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Ruth Conroy, PharmD, Chairperson, Board Vice President 
Robert Graul, RPh, 
Clarence Hiura, PharmD 
Hank Hough, Public Member 
Susan Ravnan, PharmD 

Minutes of the Licensing Committee Meeting of September 5, 2007 are provided in 
Attachment 10. 

ITEM 1: Approve Proposed New Amendments to 16 CCR Sections 
1716.1, 1716.2, 1751-1751.8 and Adoption of Section 1735 
1735.8 (including the Self Assessment Form) and Initiate 
Formal Rulemaking Process 

FOR ACTION: 

Since January, the board has been refining regulation requirements for pharmacies that 
compound. Initially developed during the meetings of the Work Group on Compounding 
held throughout 2004, refinements to the regulations have been made at the March, 
May and September 2007 Licensing Committee Meetings. 

At the September Licensing Committee Meeting, the committee saw a new iteration of 
the regulation. The regulation now establishes requirements for all pharmacies that 
compound medication in Article 4.5 and then for those pharmacies that perform sterile 
injectable compounding, they must also comply with provisions Article 7. This structure 
seems a better format for compounding pharmacies. 

At the September Meeting, Deputy Attorney General Joshua Room, walked committee 
members through the revisions made since the July 2007 Board Meeting. This also 
included removing redundancies between the regulations for compounding and sterile 
injectable compounding. In addition, the committee reviewed and provided 
amendments on the compounding self-assessment form required as part of the 
regulation proposal. The new version of the regulations is provided in Attachment 1 
consideration as a final draft. 
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In October 2007 the board received a letter from McGuff Compounding Pharmacy 
Services (also included in Attachment 1.) 

Phillip Swanger, Director of Governmental Affairs for the California Society of Health
System Pharmacists (CSHP) stated that the proposed revisions discussed resolve 
concerns previously expressed by CSHP. 

The committee believes that the regulation requirements provide a balance of consumer 
protection with the need for pharmacies to compound medication for patients, either 
pursuant to a prescription or based upon the need for future furnishing. Records, 
labeling and quality assurance are needed for any product a pharmacy compounds, 
even if the pharmacy does it only rarely. The level of record keeping and quality 
assurance required as specified in these regulations does depend on the frequency and 
volume of medicine compounded. The pharmacy that rarely compounds medicine or 
does so to a limited extent may provide much of the record keeping on the prescription 
document itself. When larger volumes of medicine are compounded, the board expects 
more record keeping and higher quality assurance. The regulations distinguish 
between these two levels. 

ITEM 2: Approve a legislative proposal for immunizations by 
pharmacists pursuant to published recommendations of the 
Advisory Committee on Immunization Practices (ACIP) of the 
Federal Centers for Disease Control and Prevention by 
pursuing an amendment to Business and Professions Code 
section 4052(a)(9) to adding section 4052.8. 

FOR ACTION: 

At the April Board Meeting, the board voted to propose a statutory modification to 
California Pharmacy Law to allow pharmacists to administer immunizations pursuant to 
recommendations of the Advisory Committee on Immunization Practices (ACIP) of the 
federal Centers for Disease Control. The statutory language developed by staff is 
inserted into the text of section 4052 and via new section 4052.8 (Attachment 2). 

Forty-four states allow pharmacists to provide immunizations under some type of 
arrangement. In California pharmacists can currently provide immunizations under 
protocols with a physician under the authority of section 4052 of the Business and 
Professions Code. According to testimony provided at prior meetings, physicians are 
reluctant to accept the liability for this action, even though the practice has wide support. 

Since the September Board Meeting, staff has further revised the proposal, based on 
comments received during the committee meeting as well as additional discussions with 
Dr. Jeff Goad of USC's School of Pharmacy, who has considerable expertise in this 
area. 



Dr. Goad will attend the October Board Meeting and will be available to respond to 
questions. 

The board previously agreed to sponsor statutory provisions to provide this authority. 
A coalition of pharmacy groups, patient advocates and others need to join the board is 
moving forward with this proposal. 

ITEM 3: Approve a legislative proposal to authorize the licensing of 
mobile locations by the Board of Pharmacy for Emergencies 
by amending Business and Professions Code section 4062 
and Business and Professions Code section 4110. 

FOR ACTION: 

The board received a request for guidance from Ralphs Grocery Co. about the 
appropriate use of mobile pharmacy trailers. Ralphs would like to use these trailers 
under emergency conditions or in the event an existing pharmacy is damaged or closed. 

Ralphs requested guidance on two different situations - - damage to a pharmacy where 
a mobile trailer in the parking lot could allow for the continued service to customers or 
use of a trailer in the event of a declared disaster. 

The use of mobile trainers is consistent with the NABP recommendation that 
pharmacies have mobile units available in the event of a declared disaster. 

Department Counsel Spencer Walker advised the committee and board staff that 
current pharmacy law does not allow for the use of mobile trailers in either scenario and 
that statutory changes would be necessary. 

The committee agreed that the use of mobile trailers in the event of an emergency is 
critical and that the board wants to be better prepared to perform its role during an 
emergency. 

Attachment 3 contains draft statutory language developed after the Licensing 
Committee Meeting as well as the original request from Ralphs. This proposal will 
require refinement by the board with the hope that these statutory provisions will be 
introduced as proposed legislation next year. 

Note: to take action to move the draft language, the board will need a motion and a 
second. 

ITEM 4: Update on Emergency Preparedness for California Pharmacy 

FOR INFORMATION: 
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Disaster or emergency preparedness continues to be an important initiative of the 
Schwarzenegger Administration. The committee reviewed the following items at its 
September 5, 2007 meeting. 

1. Rough and Ready 2007 

Chairperson Conroy provided comments regarding her participation as an observer 
In a disaster response drill in Orange County in August. A major component of this drill 
was the demonstration of the state's three mobile hospitals (200 beds each). 

At the next Licensing Committee meeting, the board will continue its discussions on 
disaster preparedness. 

2. California Medical Volunteers 

Board staff recently participated in the evaluation of the contract proposal for the 
implementation and operation of California's Emergency System for the Advanced 
Registration of Volunteer Health Professionals. This system, know as the California 
Medical Volunteers, will play an instrumental role in the deployment of registered health 
care professionals in response to disasters and terrorist events. 

The board will continue to stress the need for pharmacists to become trained as 
emergency responders to provide for the public health. 

3. Recent Articles 

Several articles on emergency response were shared with the committee. These 
articles are provided in Attachment 4. 

ITEM 5: California Schools of Pharmacy Proposal to Identify the 
Professional Competencies that Should Be Achieved by the 
End of Basic Intern Experience 

FOR INFORMATION: 

From January through April, the board participated in a joint project of California's 
pharmacy schools to develop and assess the competencies that pharmacy students 
should achieve by the end of the introductory pharmacy experience of 300 hours. This 
is part of changes to intern experience objectives made by the Accreditation Council for 
Pharmacy Education, which accredits US schools of pharmacy. Board Member Susan 
Ravnan, and Virginia Herold and Anne Sodergren have attended the three work 
sessions held for this purpose since the beginning of the year. 

The next phase of the project began in June 2007 and involved the schools developing 
an exam to assess student achievement of the basic competencies. The workgroup 



hopes to complete the process in time for incorporation during the 2007-08 academic 
year. 

In Attachment 5 is the copy of the proposed competencies developed by the 
workgroup as well as a letter from Mary Anne Koda-Kimble of UCSF's School of 
Pharmacy. Dr. Koda-Kimble has requested that the board affirm its agreement with this 
document. 

Discussion at the September 5, 2007 committee meeting included concern about the 
board's role in affirming agreement with this document, as the board does not normally 
become involved in curriculum development. The recommendation from the committee 
was that Dr. Koda-Kimble's letter be retuned to the board in October for discussion. 

ITEM 6: Request to Add the Exam for the Certification of Pharmacy of 
Pharmacy Technicians 

FOR INFORMATION: 

In October 2006, the board voted to review the ExCPT exam, which is a competing 
examination to the PTCB exam, both of which assess the knowledge of pharmacy 
technicians. In California the PTCB exam has been specified in law as one way to 
qualify for licensure as a pharmacy technician. The other methods are: 

• 	 Possessing an associate's degree in pharmacy technology 
• 	 Completing a course of training specified by the board in regulations (accredited 

by ASHP, provided by the armed forces or at least 240 hours of instruction 
covering specific topics) 

• 	 Graduating from a school of pharmacy accredited by the board. 

Since October 2006 the board has sought a psychometric evaluation of the ExCPT 
examination to assure this exam fits the requirements of Business and Professions 
Code section 139 for job relatedness. The board had hoped to use the Office of 
Examination Resources in the Department of Consumer Affairs to perform this function. 
However, since October, the department's Office of Examination Resources has been 
without staff that possesses PhDs in psychometric evaluation disciplines. Recruitment 
for such a position has been difficult, and the positions are still not filled. 

In late April, Executive Officer Herold began a solicitation for an independent contractor 
to review materials for the ExCPT and PTCB exams to assure both are job related. 

The board had hoped the two exam vendors would pay for the evaluation of the 
respective exams and the reports come to the board. 

To use the ExCPT exam as a qualifying method for pharmacy technician licensure, 
either a statutory or a regulation amendment needs to be adopted. 



Additionally, CSHP and CPhA are initiating a study of intern qualifications and 
experience, and whether current requirements are sufficient to adequately prepare 
pharmacy technicians for the responsibilities of working in a pharmacy. 

The committee tabled this matter pending the recommendations for changes in 
pharmacy technician currently underway. 

ITEM 7: Competency Committee Report 

1. Examination Statistics: 

FOR INFORMATION: 

In Attachment 6 are the biannual examination statistics for the CPJE and for those 
qualified in California who have taken the NAPLEX. The period of this report runs from 
April 1 through August 31,2007. 

Currently underway is a quality assurance review of the examination that was initiated 
on September 1. The required review is nearly completed and the board hopes to be 
able to release results in early November. 

2. NAPLEX Compromised, Suspended and Reactivated 

FOR INFORMATION: 

I n August, the National Association of Boards of Pharmacy learned that the NAPLEX 
had been compromised, and ceased administration of this examination nationally on 
August 25. 

The compromise occurred in Georgia, and also resulted in the suspension of the 
administration of the Georgia MPJE. 

On October 5, national administration of the NAPLEX resumed about one month earlier 
than projected. 

Material on the compromise is provided in Attachment 7. 

3. Proposed Amendment to 16 CCR Sections 1721 and 1723.1 Regarding Dishonest 
Conduct On a Pharmacist Licensure Examination 

FOR ACTION: 

The committee considered proposed amendments to 16 CCR 1721 and 1723.1 that 
would strengthen the penalty an applicant would incur for dishonest conduct during an 
examination as well as further clarify the penalty an applicant would incur for conveying 
or exposing any part of the licensing examination. 



This recommendation was generated from the board's competency committee, which is 
responsible for the development of the CPJE examination. According to the board's 
current exam psychometrician, the cost to generate a new test item is $2000/item. 
Compromised test items pose not only a financial loss to the board, but also inhibit the 
board's ability to test for minimum competency and if an otherwise incompetent 
applicant passes the exam because the exam has been compromised; such a breach is 
a public safety issue. 

As recent as September 2005, the board disciplined two licensees for compromising the 
board examination and is currently working the NABP to address allegations of a recent 
candidate who allegedly cheated on the NAPLEX while attempting to qualify for a 
pharmacist license in California. 

The committee recommends that the board approve the proposed language to 
strengthen the penalty of dishonest conduct by applicants by amending 16 CCR 
Sections 1721 and 1723.1. The proposed language is included in Attachment 8. 

ITEM 8: CREIGHTON UNIVERSITY'S WEB-BASED PHARMD 
PROGRAM 

FOR INFORMATION: 

Board staff learned that the ACPE has approved its first online PharmD program. 
This program is being offered by Creighton University, which also offers a 
traditional PharmD program. 

According to the ACPE, this online program began in 2000. ACPE determined 
this education pathway follows the same standards as the traditional PharmD 
program and as such obtained the same approval and accreditation as the 
traditional program. 

Attachment 9 contains some information provided on Creighton University's 
Web site. The committee reviewed these materials without comment. 

ITEM 9: MEETING SUMMARY OF THE SEPTEMBER 5, 2007 MEETING 

FOR INFORMATION: 

Minutes of the Licensing Committee Meeting held September 5,2007, appear as 
Attachment 10. 

ITEM 10: LICENSING STATISTICS 

FOR INFORMATION: 



Attachment 11 contains licensing statistics describing the Licensing Unit's processing 
activities for the first quarter of the fiscal year. 

ITEM 3: FIRST QUARTERLY REPORT ON COMMITTEE GOALS FOR 
2007/08 

FOR INFORMATION 

Attachment 12 contains the first quarterly report on the committee's strategic goals for 
2007/08. 



Attachment 1 


Proposed Regulation Requirements 

for Pharmacies that Compound 




§1716.1. Compounding Unapproved Drugs for Prescriber Office Use. 

As used in Business and Professions Code Section 40S2(a)(1), the following terms have the 
indicated meaning concerning the compounding of unapproved drugs for prescriber office use: 

(a) "Reasonable quantity" means that quantity of an unapproved drug 'tvhich: 
(1) is sufficient for that prescriber's office use consistent ...vith the expiration date of the 
product as set forth in section 1716.2(a)(3); and 
(2) is reasonable considering the intended use of the compounded medication and nature 
of the prescriber's practice; and 
(3) for any individual prescriber and for all prescribers taken as a whole, is an amount 
which the phannacy is capable of compounding in compliance with phannaceutical 
stm1dards for identity, strength, quality and purity of the compounded medication. 

(b) "Compounded medication" means medications actually compounded by the pharmacy 
supplying them to a prescriber. 
(c) "Prescriber office use" means application or administration in the prescriber's office, or 
for distribution of not more than a 72 hour supply to the prescriber's patients as estimated by 
the prescriber. 

Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4027, 4033, 
4050,4051,4052,4059, 4170 and 4171, Business and Professions Code. 

§1716.2. Record Requirements Compounding for Future Furnishing. 

(a) For the parpose of compmmding in quantities larger than required for immediate dispensing 
by a prescriber or for future dispensing upon prescription, a pharmacy shall maintain records that 
include, but are not limited to: 

(1) The date of preparation. 
(2) The lot numbers. These may be the manufacturer's lot numbers or nevI numbers assigned 
by the pharmacy. If the lot number is assigned by the pharmacy, the pharmacy must also 
record the original manufacturer's lot numbers and expiration dates, if known. If the original 
manufacturer's lot numbers and expiration dates are not knoVIll, the pharmacy shall record 
the source and acquisition date of the components. 
(3) The expiration date of the finished product. This date must not exceed 180 days or the 
shortest expiration date of any component in the finished product unless a longer date is 
supported by stability studies in the same type ofpackaging as furnished to the prescriber. 
Shorter dating than set forth in this subsection may be used if it is deemed appropriate in the 
professional judgment of the responsible pharmacist. 
(4) The signature or initials of the pharmacist performing the compounding. 
(5) l'£ fonnula for the compounded product. The formula must be maintained in a readily 
retrievable form. 
(6) The name(s) of the manufacturer(s) of the raw materials. 
(7) The quantity in units of finished products or grams ofra...v materials. 
(8) The package size and the number of units prepared. 

A-uthority cited: Section 4005, Business and Professions Code. Reference: Sections 4005, 4051, 
4059,4081 and 4332, Business and Professions Code. 

Article 4.5 Cenef'al Compounding 

§1735. Compounding in Licensed Pharmacies 

(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 
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(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 1751 et seq,), 

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections 
4005,4036,4037,4051, AA€l4052, and 4127, Business and Professions Code. 

§1735.1. Compounding Definitions 

(a) "Integrity" means retention of potency until the expiration date noted on the label. 

(b) "Potency" means active ingredient strength within +/- 10% of the labeled amount. 

(c) "Quality" means the=absence of harmful contaminants, including filth, putrid, or 
decomposed substances, and absence ofa!?¥ active ingredients other than those noted on 
the label. 

(d) "Strength" means amount of active ingredient per unit of a compounded drug product. 

Authority cited: Section~ 4005 and 4127, Business and Professions Code. Reference: Sections 
4005,4036,4037,4051, AA€l4052, and 4127, Business and Professions Code. 

§1735.2. Compounding Limitations and Requirements 

(a) Except as specified in (b) and (c), no drug product shall be compounded prior to receipt 
by a pharmacy of a valid prescription for an individual patient where the prescriber has 
approved use of a compounded drug product either orally or in writing. Where approval 
is given orally, that approval shall be noted on the prescription prior to compounding. 

(b) A pharmacy may prepare and store a limited quantity of a compounded drug product in 
advance of receipt of a patient-specific prescription where and solely in such quantity as 
is necessary to ensure continuity of care for an identified popUlation of patients of the 
pharmacy based on a documented history ofprescriptions for that patient population..==:A 
€}llalltity "1l€l€l€lSSWY ts €lIlSllf€l €lsatiooity sf €lW€l" is that atllSllat that might r€lassllooly €J€l 
€l}(fH:~€lt€l€l ts €J€l fU€lS€lri€J€l€l Wr th€l i€l€latiH€l€l }?ati€lllt }?s}?lllatisll 811 am' giV€l1l €lay. 

(c) Pursuant to Business and Professions Code section 4052(a)(1), a "reasonable quantity" of 
compounded drug product may be furnished to a prescriber for office use upon prescriber 
order, where "reasonable quantity" is that amount of compounded drug product that: 

(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 to the prescriber's patients, 
as estimated by the prescriber; and 

(2) is reasonable considering the intended use of the compounded medication and the 
nature of the prescriber's practice; and 

(3) for any individual prescriber and for all prescribers taken as a whole, is an 
amount which the pharmacy is capable of compounding in compliance with 
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phannaceutical standards for integrity, potency, quality and strength of the 
compounded drug product. I 

(d) A drug product shall not be compounded until the phannacy has first prepared a written 
master fonnula record that includes at least the following elements: 

(1) Active ingredients to be used. 
(2) Inactive ingredients to be used. 
(3) Process and/or procedure used to prepare the drug. 
(4) Quality reviews required at each step in preparation of the drug. 
(5) Post-compounding process or procedures required, if any. 
(6) Expiration dating requirements. 

(e) 	Where a phannacy does not routinely compound a particular drug product. the master 
fonnula record for that product 8}?€l€liH€l€i ill 8:i~€iivi8i€l1l (€i) may be recorded on the 
prescription document itself. 

(f) 	The phannacist perfonning or supervising compounding is responsible for the integrity, 
potency, quality, and labeled strength of a compounded drug product until it is dispensed. 

(g) All chemicals, bulle drug substances, drug products, and other components used for drug 
compounding shall be stored and used according to compendial and other applicable 
requirements to maintain their integrity, potency, quality, and labeled strength. 

(h) Every compounded drug product shall be given an expiration date representing the date 
beyond which, in the professional judgment of the phannacist perfonning or supervising 
the compounding, it should not be used. This "beyond use date" of the compounded drug 
product shall 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 than set forth in this subsection may be used if it is deemed 
appropriate in the professional judgment of the responsible phannacist. 

(i) 	 The phannacist perfonning or supervising compounding is responsible for the proper 
preparation, labeling, storage, and delivery of the compounded drug product. 

G) 	 Prior to allowing any drug to be compounded in a phannacy, the phannacist-in-charge 
shall complete a self-assessment fonn for compounding phannacies developed by the 
board (fonn 17m-39 rev. 8/09). The self assessment shall subsequently be perfonned 
before July 1 of each year, within 30 days of the designation of a new phannacist-in
charge, or within 30 days of the issuance of a new phannacy license. The primary 
purpose of the self-assessment is to promote compliance through self-examination and 
education. 

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections 
4005,4036,4037,4051, aft€l4052, and 4127. Business and Professions Code. 

I Moved from 1716.1 
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§1735.3. Records of Compounded Drug Products 

(a) For each compounded drug product, the pharmacy records shall inc1ude:a f€l€l€lf€!sRall €J€l 
ma€!€l aft€! k€l):?t that ill€llll€!€lS at l€last: 

(1) The int0rmati€lll f€l€.111if€l€! f€lf a master formula record. 
(2) The date the drug product was compounded. 
(3) The identity of the pharmacy personnel who compounded the drug product. 
(4) The identity of the pharmacist reviewing the final drug product. 
(5) The quantity of each component used in compounding the drug product. 
(6) The SUfJfJli€lf manufacturer or supplier and lot number of each component. 
(7) The equipment used in compounding the drug product. 
(8) A pharmacy assigned TR€l il1t€lmal reference or lot ~ number for the 

compounded drug product. 
(9) The expiration date of the final compounded drug product. 

(10) The quantity or amount of drug product compounded. 2 

(b) Pharmacies shall maintain records of the proper acguisition, storage, and destruction of 
chemicals, bulk drug substances, drug products, and components used in compounding. 

(c) Chemicals, bulk drug substances, drug products, and components used to compound drug 
products shall be obtained from reliable suppliers. The pharmacy shall acguire and retain 
any available certificates ofpurity or analysis for chemicals, bulk drug substances, drug 
products, and components used in compounding. Certificates of purity or analysis are not 
required for drug products that are approved by the Food and Drug Administration. 

(d) Pharmacies shall maintain and retain all records reguired by this article in the pharmacy 
in a readily retrievable form for at least three years from the date the record was created. 

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections 
4005,4036,4037,4051, an€l4052, and 4127, Business and Professions Code. 

§1735.4. Labeling of Compounded Drug Products 

(a) 	In addition to the labeling information reguired under Business and Professions Code 
section 4076, the label of a compounded drug product shall contain the generic name(s) 
of the principal active ingredient(s). 

(b) A statement that the drug has been compounded by the pharmacy shall be included on the 
container or on the receipt provided to the patient. 

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

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections 
4005,4036,4037,4051, an€l4052, 4076 and 4127, Business and Professions Code. 

§1735.5. Compounding Policies and Procedures 

(a) Any pharmacy engaged in compounding shall maintain a written policy and procedure 
manual for compounding that establishes procurement procedures, methodologies for the 
formulation and compounding of drugs, facilities and eguipment cleaning, maintenance, 
operation, and other standard operating procedures related to compounding. 

2 Imported in modified form from 1716.2 
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(b) The policy and procedure manual shall be reviewed on an annual basis by the pharmacist
in-charge and shall be updated whenever changes in processes are implemented. 

(c) The policy and procedure manual shall include the following 

(1) Procedures for notifying staff assigned to compounding duties of any changes in 
processes or to the policy and procedure manual. 

(2) 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. 

(3) The procedures for maintaining, storing, calibrating, cleaning, and disinfecting 
equipment used in compounding, and for training on these procedures as part of the 
staff training and competency evaluation process. 

(4) Documentation of the methodology used to test integrity, potency, quality, and 
labeled strength of compounded drug products. 

(5) Documentation of the methodology used to determine appropriate expiration dates for 
compounded drug products. 

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections 
4005,4036,4037,4051, 00€l4052, and 4127, Business and Professions Code. 

§1735.6. Compounding Facilities and Equipment 

(a) Any pharmacy engaged in compounding shall maintain written documentation regarding 
the facilities and equipment necessary for safe and accurate compounded drug products. 
Where applicable, this shall include records of certification(s) of facilities or equipment. 

(b) Any equipment used to compound drug products shall be stored, used, and maintained in 
accordance with manufacturers' specifications. 

(c) Any equipment used to compound drug products shall be calibrated prior to use to ensure 
accuracy. Documentation of each such calibration shall be recorded in writing and these 
records of calibration shall be maintained and retained in the pharmacy. 

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections 
4005,4036,4037,4051, 00€l4052, and 4127, Business and Professions Code. 

§1735.7. Training of Compounding Staff 

(a) Any pharmacy engaged in compounding shall maintain written documentation sufficient 
to demonstrate that pharmacy personnel have the skills and training required to properly 
and accurately perform their assigned responsibilities relating to compounding. 

(b) The pharmacy shall develop and maintain an on-going competency evaluation process for 
pharmacy personnel involved in compounding, and shall maintain documentation of any 
and all training related to compounding undertaken by pharmacy personnel. 

(c) Pharmacy personnel assigned to compounding duties shall demonstrate knowledge about 
processes and procedures used in compounding prior to compounding any drug product. 

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections 
4005,4036,4037,4051, 00€l4052, and 4127, Business and Professions Code. 

§1735.8. Compounding Quality Assurance 
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(a) Any phannacy engaged in compounding shall maintain, as part of its written policies and 
procedures, a written quality assurance plan designed to monitor and ensure the integrity, 
potency, quality, and labeled strength of compounded drug products. 

