicant tracking for all 

licensing programs. 

3rd Qtr 08/09: Request for Proposal for I-Licensing system modified to contain revised 

parameters. Staff changes in the Office of Information Services cause 

additional delay in moving the project forward. 

ATS project implemented. 

2nd Qtr 09/10: Board advised of new initiative to facilitate online applicant submission and 

renewal. 

4th Qtr 09/10: Board analyst temporarily assigned to assist on BreEZe project. 

1st Qtr 10/11: Assistant Executive Officer chairs forms design workgroup to consolidate 

forms for all boards (reducing programming costs). 

Executive staff continue on BreEZe execution steering committee. 

2nd Qtr 10/11: Board analyst continues to work with the department on the BreEZe project. 

3rd Qtr 10/11: Executive staff and analyst continue to work with DCA on implementation 

issue. 

4th Qtr 10/11: Board has assigned two analysts to work with DCA two days a week on the 

implementation of BreEZe. 

Executive Officer nominated to key position on change board. 

Assistant Executive Officer assumes role as project manager over forms 

consolidation. 

Two Board staff loaned to the project on a part-time basis. 

1st Qtr 11/12: Board staff met with BreEZe staff to conduct final review of board 

requirements and work flow 

9. Participate with California’s Schools of Pharmacy in reviewing basic level experiences 
required of intern pharmacists, in accordance with new ACPE standards. 
3rd Qtr 06/07: Board attends 3 day-long working sessions convened by California’s schools 

of pharmacy to develop list of skills students should possess by end of basic 

intern level experience (about 300 hours). 

Oct. 2007: Board considers basic internship competencies developed under the 

program and develops letter of support. 

Oct. 2008: California Pharmacy Council meets to discuss Intern requirements. 

Dec. 2009: Licensing Committee again discusses the requirements given that other 

states are no longer transferring intern hours. 
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10. 	 Implement new test administration requirements for the CPJE. 
March 2007:	 Board advised about new exam vendor for CPJE effective June 1, 2007. Board 

notifies all CPJE eligible candidates of pending change, advises California 

schools of pharmacy graduating students and applicants in general. 

June 2007:	 Shift to new exam vendor, PSI, takes place. New Candidates Guide is printed 

and distributed. Some transition issues to new vendor exist and are being 

worked on. 

4th Qtr 09/10:	 Board approves new job content outline submitted by the Competency 

Committee as a result of the job analysis with an effective date of 4/1/2011. 

2nd Qtr 07/08: Transition efforts to PSI continue. 

3rd Qtr 07/08: New security procedures put in place and corresponding revisions to the 

Candidates’ Guide are published and released. 

1st Qtr 09/10: Competency Committee develops occupational analysis survey. 

2nd Qtr 09/10: Competency Committee develops new content online for CPJE. 

3rd Qtr 09/10: Board approves new job content outline submitted by the Competency 

Committee as a result of the job analysis with an effective date of 4/1/2011. 

2nd Qtr 10/11: Documents advising applicants of new exam structure developed and 

released. 

3rd Qtr 10/11: Board staff updated CPJE Candidate Information Bulletin and Web site for 

new Content Outline effective April 1, 2011. 

4th Qtr 10/11: New CPJE Content Outline implemented. 

11. 	 Participate in ACPE reviews of California Schools of Pharmacy. 
Oct. 2007: Board participates in review of California Northstate College of Pharmacy.
 

Jan. 2008: Board participates in review of UCSF.
 

March 2008: Board participates in review of Touro.
 

3rd Qtr 08/09: Board participates in three ACPE reviews of the schools of pharmacy at USC,
 

Touro and California Northstate. 

3rd Qtr 09/10: Board participates in ACPE review of the school of pharmacy at UOP. 

12. 	 Initiate review of Veterinary Food Animal Drug Retailer Designated Representative
 training. 

Sept. 2007:	 Licensing Committee initiates review of training requirements for 

Designated Representatives and notes problems with unavailability 40-hour 

course specified in board regulations. 

Oct. 2007: Board evaluates options for training of designated representatives.
 

Sept. 2008: Licensing Committee hears testimony regarding program.
 

June 2009: Evaluation of designated representative training scheduled for September.
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13. Convene Committee to evaluate drug distribution within hospitals. 
2nd Qtr 08/09: Executive Officer presents information at CSHP Seminar on failure of the 

recall system to remove Heparin from nearly 20% of California hospitals 

months after recall. 

3rd Qtr 08/09: Board establishes subcommittee to initiate review. 

March 2009: First meeting convened. 

June 2009: Second meeting convened in San Francisco. 

Sept. 2009: Third meeting convened in Sacramento. 

Dec. 2009: Work of Hospital Subcommittee nearly completed.  Board to review 

parameters for recalls at January 2010 meeting. 

2nd Qtr 09/10: Document finalized. 