(b) The quality assurance plan shall include written procedures for verification, monitoring, 
and review of the adequacy of the compounding processes and shall also include written 
documentation of review of those processes by qualified phannacy personnel. 

(c) The quality assurance plan shall include written standards for qualitative and quantitative 
integrity, potency, quality, and labeled strength analysis of compounded drug products. 
All qualitative and quantitative analysis reports for compounded drug products shall be 
retained by the phannacy and collated with the compounding record and master fonnula. 

(d) The quality assurance plan shall include a written procedure for scheduled action in the 
event any compounded drug product is ever discovered to be below minimum standards 
for integrity, potency, quality, or labeled strength. 

Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections 
4005,4036,4037,4051, ami 4052, and 4127. Business and Professions Code. 
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Article 7 Sterile Injectable Compounding 

§1751. Sterile Injectable Compounding; Compounding Area. 

ill Any pharmacy engaged in compounding sterile injectable drug products shall conform to 
the parameters and requirements stated by Article 4.5 (Section 1735 et seq.), applicable to 
all compounding, and shall also conform to the parameters and requirements stated by 
this Article 7 (Section 1751 et seq.), applicable solely to sterile injectable compounding . 

.QD. +he Any pharmacy doing sterile iniectable compounding shall have a designated area for 
the preparation of sterile injectable products which shall meet the following standards: 

(1) Clean Room and Work Station Requirements, shall be in accordance with Section 
490A.3.1 of Title 24, Part 2, Chapter 4A of the California Code ofRegulations. 

(2) Walls, ceilings and floors shall be constructed in accordance with Section 490A.3 
of Title 24, Part 2, Chapter 4A of the California Code ofRegulations. 

(3) 	Be ventilated in a manner in accordance with SectiOn 505.12 of Title 24, Part 4, 
Chapter 5 of the California Code of Regulations. 

(4) 	Be certified annually by a qualified technician who is familiar with the methods 
and procedures for certifying laminar air flow hoods and clean room 
requirements, in accordance with standards adopted by the United States General 
Services Administration. Certification records must be retained for at least 3 
years. 

(5) The pharmacy shall be arranged in accordance with Section 490A.3 of Title 24, 
Part 2, Chapter 4A of the California Code of Regulations. Items related to the 
compounding of sterile iniectable products within the compounding area shall be 
stored in such a way as to maintain the integrity of an aseptic environment. 

(6) A sink shall be included in accordance in Section 490A.3.4 of Title 24, Part 2, 
Chapter 4A of the California Code of Regulations. 

(7) There shall be a refrigerator and/or freezer of sufficient capacity to meet the 
storage requirements for all material requiring refrigeration. 

!£l Any pharmacy compounding a sterile iniectable product from one or more non-sterile 
ingredients shall comply with Business and Professions Code section 4127.7. 

Authority cited: Section§ 4005 and 4127, Business and Professions Code. Reference: Section~ 
4005,4036,4037,4051, 4052, 4127 and 4127.7, Business and Professions Code; and Section 
18944(a), Health and Safety Code. 

§1751.3. 1751.1. Sterile Injectable Recordkeeping Requirements.3 

(a) Pharmacies compounding sterile injectable products for future use pursuant to section 
1716.1 1735.2 shall, in addition to those records required by section 1716.2 1735.3, have 
make and keep records indicating the name, lot number, amount, and date on which the 
products were provided to a prescriber. 

(b) In addition to the records required by section 1735.3 and subdivisions (a), for sterile 
products compounded from one or more non-sterile ingredients .. the following records 
must be maintained for at least three years made and kept by the pharmacy: 

(1) The training and competency evaluation of employees in sterile product 
procedures. 

(2) Refrigerator and freezer temperatures. 
(3) Certification of the sterile compounding environment. 

3 Relocated from 1751.3 to 1751.1 to conform to sequence of Article 4.5. 
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(4) Other facility quality control logs specific to the pharmacy's policies and 
procedures (e.g., cleaning logs for facilities and equipment). 

(S) Inspection for expired or recalled pharmaceutical products or raw ingredients. 
(6) Preparation records including the master work sheet, the preparation work sheet, 

and records of end-product evaluation results. 

(c) Pharmacies shall maintain records of validation processes as required by Section 1751.7 
(b) for three years Pharmacies shall maintain and retain all records required by this article 
in the pharmacy in a readily retrievable form for at least three years from the date the 
record was created. 

Authority cited: Section~ 400S and 4127, Business and Professions Code. Reference: Section~ 
400S, 4036, 4037, 40S1, 40S2, and 4127, Business and Professions Code. 

§1751.2. Sterile Injectable Labeling Requirements.4 

In addition to existing labeling requirements to the labeling information required under Business 
and Professions Code section 4076 and section 173S.4, a pharmacy which compounds sterile 
injectable products shall include the following information on the labels for those products: 

(a) Telephone number of the pharmacy, except for sterile injectable products dispensed for 
inpatients of a hospital pharmacy. 

(b) Name and concentrations of ingredients contained in the sterile injectable product. 

(c) Instmctions for storage and handling. 

(d) All cytotoxic agents shall bear a special label which states "Chemotherapy -Dispose of 
Properly." 

Authority cited: Section~ 400S and 4127, Business and Professions Code. Reference: Section§ 
400S, 4036, 4037, 40Sl, 40S2, 4076 and 4127, Business and Professions Code. 

§1751.02. 1751.3. Sterile Injectable Policies and Procedures. 5 

ill \Vritten policies and procedures associated vlith the pharmacy's preparation and 
dispensing of sterile injectable products shall include, but not be limited to Any pharmacy 
engaged in compounding sterile injectable dmg products shall maintain a written policy 
and procedure manual for compounding that includes, in addition to the elements 
required by section 173S.S, written policies and procedures regarding the following: 

(1) Compounding, filling, and labeling of sterile iniectable compounds. 
(2) Labeling of the sterile ini ectable product based on the intended route of 

administration and recommended rate of administration. 
(3) Equipment and supplies. 
(4) Training of staff in the preparation of sterile injectable products. 
(S) Procedures for handling cytotoxic agents. 
(6) Oualitv assurance program. 
(7) Record keeping requirements. 

4 The order of the sections has been changed, but this section retains its original section number. 
5 These sections have been consolidateq and renumbered to reduce confusion; they have also been reordered to 
conform to the sequence of these subj ect areas in Article 4.5. 
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(hl The ingredients and the compounding process for each preparation must be determined in 
writing before compounding begins and must be reviewed by a pharmacist. 

W Pharmacies compounding sterile iniectable products shall have written policies and 
procedures for the disposal of infectious materials andlor materials containing cytotoxic 
residues. The procedures shall include cleanup of spills and shall be in conformance with 
local health jurisdiction.6 

@ 	Pharmacies compounding sterile iniectable products from one or more non-sterile 
ingredients must have written policies and procedures that comply with the following: 

(1) All written policies and procedures shall be immediately available to all 
personnel involved in these activities and board inspectors. 

(2) All personnel involved must read the policies and procedures before 
compounding sterile iniectable products, and any additions, revisions, and 
deletions to the written policies and procedures must be communicated to all 
personnel involved in sterile compounding. 

(3) Policies and procedures must address at least the following: 
(A) 	 Competency evaluation. 
(B) 	 Storage and handling of products and supplies. 
(C) 	 Storage and delivery of final products. 
(D) 	 Process validation. 
(E) 	 Personnel access and movement of materials into and near the controlled 

area. 
(F) 	 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 cleanrooms, and barrier 
isolator workstations). 

(G) 	 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 and the alternation of disinfectants in lieu of 
complying with this subdivision. 

(H) 	 Disposal ofpackaging materials, used syringes, containers, and needles to 
enhance sanitation and avoid accumulation in the controlled area. 

(1) 	 For sterile batch compounding, written policies and procedures must be 
established for the use of master formulas and work sheets and for 
appropriate documentation. 

(J) 	 Sterilization. 
(K) 	 End-product evaluation and testing. 

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

§1751.01. 1751.4. Facility and Equipment Standards for Sterile Injectable Compounding5 

from Non Sterile Ingredients. 

ill No sterile iniectable product shall be prepared compounded ifit is known, or reasonably 
should be known, that the compounding environment fails to meet criteria specified in the 
pharmacy's written policies and procedures for the safe compounding of sterile injectable 
drug products. 

6 This subdivision was moved and slightly modified from former section 1751.6, to consolidate similar provisions. 
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® 	During the preparation of sterile injectable products, access to the designated area or 
cleamoom must be limited to those individuals who are properly attired. 

ill All equipment used in the designated area or cleamoom must be made of a material that 
can be easily cleaned and disinfected. 

@ 	Exterior workbench surfaces and other hard surfaces in the designated area, such as 
walls, floors, ceilings, shelves, tables, and stools, must be disinfected weekly and after 
any unanticipated event that could increase the risk of contamination. 

ill Pharmacies preparing parenteral cytotoxic agents shall 00 do so in accordance with 
Section 4-11 06(b) of Title 24 of the California Administrative Code, requiring a laminar 
air flow hood. The hood must be certified annuallv bv a qualified technician who is- 
familiar with the methods and procedures for certifving laminar air flow hoods and clea.n 
room requirements, in accordance with National Sanitation Foundation Standard 49 for 
Class II (Laminar Flow) Biohazard Cabinetrv, as revised Mav, 1983 (available from the 
National Sanitation Foundation, 3475 Plymouth Road, P.O. Box 1468, Ann Arbor, 
Michigan 48106, phone number (313) 769-8010) or manufacturer's specifications. 
Certification records must be retained for at least 3 years.7 

Authority cited: Section~ 4005 and 4127, Business and Professions Code. Reference: Section§. 
4005,4036,4037,4051,4052, and 4127, Business and Professions Code; and Section 18944(a), 
Health and Safety Code. 

§1751.02. Policies and Procedures. 

fcl"Nritten policies and procedures associated with the phannacy's preparation and 

dispensing of sterile injectable products shall include, but not be limited to: 


(8) Compounding, filling, and labeling of sterile iniectable compounds. 
(9) Labeling of the sterile iniectable product based on the intended route of 

administration and recommended rate of administration. 
(10) Equipment and supplies. 
(11) Training of staff in the preparation of sterile injectable products. 
(12) Procedures for handling Cytotoxic agents. 
(13) Quality assurance program. 
(14) Record keeping requirements. 

ill The ingredients and the compounding process for each preparation must be determined in 
'Yvriting before compounding begins and must be revie'<"ed by a pharmacist. 

fg} Phannacies compounding sterile ini ectable products from one or more non sterile 
ingredients must have '<"ritten policies and procedures that comply 'vVith the following: 

(4) 	AJI '<witten policies and procedures shall be immediately available to all 
personnel involved in these activities and board inspectors. 

(5) 	 l'.:11 personnel involved must read the policies and procedures before 
compounding sterile iniectable products, and any additions, revisions, and 
deletions to the ',witten policies and procedures must be communicated to all 
personnel involved in sterile compounding. 

(6) Policies and procedures must address at least the following: 
(A) Competency &laluation. 
(B) Storage and handling of products and supplies. 
(C) Storage and delivery of final products. 

7 This subdivision was moved and slightly modified from former section 1751.1, to consolidate similar provisions. 

10 I 


~~~_.._._._~__.~__ ~__.__.______.___ ..__ ~___J
I 



ED) 	 Process validation. 
(E) 	 Personnel access and movement of materials into and near the controlled 

area-.
(F) 	 Use and maintenance of environmental control devices used to create the 

critical area for manipulation of sterile products (e.g., laminar airflo'tv 
v/orkstations, biological safety cabinets, class 100 cleanrooms, and barrier 
isolator workstations). 

(G) 	 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 and the alternation of disinfectants in lieu of 
complying '.vith this sllbdivision. 

(H) 	 Disposal of packaging materials, used svringes, containers, and needles to 
enhance sanitation and avoid accumulation in the controlled area. 

(I) 	 For sterile batch compounding, written policies and procedures must be 
established for the use of master formulas and 'NOrk sheets and for 
appropriate documentation. 

(J) 	 Sterilization. 
(K) 	 End product evaluation and testing. 

Authority cited: Section 4005, Business and Professions Code. Reference: Section 4005, 
Business and Professions Code. 

§17S1.1. Laminar Flow Biologieal Safety Cabinet. 

Phannacies preparing parenteral cytotoxic agents shall be in accordance "'lith Section 4 
1106(b) of Title 24 of the California j\:dministrative Code. The hood must be certified 
annually by a qualified technician who is familiar with the methods and procedures for 
certifying laminar air flO'N hoods and clean room requirements, in accordance 'Nith National 
Sanitation Foundation Standard 49 for Class II (Laminar Flow) Biohazard Cabinetry, as 
revised May, 1983 (wlailable from the National Sanitation Foundation, 3475 Plymouth Road, 
P.O. Box 1468, Ann Arbor, Michigan 48106, phone number (313) 769 8010) or 
manufacturer's specifications. Certification records must be retained for at least 3 years. 

Allthority cited: Section 4005, Business and Professions Code. Reference: Section 4005, 
Business and Professions Code; and Section 1 8944(a), Health and Safety Code. 

§17S1.2. Labeling Requirements. 

In addition to existing labeling requirements, a pharmacy which compounds sterile injectable 
products shall include the following information on the labels for those products: 

(e) Telephone number of the phannacy, except for sterile injectable products dispensed for 
inpatients of a hospital pharmacy. 

(f) Name and concentrations of ingredients contained in the sterile injectable product. 

(g) Instructions for storage and handling. 

(h) All cytotoxic agents shall bear a special label which states "Chemotherapy Dispose of 
Properly." 
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Allthority cited: Section 4005, Business and Professions Code. Reference: Section 4005, 
Bllsiness and Professions Code. 

§l751.3. Reeordkeeping Requirements. 

(d) Pharmacies compounding sterile injectable products for future use pursuant to section 
1716.1 1735,2 shall, in addition to those records required by section 1716.2 1735.3, have 
records indicating the name, lot number, amount, and date on vfflich the products were 
provided to a prescriber. 

(e) In addition to the records required by subdivisions (a), for sterile products compounded 
from one or more non sterile ingredients the following records must be maintained for at 
least three years: 

(7) The training and competency evaluation of employees in sterile product 
procedures. 

(8) Refrigerator and freezer temperatures. 
(9) Certification of the sterile compounding ew/ironment. 
(10) 	 Other facility quality control logs specific to the pharmacy's policies and 

procedures (e.g., cleaning logs for facilities and equipment). 
(11) 	 Inspection for expired or recalled pharmaceutical products or ra'vV 

ingredients. 
(12) 	 Preparation records including the master VlOrk sheet, the preparation work 

sheet, and records of end product evaluation results. 

(f) Pharmacies shall maintain records of validation processes as required by Section 1751.7 
(b) for three years. 

Authoritv cited: Section 4005, Business and Professions Code. Reference: Section 4005, 
Business and Professions Code 

§1751.4. 1751.5. Sterile Injectable Compounding Attire. 

(a) 	When preparing cytotoxic agents, gowns and gloves shall be worn. 

(b) When compounding sterile products from one or more non-sterile ingredients the 

following standards must be met: 


(I) 	Cleanroom garb consisting of a low-shedding coverall, head cover, face mask, 
and shoe covers must be worn inside the designated area at all times. 

(2) Cleanroom garb must be donned and removed outside the designated area. 
(3) Hand, finger, and wrist iewelry must be eliminated. Ifiewelry cannot be removed 

then it must be thoroughly cleaned and covered with a sterile glove. 
(4) Head and facial hair must be kept out of the critical area or be covered. 
(5) Gloves made oflow-shedding materials are required. 

(c) The requirements of this subdivision (b) do not apply if a barrier isolator is used to 
compound sterile injectable products from one or more non-sterile ingredients. 

Authority cited: Section~ 4005 and 4127, Business and Professions Code. Reference: Section§ 
4005,4036,4037,4051, 4052, and 4127, Business and Professions Code. 
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§1751.5. 1751.6. Training of Sterile Injectable Compounding Staff, Patient, and Caregiver. 

(a) Consultation shall be available to the patient andlor primarv caregiver concerning proper 
use of sterile injectable products and related supplies furnished by the pharmacy. 

(b) The pharmacist-in-charge shall be responsible to ensure all pharmacv personnel engaging 
in compounding sterile iniectable drug products shall have training and demonstrated 
competence in the safe handling and compounding of sterile iniectable products, 
including cytotoxic agents ifthe pharmacy compounds products with cytotoxic agents. 

(c) Records of training and demonstrated competence shall be available for each individual 
and shall be retained for three years beyond the period of employment. 

(d) The pharmacist-in-charge shall be responsible to ensure the continuing competence of 
pharmacy personnel engaged in compounding sterile injectable products. 

(e) Pharmacies that compound sterile products from one or more non-sterile ingredients must 
comply with the following training requirements: 

(1) The pharmacv must establish and follow a written program of training and 
performance evaluation designed to ensure that each person working in the 
designated area has the knowledge and skills necessarv to perform their assigned 
tasks properlv. This program of training and performance evaluation must address 
at least the following: 

(A) 	 Aseptic technique. 
(B) 	 Pharmaceutical calculations and terminologv. 
(C) 	 Sterile product compounding documentation. 
(D) 	 Oualitv assurance procedures. 
(E) 	 Aseptic preparation procedures. 
(F) 	 Proper gowning and gloving technique. 
(G) 	 General conduct in the controlled area. 
(H) 	 Cleaning, sanitizing, and maintaining equipment used in the controlled 

area. 
(1) Sterilization techniques. 
(J) Container, equipment, and closure system selection. 

(2) Each person assigned to the controlled area must successfullv complete practical 
skills training in aspetic technique and aseptic area practices. Evaluation must 
include written testing and a written protocol ofperiodic routine performance 
checks involving adherence to aspetic area policies and procedures. Each person's 
proficiencv and continuing training needs must be reassessed everv 12 months. 
Results of these assessments must be documented and retained in the pharmacy 
for three years. 

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

§1751.6. Disposal of Waste M~aterial. 

Pharmacies compounding sterile injectable products shall have written policies and 
procedures for the disposal of infectious materials and/or materials containing cytotoxic 
residues. The procedures shall include cleanup of spills and shall be in conformance ',vith 
local health jurisdiction. 
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§1751.7. Sterile Injectable Compounding Quality Assurance and Process Validation. 

(a) Any pharmacy engaged in compounding sterile injectable drug products shall maintain, 
as part of its written policies and procedures, a written qualitv assurance plan includin& 
in addition to the elements required bv section 1735.8, There shall be a documented, 
ongoing qualitv assurance program that monitors personnel performance, equipment. and 
facilities. Th@ @n€l13fe€lttet shall fl@ @mtmin@€l en a 13 erie€lie sam13lmg flasis as €l@t@rmme€l 
flY the 19harmaeist in ehare@ te aSSlif@ that it m@@ts f@€Ittif@€l S~@@iH@atiens. The Quality 
Assurance Program shall include at least the following: 

(1) Cleaning and sanitization of the parenteral medication preparation area. 
(2) The storage of compounded sterile iniectable products in the pharmacy and 

periodic documentation of refrigerator temperature. 
(3) Actions to be taken in the event of a drug recall. 
(4) Written iustification of the chosen expiration dates for compounded sterile 

iniectable products. 
(5) End-product testing and process validation procedures. 

(b) Each individual involved in the preparation of sterile iniectable products must first 
successfullv complete a validation process on technique before being allowed to prepare 
sterile iniectable products. The validation process shall be 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. The validation process shall 
be representative of all types of manipulations, products and batch sizes the individual is 
expected to prepare. The same personnel, procedures, equipment. and materials are must 
be involved. Completed medium samples must be incubated. Ifmicrobial growth is-
detected, then the sterile preparation process must be evaluated, corrective action taken, 
and the validation process repeated. Personnel competencv must be revalidated at least 
everv twelve months, whenever the qualitv assurance program yields an unacceptable 
result, when the compounding process changes, equipment used in the compounding of 
sterile iniectable drug products is repaired or replaced, the facilitv is modified in a 
manner that affects airflow or traffic patterns, or whenever improper aseptic techniques 
are observed. Revalidation must be documented. 

(c) Batch-produced sterile iniectable drug products compounded from one or more non
sterile ingredients shall be subiect to documented end product testing for sterilitv and 
pyrogens and shall be quarantined until the end product testing confirms sterility and 
acceptable levels ofpyrogens. 

(d) Batch-produced sterile to sterile transfers shall be subiect to periodic testing through 
process validation for sterilitv as determined by the pharmacist-in-charge and described 
in the written policies and procedures. 

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

§1751.9. 1751.8. Sterile Injectable Compounding Reference Materials. 

In any pharmacy engaged in compounding sterile injectable drug products, T!here shall be 
current and appropriate reference materials regarding the compounding of sterile injectable 
products located in or immediately available to the pharmacy. 

Authority cited: Section§. 4005 and 4127, Business and Professions Code. Reference: Section§. 
4005,4036,4037,4051, 4052, and 4127, Business and Professions Code. 
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D 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219, Sacramento, CA 95834 
Phone: (916) 574-7900 Fax: (916) 574-8618 
www.pharmacy.ca.gov 

STATE AND CONSUMER SERVICES AGENCY 
DEPARTMENT OF CONSUMER AFFAIRS 

ARNOLD SCHWARZENNEGGER, GOVERNOR 

COMMUNITY PHARMACY & HOSPITAL OUTPATIENT PHARMACY 

COMPOUNDING SELF·ASSESSMENT 


The California Code of Regulations section 1735.2 requires the pharmacist-in-charge of each pharmacy licensed 
under section 4037 or 4029 of the Business and Professions Code that compounds drug product to complete a 
self-assessment of the pharmacy's compliance with federal and state pharmacy law. The assessment shall be 
performed before July 1 of every odd-numbered year. The pharmacist-in-charge must also complete a self
assessment within 30 days whenever; (1) a new pharmacy permit has been issued, or (2) there is a change 
in the pharmacist-in-charge. The primary purpose of the self-assessment is to promote compliance 
through self-examination and education. 

The self-assessment must be competed in entirety and may be completed online, printed and retained in the 
pharmacy. Do not copy a previous assessment. 

Note: If a hospital pharmacy dispenses prescriptions for outpatient use, a Community Pharmacy & Hospital 
Outpatient Pharmacy Compounding Self-Assessment must be completed in addition to the Hospital 
Pharmacy Self-Assessment. 

Each self-assessment must be kept on file in the pharmacy for three years after it is performed. 

Pharmacy Name: 

Address: Phone: 

Ownership: Sale Owner 0 0 0 0 
0 0 __________________ 

Partnership Corporation LLC 
Non-Licensed Owner Other (please specify) 

Permit #: Exp. Date: Other Permit #: Exp. Date: 

Licensed Sterile Compounding Permit # or Accredited by:

DEA Registration #: Exp. Date: Date of DEA Inventory: 

Hours: Daily Sat Sun. 24 Hours 

PIC: RPH# Exp. Date: 

17M-39 (Rev 10/07) PIC 
1 Initials 

http:www.pharmacy.ca.gov


Pharmacy Staff (pharmacists, intern pharmacists, pharmacy technicians assigned to compounding duties): 
(Please use an additional sheet if necessary) 

2. RPH# Exp. Date: 

3. RPH# Exp. Date: 

4. RPH# Exp. Date: 

5. RPH# Exp. Date: 

6. RPH# Exp. Date: 

7. INT# Exp. Date: 

8. INT# Exp. Date: 

9. INT# Exp. Date: 

10. TCH# Exp. Date: 

11. TCH# Exp. Date: 

12. TCH# Exp. Date: 

13. TCH# Exp. Date: 

14. TCH# Exp. Date: 

15. TCH# Exp. Date: 

16. TCH# Exp. Date: 
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COMMUNITY PHARMACY & HOSPITAL OUTPATIENT PHARMACY 

COMPOUNDING SELF-ASSESSMENT 


All references to the California Code of Regulations (CCR) are to Title 16 unless otherwise noted. 

Please mark the appropriate box for each question. If "NO", enter an explanation on "CORRECTIVE ACTION OR 
ACTION PLAN" lines at the end of the section. If more space is needed, you may add additional sheets. 

COMPOUNDING 

1. Definitions (CCR 1735 and 1735.1) 

Yes No N/A 

DDD 	

DDD 	

DDD 	

DDD 	

DDD 	

The pharmacy compounds prescriptions as defined in CCR 1735. 

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

2. Compounded Limitations and Requirements (CCR 1735.2) 

The pharmacy does not compound drug product prior to receipt of a valid prescription unless 
under the following conditions. (CCR 1735.2[a]) 

Yes No N/A 

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. (CCR 1735.2[b]) 

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: 

Is sufficient for administration or application to patients in the prescriber's office or 
for distribution of not more than a 72-hour supply, (CCR 1735.2[c][1]) 

Is reasonable considering the intended use of the complounded medication and 
the nature of the prescriber's practice, (CCR 1735.2[c][2]) AND 

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. (CCR 1735.2[c][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]): 

Active ingredients used. 

Inactive ingredients used. 
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Process and/or procedure used to prepare the drug. 

Quality reviews required at each step in the preparation of the drug. 

Post-compounding process or procedures if required. 

Expiration dating requirements. 

DDD 

DDD 

DDD 

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]) 

All chemicals, bulk drug substances, drug products and other components for compounding are 
stored and used according to compendial and other applicable requirements to maintain their 
integrity, potency, quality and labeled strength. (CCR 1735.2 [g]) 

Compounded drug products are given an expiration date representing the date beyond which, in 
the professional judgment of the pharmacist, it should not be used as defined in CCR 1735.2 (h) 
and does not exceed 180 days from preparation or the shortest expiration date of any component 
in the compounded drug product. (CCR 1735.2[h]) 


CORRECTIVE ACTION OR ACTION PLAN: ______________________ 


3. Records of Compounded Drug Products (CCR 1735.3) 

Yes No N/A 

DOD 

DDD 	

A record for each compounded drug product includes the following (CCR 1735.3[a][1-1 0]): 

The master formula record. 

The date the drug product was compounded. 

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

The identity of the pharmacist reviewing the final drug product. 

The quantity of each component used in compounding the drug product. 

The manufacturer or supplier and lot number of each component. 

The equipment used in compounding the drug product. 

The pharmacy assigned reference or lot number for the compounded drug product. 

The expiration date of the final compounded drug product. 

The quantity or amount of drug product compounded. 

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]) 
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DDD Chemicals, bulk drug substances, drug products, and components used to compound drug 
products are obtained from reliable suppliers. (CCR 1735.3 [c]) 

DDD 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]) 

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

4. Labeling of Compounded Drug Products (CCR 1735.4) 

Yes No N/A 

DDD The label of the compounded drug product contains the generic name(s) of the principle active 
ingredient(s). (CCR 1735.4[a]) 

DOD 	 The prescription label contains all the information required in B&PC 4076. (CCR 1735.4[a] 

DOD 	 The container or receipt contains a statement that the drug has been compounded by the 
pharmacy. (CCR 1735.4[b]) 

DOD 	 Drug products compounded into unit-dose containers that are too small or otherwise impractical for 
full compliance are labeled with the name(s) of the active ingredient(s), concentration of strength, 
volume or weight, and expiration date. (CCR 1735.4[c]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

5. Compounding Policies and Procedures (CCR 1735.5) 

Yes No N/A 

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

Procurement procedures. 

Methodologies for the formulation and compounding of drugs. 

Facilities and equipment cleaning, maintenance and operations. 

Other standard operating procedures related to compounding. 

The policy and procedure manual is reviewed on an annual basis by the pharmacist-in-charge and 
is updated whenever changes in process are implemented. (CCR 1735.5 [b]) 

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]) 

DDD 

DDD 
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DDD 

DDD 

DDD 

DDD 

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[d]) 

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

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

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


CORRECTIVE ACTION OR ACTION PLAN: ______________________ 


6. Compounding Facilities and Equipment (CCR 1735.6) 

Yes No N/A 

DDD 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]) 

All equipment used to compound drug products is stored, used and maintained in accordance with 
manufacturers'specifications. (CCR 1735.6[bJ) 

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

Documentation of each calibration is recorded in writing and maintained and retained in the 
pharmacy. (CCR 1735.6[c]) 


DDD 

DDD 

DDD 

CORRECTIVE ACTION OR ACTION PLAN: ______________________ 


7. Training of Compounding Staff (CCR 1735.7) 

Yes No N/A 

DDD 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]) 

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

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

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]) 

DDD 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

8. Compounding Quality Assurance (CCR 1735.8) 

Yes No N/A 

DDD 

DDD 	

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

The pharmacy's quality assurance plan includes the written procedures and standards for the 
following: 

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]) 

Qualitative and quantitative integrity, potency, quality and labeled strength analysis of 
compounded drug products. (CCR 175.8[c]) 

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

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]) 

COMPOUNDING STERILE INJECTABLE DRUGS 

FOR PHARMACIES THAT COMPOUND STERILE INJECTABLE DRUGS 

Yes No N/A 

DDD Pharmacy has a board issued Licensed Sterile Compounding permit or has current accreditation 
from the Joint Commission on Accreditation of Healthcare Organizations, or other board approved 
accreditation agency. (B&PC 4127.1[a] and 4127.1[d]) 

LSC # _________ OR 

Name of accreditation agency ________________ 
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9. Compounding Drug for Other Pharmacy for Parenteral Therapy (B&PC 4123) 

Yes No N/A 

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

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

10. Sterile Injectable Compounding; Compounding Area (CCR 1751) 

Yes No N/A 

DDD 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: 

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

An ISO class 5 cleanroom (B&PC 4127.7[b]) 

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

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

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


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

(CCR 1751) 


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


A refrigerator of sufficient capacity to meet the storage requirements for all material 

requiring refrigeration. (CCR 1751) 


CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

11. Sterile Injectable Recordkeeping Requirements. (CCR 1751.1) 

Yes No N/A 

DDD 	 Pharmacy records are made and keptJor 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]) 
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DDD 	

DOD 	

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]) 

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


Refrigerator and freezer temperatures; 


Certification of the sterile compounding environment; 


Other facility quality control logs specific to the pharmacy's policies and procedures (e.g., 

cleaning logs for facilities and equipment); 


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


Preparation records including the master work sheet, the preparation work sheet, and 

records of end-product evaluation results. 


The pharmacy maintains and retains all records required in the pharmacy in a readily retrievable 
form for at least three years from the date the record was created. (CCR 1751.1 [c]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

12. Sterile Injectable Labeling Requirements (eeR 1751.2) 

Yes No N/A 

DDD The pharmacy's compounded sterile injectable product labels contain: (CCR 1751.2[a-d]) 

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

Name and concentrations of ingredients contained in the product; 

Instructions for storage and handling; and 

A special label that states "Chemotherapy-Dispose of Properly" for all cytotoxic agents. 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

13. Sterile Injectable Policies and Procedures (eeR 1751.3) 

Yes No N/A 

DDD The pharmacy has a written manual documenting the policies and procedures associated with the 
preparation and dispensing of sterile injectable products and includes: (CCR 1751.2[a][1-7]) 

Compounding, filling, and labeling of sterile injectable compounds; 

Labeling of the sterile injectable product based on the intended route of administration and 
recommended rate of administration; 
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Equipment and supplies; 


Training of staff in preparation of sterile injectable products; 


Training of patient and/or caregiver in the administration of compounded sterile injectable 

products; 


Procedures for the handling and disposal of cytotoxic agents; 


Quality assurance program; and 


Record keeping requirements. 


DDD 	

DDD 	

DDD 	

DDD 	

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

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]) 

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]) 

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

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

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

Competency evaluation; 


Storage and handling of products and supplies; 


Storage and delivery of final products; 


Process validation; 


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


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 c1eanrooms, and barrier isolator workstations; 


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; 


Disposal of packaging materials, used syringes, containers, and needles to enhance 

sanitation and avoid accumulation in the controlled area; 
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For sterile batch compounding, written policies and procedures for the use of master 
formulas and work sheets and for appropriate documentation; 

Sterilization; and 

End-product evaluation and testing. 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

14. Facility & Equipment Standards for Sterile Injectable Compounding (CCR 1751.4) 

Yes No N/A 

DDD The compounding environment meets criteria specified in the pharmacy's written policies and 
procedures for safe compounding of sterile injectable drugs. (CCR 1751.4[a]) 

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

All equipment used in the designated area or cleanroom is made of easily cleaned and disinfected 
material. (CCR 1751.4[c]) 

Exterior workbench surfaces and other hard surfaces in the designated area, such as walls, floors, 
ceilings, shelves, tables, and stools are disinfected weekly and after any unanticipated event that 
could increase risk of contamination (CCR 1751.4[d]) 

The preparation of parenteral cyctotoxic agents is done in accordance with Section 4-1 006(b) of 
Title 24 of the California Administrative Code and includes: (CCR 1751.4[e]) 

DDD 

DDD 

DDD 

DDD 

A laminar airflow hood, which is certified annually. 

Certification records are maintained for at least three years. 

CORRECTIVE ACTION OR ACTION PLAN: ______________________ 

15. Sterile Injectable Compounding Attire (CCR 1751.5) 

Yes No N/A 

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

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

ODD 

Clean room garb is donned and removed outside the designated area; (CCR 1751.5[b][2]) 
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Individuals in the cleanroom wear a low-shedding coverall, head cover, face mask, and 
shoe covers; (CCR 1751.5[b][1]) 


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]) 


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

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

CORRECTIVE ACTION OR ACTION PLAN: ______________________ 

16. Training of Sterile Injectable Compouding Staff, Patient, and Caregiver (CCR 1751.6) 

Yes No N/A 

Consultation is available to the patient and/or primary caregiver concerning proper use of sterile 
injectable products and related supplies furnished by the pharmacy. (CCR 1751.6[a]) 

The pharmacist-in-charge ensures that all pharmacy personnel engaging in compounding sterile 
injectable drug products has training and demonstrated competence in the safe handling of those 
products, including cytotoxic agents if the pharmacy compounds such agents. (CCR 1751.6[b]) 

Records of training and demonstrated competence are available for each individual and are 
retained for three years beyond the employment period. (CCR 1751.6[c]) 

The pharmacist-in-charge ensures the continuing competence of pharmacy personnel engaged in 
compounding sterile injectable products. (CCR 1751.6[d]) 

When compounding sterile products from one or more non-sterile ingredients, the pharmacy 
complies with the following training requirements: (CCR 1751.6[e]) 

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]) 