14. Improve reporting of and accounting for intern hours. 
4th Qtr 08/09:	 Licensing Committee discusses how intern hours are reported to the board 

and specifics of where intern hours can be earned. 

2nd Qtr 10/11: The new Intern Hours Affidavit form was approved by legal counsel. 

3rd Qtr 10/11: New Intern Hours Affidavit form made available on the board’s Web site. 

4th Qtr 10/11:	 Intern hours affidavit form modified to more specifically detail compliance 

with statutory requirements. 

15. Participate in initiatives to increase the number of pharmacists in California to meet
 demand. 

4th Qtr 08/09: Board executive staff attend forums aimed at ensuring continual growth in 

the number of pharmacists and pharmacy technicians in California. 

16. Assess the operations of specialty pharmacy services. 
4th Qtr 08/09:	 Board initiates review of refill pharmacies. 

2nd Qtr 10/11:	 Board considers request from PETNET Solutions for a waiver of security 

requirements for pharmacies to permit after hours maintenance of 

equipment without a pharmacist present.  The board lacks the authority to 

waive California pharmacy law in the manner requested. 

4th Qtr 10/11:	 Board staff work with Radio Pharmaceutical Company to address specific 

licensing requirement challenges. 

17. Encourage use of technology where it benefits the public. 
June 2009: Presentation to Licensing Committee of new robotic technology to 

compound drugs in hospitals. 

Oct. 2009: Automation equipment demonstrated to Board that would facilitate unit 

dose packaging in hospitals and allow for barcoding. 

Jan. 2010: Demonstration to Board if patient medication instructions in various 

languages accessible by emerging software available to pharmacies. 

4th Qtr 10/11: Board takes a support if amended positive on AB 377 (Solorio) which would 

include the use of barcode technology in a hospital that was a centralized 

hospital pharmacy for repackaging and compounding. 

18. Secure the implementation of e-prescribing in California by the earliest possible date. 
4th Qtr 08/09: Licensing Committee sees presentation on e-prescribing pilot programs 

sponsored by the California HealthCare Foundation and CalPERS. 

2nd Qtr 10/11: Board hears presentation by CalERx on the status of e-prescribing in 

California. 

Executive Officer provides presentations on e-prescribing at annual CalERx 

meeting. 

Board establishes an ad hoc task force to develop a guidance document on 

the e-prescribing of controlled substances. 

3rd Qtr 10/11: Guidance document prepared and reviewed by board. 

4th Qtr 10/11: Medical Board to review the section for prescribers. 
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19. 	 Ensure the public receives necessary pharmaceuticals in emergency response 
activities to the H1N1 pandemic. 
4th Qtr 08/09: 	 Board assists the California Department of Public Health in responding to 

distribution of Tamiflu and Relenza. Pharmacy law requirements regarding 

labeling and dispensing not waived as standard and necessary pharmacists 

care could still be provided. 

2nd Qtr 09/10:	 Board continues to work with Department of Public Health on H1N1 

distribution issues. 

20. 	 Automate fingerprint background results with the Department of Justice. 
2nd Qtr 09/10: 	 Began working with the DCA to implement automation of background 

results for applicants to be automatically imported into the board’s 

Applicant Tracking System (ATS). 

3rd Qtr 09/10:	 Continued working with the DCA on developing programming specifics in 

order to go live on February 17, 2010. 

Board staff develops the procedures. 

4th Qtr 09/10 : Final revision to the procedures, trained staff, and assigned job task to staff. 

Board staff continues to manage automated process and resolve issues. 

4th Qtr 10/11 : Key staff position filled to manage automated responses and resolve issues. 

21. 	 Evaluate pharmacy technician, pharmacist, and intern pharmacist application process 
to identify areas for improvement and to modify the application requirements 
to require “Self-Query” reports from the National Practitioners Data Bank – Healthcare 
Integrity and Protections Data Bank (NPDB-HIPDB). 
3rd Qtr 09/10:	 Staff reached out to pharmacy technician programs to advise them of 

statutory changes to the application fee. 

Staff revised pharmacy technician application after reviewing most 

common deficiencies for legal review. 

4th Qtr 09/10:	 Staff reached out to pharmacy technician programs educating them on the 

most common application deficiencies. 

1st Qtr 10/11: 	 Staff finalized the draft pharmacy technician, pharmacist, and intern 

pharmacist application. 

Legal approved the draft pharmacy technician and intern pharmacist 

application. 

2nd Qtr 10/11: 	 Legal approved the pharmacist application. 

Proposal to initial a regulation change to update the pharmacy technician 

application at the Licensing Committee meeting. 

Licensing Committee made recommendations for board to pursue the 

changes to the pharmacy technician application. 

Licensing Committee made recommendations for board to pursue the 

changes to require “Self-Query” reports from the National Practitioners Data 

Bank – Healthcare Integrity and Protections Data Bank (NPDB-HIPDB) for the 

pharmacy technician, pharmacist, and intern pharmacist application for 

licensure. 