DOD 

DOD 

DOD 

DOD 

DOD 

DOD 

Aseptic technique; 


Pharmaceutical calculations and terminology; 


Sterile product compounding documentation; 


Quality assurance procedures; 


Proper gowning and gloving technique; 


General conduct in the controlled area; 
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Cleaning, sanitizing, and maintaining equipment used in the controlled area; 


Sterilization techniques; and 


Container, equipment, and closure system selection. 


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

Evaluation includes written testing and a written protocol of periodic routine performance 
checks involving adherence to aseptic area policies and procedures. (CCR 1751.6[e][2]) 

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

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

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

17. Sterile Injectable Compounding Quality Assurance and Process Validation (CCR 1751.7) 

Yes No N/A 

DDD 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]) 

The Quality Assurance Program contains at least the following: (CCR 1751. 7[a][1-4]) 

Cleaning and sanitization of the parenteral medication preparation area; 

The storage of compounded sterile injectable products in the pharmacy and periodic 
documentation of refrigerator temperature; 

Actions to be taken in the event of a drug recall; and 

Written justification of the chosen expiration dates for compounded sterile injectable 
products in accordance with CCR 1735.2[h]). 

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]) 

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]) 

The validation process is representative of all types of manipulations, products and batch 
sizes the individual is expected to prepare. (CCR 1751.7[b]) 
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The same personnel, procedures, equipment, and materials are involved. (CCR 1751.7[b]) 

Completed medium samples are incubated. (CCR 1751.7[b]) 

If microbial growth is detected, the sterile preparation process is evaluated, corrective 
action taken, and the validation process is repeated. (CCR 1751.7[b]) 

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]) 

DOD 	 Batch produced sterile injectable drug products compounded from one or more non-sterile 
ingredients are subject to documented end product testing for sterility and pyrogens and are 
quarantined until the end product testing confirms sterility and acceptable levels of pyrogens. (CCR 
1751.7[c]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

18. Sterile Injectable Compounding Reference Materials (CCR 1751.8) 

Yes No N/A 

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

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

Signature .. -~Y"7l~;t.:;';~ill:;-pj~ 
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2(MCGUFF 
COMPOUNDING 
PHARMACY 
SERVICES, INC.

October 4, 2007 

Virginia Herold 
Executive Director 
California State Board of Pharmacy 
1625 North Market Blvd., Suite N219 
Sacramento, CA 95834 

Dear Ms. Herold, 

I request an additional revision to the proposed compounding 
regulations. The California Sterile Compounding Regulations should 
contain a provision where the pharmacist-in-charge of sterile 
compounding is required to be licensed in the State of California. 

The purpose of having the pharmacist-in-charge of sterile 
compounding be licensed in California is to add an additional level of 
protection for California residents. 

By having the pharmacist-in-charge of sterile compounding be 
licensed in the State of California this will insure that the responsible 
pharmacist is thoroughly knowledgeable with the rules and regulations 
of California. 

Several other states have similar requirements. I know of at 
least Mississippi, New Mexico, Oklahoma, Washington, and Wyoming 
that require the pharmacist-in-charge to be licensed in their state. 

Please contact me if you need any additional information. 

Very best wishes, 

McGuff Compounding Pharmacy Services, Inc. 

tJ»L f~' 
William J. Blair, Pharm. D., MBA 
Director of Pharmacy Services 

McGOfF 

COMPOUNDING

PHARMACY 

SERVICES 

2921 W. MacArthur Blvd. 

Suite 142

Santa Ana, CA 92704-6929 

TOLL FREE: 877.444.1133 

TEL: 714.438.0536 

TOLL FREE FAX: 

877.444.1155 

FAX: 714.438.0520 

EMAIL: answers@mcguff.com 

mailto:answers@mcguff.com


Attachment 2 


Proposed Legislation for Pharmacists 

to Administer Immunizations 




4052. (a) Notwithstanding any other provision of law, a pharmacist may: 
1) Furnish a reasonable quantity of compounded drug product to a 
prescriber for office use by the prescriber. 
2) Transmit a valid prescription to another pharmacist. 
3) Administer, orally or topically, drugs and biologicals pursuant to a 
prescriber's order. 
4) Perform procedures or functions in a licensed health care facility as 
authorized by Section 4052.1. 
5) Perform procedures or functions as part of the care provided by a 
health care facility, a licensed home health agency, a licensed clinic in 
which there is a physician oversight, a provider who contracts with a 
licensed health care service plan with regard to the care or services 
provided to the enrollees of that health care service plan, or a physician, 
as authorized by Section 4052.2. 
6) Manufacture, measure, fit to the patient, or sell and repair dangerous 
devices or furnish instructions to the patient or the patient's representative 
concerning the use of those devices. 
7) Provide consultation to patients and professional information, including 
clinical or pharmacological information, advice, or consultation to other 
health care professionals. 
8) Furnish emergency contraception drug therapy as authorized by 
Section 4052.3. 
9) Initiate and administer immunizations pursuant to a protocol 'v'vith a 
prescriber as authorized by Section 4052.8. . 

(b) A pharmacist who is authorized to issue an order to initiate or adjust a 
controlled substance therapy pursuant to this section shall personally register 
with the federal Drug Enforcement Administration. 
(c) Nothing in this section shall affect the requirements of existing law relating to 
maintaining the confidentiality of medical records. 
(d) Nothing in this section shall affect the requirements of existing law relating to 
the licensing of a health care facility. 

4052.8 (a) A pharmacist may initiate and administer immunizations pursuant to a 
protocol with a prescriber or pursuant to the current Recommended Adult (19+) 
and Adolescent (7-18) Immunization Schedules, provided by the Centers for 
Disease Control and Prevention (CDC) pursuant to published recommendations 
of the CDC Advisory Committee on Immunization Practices. 
(b) Prior to administering an immunization pursuant to this section, a pharmacist 
shall have completed the American Pharmacists Association pharmacy-based 
immunization certificate program or another pharmacy-based immunization 
training program endorsed by the Centers for Disease Control and Prevention. 
(c) A pharmacist administering any immunization pursuant to this section shall 
also complete 3 hours of immunization-related continuing education coursework 
annually. Failure at any time to meet this requirement shall, in addition to any 
other sanctions, require the pharmacist to re-take the training identified in 
subdivision (b) prior to administration of any further immunization(s). 



(d) A pharmacist shall at all times maintain a current Basic Life Support 
certification. 
(e) At the time of administration of an immunization, the pharmacist shall: 

(1) Provide the patient or patient's agent with the appropriate Vaccine 
Information Statement for each immunization administered; and 
(2) Provide documentation of administration of the immunization to the 
patient's physician or primary care provider, if one can be identified. 

(f) Any pharmacist administering vaccines pursuant to this section may initiate 
and administer epinephrine by injection for severe allergic reactions. 
(g) Any adverse event shall be reported to the Vaccine Adverse Event Reporting 
System within the U.S. Department of Health and Human Services. 
(h) The pharmacist shall maintain an immunization administration record for each 
immunization, which includes the name of vaccine, expiration date, date of 
administration, manufacturer and lot number, administration site and route, 
Vaccine Information Statement date, and the name and title of the person 
administering, for the longer of the following periods: 

(1) Ten years from the date of administration; or 
(2) Three years beyond the patient's eighteenth birthday. 
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Vaccines & Immunizations 
Pu blications: 

ACIP Recommendations 

On This Page: 

I Comprehensive (R d t' I' t It' I II . )....................................................... ecommen a Ions app Ylng 0 mu Ip e or a vaccines 
I Vaccine-specific (Recommendations applying to a single vaccine or disease) 

Recently updated or added to this page: 

I VaricelliLRecommendations Updated (June 22, 2007) 

I Influenza Recommendations Updated (July :1.3, 20(7) 

I .M.§Dj.ngQ~Q~.~gJ..$.!,!.P.p.!§m.§nt. (August :1.0, 2007) 


xGet Email Updates 

Comprehensive Recommendations 

• 	 General Recommendations on Immunization (12/:1./06) 

"General Recormnendations on Immunization" 


,p"gJ...Y§.r.~JQJl~ 

• 	 Ag!dJ.t.(11/15/~,1,) 
"Update on Adult. Immunization" 
.pdf (not available) 
See a Iso: .MQmMMW.g.pl,J.P.U(;iJtjQJJ.~. 

• 	 M.QJ§~(;~nt (11,/'22/96) 
"Immunization of Aejolescents " 

.pdf version 

• 	 ,{:ombination Vaccines 

"Combination Vaccines for Childhood Immunization" (:5/14/99) 


.pdf version 

See also: FDA approval for combined Hep A and B vaccines 


• 	 Health-Care Workers 

"Imrnunization of Healthc,1re Workers" (12/26/91) 


.pdf version 

See a I so: J.nf!I,J~.r.rz.:.gViJc;;.(;!niJtJQJJ... Qf..H..~iJJtb.:Cgr.~.P.~.n?QJJ.n§J. 


• 	 Immunocompromised Persons (4/9/11l) 

"Use of Vaccines and Immune Globulins in Persons with Altered Immunocompetence" 


.pdf version 

.S.Jg~IJf~(;t.~,(:Qnt.rgJngj(;9.tJQn~t.~K,. (9/6/96) 
"Update: Vaccine Side Effects, Adverse Reactions, Contraindications, and Precautions" 

.,.P.g.tv~.r$.LQn 

.A$.~~~$.m~nt ..~E.~~gP.9(;k (:3/15/915) 
"Pro(lrammatic Strategies to Increase Vaccination Rates .. Assessment and Feedback of Provider-Based Vaccination Cov,lrage 
lnfonnation" 

. pdf version r.J (~IO to page 15) 

• 	 Vaccination and WIC (3/1.5/96) 
"Proorammatic Strate(lies to Increase Vaccination Coverage by A(le 2 Years .. Linkage of Vaccination and WIC Services" 

4&""1U ,pgLY~r~JQn (~Jo to page 13) 

OTOP 

http://www.cdc.gov/vaccines/pubs/ACIP-list.htm 10/512007 
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Recommended Adult Immunization Schedule, by Vaccine and Age Group 

UNITED STATES • OCTOBER 2006-SEPTEMBER 2007 


Ago group .. 19-49 years 50-64 years ~65 years
Vaccine '" 

Tetanus, diphtheria, ·aose I a 0005 er every I U yrs 
pertussis (Td/rdap)1;M 

Human papillomavirus (HPV)2 

Measles, mumps, rubella (MMR)3,. 

Varicella4,. 

Influenza5, • 

~ ;:iUDstltute 1 dose of rdap or rd 

13 doses (females)1 

1 or 2 doses 

L-__2_d_o_s_es--,-(O--,,_4_-_B_w_k_s..:..)_---'I ~ 

~11L-__________1_d_os_e~a_nn_u_a_I~IY~_________~1 

Pneuillococcal (polvsaccharide)G,7 


Hepatitis AS,'· 


Hepatitis 89,' 


Meningococcal lO 


..,,' " .. "-,,,.... -......-.¥~"--- ----~ -, ...",.".-...-"-....-.. ~•. - ..•~-"".• ~ -,'-~.--""~'~.. 

1 dose................... 

..........~Emmm,.,.~ 


. ....•... . ....···1 . 

'Covered by the VaccIne Injury Compensation Program. NOTE: These recommendations must be read with the footnotea isee reverse). 

, r----, Fur all porsolls In 1hls catllgory who moot tho nDo ~~ Reeommondod If 1i0lnO othor risk foetor Iii 
L-.-J requiromullts IIl1d who luck oVldellCD of Immullity ~ prosollt {Il,g., lin tllft bnsls IIf mudical. 

. (o.g" lar.k dliclImollln1ioli I)f vaccination or havD occullatlDnal, IIfustv1o, Dr other Indlr.o.llulIll)
110 avldenGo of prior infocfion) 

Thi, ,ch,dul. indlcat" the recommended age groups and madlcallndlcotions for routine administration of currentiy licansed vaccines for persons aged 2:19 years, as 01 October 1, 2006. Licensed 

combination vaccines may be usad whenev.r any components 01 the combination "elndicated and when tho Vllccllle's other componants ara not contraindicated. For detailed recommendations on 

all vacclnos. including those used prlmerily for trav,lers or that are issued during the year, consult the manufacturers' package inserts and the completo statem,nt, Irom the Advlsol\' Committeo on 

Immunization Practices (www.cdc.gov/nip/publications/acip·list.html. 

R.pOl1 oil clinically significant postvacclnatioll re.ctions to the Vaccine Adverse Event Reporting System (VAERSI. Reporting fomlS ond InstlUctions on filing aVAERS report are DvoHoble at 

www.v.ers.hhs.govorbytelephone, SOD·sn7967. 

hlformatlon on how to fila " Vaccine hliul\' r.ompens.tion Progrnm claim Is avall.ble at www.hrs•.gov/Vacclnecomponsalion or by telephone, 800·33S·2382. To file a claim for vaccine Injury, contoct 

the U.S. Court of Fedeml Claims, 717 Madison Place, N.W" Washington, D.C. 20005; telephone, 202·351.6400. 

Addilionnl infomllltion about the vaccines in this schedule and conlfoindications for vaccinalion is also availabl; at www.cdc,gov/nlp or from the CDC·INFO Contact Center at 

BOQ·COC·INFO ISOO.232.4636) in English and Spanish, 24 hours a day, 7doys a w",k. . 
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Tetanus, diphtheria, • ose I a DOOS er every I u yrs 
pertussis (Td/Tdap)I,. iSUbstltute 1 dose of rdap or I-d 

I··.. · 
3 doses for females through 8ge 26 yrs (0, 2, 6 mos)Human pap'illomavirus (HPV)2 I I 

Measles, mumps, rubella (MMR)3,. 1 or 2 doses I 

Varicella4.' 

InfluenzaS,*' II 1 dose annually 1!~11~_____-.___1_d_o_s_e-ra_n_nu_a_I--,IY~_,-____-J1 

•••I11••••IIL-___-,--...;2=-.:.;d..;,os;;,;e...;s_(:.c0i-.-'4_-B.:,-=:w:.;I:.;(s:!.)-r___--'J 1111Ilill.1111 2 doses I 

Hepatitis AS,'· 

Hepatitis 89,' I 

Meningococcal' 0 

~COVt~rod by (he VuccirlU Injury Componsiltlon Progl1lm. NOTE: lheas recommendutlons must be mad with thu footnotus (see reverse). 

r-----l for all persons In Ihls cotouorywho mooL tho ago ~ Recommonded If somo othortlsk factor Is ..Contraindicated
L--...J toqulrPmonts alld who laCK eVldoncQ of immunity ~ present lo,g., on fho besis of modlcnl, 

Approved hy !~g~v/d~~c~e~r~i~rfi~lf~~li~:l'lccillatiDn Dr hQVO ~,;.~,~upatiOnRl, IItestylQ, Qr nthor Imlir.alions) 
tho Advisory Commltton en Immunization P,"ctlces, "., ,.,. 

the Amanca" College of Obstetricians and GVllecologists, { ~~DEPARTMENT OF HEALTH ANO HUMAN SERV,C", '~l! 
tho American Academy of Family Physicians. ;. tum~ CENTERS FOR DISEAse CoNTROL AND PRe:YENTIO!i 

and the Amencan Collnge of Physicians <"'''," ..........._..., .. . 
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. 	 Footnotes 
Recommended Adult Immunization Schedule • UNITED STATES, OCTOBER 200G-SEPTEMBER 2007 

1. Tetanus, diphtheria, and acellular pertussis (Td/Tdap) vaccination. Adults 
with uncurtain histories 01 a compleie primary vaccination series with diphtheria and 
tetanus toxoid-contoining vaccines should begin or complete a primary vaccination series. 
Aprimary series for .dults is 3doses; administer the first 2doses at least 4weeks apart 
and thH third dose 6-12 months after the second. Administer a booster dOSH to adults who 
have completed a primary series and if the last vaccination was received ;::.10 years 
previously. Tdap or tetanus and diphtheria lTd) vaccine may be used; Tdap should replace a 
singlo doso of Td for adults aged <65 years who havo not previouslY received a dose of 
Tdep (either in the primary series, as a booster, or for wound management). Only one of two 
Tdop prodllcts (Adacel@[sanoO pasteur)) is licensed for use in adults. If the person is 
pregnant and received Iho last Td vaccination ;::.10 years previously, administer Td during 
the second or third trimester; if the person received the last Td vaccination In <10 years, 
administer Tdap during tllO immediate postpartum period. Aone-time administration of 
1dose ofTdap with an interval as short as 2yeers from a previous Td vaccination Is 
recommended lor postpartum women, close contacts of inlants aged <12 months. 
and all healthcare workers with direct patient contact. In certain situations, Td can be 
dflforred during prugn"nGY and Tdap substitulild in tho ImmllCliate postpartum period, or 
Tdap can be given instlled ond Lo a pregnant woman after on informed discussion with the 
womBn (see www.cdc.gov/nip/publications/acip-list.htm). Consult the ACIP statement for 
recommendations lor administering Td as prophylaxis in wound management 
(www.cdc.gov/mmwr/pmview/mmwrhtmI/00041645.htm). 

2. 	Human papilloma virus (HPV) vaccination. HPV vaccination is recommended for all 
WomlJll agod .$.26 YflBrs who have not Gompleted tho vaccine saries. Idoally, vaGcine should 
be administered bafore potential exposure to HPV through sexual ectivity; however, women 
who are sexually octive should still be vaccinated. Sexually active women who have not 
boon infected with any of the HPV vaoolne types receive the full benefit of the vaccination. 
Vaccination is less benaficial for women who have already been infected wiLh one or more 
of the four HPV vaccine types. Acomplete series consists of 3 doses. The second dose 
should he administored 2 months ahor the first dose; the third dose should be administemd 
6months after the first dose. Vaccination is not recommended during pregnancy. If a 
woman is lound to be pregnant after initiating the vaccination series, the remainder 01 the 
3-dosH regimen shoufd be delayed until aher completion of tho pregnancy. 

3. 	Measles, mumps, rubella (MMR) vaccination. Measles component: adults born 
before 1957 can be considered immune to measles. Adults bom during or after 1957 should 
receive 2:.1 dose of MMR unless Lhey have a medical contraindication, documentaLion of 
2:.1 dose, history 01 measles based on healthcare provider diagnosis, or laboratory evidence 
of immunity. Asecond dose of MMR is recommended for adults who 1) have been recently 
exposed to measles or in an outbreek setting; 2) have been previously vacoinatod with killed 
measles vaccine; 3) have been vaccinated with an unknown type of meesles vaccine during 
1963-191>7; 4) are students in postsecondary educational institutions; 5) work in . 
lihealthe"ra facility; or 6) plan to travlli internationally. Withhold MMR or other measills
containing vaccines from HfV-inlected per$ons with severe immunosuppression. 

Mumps componenl: adults born before 1957 can generally ba considered immune to 
mumps. Adults born during or after 1957 should receive 1dose of MMR unless they hava a 
medical contraindication, history of mumps bosed on healthcare provider diagnosis, or 
laboratory evidoncfl of immunity. AselCond dose of MMR is mGommflndad for adults who 
I) are in an age group that is affected during a mumps outbreak; 2) are students in 
postsecondary educational inst~utions; 3) work in a heelthcare facility; or 4) plan to travel 
intomationally. For·"nvaccinated healthcare workers bam before 1957 .who Mnot have· 
other evidence 01 mumps immunity, consider giving 1dose on a routine basisBnd strongly 
consider giving a second dose during an outbreak. RlJbella component: administer 1dose of 
MMR vaccim, to women whose nebella vaccinetion history is unreliable or who lack 
laboratory evidence 01· immuniLy. For women of childbearing age, regardless 01· birth year, 
routinely determine rubella immunity and counsel women regarding congenital rubelle 
syndromo. Do not vBGcinata women who are pregnant or who might becomo pregnant 
within 4.weeks of receiving vaccine. Women who do not heve evidence of immunity should 
receive MMB vaccine upon completion or termination 01 pregnancy and belore discharge 
from the healthcare lacility. 

4. Varicella vaccination. All adults without evidence 01 immunity to varicella should 
mGoiv" 2dosos 01 varicolla vaccine. Special consideration should be given to those who 
1) have close contact with persons at high risk for severe disease (e.g., haalLhoare workers 
and family contacLs of immunocompromised persons) er 2) ara at high risk for exposure or 
transmission (H.g., teaehflrs 01 young children; child care employees; residents and staff 
members of insLiLutional settings, inoluding correotional insLiLutions; colle(fe stUdents; 
military personnel; adolescents and adults living In households Wi~l children; nonpregnant 
women of childbearing oge; and inlemational travelers). Evidence of immunity to varicella in 
adults includes any of the following: 1) documentation of 2 doses of varicella vaccine at 
least 4weeks apart; 2) U.S.-born before 1980 [alLhough lor healthcare workers and pregnant 
women, birth before 1980 should nol be consIdered evidence of immunity); 3) history of 
varicella based on diegnosis or .vHrification of variflella by a healthcare provider (for a patient 
reporting a history 01 or presenting with an atypical case, a mild case, or both, healthcare 
providers shOUld seek either an epidemiologic link with a typical varicella case or evidence 
of laboratory confirmation, if it was performed at tile time of acute disease); 4) history of 
herpas zoster based on heelLhcere provider diagnosis; or 5) laboratory evidence of immuniLy 
or laboratory confirmation of disease. Do not vaccinate women who are pregnant or might 
bfl(:Omll pregnant within 4wflHks of recoiving thH vaccinfl. Assnss pregnant WOmllil for 
evidence of varioella immuniLy. Women who do not have evidence of immunity should 
receive dose 1 of varicella vaccine upon completion or termination of pragnancy and before 
discharge from the heaithcara facility. Dose 2 should be administered 4-8 weeks 
alter dose 1. 

5. 	Influenza vaccination. Medical indicanons: chronic disorders of the cardiovascular or 
pulmonary systems, including asUlIna; chronic metabolic diseases, including diabetes 
malliLus, renal dysfunotion, hemoglobinopaLhies, or immunosuppression (including 
immunosuppression caused by medications or HIV); any condition that compromises 
respiretory function or tho handling of. respiratory secretions or that can increase tho risk of 

aspiration (e.g.. cognitive dysfunction, spinal cord injury. or seizure disorder or other 
neuromuscular disorder); and pregnancy tl~ring the influenza season. No data oxist on the 
risk for severe or compliceted influenza disease emong persons with asplenia; however, 
infiuenz. is a risk factor for secondary bacteriel infections th.t can cause severe disease 
among persons with asplenia. Occupational indications: healthcare workers and employeHs 
01 long-term-care and assisted living facilities. Other indicadons: residents of nursing homes 
and other long-term-care and assisted living facilities; persons likely to transmit influenza to 

. persons at high risk (e.g., in-home household contacts end caregivers of children aged 
0-59 months, or persons of all ages with high-risk conditions); and anyone who would like 
to be vaccinated. Healthy, nonpregnant persons aged 5-49 yeers without high-risk medical 
conditions who are not contacts of severely immunocompromised persons in special care 
units can receive either intranasally adminisLered influenza veooine (FluMist®) or Inactiveted 
vaccine. Other persons should receive the inactivated vaccine. 

6. Pneumococcal polysaccharide vaccination. Medical indications: chronic disorders 
of the pulmonary system (excluding asthma); cardiovasoular diseases; diabetes mellitus; 
chronic liver diseases, including liver disease as e result of aloohol abuse (e.g.. cirrhosis); 
chronic renal failure or nephrotic syndrome; functional or anatomic asple·nia [e.g., sickle coli 
disease or spleneotomy [if eleotlve splenectomy is plonned, va9cinote at least 2weeks 
before surgeryl); immunosuppressive conditions [e.g., oongenital immunodeficienoy, HIV 
infection [vaccinete as close to diagnosis as possible when CD4 cell counts are highestl, 
leukemia, lymphoma, mUltiple myeloma, Hodgkin disease, generalized malignancy, or organ 
or bone marrow transplantation); chemotherapy with elkylating agents, antimetabolites, or 
high-dose, long-term corticostnroids; end cochlear implents. Other indications: Alaska 
Natives end oertain American Indian popUlations and residants of nursing homes or olhar 
long-term-care facilities. 

7. RevaccinatIon with pneumococcal polysaccharide vaccine. One-time 
revaccination after 5 years for persons with chronic renal failure or nephrotic syndrome; 
ftmctional or anatomic asplenia (e.g.. sickle cell disease or splenectomy); 
Immunosuppressive conditions (e.g.. congenilBl immunodeficiency, HIV inleotlon, leukemia, 
lymphoma, multiple myelol11e, Hodgkin disease, generalized malignancy, or organ or bone 
marrow transplantation); or ohemotherepy with alkylating egents. antimetabolites, or high
dose, long-term corticosteroids. For persons aged ;::.65 yeers, one-time revecclnation il they 
were vacoinated 2:.5 years previously and were aged < 65 years at the Lime of 
primary vaccination. 

8. Hepatitis A vaccination. Medical indications: persons with chronio liver disease and 
persons who receive clotting factor concentrates. Behavioral indications: menwho have sex 
with men and persons who usc illegal drugs. Occupational indications: persons working with 
hepatitis Avirus (HAV)-jnfected primates or with HAV in a research laboratory setting. 
Other indications: persons traveling to or working in countrias that have high or intermediate 
endClmlcity of hepatitis A(a list of countries is available at www.cdc.gov/traveVdiseasfls.htm) 
and any person who would like to obtain immunity. Current vaccines should be administered 

in a 2-dose schedule at either 0 and 6-12 months, or 0 and 6-1 Bmonths. If the combinod 
hepatitis Aand hepatitis 8 vaccine is used, administer 3 doses et 0, I, and Gmonths. 

g. Hepatitis B vaccination. Medical indications: persons with end-sLege renal disease, 
including patients raceiving hemodialysis; persons seeking evaluation or treatment for a 
s'llfually transmitted disease (STD); persens with HIV infection; persons with chronic liver 
disease; and persons who receive clotting factor concentrates. Occupational indications: 
healthcare workers and public-safety workers who are exposed to blood or other potentially 
infectious body fluids. Behavioral indications: sexually active persons who are not in a long
term, mutually monogamous relationship [I.e., persons witH> 1 sox partner during the 
previous 6 months); current or recent iniection-drug users; and men who have sax with 
men. Other indicanons: household contacts and sex partners of persons with chronic 
hepetitis BvinlS (HBV) infection; clients and staff mombers of institutions for persons with 
developmental disabilities; all clients of STD clinios; internotional trevelers to countries with 
high or intennediate prevalence of chronic HBV infection (e list of countries Is aveilable at 
www.cdc.gov/travel/diseases.htm); and any edult seeking protection from HBV infection. 
Settings where hepatitis Bvaccination is recommended for all adults: STo treetrnenL 
facilities; HIV testing and treatment facilities; facilities providing drug-obuse treatment ond 
prevention servioes; healthoare settings providing services for injoction-drug users or men 
who have sex with men; correctional laoilities; end-staga renal disease programs and 
facilities for chronic hemodialysis patients; and institutions and nonresidentiel daycare 
facilities for persons with developmental disabilitios. Special formillation indications: for adult 
patients reoeiving hemodielysis and oUler immunocompromisod adults, 1 dose 01 40 flIVI11L 
(Recombivax HB®) or 2doses of 20 flglmL (Engerix-B®). 

10.Meningococcal vaccination. Medical indications: adults with anatomic or hmctional 
asplenio, Or terminal complement component deficiencies. Other indications: lirst-year 
college students living In dormitories; microbiologists who are routinely exposad to Isolates 
of Neissoria meningitidi.~; military recn,lts; and persons who trevel to or live in Gountries in 
which meningoooocal disease is hyperendemio or epidemic (e.g., the "meningitis belt" of 
sub-Saharan Africa during the dry season [oecember-Junel). particularly ~ their contact 
with local popUlations will be prolonged. Vaccinetion is required by the govemmont of Seudi 
Arabia for all travelers to Mecca during the annllal Hajj. Meningococcal conjugete vaccine 
is preferred for adults with any 01 the preceding indications who are aged s.55 years, 
although meningococcel polysaccharide vaccino (MPSV4)Is an acceptable elternative. 
Revaccination after 5 years might be indicatad for adults previously vaccinate'd wiLh 
MPSV4 who remain at high risk for infection [e.g., persons residing in areas in which 
disease is epidemic). 

11.Selected conditions for which Haemophilus influenzae type b (Hib) 
vaccine may be used. Hib conjugate vaccines are licensed for children aged 
6 weeks-71 months. No efficacy data are available on which to base a recommendation 
concerning use of Hib vaccine for older children and adults with the chronic condiLions 
associated with an increased risk for Hib disease. However, studies suggest good 
immunogenicity in patients who have sicklo cell ~isease, leukemia, or HIV infection or who 
have had splenectomies; administering vaccine to these patients is not contraindicated. 

UHE! (If trAde names and commerciAl sourqas Is for Idelltiflcailon only Dnd doef~~~lmp,y endorsement by the U.S. Departmel1t of Health and Human Services. 
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Summary of Recommendations for Adult Immunization (Page 1 of 3) 

Vaccine name 
and route 

For whom vaccination is recommended i Schedule for vaccine administration
I(any vaccine can be given with another) 

Contraindications and precautions 
(mild illness is not a contraindication) 

Influenza 

Trivalent 
inactivated 

• Anyone wishing to reduce the likelihood of becoming ill with influenza_ 
• Persons age 50yrs and older

';)' 

• Persons with medical problems (e_g_, heart disease, lung disease, diabetes, renal 

Contraindication 
Previous anaphylactic reaction to this vaccine, 
to any of its components, or to eggs_ 

influenza dysfunction, hemoglobinopathy, immunosuppression) and/or people living in Precautions 

vaccine chronic care facilities_ • Moderate or severe acute illness_ 

(TIV) • Persons with any condition that compromises respiratory function or the handling of • History of Guillain-Barre syndrome (GBS) 

Give 1M 
respiratory secretions or that can increase the risk of aspiration (e_g_, cognitive 
dysfunction, spinal cord injury, seizure disorder, or other neuromuscular disorder)_ 

• Persons working or living with at-risk people_ 
• Women who will be pregnant during the influenza season (December-March)_ 
• All healthcare personnel and other persons who provide direct care to at-risk people_ 
• Household contacts and out-of-home caregivers of children ages 0-59m_ 
• Travelers at risk for complications of influenza who go to areas where influenza 

activity exists or who may be among people from areas of the world where there is 
current influenza activity (e_g_, on organized tours)_ 

• Persons who provide essential community services_ 
• Students or other persons in institutional settings (e_g_, dormitory residents)_ 

• Given every year in the fall or winter
• October and November are the usual 

months to give TIV 
• LAIV may be given as soon as it is 

available_ 
• Continue to give TIV and LAIV 

within 6wks of previous TIV 

-----------------------------
Influenza 

Live 
attenuated 
influenza 

• Healthy, non-pregnant persons age 49yrs and younger who meet any of the criteria 
listed below_ 
- Working or living with at-risk people as listed in the section above_ 
- Healthcare personnel or other persons who provide direct care ti'J at-risk people (except 

through the influenza season from 
December through March (including 
when influenza activity is present in 
the community) and at other times 
when the risk of influenza exists_ 

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

Contraindications 
• Previous anaphylactic reaction to this vaccine, 

to any of its components, or to eggs_ 
• Pregnancy, asthma, reactive airway disease or 

vaccine persons in close contact with severely immunosuppressed persqns)_ other chronic disorder of the pulmonary or 

(LAIV) - Household contacts and out-of-home caregivers of children ages 0-59m_ cardiovascular system; an underlying medical 

Give 
intranasally 

- Travelers who may be among people from areas of the world where there is current 
influenza activity (e_g_, on organized.tours)_ 

- Persons who provide essential community services. 
- Students or other persons in institutional settings (e_g_, dormitory residents). 

condition, including metabolic disease such as 
diabetes, renal dysfunction, and hemoglobin
opathy; a known or suspected immune defi
ciency disease or receiving immunosuppressive 
therapy; history of GBS_ 

- Persons who wish to reduce the likelihood of becoming ill with influenza. 
Precaution 
Moderate or severe acute illness_ 

Pneumococcal • Persons age 65yrs and older_ • Routinely given as a one-time dose; Contraindication 
poly- . • Persons who have chronic illness or other risk factors, including, chronic cardiac or pul administer if previous vaccination Previous anaphylactic reaction to this vaccine 

saccharide monary disease, chronic liver disease, alcoholism, diabetes, CSF leak, as well as people history is unknoWll_ or to any. of its components_ 

(PPV) living in special environments or social settings (including AlasIta Natives and certain • One-time revaccination is recommend- Precaution 

GivelMorSC 
American Indian populations)_ Those at highest risk of fatal pneumococcal infection are 
persons with anatomic asplenia, functional asplenia, or sickle cell disease; immunocom
promised persons including those with HIV infection, leukemia, lymphoma, Hodgkin's 
disease, multiple myeloma, generalized malignancy, chronic renal failure, or nephrotic 
syndrome; persons receiving immunosuppressive chemotherapy (including corticoster
oids); those who received an organ or bone marrow transplant; and candidates for or 
recipients of cochlear implants_ 

ed 5yrs later for persons at highest 
risk of fatal pneumococcal infection 
or rapid antibody loss (e_g_, renal 
disease) and for persons age 65yrs 
and older if the 1st dose was given 
prior to age 65 and 5yrs or more have 
elapsed since the previous dose_ . 

Moderate or severe acute illness. 

*This document was adapted from the recommendations of the Advisory Committee on Immunization Prac
tices (ACIP). To obtain copies of these recommendations, call the CDC-INFO Contact Center at (800) 232
4636; visit CDC's ·website at www.cdc_gov/nip/publications/ACIP-list.htm; or visit the Immunization Action 

Technical content reviewed by the Centers for Disease Control and Prevention. May 2007_ 

Coalition (IAC) website at www.immunize.org/acip_ This table is revised periodically_ Visit IAC's website 
at wwwjmmuuize.orgladultrules to make sure you have the most current versiou_ . 

www.immunize.orglcatg.d/p201Ib.pdf· Item #P2011 (5/07) 
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Summary .of Recommendations for Adult Immunization (continued) (Page 2 of 3) 

Vaccine name 
and route 

For whom" vaccination is recommended 
Schedule for vaccine administration 

(any vaccine can be given Witll another) 
Contraindications and precautions 
(mild illness is not a contraindication) 

Hepatitis B 
(Hep B) 
Give 1M 

• All persons through age ISyrs. 
• Any adult wishing to obtain immunity against hepatitis B viruS'infection. 
• High-risk persons, includIng household contacts and sex partners of HBsAg-p05i

tive persons; injecting drug users; sexually active persons not in a long-term, mu

• Three doses are needed on a 0, 1, 6m 
schedule. 

• Alternative timing options for vaccination 
include 0, 2, 4m and 0, I, 4m. 

Contraindication 
Previous anaphylactic reaction to this vac
cine or to any of its components. 

Precaution 

Brands may 
be used 

interchangeably. 

tually monogamous relationship; men who have sex with men; persons with HIV 
or a recently diagnosed STD; patients receiving hemodialysis and patients with 
renal disease that may result in dialysis; recipients of certain bJood products; 
healthcare personnel and public safety workers who are exposed to blood; clients 

• There must be 4wks between doses 
#1 and #2, and Swks between doses 
#2 and #3. Overall, there must be at least 
16wks between doses #1 and #3. 

Moderate or severe aCllte illness. 

and staff of institutions for the developmentally disabled; inmates of long-term • Schedule for those who have fallen be
correctional facilities; and certain international travelers. hind: If the series is delayed between 

• Persons with chronic liver disease. doses, DO NOT start the series over. 
Note: Provide serologic screening for immigrants from endemic areas. If patient is Continue from where you left off. 
chronically infected, assure appropriate disease management. Screen sex partners 
and household members; give Hep B at the same visit if not already vaccinated. FT' . ® (h t" A dB b'or Wlllnx epa IUS an com I-

Hepatitis A 
(HepA) 

• Anyone wishing to obtain immunity to hepatitis A virus infection. 
• Persons who travel or work anywhere except the U.S., Western Europe, New 

Zealand, Australia, Canada, and Japan. 

nation vaccine [GSK]) for patients 
ISyrs and older only: three doses are 
needed on a 0, 1, 6m schedule. An 

Contraindication 
Previous anaphylactic reaction to this vaccine 
or to any of its components. 

Give 1M • Persons with chronic liver disease, including persons with hepatitis B and C; accelerated schedule can also be used Precautions 
injecting and non-injecting drug users; men who have sex with men; people with at 0,7, 21-30d, and a booster at 12m. • Moderate or severe acute illness. 

Brands may 
be used 

interchangeably. 

clotting-factor disorders; persons who work with hepatitis A virus in experimental 
lab settings (not routine medical laboratories); and food handlers when health au
thorities or private employers detennine vaccination to be appropriate. 

• Two doses are needed. 
• The minimum interval between doses #1 

and #2 is 6m. 

• Safety during pregnancy has not been deter
mined, so benefits must be weighed against 
potential risk. 

Note: Prevaccination testing is likely to be cost effective for persons older than age 
40yrs, as well as for younger persons in certain groups with a high prevalence of 
hepatitis A virus infection. 

• If dose #2 is delayed, do not repeat dose 
#1. Just give dose #2. 

Td, Tdap 
(Tetanus, 

diphtheria, 
pertussis) 

• All adults who lack a history of a primary series consisting of at least 3 'doses of 
tetanus- and diphtheria-toxoid-containing vaccine. 

• A booster dose of tetanus- and diphtheria-toxoid-containing vaccine may be 
needed for wound management as early as 5yrs after receiving a previous dose, 
so consult ACIP recommendations. * 

• For persons who are unvaccinated or 
behind, complete the primary series with 
Td (spaced at 0, I-2m, 6-12m intervals). 
One dose of Tdap may be used for any 
dose if ages 19-64yrs. 

Contraindications 
• Previons anaphylactic reaction to this vaccine 

or to any of its components. 
• For Tdap only, history of encephalopathy 

within 7 days following DTPIDTaP. 
Give 1M • Using tetanus toxoid (TT) instead ofTd or Tdap is not recommended. 

• In pregnancy, when indicated, give Td or Tdap in 2nd or 3rd trimester. If not 
administered during pregnancy, give Tdap in immediate postpartum period. 

For Tdap only: • 
• All adults younger than age 65yr5 who have not already received Tdap. 
• Healthcare personnel who work in hospitals or ambulatory care settings and have 

direct patient contact and who have not received Tdap. 
• Adults in contact with infants younger than age 12m (e.g., parents, grandparents 

younger than age 65yrs, childcare providers, healthcare personnel) who have not 
received a dose of Tdap should be prioritized for vaccination. i 

• Give Td booster every lOyrs after the pri
mary series has been completed. For adults 
ages 19-64yrs, a I-time dose of Tdap is 
recommended to replace the next Td. 

• Intervals of 2yrs or less between Td and 
Tdap may be used if needed. 

Note: The two Tdap products are licensed 
for different age groups: Adace!''' (sanofi) for 
use in persons ages 11-64yrs and Boostrix® 
(GSK) for use in persons ages 
10-1Syrs. 

Precautions 
• Moderate or severe acute illness. 
• GBS within 6wks of receiving a previous 

dose of tetanus-toxoid-containing vaccine. 
• Unstable neurologic condition. 
.• History of arthus reaction following a previ

ous dose of tetanus- and/or diphtheria-toxoid
containing vaccine, including MCV4. 

Not~: Use of Tdffdap is not contraindicated in 
pregnancy. Either vaccine may be given during 
trimester #2 or #3 at the provider's discretion. 

Polio Not routinely recommended for persons age ISyrs and older. • Refer to ACIP recornrnendations* regard Contraindication 
(IPV) 

Give 1M orSC 

Note: Adults living in the U.S. who never received or completed a primary series 
of polio vaccine need not be vaccinated unless they intend to travel to areas 
where exposure to wild-type virus is likely (i.e., India, Pakistan, Afghanistan, and 

ing unique situations, schedules, and dos
ing information. 

Previous anaphylactic or neurologic reaction to 
this vaccine or to any of its components. 
Precautions 

certain countries in Africa). Previously vaccinated adults can receive one bOOster • Moderate or severe acute illness. 
dose if traveling to polio endemic areas. • Pregnancy. 
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Schedule for vaccine administration Contraindications and precautionsVaccine name For whom vaccination is recommended 
(any vaccine can be given with another) and route (mild illness is not a contraindication) 

• All adults without evidence of immunity. •Two doses are needed. ContraindicationsVaricella • Previous anaphylactic reaction to this vaccine orlo any of its components. Note: Evidence of immunity is defined as a history of two • Dose #2 is given 4-8wks after(Var) 
doses of varicella vaccine; born in the U.S. before 1980 dose #L • Pregnancy or possibility of pregnancy within 4wks. (Chickenpox) 
(exception: healthcare personnel and pregnant women); • rfVar and either MMR, LAIV, and/or • Persons immunocompromised because of malignancy and primary or. 

! 
Give SC a history of varicella disease or herpes zoster based on yellow fever vaccine are not given on acquired cellular immunodeficiency induding HIVIAIDS. (See MMWR 

healthcare provider diagnosis; laboratory evidence of tp.e same day, space them at least 28d 1999, VoL 48, No. RR-6.) Note: For those on high-dose immunosup
immunity; and/or laboratory confirmation of disease. pressive therapy, consultACIP recommendations regarding delay time.* apart 

• If the .second dose is delayed, do not Precautions 
repeat dose #1. Just give dose #2. • If blood, plasma, and/or immune globulin (IG or VZIG) were given in 

past 11m, see ACIP statement General Recommendations on Immuniza
tion* regarding time to wait before vaccinating . 

.. ~. 
• Moderate or severe acute illness. 

Contraindication• One dose is needed. 
Previons anaphylactic or nenrologic reaction to this vaccine or to any 

• College freshmen living in dormitories. Meningo
• If previous vaccine was MPSV 4, re-

of its components, induding diphtheria toxoid (for MCV 4). 
• Persons with anatomic or functional aspleoia or with termicoccal 

vaccinate after 5yrs if risk continues. 

(MCV4) 


nal complement component deficiencies. Conjugate vaccine 
Precautions• Revaccination after MCV 4 is not rec• Persons who travel to or reside in countries in which men
• Moderate or severe acute illness. 

"meningitis belt" of Sub-Saharan Africa). 
Give 1M ommended.ingococcal disease is hyperendemic or epidemic (e.g., the 

• For MCV4 only, history of GBS.• MCV4 is preferred over MPSV4 for Polysaccharide 
persons age 55yrs and younger, although 
MPSV4 is an acceptable alternative. 

• Microbiologists routinely exposed to isolates of N. meninvaccine 
gitidis. 


Give SC 

(MPSV4) 

Contraindications• One or two doses are needed. • Persons born in 1957 or later (especially those born out-MMR 
• Previous anaphylactic reaction to this vaccine or to any of its components. side the U.S.) should receive at least one dose of MMR • If dose #2 is recommended, give it(Measles, 

if there is no serologic proof of immunity or documenta • Pregnancy or possibility of pregnancy withiil4wks. no sooner than 4wks after dose #Lmumps, 
tion of a: dose given on or after the first birthday. • Persons immunocompromised because of cancer, leukemia, lymphoma, • If MMR and either Var, LAIV, and/ rubella) 

immunosuppressive drug therapy, induding high-dose steroids or radiation 
. Give SC 

• Persons in high-risk groups, such as healthcare person- or yellow fever vaccine are not 
nel, students entering college and other post-high school therapy. Note: HIV positivity is NOT a contraindication to MMR except 
educational institutions, and international travelers, 

given on the same day, space them 
for those who are severely immunocompromised. 

should receive a total of two doses. 
at least 28d apart. 

• If a pregnant woman is found to be Precautions 
• Persons born before 1957 are usually considered im rubella susceptible, administer • If blood, plasma, and/or immune globulin were given in past 11m, see 

mune, but proof of immunity (serology or vaccination) ACIP statement General Recommendations on Immunization* regarding 
may be desirable for health care personneL 

~R postpartum. 
,. time to wait before vaccinating. 

• Women of childbearing age who do not have acceptable • Moderate or severe acute illness. 
evidence of rubella immunity or vaccination. • History of thrombocytopenia or thrombocytopenic purpura. 


Note: IfPPD (tuberculosis skin test) and MMR are both needed but not 

given on same day, delay PPD for 4-6wks after MMR. 


Contraindication• T~rree doses are needed on a 0, 2, 6m • All previously unvaccinated women through age 26yrs. Human- Previous anaphylactic reaction to this vaccine or to any of its components. schedule.
papilIomavirus 

• The minimum interval between doses Precaution(HPV) 
#1 and #2 is 4wks, and between #2 Data on vaccination in pregnancy are limited. Vaccination should be de-Give 1M 
and #3 is 12wks. layed until after completion of the pregnancy. 

Zoster (shingles) ACIP has voted to recommend herpes zoster (shingles) vaccine for all persons age 60yrs and older who do not have contraindications. Provisional recommendations are 
(Zos) online at www.cdc.gov/nip/recs/provisional_recs. 


Give SC 


www.cdc.gov/nip/recs/provisional_recs


DEPARTMENT OF,HEALTH AND HUMAN SERVICES' CENTERS FOR DISEASE CONTROL AND PREVENTION 

Recommended Immunization Schedule for Persons Aged 7-18 YearS-UNITED STATES •2007 


Vaccine'¥' 
Age~ 7-10 

years 
11-12 
YEARS 

13-14 
years 

15 
years 

16-18 
years 

Tetanus, Diphtheria, Pertussis1 

Human Papillomavirus2 

MeningococcaP 

Pneumococcal4 

Influem:a 5 

Hepatitis AD 

Hepatitis 87 

Inactivated PoliovirusD 

Measles, Mumps, Rubella 9 

Varicella 10 

l1li 
Range of 
recommended 
ages .. 
Catch·up
immunization 

Certain 
high·risk 
groups 

This schedule indicates the recommended ages for routino administration of currently 
licensed childhood vaccines, as of December 1, 2006, for children aged 7-18 years. 
Additional information is available at hltp:!!www.cdc.yov!lIip!recs!child·schedule.htm. 
Any close not administered at the recommended age should be administered at any 
subsequent visit, when indicated and feasible. Additional vaccines may be' licensed 
and recommended during the year. Licensed combination vaccines may be used 
whenever any components of the combination are indicated and other components 

of the vaccine are not contraindicated and if approved by the Food and Drug 
Administration for that dose of the series. Providers should consult the respective 
Advisory Committee on Immunization Practices statement for detailed 
recommendations. Clinically significant adverse events that follow immunization 
should be reported to the Vaccine Adverse Event Reporting System (VAERS). 
Guidance about how to obtain and complete a VAERS form is available at 
hltp:!!www.vaers.hhs.gov or by telephone, 800·822·7967. 

1.Tetanus and diphtheria toxoids and acellular pertussis 
vaccine (Tdap). ' 

(Minimum age: 10 years for BOOSTR/X''' and 11 years for ADAGEL '") 

• Administer at age 11-12 years for those who have completed the 

recommended childhood DTP!DTaP vaccination series and have not received 
-- stetanus and diphtheria toxoids vaccine (Td) booster dose. 
• Adolescents aged 13-18 years who missed the 11-12 year TdlTdap booster 

dose should also receive a single dose of Tdap if they have completed the 
recommended childhood DTP!DTaP vaccination series. 

2. Human papillomavirus vaccine (HPV). (Minimum age: 9 years) 
• Administer the first dose of the HPV vaccine series to females at age 


11-,12 years. 

• Administer the second dose 2 1110nths after the first dose and the third dose 

6 1110nths after the first dose. 
• Adillinister the HPV vaccine series to females at age 13-18 years if not 

previously vaccinated. 

3. Meningococcal vaccine. (Minimum age: 11 vears for meningococcal 
conjugate vaccine (MGV4]; 2 years for meningococcal polvsaccharide vaccine 
I'MPSV4}) 
• Administer MCV4 at age 11-12 years and to previously unvaccinated 


adolescents at high school entry (at approximately age 15 years). 

• Administer MCV4 to previously unvaccinated college freshmen living in 

dormitories; MPSV4 is an acceptable alternative. 
• Vaccination against invasive meningococcal disease is recommended for 

children and adolescents aged;:: 2 years with terminal complement 
deficiencies or anatomic or functional asplenia and certain other high·risk 
groups. See MMWR 2005;54(No. RR-7):1-21. Use MPSV4 for children aged 
2-10 years and MCV4 or MPSV4 for older children, 

4. Pneumoco.ccal po.lysaccharide vaccine (PPV). (Minimum age: 2 years) 
• Administer for certain high-risk groups. See MMWR 1997;46(No. RR·S):1-24, 

and MMWR 2000;49(No. RR·9):1-35. 

5. Influenza vaccine. (Minimum age: 6 months for trivalsnt inactivated 

, influenza vaccine {TIV]; 5 years for live, attenuated influenza vaccine (LAW]) 


• Influenza vaccine is recommended annually for persons with certain risk factors, 
health-care workers, and other persons (including household members) in 
close contact with per§ons in groups at high risk. Se~ MMWR 2006;55 (No.
RR.10):1-41. - ... -- 0 

• For healthy persons aged 5-49 years. LAIV may be used as an alternative to TIV. 
• Children aged <9 years who are receiving influenza vaccine for the first time 

should receive 2doses (separated by 24 weeks for TIV and 2! 6weeks for LAIV). 

6. Hepatitis A vaccine (HepA). (Minimum age: 12 months) 
• The 2doses in the series should be administered at least 6 months apart. 
• HepA is recommended for certain other groups of children, including in areas 

where vaccination programs target older children. See MMWR 2006;55 (No, 
RR-7):1-23. 

. 7. Hepatitis B vaccine (HepB). (Minimum age: birth) 
• Administer the 3-dose series to those who were not previously vaccinated. 
• A2·dose series of Recombivax HB" is licensed for children aged 11-15 years. 

8. Inactivated poliovirus vaccine (IPV). (Minimum age: 6 weeks) 
• For children who received an all·IPV or all-oral poliovirus (OPV) series, a fourth 

dose is not necessary if the third dose was administered at age ~4,years. 
• If both OPV and IPV were administered as part of a series, a total of 

4 doses should be administered, regardless of the child's current age, 

9. Measles, mumps, and rubella vaccine (MMR). (Minimum age: 12months) 
• If not previously vaccinated, administer 2doses of MMR during any visit, with 

24 weeks between the doses. 

10.Varicella vaccine. (Minimum age: 12 months) 
• Administer 2doses of varicella vaccine to persons without evidence of immunity. 
• Adniinister 2 doses of varicella vaccine to persons aged < 13 years at least 

3 months apart. Do not repeat the second dose, if administered 228 days 
after the first dose. 

• Administer 2doses of varicella vaccine to persons aged;:: 13 years at least 
4 weeks apart, 

The Recommended Immunization Schedules for Persons Aged 0-18 Years are approved by the Advisory Committee on Immunization Practices (http://www.cdc.gov/nip/acip)' 
the American Academy of Pediatrics (http://www.aap.org), and the American Academy of Family Physicians (http://www.aarp.org). 

SAFER. HEALTHIER' PEOPLE'" . 

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

http:http://www.aarp.org
http:http://www.aap.org
http://www.cdc.gov/nip/acip
http:hltp:!!www.vaers.hhs.gov
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Haemophilus 
influenzae tYPIl b~ 

awl(s 

if first close administmed at age <12 months 
8 weel(s (as final dose) 

if first dose administered at age 12·14 months 
No further doses needed 

if first dose administered at age",15 months 
..................................................+.........· 
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PI10umococcai fi 

4 weel(s

if first dose administered at age <12 months 


and current age <24 months 

8 weel(s (as final dose) 


if' first dose administered at age ",12 months 

or current age 24-59 months 


No further doses needed 

for healthy children if first dose administered 


at age ",24 months 


8 weel(s
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4 weel(s 6 months 

4 weel(s'
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if current age?: 12 months ancl 

second dose administered at age <15 months 
No further doses needed 

8 weel(s (as final dose) 
This dose only necassary for 
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who received 3doses 
befora age 12 months 

If previous dose administered at ago?:15 ..............................................................+............................................ 

. 4 weel(s 

If current age <12 months 
8 weel(s (as final dose)

if current ege ;,: 12 months 
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Catch..up Immunization Schedule UNITED STATES· 2007 
for Persons Aged 4 Months-18 Years Who Start late or Who Are More Than 1 Month Behind 

The table below provides .catch-up schedules and minimum intervals between doses for children whose vaccinations have been delayed. A vaccine 
seriel' does not need to be restarted, regardless of the time that has elapsed between doses. Use the section appropriate for the child's age. 

1. Hepatitis B vaccine (HepB). (Minimum age: birth) 
• Administer the 3·dose series to those who were not previously vaccinated. 
• A 2·dose series of Recomblvax HB" Is licensed for children aged 11-15 years. 

2. RotnvirLls vnccine (Rota). (Minimum age: 6 weeks) 
• Do riot start the series later than age 12 weeks. 
• Administer the final dose in the series by age 32 weaks. Do not administer a dose 

laHlr than age 32 weeks. 
• Dala on safety and efficacy outside of these age ranges are insufficient. 

3. Diphtheria and tetanus toxoids and acellular pertussis vaccine (DTa?). 
(Minimum age: 6 weeks) 
• Tlw fifth dose is not necessary if the fotirth dose was administered at age ;::4 years. 
• DTaP is not indicated for persons aged;:: 7 years. 

4. Haemophifus influenzas type b conjugate vaccIne (Hib). (Millimum age: 6weeks) 
• Vaccine is not generally recommended for children aged;:: 5 years. 
• If current age < 12 months and the first 2 doses were PRP-DMP (PedvaxHIB® or 

ComVax"; [Merck]), the third (and final) dose should be administered at age 12- 15 
months and at least 8 weeks after the second dose. 

o 	 If first dose was administered at age 7-11 months. administer 2 doses separated by 
4 weeks plus a booster at age 12-15 months. 

5. Pneumococcal conjugate vaccine (peV). (Minimum age: 6 weeks) 
• Vaccine is not generally recommended for children aged;:: 5 years. 

6. Innctivated poliovirus vaccine (I?V). (Minimum age: 6weeks) 
• For children who received an alJ-IPV or alJ·oral poliovirus (OPV) series. afourth dose is 

nol necessary if third dose was administered at age;:: 4 years. 
o 	 If both OPV and IPV were administered as part of a series, a total of 4 doses should be 

adrninist~red, regardless of the child's current age. 