At the recommendation of the Licensing Committee, the board authorized 

the Executive Officer to take all steps necessary to initiate a rulemaking 

update to the pharmacy technician application form and NPDB/HIPDB 

self-query report. 
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3rd Qtr 10/11:	 Regulation change noticed to require self-query report with technician 

application. 

The board approved to initiate a rulemaking file to add 1727.2 and to 

amend 1728 related to requiring an intern pharmacist and pharmacist 

applicant to submit a Self-Query from the NPDB-HIPDB. 

The board approved to modify the Pharmacy Technician Application and 

direct staff to take all steps necessary to complete the rulemaking process. 

The pharmacist examination and licensure application and intern 

pharmacist application was updated and made available on the board’s 

Web site in a fillable format, which includes the new Intern Hours Affidavit 

form. 

4th Qtr 10/11:	 The rulemaking package was submitted to DCA on June 29, 2011 for 

California Code of Regulations section 1793.5 pharmacy technician 

application. 

1st Qtr 11/12: 	 The rulemaking package was approved by OAL with an effective date of 

October 1, 2011. 

The new pharmacy technician application was made available on the 

board’s Web site. 

Pharmacy technician programs were notified of the new application and 

requirements. 

22. Implement Fingerprint Requirement for Pharmacist Renewal. 
4th Qtr 09/10:	 Regulation approved by Office of Administrative Law (effective date of 

regulation is December 7, 2010). 

Department drafted programming changes to accommodate requirement. 

Board staff tested changes in a testing environment. 

2nd Qtr 10/11:	 Obtained FBI approval through DOJ for job title on Live Scan for licensed 

pharmacists. 

Board staff working with the department to implement importing 

automated fingerprint response into ATS. 

Implementation delayed due to hiring freeze and approval by FBI of new 

category for reprinted pharmacists. 

3rd Qtr 10/11:	 Staff added to the board’s Web site the pharmacist renewal fingerprinting 

requirements for those licensed prior to 2001.  Included on the Web site 

is the Live Scan form and instructions required for renewal.  Staff developed 

the letter notifying pharmacist licensees that have been identified as to 

comply with this renewal requirement and forwarded to Legal for review 

and approval.  Board staff continues to work with the DCA on programming 

requirements to facilitate implementation. 

4th Qtr 10/11:	 Staff worked with DOJ and DCA to establish procedures for implementation 

in July 2011. 

Letter finalized. Article included in The Script advising registered 

pharmacists of the requirement. 

1st Qtr 11/12: 	 Procedures implemented to import fingerprint responses directly from DOJ 

into the board’s database. 

Board notified pharmacists impacted by implementation of CCR 1702. 
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23. 	 Evaluate licensing requirements for businesses seeking licensure that are under 
common ownership. 
4th Qtr 09/10 : Board staff developed standards for common ownership requirements. 

24. 	 Evaluate Continuing Education Requirement for Pharmacists 
2nd Qtr 10/11:	 Board discussed a proposal to specify continuing education credit for 

pharmacists in specific content areas and forwarded to Licensing 

Committee. 

Licensing Committee discussed multiple specific areas for optional 

continuing education.  The committee decided to amend the regulation 

16CCR 1732.2. to allow for continuing education hours for various specified 

activities. 

Regulation 16CCR 1732.2. was noticed for public comment on Nov. 22, 2010. 

3rd Qtr 10/11:	 Board approved based on Licensing Committee recommendation to pursue 

specific content areas for continuing education and authorized staff to 

investigate implementation. 

Subcommittee of the Licensing Committee discussed possible course content 

and methods of requiring continuing education. 

25. 	 Improve pharmacy technician application forms to reduce deficiencies and require 
HIPDB. 
1st Qtr 10/11:	 Identify changes and initiate rulemaking process to adopt changes to 

application forms. 

2nd Qtr 10/11: Additional enhancements identified, and returned to board for approval. 

3rd Qtr 10/11: Regulation change initiated to require new application form. 

Board adopts changes to implement via promulgation of regulations. 

4th Qtr 10/11:	 The rulemaking package was submitted to DCA on June 29, 2011 for 

California Code of Regulations section 1793.5 pharmacy technician 

application. 

1st Qtr 11/12:	 The rulemaking package was approved by OAL with an effective date of 

October 1, 2011. 

The new pharmacy technician application was made available on the 

board’s Web site. 

Pharmacy technician programs were notified of the new application and 

requirements. 

26. 	 Require a self query HIPDB report as a condition for applying for a pharmacists intern 
and pharmacist license and as part of the application process to take the CPJE. 
1st Qtr 10/11: Board approves concept and staff readies regulation changes to implement.
 

2nd Qtr 10/11: Board approves language to initiate rulemaking process.
 

4th Qtr 10/11: Rulemaking process initiated.
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