7. Measles, mumps, and rubella vaccine (MMR}.{Minimum age: 12 months) 
• The second dose of MMR is recommended routinely at age 4-6 years but may be 

administered earlier if desired. 
• If not previously vaccinated, administer 2 doses of MMR during any visit with ;::4 

weeks between the doses. 
8. Varicella vaccine. (Minimum age: 12 months) 

• The second dose of varicella vaccine Is recommended routinely at age 4-6 years but 
may be administered earlier if desired. 

• Do not repeat the second dose in persons aged <13 years if administered ;::28 days 
after the first dose. 

9. Hepatitis A vaccine (HepA). (Minimum age: 12 months) 
• HepA Is recommended for certain groups of children. Including In areas where vacclna· 

tion programs target older children. See MMWR 2006;55(No. RR·7):1-23. 
10. Tetanus and diphtheria toxoids vaccine (Td) and tetanus and 

diphtheria: tOKoids and acellular per~ussis vaccine (Tdap). 
(Minimum ages: 7 yeals for Td, 10 years for BOOSTRlX~; and 11 years for ADACEL 'M) 

• Tdap should be substituted for a single dose of Td in the primary catch·up series or as 
a booster If age appropriate; use Td for other doses. 

• A 5·year interval from the last Td dose is encouraged when Tdap is used as a booster 
dose. A booster (fourth) dose Is needed If any of the' previous doses were administered 
at age < 12 months. Refer to ACIP recommendations for further Information. See 
MMWR 2006;55(No. RR·3). 

11. Human papillomavirus vaccine (HPV). (Minimum age: 9 years) 
• Administer the HPV vaccine series to females at age 13-18 years if not previously 

vaccinated. 

Information about reporting reactions after immunization is available online at http://www.vaers.hhs.gov or by telephone via the 24-hour national toll·free information line 800·822·7967. 
Suspected cases of vaccine·preventable diseases should be reported to the state or local health department. Additional information, including precautions and contraindications for 
immunization. is available from the National Center for Immunization and Respiratory Diseases at http://www.cdc.gov/nip/default.htm or telephone, BOO-CDC·INFD (800-232·4636). 

DEPARTMENT OF HEALTH AND HUMAN SERVICES • CENTERS FOR D~SEA5E CONTROL AND PREVENTION • SAFER' HEALTHIER' PEOPLE 
,t-." c~·) 

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

http://www.cdc.gov/nip/default.htm
http:http://www.vaers.hhs.gov


Summary of Recommendations for Childhood and Adolescent Immunization (Page 1 of 3) 
Adapted from the recommendations of the Advisory Committee on Immunization Practices (ACIP)* by the Immunization Action Coalition, November 2006 

Vaccine name Schedule for routine vaccination and other guidelines 
and route (any vaccine can be given with another) 

Hepatitis B • Vaccinate all children ages 0 through ISyrs. 	 ~ 

Give 1M • Vaccinate all newborns with monovalent vaccine prior to hospital 
discharge. Give dose #2 at I-2m and the final dose at 6-lSm (the 
last dose in the infant series should not be given earlier than age 
24wks). After the birth dose, the series may be completed using 2 
doses of single-antigen vaccine or up to 3 doses of Comvax (agtts 
2m,4m, 12-ISm) or Pediarix (ages 2m, 4m, 6m), which may result 
in giving a total of 4 doses of hepatitis B vaccine. I 

• If mother is HBsAg-positive: give the newborn HBIG + dose #1 
within 12hrs of birth; complete series at age 6m or, if using 
Comvax, at 12-lSm. 

• If mother's HBsAg status is unknown: give the newborn dose 'itl 
within 12hrs of birth. Ifmother is subsequently found to be HBsAg 
positive, give infant HBIG within 7d of birth and follow the schedule 
for infants born to HBsAg-positive mothers. 

DTaP DT • Give to children at ages 2m, 4m, 6m, IS-ISm, 4-6yrs. 
(Diphtheria, • May give dose #1 as early as age 6wks. 

tetanus, • May give #4 as early as age 12m if 6m have elapsed since #3 and 
acellular the child is unlikely to return at age IS-ISm. 

pertussis) • Do not give DTaPlDT to children age 7yrs and older. 

Give 1M •If possible, use the same DTaP product for all doses. 


• Give Tdap booster dose to adolescents age 11-12yrs if Syrs have 
Td, Tdap elapsed since last dose DTaPIDTP; boost every 10yrs with Td. 
(Tetanus, • Give I-time Tdap to all adolescents who have not received previ~ 

diphtheria ous Tdap. Special efforts should be made to give Tdap to persons 
acellular' age llyrs and older who are 
pertussis) 	 - in contact with infants younger than age 12m. 

Give 1M - heaIthcare workers with direct patient contact. 


• In pregnancy, when indicated, give Td or Tdap in 2nd or 3rd 
trimester. If not administered during pregnancy, give Tdap in 
immediate postpartum period. 

Polio • Give to children at ages 2m, 4m, 6-1Sm, 4-6yrs. 
(lPV) • May give #1 as early as age 6wks. 

Give ·Not routinely recommended for those agelSyrs and older (except 
SC or 1M certain travelers). 

Human Pap- • Give 3-dose series to girls at age 11-12yrs on a 0,2, 6m schedule. 
iIlomavirus • May be given as early as age 9yrs. 

(HPV) • Vaccinate all older females (through age 26yrs) not previously ;' 
Give 1M vaccinated. ' 

i 

Schedule for catch-up vaccination 
and other related issues 

• Do not restart series, no matter how 
long since previous dose. 

·3-dose series can be started at any age. 
• Minimum spacing between doses: 4wks 

between #1 and #2, Swks between #2 
and #3, and at least 16wks between #1 
and #3 (e.g., 0-, 2-, 4m; 0-, 1-,4m). 

Contraindications and precautions 
(mild illness is not a contraindication) 

Contraindication: 

Previous anaphylaxis to this vaccine or to any of its components. 

Precaution . 

Moderate or severe acute illness. 


Special Notes on Hepatitis B Vaccine (HepB) 
Dosing of HepB: Vaccine brands are interchangeable. For persons ages 0 through 19yrs, give 0.5 mL of either 

Engerix-B or Recombivax HB. 
Alternative dosing schedule for unvaccinated adolescents ages 11 through 15yrs: Give 2 doses Recombivax HB 

LOmL (adult formulation) spaced 4--6m aparl (Engerix-B is not licensed for a 2-dose schedule.) 
For preterm infants: Consult ACIP hepatitis B recommendations (MMWR 2005; 54 [RR-16]). 

• #2 and #3 may be given 4wks after 
previous do~e. 

.#4 may be gIVen 6m after #3. 
• If #4 is given before 4th birthday, wait 

at least 6m for #S (age 4-6yrs). 
•If#4 is given after 4th birthday, #S is 

not needed. 
• If never vaccinated with tetanus-·and 

diphtheria-containing vaccine: give Td 
dose #1 now, dose #2 4wks later, and 
dose #3 6m after #2, then give booster 
every IOyrs. A I-time Tdap may be 
substituted for any dose in the series. 

• Intervals of 2yrs or less. between Td 
and Tdap may be used If needed. 

• All doses should be separated by 
at least 4wks. 

• If dose #3 is given after 4th birth
day, dose #4 is not needed. 

• Dose #2 may be given 4wks after 
dose #1. 

• Dose #3 may be given 12wks after 
dose #2. 

Contraindications 
• Previous anaphylaxis to this vaccine or to any of its components. 
•For DTaPffdap only: encephalopathy within 7d after DTPIDTaP. 
Precautions 
•Moderate or severe acute illness. 
• Gnillain-Barre syndrome within 6wks after previous dose of teta

nus toxoid-containing vaccine. 
• For DTaP only: Any of these occurrences following a previous 

dose of DTPIDTaP: 1) temperature of lOS0F (40.S°C) or higher 
within 4Shrs; 2) continuous crying for 3hrs or more within I 

4Shrs; 3) collapse or shock-like state within 48hrs; 4) convulsion ! 

with or without fever within 3d. I 

• For DTaPfIdap only: Unstable neurologic disorder. 
Note: U~e o~T~ or T~ap i~ not conu:aindicated in pr:~ancy. At 
the prOVIder s discretIOn, eIther vaccme may be adlUlillstered 
during the 2nd or 3rd trimester. 

Contraindication 
Previous anaphylaxis to this vaccine or to any of its components. 

Precautions 
• Moderate or severe acute illness . 
• Pregnancy. 

ContraindiCation 
Previous anaphylaxis to this vaccine or to any of its components. 
Precautions 
• Moderate or severe acute illness. 
•Pregnancy. 

*For specific AClP recommendations, refer to the official AClP statements published in MMWR. To obtam 
copies of these statements, call the CDC-INFO Contact Center at (800) 232-4636; visit CDC's website -at 
www.cdc.gov/nip/publications/AClP-lislhtm; or visit the Immunization Action Coalition (lAC) website at 
www.immunize.org/acip. 
Technical content re\l1ewed by the Centers ror Disease Co~tTol and Pre'Jention. Nov. :lO06. 	

This table is revised periodically. Visit lAC's website at www-inununize.org/childrules to make sure you 
have the most current version. lAC thanks William Atkinson, MD, MPH, from CDC's National Center for 
Immunization and Respiratory Diseases for his assistance. For more information, contact lAC at 1573 
Selby Avenue, Sl Paul, MN 55104, (651)647-9009, or email admin@immunize.org. 

www.immunize.orglcatg.d/rulesl.pdf • Item #P20 I 0 (I 1/06) 

. 

www.immunize.orglcatg.d/rulesl.pdf
mailto:admin@immunize.org
www.immunize.org/acip
www.cdc.gov/nip/publications/AClP-lislhtm


Summary of Recommendations for Childhood and Adolescent Immunization (Page 2 of 3) 

Schedule for routine vaccination Vaccine name Schedule for catch-up vaccine Contraindications and precautions
and other guidelines 

and route administration and other related issues (mild illness is not a contraindication) 
(any vaccine can be given with another) 

• (Jive dose #1 at age 12-15m. • If younger than age 13yrsj·space dose Contraindications
Varicella 

• Give dose #2 at age 4-6yrs. Dose #1 and #2 at least 3m apart. If age • Previous anaphylaxis to this vaccine or to any of its components. 
(Var) 

#2 may be given earlier if at least l3yrs or' older, space 4-8wks apart. • PregnancY,or possibility of pregnancy within 4wks. (Chickenpox) 
3m since dose #1. • May use as postexposure prophylaxis • Children immunocompromised because of high doses of systemic steroids, cancer, leukemia, lym

Give SC • Give a routine second dose to all if given within 3-5d. phoma, or immunodeficiency. Note: For patients with humoral immunodeficiency, HIV infection; or 
older children and adolescents with • If Var and either MMR, LAIV, and! leukemia, or for patients on high doses of systemic steroids, see ACIP recommendations*. 
history of only 1 dose. or yeIlow fever vaccine are;not given Precautions 

• MMRV may be used in children on the same day, space them at least • Moderate or severe acute illness. 

12m through 12yrs. 
 28d apart. • If blood, plasma, and!or immune globulin (rG or VZIG) were given in past 11m, see ACIP statement 

General Recommendations on Immunization* regarding time to wait before vaccinating. 

• Give dose # 1 at age 12-15m. • IfMMR and either Var, ~AIV, and! Contraindications
MMR • Give dose #2 at age 4-6yrs. Dose or yellow fever vaccine life not given • Previous anaphylaxis to this vaccine or to any of its components. 


(Measles, 
 #2 may be given earlier if at least on the same day, space them at least • Pregnancy or possibility of pregnancy within 4wks. 

mumps, 
 4wks since dose #1. 28d apart. • Severe immunodeficiency (e.g., hematologic and solid tumors; congenital immunodeficiency; long
rubella) 

•If a dose was given before age12m, • When using MMR (not MMRV) for term immunosuppressive therapy, or severely symptomatic HIV). 
GiveSC it doesn't count as the first dose, so both doses, minimtun interval is Precautions 


give #1 at age 12-15m with a mini
 4wks. • Moderate or severe acute illness. 

mum interval of 4wks between the 
 • If blood, plasma, or immune globulin given in past 11m or if on high-dose immunosuppressive 
invalid dose.and dose #1. therapy, see ACIP statement General Recommendations on Immunization* regarding delay time. 

• History of thrombocytopenia or thrombocytopenic purpura. • MMRV may be used in children 

12m through 12yrs. 
 Note: MMR is not contraindicated if a PPD (tuberculosis skin test) was recently applied. If PPD and 

MMR not given on same day, delay PPD for 4-6wks after MMR. 

Influenza • On an annual basis, vaccinate all children ages 6-S9m, as well as all Contraindications 

siblings and household contacts of children ages 0-59m. 
 • Previous anaphylaxis to this vaccine, to any of its components, or to eggs. 


Trivalent 
 • Vaccinate persons Syrs and older who • For LAIV only: Pregnancy, asthma, reactive airway disease, or other chronic disorder of the pulmo
inactivated - have a risk factor (e.g., pregnancy, heart disease, lung disease, diabetes, nary or cardiovascular systems; an underlying medical condition, including metabolic diseases such 
influenza renal dysfunction, hemoglobinopathy, immunosuppression, on long-term as diabetes, renal dysfunction, and hemoglobinopathies; a known or suspected immune deficiency 
vaccine aspirin therapy, or have a condition that compromises respiratory func disease or receiving immunosuppressive therapy; history of Guillain-Barre syndrome. 

(TIV) 
 tion or the handling of respiratory seo;:retions or that can increase the risk Precautions 

GiveiM of aspiration) or live in a chronic-care facility. • Moderate or severe acute illness. 

- live or work with at-risk people as listed above. 
 • For TIV only: History of Guillain-Barre syndrome within 6wks of previous nv. 


Live 
 • Vaccinate any person wishing to reduce the likelihood of becoming ill 

attenuated 
 with influenza. 

influenza 
 • LAIV may be given to healthy, non-pregnant persons ages S-49yrs. 

vaccine 
 • Give 2 doses to first-time vaccinees ages 6m through 8yrs. For TIV, space 

(LAIV) 
 4wks apart; for LAIV, space 6wks apart (no younger than age 5yrs). 

Give • For TIV, give 0.25 mL dose to children ages 6-3Sm and 0.5 mL dose if
intranasally age 3yrs and oldeL 

• Give a 3-dose series at ages 2m, • Do not begin series in infants older Contraindication
Rotavirus 

4m,6m. than age 12wks. Previous anaphylaxis to this vaccine or to any 'of its components. 
(Rota) 

• May give dose #1 as early as age • Dose #2 and #3 may be given 4wks Precautions
Give 6wks. after previous dose. • Moderate or severe acute illness. 
orally • Give dose #3 no later than age • Altered immunocompetence. 


32wks. 
 • Moderate to severe acute gastroenteritis or chronic gastrointestinal disease. 
• History of intussusception.

" 



Summary of Recommendations for Childhood and Adolescent Immunization (Page 3 of3) 

: ~ 

Vaccine name 
and route 

Schedule for routine vaccination and other. guidelines 
(any vaccine can be given with another) 

Schedule for catch-up vaccination and
other related issues

Contraindications and precautions 
(mild illness is not a contraindication) 

Hib o HibTITER (HbOC) and ActHib (PRP-T): give at 2m, 4m, 6m, 12-15m (booster dose)_ All Hib vaccines: Contraindication 
(Haemophilus o PedvaxHIB or Comvax (containing PRP-OMP): give at 2m, 4m, 12-15m_ oIf #1 was given at 12-14m, give booster in 8wks_ Previous anaphylaxis to this vac

influenzae o Dose #1 of Hib vaccine may be given no earlier than age 6wks_ o Give only 1 dose to unvaccinated children from cine or to any of its components_ 
type b) o The last dose (booster dose) is given no earlier than age 12m and a minimum of 8wks age 15m to 5yrs_ Precaution 

Give 1M after the previous dose_ 
o Rib vaccines are interchangeable; however, if different brands ot Rib vaccines are ad

ministered, a total of three doses are necessary to complete the pnmary series in infants_ 
o Any Rib vaccine may be used for the booster dose_ 
o Rib is not routinely given to children age 5yrs and older_ 

HibTITER and ActHib: 
0#2 and #3 may be given 4 wks after previous dose_ 
oIf#l was given at 7-1 1m, only 3 doses are needed; 

#2 is given 4-8wks after #1, then boost at 12-15m 
(wait at least 8wks after dose #2)_ 

PedvaxHIB and Comvax: 
0#2 may be given 4wks after dose #1

Moderate or severe acute illness_ 

Pneumo_ 
conjugate 

(PCV) 

Give 1M 

-------
Pneumo_ 

polysacch_ 

(PPV) 

Give 1M 
orSC 

o Give at ages 2m, 4m, 6m, 12-15m_ 
o Dose #1 may be given as early as age 6wks_ 
o Give 1 dose to unvaccinated healthy children ages 24-59m_ 
o Give 2 doses at least 8wks apart to unvaccinated high-risk** 
o PCV is not routinely given to children age 5yrs and older_ 

a 

children ages 24-59m_ 

: 
i 

o For ages 7-11m: If history of 0-2 doses, give addi
tional doses 4wks apart with no more than 3 total 
doses by age 12m; then give booster 8wks later_ 

o For ages 12-23m: If 0-1 dose before age 12m, give 
2 doses at least 8wks aparl:- If 2-3 doses before age 
12m, give 1 dose at least 8wks after previous dose_ 

o For ages 24-59m: If patient has had no previous 
doses, or has a history of 1-3 doses given before 
age 12m but no booster dose, or has a history of 
only I dose given at 12-23m, give 1 dose now_ 

------------------------

Contraindication 
Previous anaphylaxis to this vac
cine or to any of its components_ 

Precaution 
Moderate or severe acute illness_ 

-----------------
Contraindication
Previous anaphylaxis to this vac
cine or to any of its components_ 
Precaution
Moderate or severe acute illness_ 

**High-risk: Those with sickle cell disease; anatomic/functional asplenia; chronic 
cardiac, pulmonary, or renal disease; diabetes; cerebrospinal fluid leaks; HlV infec
tion; immunosuppression; or who have or will have a cochlear implant_ 

o Give 1 dose at least 8wks after final dose of PCV to high-risk children age 2yrs and 
older_ 

o For children who are immunocompromised or have sickle cell disease or functional or 
anatomic asplenia, give a 2nd dose of PPV 3-5yrs after previous PPV (consult ACIP 
PPV recommendations [MMWR 1997;46 [RR-8] for details*)_ 

Hepatitis A 

Give 1M 

o Give 2 doses to all children at age 1yr (12-23m) spaced 6m apart_ 
o Vaccinate all children and adolescents age 2 years and older who 
- Live in a state, county, or community with a routine vaccination program already in 

place for children ages 2yrsand older-
- Travel anywhere except U_S_, W_ Europe, R Zealand, Australia, Canada, or Japan_ 
:... Wish to be protected from HAV infection_ 
- Have chronic liver disease, clotting factor disorder, or are MSM adolescents_ 

o Minimum interval between doses is 6m_ 
o Consider routine vaccination of children ages 2yrs 

and older in areas with no existing program_ 

Contraindication 
Previous anaphylaxis to this vac
cine or to any of its components_ 

Precaution 
Moderate or severe acute illness_ 

Mening o Give I-time dose of MCV4 to adolescents ages 11-12yrs, to adolescents at high school If previously vaccinated with MPSV 4 and risk 
i 
. 

Contraindication 
ococcal entry (approximately age 15yrs), and to college freshmen living in dormitories_ continues, give MCV4 5yrs after MPSV4_ Previous anaphylaxis to this vac

conjugate o Vaccinate all children age 2yrs and older who have any of the following risk factors cine or to any of its components, 
(MCV4) (use MPSV4 if age younger than 11yrs and MCV4 if age 11yrs and older); including diphtheria toxoid (for 
Give 1M - Anatomic or functional asplenia, or terminal complement component deficiencies_ MCV4)_ 
-- - Travel to, or reside in countries in which meningococcal disease is hyperendemic or Precaution 

polysac epidemic (e_g_, the "meningitis belt" of Sub-Saharan Africa)_ Moderate or severe acute illness_ 
charide 

(MPSV4) 
Note: Other adolescents who wish to decrease their risk of meningococcal disease may 
be vaccinated with MCV4_ 

Note: MCV4 is not licensed for 
use in children younger than age 

Give SC 11 yrs_ 
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Proposed Legislation to Authorize the 

Licensing of Mobile Locations by the 

Board of Pharmacy for Emergencies 




4062. (a) Notwithstanding Section 4059 or any other provision of law, a pharmacist may, in good 

faith, furnish a dangerous drug or dangerous device in reasonable quantities without a 

prescription during a federal, state, or local emergency, to further the health and safety of the 

public. A record containing the date, name, and address of the person to whom the drug or 

device is furnished, and the name, strength, and quantity of the drug or device furnished shall be 

maintained. The pharmacist shall communicate this information to the patient's attending 

physician as soon as possible. Notwithstanding Section 4060 or any other provision of law, a 

person may possess a dangerous drug or dangerous device furnished without prescription 

pursuant to this section. 

(b) During a declared federal, state, or local emergency, the board may waive application of any 

provisions of this chapter or the regulations adopted pursuant to it if, in the board's opinion, the 

waiver will aid in the protection of public health or the provision of patient care. 

(c) During a declared federal, state, or local emergency the board will aI/ow for the deployment 

of a mobile pharmacy to impacted areas to ensure the continuity of patient care if al/ of the 

fol/owing conditions are met: 

(1)The mobile pharmacy shares common ownership with at least one currently licensed 

pharmacy in good standing. 

(2) The mobile pharmacy retains records of dispensing as required in subdivision (a); 

(3) A licensed pharmacist is on the premises, and the mobile pharmacy is under the control 

and management of a pharmacist while the drugs are being dispensed; 

(4) Reasonable security measures are taken to safeguard the drug supply maintained in the 

mobile pharmacy. 

(5) The mobile pharmacy is located within the declared disaster area or affected areas; and 

(6) The mobile pharmacy ceases the provision of services within forty-eight (48) hours 

following the termination of the declared emergency. 



4110. (a) No person shall conduct a pharmacy in the State of California unless he or she has 

obtained a license from the board. A license shall be required for each pharmacy owned or 

operated by a specific person. A separate license shall be required for each of the premises of 

any person operating a pharmacy in more than one location. The license shall be renewed 

annually. The board may, by regulation, determine the circumstances under which a license may 

be transferred. 

(b) The board may, at its discretion, issue a temporary permit, when the ownership of a 

pharmacy is transferred from one person to another, upon the conditions and for any periods of 

time as the board determines to be in the public interest. A temporary permit fee shall be 

established by the board at an amount not to exceed the annual fee for renewal of a permit to 

conduct a pharmacy. When needed to protect public safety, a temporary permit may be issued 

for a period not to exceed 180 days, and may be issued subject to terms and conditions the board 

deems necessary. If the board determines a temporary permit was issued by mistake or denies 

the application for a permanent license or registration, the temporary license or registration shall 

terminate upon either personal service of the notice of termination upon the permit-holder or 

service by certified mail, return receipt requested, at the permit-holder's address of record with 

the board, whichever comes first. Neither for purposes of retaining a temporary permit nor for 

purposes of any disciplinary or license denial proceeding before the board shall the temporary 

permit-holder be deemed to have a vested property right or interest in the permit. 

(c) The board may allow the temporary use of a mobile pharmacy, when a pharmacy is 

destroyed or damaged and when needed to protect the health and safety of the public and the 

following conditions are met: 

(1) The mobile pharmacy shall provide services only on or immediately contiguous to the site of 

the damaged or destroyed pharmacy. 

(2) The mobile pharmacy is under the control and management of the Pharmacist-in-Charge of 

the pharmacy that was destroyed or damaged 

(3) A licensed pharmacist is on the premises while drugs are being dispensed; 

(4) Reasonable security measures are taken to safeguard the drug supply maintained in the 

mobile pharmacy; 

(5) The pharmacy operating the mobile pharmacy provides the board with records of the 

destruction or damage and an expected restoration date; 

(6) Within three (3) calendar days of restoration of the pharmacy services, the board is provided 

with notice of the restoration to the permanent pharmacy; 

(7) The mobile pharmacy is not operated for more than forty-eight (48) hours following the 

restoration of the pharmacy. 

~"-"-"----__ ~ ___I 
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Virginia Herold 
Executive Officer 
California State Board of Pharmacy 
1625 North Market Blvd, Suite N219 
Sacramento, CA 95834 

Ms. Herold, 

Ralph$ Grocery Co., a division of the Kroger Co., is seeking guidance from the CA Board of 
Pharmacy. We have invested in two mobile pharmacy trailers to provide prescription drugs and/or 
devices during a state of emergency. We intend to use these trailers temporarily to replace an 
existing Ralphs Pharmacy that has been lost or damaged. Our plan is to operate these mobile 
trailers under the license of that location. Examples regarding deployment of the mobile 
pharmacies are listed below: 

Example 1: An existing licensed Ralphs Pharmacy is damaged and closed. 
Ralphs would deploy a mobile pharmacy to the parking lot of the closed store, activate the 
generator, and operate under the current license of the damaged pharmacy. 

Example 2: An existing licensed Ralphs Pharmacy is completely destroyed, and the current 
license location is not available to park the mobile pharmacy. 
We w.ould park the mobile pharmacy as close as possible to the original location of the store. 
However, -the street address may be different ':and we would operate under the licertse of the'"' 0 

destroyed pharmacy. 


In addition, I am also seeking guidance from the DEA. 


We are planning to be ready for deployment (if needed) by September 1,2007. 


Please send your response to me at: Ralphs Grocery Co. 

Attn: Rebecca Cupp 
1100 W. Artesia Blvd. 
Compton, CA 90220 

Any assistance you can offer regarding this matter would be greatly appreciated. I can be reached 

at (310) 884-4722 or by email atrebecca.cupp@ralphs.com. Thank you for your time. 


Sincerely, 


Reb cca Cupp 
Director of Pharmacy 

RALPHS. FOOD 4 LESS • BELL MARI(ETS • CALA FOODS. FOODS CO 

mailto:atrebecca.cupp@ralphs.com
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Pharmacies are ready for the next natural disaster 

May 21,2007 

By: R!;l.lg.P.£!.I![ 
DI'Llg Topics 

Hurricane Charley slammed into Port Charlotte, Fla., in August 2004, packing winds of 150 miles an hour and 
causing more than $13 billion in damages to the state. The year before Hurricane Katrina would set a new 
standard for death, destruction, and chaos, Charley sent more than one million people on the Gulf Coast fleeing 
from the path of the storm and healthcare officials scurrying to make sure evacuees were able to receive 
adequate care. 

The destructive power of storms like Charley and Katrina as well as the 
threat of earthquakes, tornados, and floods have heightened the 
awareness of healthcare officials to the importance of developing 
emergency response systems. One of the responses has been the 
development of the recently announced ICERx (In Case of Emergency 
Rx, WyvwjQ§ln~.,Qrg.) prescription database. 

And efforts have not stopped there. The California Board of Pharmacy has developed a disaster preparation 
policy, and pharmacy chains such as Winn-Dixie have created mobile pharmacies that can quickly respond to 
areas hit by disasters. In addition, a National Association of Boards of Pharmacy task force recently issued 11 
guidelines for state boards of pharmacy that address issues ranging from emergency dispensing to compliance 
with federal laws under emergency conditions. 

David Medvedeff, Pharm.D., president of Infocrned Decisions, a subsidiary of 
Gold Standard, was instrumental in the development ofthe·IGERx system. 
Medvedeff was recently named the 2007 Albert B. Prescott Pharmacy 
Leadership Award winner by the Pharmacy Leadership & Education Institute. 
While helping Hurricane Charley evacuees, he realized the need for 
emergency responders to have access to Rx records. Informed Decisions had 
a contract with the state of Florida to develop a system that would give 
healthcare practitioners access to Medicaid prescription data. Despite the 
storm, the system helped Medicaid patients get their medications. 

Even before the storm had passed, Medvedeff recognized the system 
provided a good basis for a true emergency response system. "We realized A Wlnn-Dlxle R.Ph. working In one of 
we could do the same thing on a larger scale," he said. "We learned a lot the chains new mobile pharmacies 
about what to do." 

A year later when Hurricane Katrina hit, Medvedeff was asked by David Brailer, M.D., the national coordinator 
for health information technology at the Department of Health & Human Services, to join a group to help Katrina 
evacuees who had fanned out across the country. In addition to Informed Decisions, the team included 
SureScripts and RxHub. With little notice, the group developed the Katrinahealth.org Web site, which provided 
a prescription database that was accessed by 25,000 pharmacies nationwide. 

"We were able to look at the largest retail chains that had pharmacies in the impacted zip codes and pull 
prescription data gOing back 90 days," Medvedeff recalled. "We were able to get Medicaid claims from 
Louisiana and Mississippi. And for the first time, Veterans Affairs gave access to its claims data to an outside 
group for the database." 

The Kgt[LlJfL!J.~a!tI:hQ.r:g site was, in essence, the test version of the ICERx. Like its predecessor, ICERx pools 
outpatient prescription medication history information from a variety of sources, including pharmacy benefit 
managers, community pharmacies, and participating state Medicaid programs. Although the system will not 

5/22/2007http://www.drugtopics.com/drugtopics/content/printContentPopup.jsp7id=426516 

http://www.drugtopics.com/drugtopics/content/printContentPopup.jsp7id=426516
http:Katrinahealth.org
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Jnelude records from independent pharmacies, Medvedeff estimates that it should have about 75% to 80% of 
prescription records in most areas. And, like the Katrina site, ICERx brings together Informed Decisions, 
SureScripts, and RxHub, and it will also include support from the American Medical Association, National 
Association of Chain Drug Stores, and the National Community Pharmacists Association. 

The system is ready to go live in June in time for the hurricane season. "We have the plumbing in the pipes," 
Medvedeff said about the ICERx system. "Right now, nothing is flowing through the pipe, but if the unfortunate 
does happen, we can have data flowing through right away." 

ICERx is not the only step pharmacists are taking for disaster preparation. When the Americus, Ga., Winn-Dixie 
store was destroyed March 1 by a tornado, the company deployed a mobile pharmacy operation to the town 
within days. In California, the pharmacy board has developed a disaster preparation policy, which waives 
requirements that may be "implausible to meet under [emergency] circumstances." According to Virginia Herold, 
the board's executive director, the agency is "spending a great deal of time in emergency preparedness." 

5/22/2007http://www.drugtopics.comidrugtopics/contentiprintContentPopup.jsp?id=426516 

http://www.drugtopics.comidrugtopics/contentiprintContentPopup.jsp?id=426516
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RxResponse - Medicines to patients in times of emergency Page 1 of 1 

Rx 
PRIVACY POLICY I CONTACT US I MEMBER U 

BiEl: ?f~EPARel:)! :£1 
)l,re :ytJtI prep >1ft'{J t()r an EJvect.ivf.'! emergency f'tmpOlme Yhe ;Ellm:,j'ne',Ii\i 1ron, n')<: Our 1"ruSt1iot'\ It;; to g:t;:l rnedlc~:ti' 
·ern·erge·n{,~\/? i~" H le,';nl eHurL Fle5'PQn::l~ . Ie- pEJ!ierrl ,,'n e;n(';rgenr::ie~,;. 

Rx RESPONSE PREPAREDNESS PLAI\~ 
Every health,-related company has a part to play when disaster strIkes, rHE LA1ESl NflWS 

In the event of a severe public health August 15, 2007 
emergency, one of the many critical factors in 

preserving and protecting public health will be Healthcare Organizations Launch 
continued access to essential medicines - for Disaster Response Initiative 
treatment of injuries or illness caused by the 

-event,'as well as' c(!)ntinued supply of medicines C1tck here to register for updates 
for patients. 

Rx Response partners are committed to working 
'HJOI. Cf:NrE]~

together with local, state and federal officials as well as volunteer organizations to help 
AII') yaH rlrepll(!)d I'o,r ~ d[saS[)£Ir? 

support the continued delivery of medicines to people who need them in the event of Atl Jm:llort.!'mt 8:!l.POct is hl'wwlng >ll'hut 

such an emergency - whether it Is caused by a natural alsaster, terrorist incident or i'l'l&d;h:;aHon,s ~'l)U taKn a(Hi yOtll' 

health emergency such as a pandemic, Gliok rtJJre fO'r Tools 

'Rx Response partners include the drug and biotechnology manufacturing and 

distribution Industries as well as hospitals and community pharmacies. Rx Response 

has worked with the American Red Cross, and the Departments of Health and Human 

Services and Homeland Security to share information to help support the continuing 

provision of medicines to patients during a severe public health emergency. 

Home - Sign In 

http://www . rxresponse. org/web/ guest/home2 811612007 
.._---_.,-----------
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Kaiser Daily Health Policy Report 

Thursday, August 16, 2007 

Prescription Drugs 

Industry Groups Create Program To Coordinate Delivery of 
Medications During Public ~ealth Emergencies 

S~veral health care industry organizations on Wednesday announced a program that will coordinate 
the delivery of medications during public health emergencies, such as Hurricane Katrina,CQHf';?lItl1.l2f';§t 
reports. 

gxR~~RQD~.e will provide state and local officials a phone number and Web site to make their 
pharmaceutical needs known during emergency situations. Program organizers said RxResponse will serve 
as a way for the private sector and government to monitor disasters, identify risks to medication supplies 
and be a forum for problem solving, according to CQ HealthBeat. The program will not be a place for 
patients to go for medications during an emergency, according to organizers. 

Rich Umbdenstock -- president of the6m~rL<:'fLOJ:lQ~RJtgJ.A.??QhigtjQJJ., a sponsor of the program -- said, "In 
times of crisis, people turn to hospitals,to help and heal. In extraordinary situations, we've learned that 
we need a better way to help provide hospital caregivers with the tools they need to do their job. This 
effort will help do just that." 

During Hurricane Katrina, people were unable to quickly identify medication needs, and there was no 
alternative drug distribution system in place. Billy Tauzin -- president of theP"bgrmgce.~tt!J';.QJRe.$e!;m;hj:lng 
1'1.9Jl\J[i;'l.c.t.\JIer;iQ.t6merJcQ., another PTog.ra.msponsor .,.- ,said" "During a disaster, it is vital ~hat systems are. 
in place to assist with the coordinated delivery of medicines to hospitals, health care proviaers and 
patients in need." 

Other program sponsors include the6iQtecbJ1QJ.Qgy..1nd!.Jst[YQrg~mlz9tIQn, the Jieai.tbcaIeklL;;tripqtiQo 
iYlamtgemeotA.;;$.QJ;:latlQJ1 and the6m.eIiCi"lD.R.e.cLCm$?, as well as pharmacy groups, J::JJ::lS., theb?e.PflItLDsmt 
QttlQ_mel.(jD.d__ S~.cqr.ltY-, and state and local governments (Reichard, CQ HealthBeat, 8/15). 

http://www.kaisemetworkorg/daily Jeports/print_repOli.cfm?DR_ID=4692S&dr_caf=3 8/1612007 

http://www.kaisemetworkorg/daily


RxResponse - Press Releases Page 1 of3 

Rx 
PRIVACY POLICY CONTACT US I MEfv'lBER tI 

SI:: PRiEPJU:>!:EO :~t) PA,RiNE.'P/'5 f,+) LEAHNfIAOR'!E ::1,:) 

Are y'ou prep,:'!f'NJ' to·,. an Eff.N:'tive emergen~::'I' ('0'''[:<01'%;'(': Om fT'I!;c.;;;:iofl b to 14"'1 Ine·::lic(l'Ij, 

ernBrg·8 nc'll?' i~;, R tearn etfort. 1'.0 pailit'inl:5 in emf.llg.BHcief" 


( E 

Healthcare Organizations Launch Disaster Response Initiative 

Rx Response Platform Allows Companies, Volunteers and Government Agencies 

To Work Together to Help Support Continued Medicines Delivery in Times of Emergency 


New Orleans, LA - Health care organizations involved in the manufacturing, distribution and dispensing of 
pharmaceutical products came together today to announce the creation of Rx Response - a program designed to I 
support the continued delivery of medicines during a severe public health emergency: The partnership includes tr 
American Hospital Association, American Red Cross,-Biotechoology Industry Organization, Healthcare Distribution 
Management Association, National Association of Chain Drug Stores, National Community 'Pharm'acists Association 
the Pharmaceutical Research and Manufacturers of America . 

. "During a disaster, it is vital that systems are in place to assist with the continued delivery of medicines to hospit, 
healthcare providers and patients in need," said Billy Tauzin, president and CEO, Pharmaceutical Research and 
Manufacturers of America (PhRMA). "Rx Response is a partnership dedicated to assist with the delivery of critical 
medicines to patients whose health is threatened during a crisis." 

The Rx Response program includes the pharmaceutical and biotechnology manufacturing industries as well as 
distribution companies, community pharmacies and hospitals - all of whom playa role in delivering medicines to 
patients. The group also includes the American Red Cross - and all of the partners worked with the u.s. Departm 
of Health and Human Services and Homeland Security to develop this program. Additionally, the partnership is 
working with state emergency agencies to further develop the program to help support the continued delivery of 
medications to patients whose health may be threatened during a crisis. 

"Disasters can strike at any time and the American Red Cross encourages all families and individuals to be Red Ci 
Ready by taking three simple steps - get a kit, make a plan, ano be informed/, said Joe Becker, senior vice presid 
Preparedness and Response. "An important part of any disaster kit is the inclusion of any vital medications, in 
addition to at least three days supplies of food and water and other essential items. This initiative can be vital in 
hr' ")g people plan for the possibility of disaster./f 

In the past, when the pharmaceutical supply chain was disrupted, there was no single forum for suppliers to cony 
and share information. Now, Rx Response will help support information sharing among partners, community 
volunteer relief organizations and local, state and federal agencies responding to major disasters by helping to 

http://www.rxresponse.org/web/guest/pressreleases?p-..p_id=62 _INSTANCE _ AcsA&p -..p_action=O&p-..p." 8/1612007 
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support the continued delivery of critical medicines and, where possible, addressing challenges. 

"Dp" '.and in times of crisis, HDMA's primary healthcare distributors are prepared and on the front lines deliverin~ 
billk ~. of prescription medicines and healthcare products to 144,000 local pharmacies, hospitals, doctors offices, 
clinics and nursing homes across the United States. As a partner in Rx Response we continue our commitment to 
emergency preparedness and coordinated response efforts on behalf of patients," said John M. Gray, president an, 
CEO, Healthcare Distribution Management Association (HDMA). 

The program will be activated when responding to severe domestic public health emergencies - when existing 
emergency relief plans and service programs are disrupted - to help assist partner organizations in their individua 
response activities. For example, a disaster declared by a U.S. Governor or the President of the United States, me 
initiate Rx Response program engagement. Other situations warranting initiation, as determined by Rx Response, 
may also activate the program. While public health emergencies will be determined on a case-by-case basis, there 
a number of eXisting mechanisms that will be used to help guide decision-making: 

• 	 Disaster declaration by a U.S. Governor or the U.S. President 
• 	 American Red Cross Level V+ Event 
• 	 Department of Homeland Security Severe Classification 
• 	 World Health Organization Phase IV+ Event 
• 	 Health and Human Services Stage 2+ Event 
• 	 Other situations warranting a response as determined by the respective decision-making bodies within the 

represented industry groups . 

"In times of crisis, people turn to hospitals to help and heal. To do our jobs, the men and women of America's 
hospitals need important resources such as medicines," said Rich Umbdenstock, president and CEO, American Ho.: 
Association. "In extraordinary situations, we've learned that we need a better way to help provide hospital caregi' 
wit Ie tools they need to do their job. This effort will help do just thaLli 

In addition, Rx Response partners emphasized the important role patients play in emergency preparedness. The 
consumer website, www.RxResponse.org, offers visitors the opportunity to print a convenient wallet card - in Eng 
or Spanish - where they can include a personal list of medicatiQnsoa!lc:Lgther rel~vant medical information in case 
""emergency.' 	 . . .;0 

"As leaders in the production of existing therapies and the development of new treatments for patients, biotechnc 
companies are proud to participate in Rx Response," said Jim Greenwood, CEO of Bio. "We know this program, in 
tandem with government efforts, will be extremely valuable ina severe public health emerg~ncy to improve acces 
patients to life-saving biotech medicines." 

"Retail community pharmacy has a strong track record in maintaining essential prescription services during times 
disasters. In fact, a just-released Department of Health and Human Services Office of the Inspector General repo 
suggests that community pharmacy did just that after Hurricane Katrina," said Steven C. Anderson, 10M, CAE, 
president and CEO of the National Association of Chain Drug Stores (NACDS). "The new RxResponse program is c . 
natural extension of the capabilities of pharmacists, as front-line health care providers, in serving the public in crit 
circumstances." 

"The National Community Pharmacists Association is pleased to participate in an effort to help facilitate collaborat 
between the private and government sectors. Many of the 23,300 community pharmacies in the U.S. are located 
rural and underserved areas where patients have the greatest medication needs-especially in the event of a 
disaster. We look forward to working with the Rx Response groups in concert with federal initiatives," said Bruce 
T. 	Roberts, R. Ph, executive vice president and CEO, National CC?mmunity Pharmacists Association (NCPA). 

### 

I 
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Rx R'esponse is compri$ed of healthcare organizations recognizing that access to medicines during times of severe 
public health emergencies requires a broad public effort and close communication among the many public and pri\ 
sector stakeholders involved. This includes responding agencies such as government agencies, as well as private 
relipf' qroups. 

CONTACTS: 	 Claire Sheahan Kelley Gannon 
Fleishman-Hillard Fleishman-Hillard 
202-828-9767 202-828-9774 

Home - Sign In 

http://www.rxresponse.org/web/guestlpressreleases?p~jd=62_INSTANCE_AcsA&p~_action=0&p~... 8/1612007 

http://www.rxresponse.org/web/guestlpressreleases?p~jd=62_INSTANCE_AcsA&p~_action=0&p


Attachment 5 


• Proposed Competencies for 
Pharmacist Interns Completing their 
Basic Level of Experience in Schools 
of Pharmacy 

. Letter from Dr. Koda-Kimble 



Competencies for Introductory Pharmacy Practice Experiences (lPPEs) 

Through Introductory Pharmacy Practice Experiences (IPPEs), pharmacy students are expected 
to master foundational competencies in three domains: Communication and Professional 
Behavior, The Practice of Pharmacy, and Public Health. These competencies address the 
basic skills that prepare the student for the Advanced Pharmacy Practice Experiences (APPEs) 
offered through the pharmacy curriculum. As such, they represent an intermediate point in the 
professional development of a pharmacist. They are applicable across a spectrum of practice 
and other experiential settings and are expected to build in complexity over time. 

The Purpose of the Introductory Pharmacy Practice Experiences (IPPEs) is to: 

• 	 Develop the basic knowledge, skills, and attitudes for pharmacy practice 
• 	 Instill professionalism 
• 	 Expose students to the roles of the pharmacist and pharmacy practice settings 

I J. Communication and Professional Behavior 

Upon completion of the IPPEs, the pharmacy intern should be able to: 

A. 	 Communicate effectively. 
1. 	 Communicate accurate and appropriate medical and drug information to a 

pharmacist, preceptor or other health care professional in a clear and concise 
manner. 

2. 	 Determine the appropriate means of communication for the situation. 
3. 	 Actively listen to patients, peers, and other health care professionals. 
4. 	 Use proper grammar, spelling, and pronunciation in communications. 
5. 	 Explain medication information to patients in understandable terms. 

" 	 6. Adjust communication based~n contextLlc~1 or cultural-factors, including health 
literacy, language barriers, and cognitive impairment. 

7. 	 Routinely verify patient or recipient understanding of communicated information. 
8. 	 Demonstrate effective public-speaking skills and the appropriate use of audio

visual media when communicating with groups of patients, peers, and other 
health care professionals. 

9. 	 Develop effective written materials for patients, peers, and other health care 
professionals. 

B. 	 Interact with patients & the' health care team. 
1. 	 Articulate the pharmacist's role as a member of the health care team. 
2. 	 Establish professional rapport with patients and healthcare professionals. 
3. 	 Demonstrate sensitivity to and respect for each individual's needs, values, and 

beliefs, including cultural factors, religious beliefs, language barriers, and 
cognitive abilities. 

4. 	 Demonstrate empathy and caring in interactions with others. 
5. 	 Maintain patient confidentiality and respect patients' privacy. 
6. 	 Demonstrate ability to resolve conflict in the pharmacy practice setting. 
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C. 	 Behave in a professional and ethical manner. 
1. 	 Dress professionally and appropriately for the practice setting. 
2. 	 Arrive punctually and remain until all responsibilities are completed. 
3. 	 Use time effectively and efficiently. 
3. 	 Distinguish professional interests from personal interests and respond 


appropriately. 

4. 	 Demonstrate awareness of personal competence and limitations and seek 

guidance or assistance from preceptors when appropriate. 
5. 	 Accept responsibility for one's actions. 
6. 	 Respond appropriately to feedback from preceptors, patients, peers, and other 

health care professionals. 
7. 	 Show initiative in interactions with patients, peers, and other health care 


professionals. 

8. 	 Demonstrate passion and enthusiasm for the profession. 
9. 	 Be aware of and work appropriately within the culture of the assigned practice 

setting. 
10. Demonstrate awareness of site or institutional policies and procedures. 
11. Prioritize workload appropriately. 
12. Identify issues involving ethical dilemmas. 
13. Weigh and balance different options for responding to ethical dilemmas. 
14. Propose steps to resolve ethical dilemmas. 
15. Adhere to all state and federal laws and regulations as a pharmacy intern in the 

practice setting. 

III. The Practice of Pharmacy 

Upon completion of the IPPEs, the pharmacy intern should be able to: 

.A.;Organize and Evaluate Information. 0._' 

1. 	 Assess prescription or medication orders for completeness, authenticity, and 
legality. 

2. 	 Verify that dose, frequency, formulation, and route of administration on 

prescription or medication orders are correct. 


3. 	 Obtain any pertinent information from the patient, medical record, or prescriber 
as needed for processing prescription or medication·orders (e.g., allergies, 
adverse reactions, diagnosis or desired therapeutic outcome, medical history). 

4. 	 Review the patient profile or medical record for any allergies or sensitivities. 
5. 	 Determine the presence of any potential medication-related problems. 
6. 	 Determine if it is legal and appropriate to refill a prescription, contacting the 

prescriber for authorization if necessary. 

B. 	 Prepare and dispense medications. 
1. 	 Accurately enter patient information into the patient's pharmacy profile or 

medication record. 
2. 	 Select the correct drug product, manufacturer, dose, and dosage form and 

prepare it for dispensing. 
3. 	 Assure that the medication label is correct and conforms to all state and federal 

regulations. 

2 




4. 	 Assure that the label conveys directions in a manner that is understandable to 
the patient and that appropriate auxiliary labels are attached. 

5. 	 Select an appropriate container for storage or use of medications with special 
requirements (e.g., child-resistant containers, compliance devices). 

6. 	 Accurately perform and document the necessary calculations to correctly prepare 
the medication. 

7. 	 Perform the required technical and basic compounding steps to produce a 
pharmaceutically elegant product. 

8. 	 Demonstrate aseptic technique during the preparation of parenteral medications. 
9. 	 Document the preparation of any medication that has been compounded, 


repackaged, or relabeled. 

10. Adjudicate third-party insurance claims using established billing systems 
11. 	Determine the appropriate storage of medications before and after dispensing. 
12. Comply with all legal requirements and professional scope of practice. 

C. 	 Provide patient counseling. 
1. 	 Communicate pertinent information to the patient to encourage proper use and 

storage of medications. 
2. 	 Discuss any precautions or relevant warnings about medications or other 


therapeutic interventions. 

3. 	 Assure that the patient comprehends the information provided, including what to 

do in the event that a medication-related problem occurs. 
4. 	 Assess and reinforce the patent's adherence to the prescribed therapeutic 


regimen. 


D. 	 Maintain accurate records. 
1. 	 Document the preparation and dispensing of medications. 
2. 	 Maintain manual or computerized files for prescription records that conform to 

state and federal laws and regulations. 
~. 	 Adhere ,to state and federal laws and regulations" related to inveQtory control (e.g., 

controlled substances, investigational drugs). ' ~- , 

E. 	 Assist patients seeking self care. 
1. 	 Assess a patient's self-identified problem (e.g., common cold, fever, pain, 

gastrointestinal problems) to determine if the problem is appropriate for self care 
or requires referral. 

2. 	 Discuss options for treatment and recommend appropriate non-prescription 

product(s) if indicated. 


3. 	 Counsel the patient about the proper use of self care products 
4. 	 Instruct a patient about the proper use of a diagnostic agent or device, including 

directions for obtaining accurate results and how to interpret the results. 
5. 	 Teach a patient the proper and safe use of commonly used health products (e.g., 

condoms, thermometers, blood pressure monitoring devices, blood glucose 
meters, metered-dose devices, ear syringes, adherence devices). 

F. 	 Contribute to the optimal use of medications 
1. 	 Articulate the pharmacist's role in medication use oversight (e.g., formulary 


management, practice guidelines). 

2. 	 Participate in established medication safety and quality improvement activities 

(e.g., adverse drug reaction reporting, medication reconciliation). 
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3. Access, select, utilize, and cite appropriate references for health information and 
patient education materials. 

4. Demonstrate basic proficiency with the technology used at assigned IPPE sites. 

/111. Public Health 

Upon completion of the IPPEs, the pharmacy intern should be able to: 

A. 	 Participate in health education programs and community-based health 
interventions. 
1. 	 Raise public awareness about the role of a pharmacist as a public health 

educator. 
2. 	 Participate in activities that promote health and wellness and the use of 

preventive care measures. 
3. 	 Articulate the concept of advocacy - what it means both professionally and 

personally. 

B. 	 Demonstrate public health-related practice skills. 
1. 	 Administer subcutaneous, intramuscular or intradermal injections, including 

immunizations. 
2. 	 Screen for common medical conditions and make appropriate referrals. 
3. 	 Conduct smoking-cessation interventions when appropriate. 

Developed by the California Pharmacy IPPE·OSCE Initiative work group representing California's seven 
schools and colleges of pharmacy, the California State Board of Pharmacy, and the practice sector. 

Co-Chairs: Barbara Sauer, PharmD (UCSF), Kathy Besinque, PharmD (USC), Eric Boyce, PharmD 
(UOP) 

Participants: Sarang Aranke, PharmD (Target), Melvin Baron, PharmD (USC), Elizabeth Boyd, PhD 
(UCSF), Sian Carr-Lopez, PharmD (UOP), James Colbert, PharmD (UCSD), Robin Carelli, PharmD 
(UCSF), Larry Drechsler, PharmD (Target), Jeff Goad, PharmD (USC), William Gong, PharmD (USC), 
Steven Gray, PharmD, JD (Kaiser), Virginia Herold (California Board of Pharmacy), Donald Hsu, PharmD 
(Western), Gamal Hussein, PharmD (Loma Linda), LaDonna Jones, PharmD (Lorna Linda), Linh Lee, 
PharmD (Ralphs), Paul Lofholm, PharmD (CPhA), Susan Ravnan, PharmD (California Board of 
Pharmacy), Debra Sasaki-Hill, PharmD (Touro), Sam Shimomura, PharmD (Western), Anne Sodergren 
(California Board of Pharmacy), Rick Sy/vies, PharmD (Western), Reza Taheri, PharmD (Lama Linda), 
Dianne Tobias, PharmD (Medpin), David Williams (Safeway), Sharon Youmans, PharmD, MPH (UCSF), 
Keith Yoshizuka, PharmD, MBA, JD (Touro) 

May 2007 
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Mary Anne Koda-Klmble, Pharm,D. 

Professor and Dean 

Thomas J. Long Chair in 

Community Pharmacy Practice 

521 Parnassus Aven~e 
Box 0622, Room C-156 
San Francisco, CA 94143-0622 
tel: 415/476-8010 
fax: 415/476-6632 
i<odaklmblem@pharmacy.ucsf.edu 

htlp:llpharmacy.ucsf.edu 

University of California 
San Francisco 

o· 

. .,' i', •. , t.: 

School of Pharmacy 
Office of the Dean 

August 14, 2007 

California State Board of Pharmacy 

Attn: Virginia G. Herold, Executive Officer 

1625 North Market Boulevard, Suite N219 

Sacramento, CA 95834-1924 


Dear Members of the Licensing Committee: 

The first phase of the California Pharmacy IPPE-OSCE Initiative has b.een 
completed. Representatives of the pharmacy schools, the Board, and practitioners 
reached consensus on the basic knowledge, skills, and attitudes that students 
should achieve through early practice exposure and experiences. We now seek 
your endorsement. 

You may recall that the California pharmacy schools developed this initiative to 
address our concerns with a new accreditation standard mandating 300 hours of 
experiential training early in the curriculum. While we are in agreement in concept 
with early practice experiences, we prefer that the focus of introductory practice 
experiences (IPPEs) be on achievement of competencies rather than on time spent 
in practice experiences. The competencies developed through this collaboration will 
provide much needed guidance to pharmacy interns and their preceptors, which 
represents a$igllificant contr;ibution to the education qnd training of pharmacists in 
the state. -, .~ 	 

As one of our partners in this initiative, we must be. sure that the Board is in 
agreement with thelPPE Competencies that were developed. In fact, we are 
requesting that all of our schools and collaborators review the document and, if 
appropriate, suggest revisions. We are now in the process of developing cases to 
test these competencies via an objective simulated competency examination 
(OSCE). This is a performance-based exam. 

I encourage you to carefully review the proposed IPPE Competencies and affirm 
that the Board agrees with this document. Please let us know if you feel any 
significant revision is necessary. 

I 	 With best regards, 

1.~~dL-~ 
. 	 Mary Anne Koda-Kimble, PharmD 

Professor and Dean 
Thomas J. Long Chair in Community Pharmacy Practice 

http:htlp:llpharmacy.ucsf.edu
mailto:i<odaklmblem@pharmacy.ucsf.edu
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Examination Statistics from April 1, 

2007 through August 31, 2007 




School California 

NAP LEX NAP LEX 

Count 

FaiJ 

4 

Pass

546 

Total

550

Other us 
% within PF 

Count 

0.7 

20 

99.3 

294 314 

Foreign 

% within PF 

Count 

6.4 

17 

93.6 

78 95 

Total 

% within PF 17.9 82.1 

Count 41 918 959 
% within PF 4.3% 95.7% 

California State Board of Pharmacy 

CPJE Statistics 4/1/07 - 8/31/07 


The charts below display data for all candidates who took the CPJE examination 
between 4/1107 - 8/31/07, inclusive. 

The board also displays NAPLEX scores associated with any candidate who took the 
CPJE during this six-month period and was reported to the board, regardless of when 
the NAP LEX may have been taken (it could have occurred outside the five-month 
reporting period noted above). 

Typically, the board reports CPJE performance data at six month intervals. However, 
due to quality assurance assessment requirements, this report contains data for five 
months. The next report will cover performance data for 9/1/07 - 3/31/08. 

Overall Pass Rates 

Valid F 

P 918 95.7 

Total 959 100.0 

Location of School 

CPJE 



Gender 

JPE Dass fail status<· 
,.JPE Total 

. 

NAP LEX pass fail status NAP LEX 
Total..•....' Fail .Pass Fail Pass 

gender F Count 

% within PF 

' .. 

1~';<;/14,6 1//' 5413 
, ' . 85.4 

642 26 

4.1 

603 

95.9 

629 

M Count 

% within PF 

1>( .., 
49 

14.2 

297 

85.8 

.346 15 

4.5 

315 

95.5 

330 

Total Count 

% within PF I:>i~~~~ 845 

85.5% 

<988 

...... :i? · 
41 

4.3% 

918 

95.7% 

959 

Degree 
NAP LEX pass fail status NAP LEX 
•• 1-------------+-~~~_.orr~~~~··· <:.J#~Tqta,

Fail Pass Total 


degree BS Count 
21 110 131 

awarded Pharmacy 

Pharm D. 

% within PF 16.0 84.0 

Count 20 808 828 

% within PF 2.4 97.6 

Total Count 41 918 959 

% within PF 4.3% 95.7% 

California Schools 

school UCSF 

UOP 

c 

Count 

% within PF 

Count 

',.'~V..: " '/. ~ 

NAPLEXpass fail status NAPLEX 
Total 

Fail Pass 

0 106 106 

'0 '100.0 

0 143 143 

USC 

% within PF 

Count 

0 100.0 

2 158 160 

Western 

% within PF 

Count 

1.3 98.7 

2 101 103 

Lorna Linda 

% within PF 

Count 

1.9 98.1 

0 20 20 

UCSD 

% within PF 

Count 

0 100 

0 18 18 

Total 

% within PF 

Count 

0 100.0 

4 546 550 
% within PF 0.7% 99.3% 

____J 



US Schools of Pharmacy 

JPE pass fail 
status 

F P Total 
U ofAZ 1 2 3 
UCSF 4 102 106 
U of Pacific 8 137 145 
USC 8 154 162 
U of CO 1 1 2 
U of Conn 1 4 5 
Howard DC 2 2 4 
FLA&M 1 2 3 
U of FL 0 3 3 
U ofGA 0 3 3 
Idaho SU 0 3 3 
U of IL Chi 2 5 7 
Butler U 1 1 2 
Purdue 0 5 5 
Drake 1 6 7 
U oflA 0 2 2 
U of KS 1 2 3 
U of KY 0 1 1 
NE LAU 0 1 1 
Xavier 1 1 2 
U ofMD 4 10 14 
MA Col Pharm 12 36 48 
NE-MA 3 2 5 
Ferris 2 1 3 
U ofMI 0 2' 2 
Wayne SU 1 0 1 
U ofMN 0 2 2 
U ofMS 0 1 1 
St. Louis Col of 
PH 

2 4 6 

UMKC 1 2 3 
U ofMT 0 1 1 
Creighton 4 19 23 
U ofNE 0 3 3 
Rutgers 0 1 1 
U ofNM 2 4 6 
Western 1 103 104 
Midwstern U 
Chicago 2 5 7 

A&M Schwartz 3 12 15 
St. Johns 1 3 4 
SUNY-Buff 3 3 6 
Union U 1 3 4 

JPE pass fail 
status 

F P Total 
NDSU 1 2 3 
OH Nrthrn U 0 1 1 
OH State U 0 2 2 
U of Cinn 1 1 2 
U of Toledo 0 3 3 
Phi C of Pharm 2 5 7 
Temple 3 10 13 
U of Pitt 0 3 3 
U of PR 0 1 1 
U ofRI 0 2 2 
U ofSC 2 2 4 
U of TN 0 1 1 
TXSOU 1 2 3 
U of Hous 0 4 4 
U ofTX 1 2 3 
U ofUT 0 3 3 
Med C of VA 1 3 4 
UofWA 1 6 7 
WA State U 1 6 7 
WVU 1 0 1 
U of WI-Mad 0 3 3 
Nova 
Southeastern 

2 2 4 

Wilkes 
University 

0 1 1 

Texas Tech 0 1 1 
Bernard J Dunn 0 1 1 
Midwestern AZ 

Nevada College 
2 5 7 

of Pharmacy 4 20 24 

Loma Linda 
University 0 21 21 

UCSD 

MA School of 
1 17 18 

Pharmacy 
Worcester 
Palm Beach 

0 4 4 

Atlantic 
University 

1 0 1 

Lake Erie Col 0 1 1 
Other/FG 44 56 100 

Total 143 845 988 



Country 

JPE pass fail status Total 

F P F 
Armenia 0 1 1 
Australia/Ashmore/Coral Sea 
Is/Cartier Is 0 1 1 

Bangladesh 1 2 3 
Canada 0 1 1 
Germany 0 1 1 
Egypt 0 4 4 
Spain 0 1 1 
France 1 2 3 
United Kingdom 0 2 2 
India 10 17 27 
Iran 0 2 2 
Japan 0 1 1 
Jordan 0 2 2 
Kenya 1 1 2 
Korea (N&S) 1 2 3 
S. Korea 1 0 1 
Nigeria/New Guinea 1 1 2 
New Zealand 0 1 1 
Philippines 11 8 19 
Pakistan 3 1 4 
Seychelles 0 21 21 
USSR 4 0 4 
Syria 3 0 3 
Taiwan 1 1 2 
Ukranian 0 1 1 
USA 101 769 870 
Venezuela 1 0 1 
South Africa 3 2 5 

Total 143 845 988 
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National Association of Boards of Pharmacy 

'/600 Fee/lanviile Olive • Mount prospect, IL 60056·6014 
Tel: 847139-/·4406 • Fax; 8471.391·4502 

Web Sit$: wV'lwnabp,i1et 
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TO: EXECUTIVE OFFICERS - STATE BOARDS OF PHARMACY 

FROM: Call11en A. Catizone, Executive Director/Secretary 

DATE: September 13,2007 

RE: Reactivation of the NAP LEX and Georgia MPJE Examinations 

NABP is continuing its efforts to reactivate the North American Pharmacist Licensure 
Examination (NAP LEX) and Georgia Multistate Phannacy Jurisprudence Examination (MPJE) 
as quickly as possible. Candidates who were scheduled to sit for the NAP LEX from the date the 
examinations were suspended, on August 25, until approximately mid October 2007 are being 
and have been rescheduled for new dates begimling in early November. It is our intent to meet 
and far exceed the original target date ofNovember 1,2007. As soon as the reinstatement date is 
finalized, the state boards will be immediately notified via e-mail. 

Reactivation of the Georgia MPJE may take slightly more time. NABP Competency Assessment 
staff completed the review of the uncompromised items to support the relaunch of the Georgia 
MPJE; however, the delivery of the Georgia MPJE, as well as other states' MPJE, depends upon 
a sophisticated software driver and NABP is working closely with our testing vendor to 
coordinate such software with reactivation of the Georgia MPJE. NABP cautiously estimates 
that reinstatement of the Georgia MPJE will occur in late November or early December. 

NABP understands that the suspension has caused difficulties for candidates who were scheduled 
to sit for the examinations. Our Customer Service and Execlltive Office staff are responding to 
each and every inquiry and using their best efforts to assist candidates who have been placed in 
this unfortunate circumstance by factors outside of the control ofNABP. The number of 
candidates contacting NABP has decreased significantly since the examinations were first 
suspended. If there is any assistance we can provide to you in this regard, please do not hesitate 
to contact me at 847/391-4400 or via e-mail atexec-office@nabp.net. 

We truly appreciate your support and assistance in this matter. 

cc: NABP Executive Committee 

mailto:atexec-office@nabp.net


·· l·· f".• 	 . "'h u1aJbpN	 Boards of Parmacy.. ationa,. Association 0 
1!Joo Fi;H$/lifJnville OrM~ • Mount PrO$poot. It 150056 

r~I.: 84713M-41106 • Fax: 8471391-4602 
Wab SIIf!r 'W\\IW,nabp,lIet 

TO: EXECUTIVE OFFICERS - STATE BOARDS OF PHARMACY 
DEANS - SCHOOLS AND COLLEGES OF PHARMACY 

FROM: Cannen A. Catizone, Executive Director/Secretary 

DATE: August 6, 2007 

RE: Materials Seized from University of Georgia College of Pharmacy Following 
Allegations of Breaches ofNational Phannacy Licensure Examination 

Today, Monday, August 6, United States' Marshals seized materials and computers from the 
University of Georgia College of Pharmacy and the offices and home of Flynn Wan-en, Jr, clinical 
professor and assistant dean for student affairs, pursuant to an ex parte temporary restraining order 
and seizure order from a federal cOUli in the Middle District of Georgia Athens Division. 

The action by the federal court follows investigations and complaints by NABP into alleged breaches 
of the North American Pharmacist Licensure Examination (NAP LEX) and the Multistate Pharmacy 
Jurisprudence Examination (MPJE) and outline activities of faculty, students, and the University of 
Georgia College ofPhaIwacy. NABP is disappointed and appalled that the public trust and health 
were victimized, the security of the NAPLEX and MPJE breached, and the integrity of the licensure 
process compromised with the lmowledge and at the direction of individuals responsible for 
educating and preparing students to become competent and ethical phannacists. 

The NABP Executive Committee is evaluating how the actions noted in the findings of the federal 
court impact the NAP LEX and MPJE and what changes need to occur to ensure the integrity of the 
NAPLEX and MPJE. 

NABP will move aggressively to hold accountable, legally and financially, any and all individuals, 
colleges and schools ofpharmacy, and organizations involved in and responsible for the compromise 
of the NAP LEX and MPJE examinations. The petitions filed and granted ill federal cOUli last week 
will be amended and expanded to name and act against any and all individuals, colleges and schools 
of pharmacy, and organizations that have engaged or engage in activities adversely impacting the 
integrity and security of the NAPLEX and MPJE and violate state and federal laws. NABP will take 
any action possible to ensure that the public health is protected. 

If you have any questions, please COlltact me via e-mail at exec-office@nabp.net or via phone at 
847/391-4400 or 1-8001774-6227. Thank you. 

cc: 	 NABP Executive Committee 
Advisory Committee on Examinations 

mailto:exec-office@nabp.net


TO: EXECUTIVE OFFICERS - STATE BOARDS OF PHARMACY 

FROM: Carmen A. Catizone, Executive Director/Secretary 

DATE: August 30, 2007 

RE: Update on Suspension of the NAPLEX and Georgia MPJE 

The National Association of Boards of Pharmacy (NABP) appreciates all of 
the support you have provided following the suspension last week of the 
North American Pharmacist Licensure Examination (NAPLEX) and the Georgia 
Multistate Pharmacy Jurisprudence Examination (Georgia MPJE). NABP knows 
this is a challenging time for all of you and apologizes for the 
additional workload you have faced in responding to candidate inquiries. 
NABP fully understands the issues some candidates are facing as a result 
of the suspension of these examinations. This decision was one of the 
most difficult decisions in the history of NABP, but it was the only one 
that could be made in the interest of protecting the integrity of the 
examinations, state licensure processes, and, ultimately, the public 
health. 

The NAPLEX and Georgia MPJE will be reactivated as soon as possible when 
NABP is confident that both examinations are able to validly assess the 
entry-level competence of pharmacists to safely practice pharmacy. NABP 
cautiously estimates that the examinations will be reinstated by early 
November 2007, following review and approval by NABP. I can assure you 
that, upon reactivation, the NAPLEX and Georgia MPJE programs will 
provide valid, psychometrically sound assessments of candidate 
competence and will embody the highest standards of testing that 
characterize andodefine NABP"and its pr~grams. This rapid reactivation 
timeline is possible thanks to the strength of the programs and 
processes that NABP has in place and is despite these programs having 
sustained significant damage that may have completely destroyed other 
programs. 

To support you and your staff in responding to e-mails and calls 
regarding this matter, NABP has created the attached script, which we 
hope will assist you in your responses. The script addresses the 
following four categories of inquiries: 

inquiries from candidates with appointments to sit for the NAPLEX 
and/or Georgia MPJE; 
inquiries from candidates who have applied to sit for examinations, 
but have not yet scheduled appointments to test; 
inquiries from candidates who have not applied for the examinations; 
and 
non-candidate inquiries. 

NABP requests that any media inquiries be forwarded to NABP's executive 
office by calling 847/391-4405. 

For your information and to provide you with some background, following 



suspension of the NAPLEX and Georgia MPJE, NABP's testing vendor, 
Prometric, immediately began contacting candidates who had appointments 
to test between August 25, 2007 and mid-October 2007 to inform them 
about the examination suspensions and to offer them the opportunity to 
reschedule their appointments. 

AS soon as we are legally able to do so, we will provide a more detailed 
explanation regarding the suspension of the examinations. We will also 
continue to provide regular updates to you and alert you immediately 
when there is significant information to report. 

Once again, NABP recognizes that this matter has resulted in additional 
work for you and your staff. We sincerely thank you for your support. 

If you have any questions, please feel free to contact me at 
847/391-4400 or exec-office@nabp.net. 

cc: NABP Executive Committee 

mailto:exec-office@nabp.net


The Board of Pharmacy announces that the National Association of Boards of Pharmacy has 
suspended administration of the NAPLEX examination until it can fully investigate a serious 
security breach of the examination. The suspension also affects the Georgia MPJE. NABP is 
not aware how long the suspension will last. 

For more information about the NAPLEX exam: here is a link to the NABP Web site: 
http://www.nabp.net 

The California Board of Pharmacy fully supports the efforts of the NABP to secure its examination 
from possible compromise, and to fully investigate the matter before resuming administration of 
the examination. This is essential for California to have trust in the examination and one key 
process the board uses to determine the minimal competency of applicants for pharmacist 
licenses. This is a public safety issue. 

Please note that this suspension does NOT affect the California Pharmacist Jurisprudence 
Examination, which is developed by the California Board of Pharmacy solely for administration to 
applicants seeking pharmacist licensure in California. This examination will continue to be 
administered to candidates who meet required standards at test centers in California and 
throughout the US by Psychological Services, Inc. 

Also, the board will release the NAPLEX scores of all applicants who took the examination before 
administration was suspended on August 25. 

More information will be shared about the NAPLEX as it becomes available. 

http:http://www.nabp.net
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Pharmacy student Robert Ko sits outside the Pharmacy Building Wednesday. 

Conversations show students received help 

Scandal prevents pharmacy students from taking current exam 

By: BRIAN HUGHES 

Posted: 8/31/07 

Katie Barnett flew more than halfway across the country to attend a review class taught by Flynn 
Warren Jr., a University pharmacy professor accused of giving out test questions to students, according 
to court documents. 

Now a pharmacist in Seattle, a graduate from the Wisconsin School of Pharmacy raved in an e-mail 
.about the class she took from Warren in South Carolina and wrote that the pharmacy community would 
be enhanced with more teachers like him. 

As part of her gratitude, court documents show she then supplied Warren with general topics from her 
" North American Pharmacist tAeensure Examination, a test-used by eacl1"state!s boards ofpharmacy, as 

well as exact questions to the test. . "' 

"What does- p-value mean ifp= 0.04 does that mean 4% due to chance? - had this twice,1I she writes. 

In the same document, Jeff Bruce, a pharmacy student from Creighton University, cites Warren's 

guidance for his "inflated score." He wrote that he scored a 130 out of 150 on the NAPLEX, which 

requires a score of 75 to pass. 


"About one-third of the questions were either word-for-word, or very similarly worded to those in the 
practice test you went over with us in Athens," he wrote to the professor in the document. 

Warren retired from the University this July but still teaches elective classes at the College of Pharmacy. 

The National Association ofBoards ofPharmacy has accused him of copyright infringement, alleging 
that he asked students to memorize test questions and share what they could remember with him. 

And now students who have never met Warren are unable to take their licensure tests, at least for the 
foreseeable future. 

The NABP suspended administration of both the NAP LEX nationally and Georgia MPJE on Saturday. 

http://www.redandblackcomlhome/index.cfm ?event=display ArticlePrinterFriendly &uStor... 8/31/2007 
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The organization has not revealed when students will be able to take the test again. 

The Red & Black scheduled a meeting for Thursday afternoon with Svein Oie, dean of the College of 
Pharmacy, but the appointment was cancelled that day by college officials: 

Tom Jackson, vice president for public affairs, said no plans have been made to keep Warren from 

teaching this fall. He is scheduled to instruct in the spring, Jackson added. 


Alan Ray Spies, an assistan~ pharmacy professor at Samford University, said in an affidavit that he 
. learned in May 2007 .Warren was giving NAPLEX questions to students. 

A senior administrator at Samfordis School of Pharmacy, who did not want to be named due to the 

pending investigation, said he was aware students at the school used Warren's review course. 


The news began to reverberate at universities nationwide this week. 

Michael McKenzie, a senior associate dean for professional affairs at the University of Florida's College 
ofPharmacy, said to his knowledge none of the college's students had participated in Warren's review 
course. He said he recognized the potential effect of the investigation. 

"I would suspect they'll have to make new questions and throw out ones that may have been 

compromised," he said. 


Authorities seized materials from Warren's computers Aug. 6 and found a copy of an electronic receipt 

llsed to purchase electronic shredding software, which is used to purge files from a computer so they 

cannot be recovered forensically. The court documents state the software was purchased just before the 

seizure. 


A recent gradu,ate from th~ pharmacy_~cl)p?rl!t The University of C;019Jado at Boulder, :who requested 

not to be identified, was Unable to take the licensure test he scheduled for Monday. He sitid lie lias 

$130,000 in student loans and a baby due in November. 


"I'm just a pawn in the game," the graduate said. "My career and profession hang in the balance. " 

© Copyright 2007 The Red and Black 
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Attachment 8 


Proposed Language to Amend 

Sections 1721 and 1723.1 of Title 16 

of the California Code of Regulations 




Board of Pharmacy 

Specific Language 


Amend Section 1721 of Division 17 of Title 16 of the California Code of Regulations to 
read as follows: 

1721. Dishonest Conduct During Examination. 

An applicant for examination as a pharmacist who engages in dishonest conduct during 
the examination shall not have that examination graded, shall not be approved to take 
the examination for tvvelve months three years from the date of the incident, and shall 
surrender his or her intern GafEI. license until eligible to take the examination. The 
applicant may not be issued a pharmacy technician license until the applicant is again 
eligible to take the examination. 

Note: Authority cited: Section 4005, Business and Professions Code. Reference: 
Section 4200, Business and Professions Code. 

Amend Section 1723.1 of Division 17 of Title 16 of the California Code of Regulations to 
read as follows: 

1723.1. Confidentiality of Examination Questions. 

Examination questions are confidential. Any applicant for any license issued by the 
board who removes all or part of any qualifying examination from the examination room 
or area, or who conveys or exposes all or part of any qualifying examination to any 
other person may be disqualified as a candidate for a license. The applicant shall not 
be approved to take the examination for three years from the date of the incident and 
shall surrender his or her intern license until again eligible to take the examination. The 
applicant may not be issued a pharmacy technician license until the applicant is again 
eligible to take the examination. 

Note: Authority cited: Section 4005, Business and Professions Code. Reference: 
Sections 123 and 496, Business and Professions Code. 
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Information about Creighton 

University's On-line PharmD Program 
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Program Overview 
Pharmacy is consistently ranked as one of 
the most respected professions in the nation, 
and the Creighton pharmacy program is 
considered one of the best pharmacy 
programs in the country. Creighton believes 
that pharmacists must be responsive to 
patient needs by providing a level of patient 
care that focuses on disease state 
management, prevention of disease, patient 
outcomes and well ness. 

Creighton University offers the first and only 
accredited Doctor of Pharmacy Program Distance Pathway (Online 
Pharmacy Program) providing a full-time educational method to obtain a Doctor 
of Pharmacy degree. This innovative pathway covers the same material as the 
traditional on-campus pathway, but allows students to take didactic coursework 
using distance mechanisms, which include the Internet and CD-ROMs, from 
wherever they live. Interactions with faculty and mentors occur via Internet chat 
rooms, e-mail, fax, and telephone. 

The didactic portion of the Distance pathway is taught on a semester basis. 
Students complete the laboratory courses in a condensed manner during the 
summers. The on-campus laboratory sessions last for 1-2 weeks. 

The'Doctor .of Pharmacy degree requires fit minimum of two' years of pre
pharmacy and four years of professional education. Many students complete 
three years or a baccalaureate degree before beginning professional education. 

Creighton's program has changed to reflect changes in the practice of pharmacy 
that focuses on pharmaceutical care. Pharmaceutical care is the direct, 
responsible provision of medication-related care for the purpose of achieving 

. definitive outcomes that improve a patient's quality of life. Today's pharmacy 
education focuses on: 

• 	 Patient data collection 
• 	 Medication therapy assessment 


and delivery 

• 	 Pharmacy care plan 
• 	 Patient counseling 
• 	 Patient monitoring and 


compliance 

• 	 Patient outcomes evaluation and 


documentation 


The clinical component of the online pharmacy program requires eight five-week 
9linlQ§J..J..9J.?JLon§,. Five clinical rotations are in required subject areas. The 
remaining clinical rotations are in elective subject areas. These unpaid clinical 
rotations provide experience in actual pharmacy practice. Sites for clinical 
rotations are in a variety of locations throughout the country, with some 
international sites. New sites are being constantly identified and developed. It 
may be necessary for students to travel to sites during at least a portion of the 
last year, depending on the availability of suitable clinical rotation in their 

http://pharmacy.creighton.edu/newpharmacyVer2/pharmacy/EntryPhannacywebProgram.a... 7/2612007 
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location. 

Graduates enter practice with strong basic knowledge, communication skills, 
critical thinking abilities and an empathic attitude toward their patients. 
Specialized clinical and internship programs are available to students who have 
particular interests in fields ranging from critical care to family medicine, 
pediatrics to gerontology, cardiology to home care and neurology to psychiatry. 
Graduates find ready employment at excellent salaries in a wide range of health 
service settings including private businesses, hospitals, clinics, government, 
military, and academic and research institutions. 

Information is provided by current students regarding online pharmacy program 
benefits, curriculum/design, and self-reported personal attributes is available. 

Nationally Recognized 
The Creighton pharmacy program has taken the lead to address the shortage of 
pharmacists by offering a distance based pharmacy pathway in addition to its 
campus pathway. In an innovative move in 2001, Creighton started the first web
based distance pharmacy pathway in which stUdents can take all didactic 
courses on the Internet. The distance pathway is the only one of its kind in the 
United States and is accredited by the American Council on Pharmacy 
Education. R@J;19"MQ.[~t,t:J,S!.c..~. 

Curriculum for Doctor of Pharmacy Program Distance Pathway (Class of 2008, Class of ~ 

Curriculum 

Doctor of Pharmacy Program 
(Beginning with the 2006 entering class) 

Distance Pathway (4 years) (Online Pharmacy Program) 

First Professional Year 

-Summer on CU ~ampus' Fall Semester ,:0 Hrs Spring Semester 

Orientation 
(6 days) 

PHA 304 Human 
Anatomy 2 BMS 404 Physiology 

Technology Training BMS 301 
Biochemistry 4 

PTG 105 Introduction 
to Pathology of 
Human Disease 

PHA 313 Pharmacy 
Calculations 2 

PHA 325 Dosage 
Forms and Drug 
Delivery Systems 

PHA 315 Physical 
Pharmacy 3 

PHA 444 Biostatistics 
and Research Design 
I 

PHA 316 Health Care 
Systems 3 PHA 442 Pharmacy 

Practice Management 

PHA 329 Introduction 
to Drug information & 
Pharmaceutical Care 

1 PHA 402 Early 
Practice Experience 1* 

PHA 320 
Communication Skills* 2 Electives 

Total 17 Total 

http://phal'l11acy.creighton,edu/newpharmacyVer2/pharmacyIEntryPhannacywebProgram,a.. , 7/26/2007 
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Second Professional Year 

Summer Lab Session 
July -12 days on CU Campus 
(Not registered for Summer 

Fall Semester Spring Semester 

Term) 

Parenterals Communications MIC 541 Microbiology 4 PHR 242 
Pharmacology II 

EPE 1 PHR 241 
Pharmacology I 5 PHA 447 Chemical 

Basis of Drug Action II 

PHA 337 Chemical 
Basis of Drug Action I 3 

PHA 324 
Nonprescription 
Therapeutics 

PHA 334 Parenteral 
Drug Products* 3 PHA 443 Basic 

Pharmacokinetics 

PHA 412 Early 
Electives 3 Practice Experience 

11* 

PHA 326 Patient 
Assessment* 

Total 18 Total 

Third Professional Year 

Summer Lab Session 
July - 6 days on CU Campus Fall Semester Spring Semester 
(Not registered for Summer 
Term) 

PHA 450 PHA 460 
Patient Assessment Pharmacotherapeutics 7 Pharmacotherapeutics 

I II.. 

PHA 459 PHA 464 ClinicalEPE II 2Immunopharmacology Pharmacokintetics 

PHA 456 Ethics in thePHA 458 Drug 3 Health CareLiterature Evaluation Professions 

PHA 485 DispensingPHA 454 Pharmacy 3 and PharmaceuticalPractice Law Care Lecture 

PHA 422 Early 
Electives 3 Practice Experience 

111* 

Electives 

Total 18 Total 

Fourth Professional Year 

Summer 
Lab Summer

Session Fall Semester Hrs Spring SemesterSemester Hrs 
May -12 
days on 

·1 

__ .1 http://pharmacy .creighton.edulnewpharmacy Ver2/pharmacy IEntry PharmacywebProgram.a... 7/26/2007 
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CU 
Campus 

Dispensing and 
Dispensing Pharmaceutical Clinical Rotation #3 5 Clinical Rotation #6 

Care Lab 

EPE III 
Clinical 

Rotation #1 5 Clinical Rotation #4 5 Clinical Rotation #7 

Clinical 
Rotation #2 5 Clinical Rotation #5 5 Clinical Rotation #8 

Total 11 Total 15 Total 

* Courses requiring on-campus components at Creighton University during the 
summer lab sessions. 

The Doctor of Pharmacy degree requires nine semesters of professional course 
work (thirteen semesters including the two years of pre-pharmacy courses). 
Students are required to attend clinical rotations during the summer prior to the 
last year of the program. A full semester of tuition is charged for the summer 
clinical rotation experience. 

Elective Requirements 

The elective didactic requirements for the pharmacy program are 
as follows: . 

• 	 Electives do not need to be taken as shown, As of August 15, 2002, 
elective course requirements for pharmacy students has changed. A total 
of ten (10) elective hours Is required; of these, the new requirements 
state that: 

a. Five (5) semester hours of electives are required of all entry-level 
pharmacy students, regardless of pre-pharmacy academic history. These 
five elective hours must be taken at an accredited, four-year school, 
college or university wh.ileJ~nrolied in ,Creighton's Doctor of Ph,armacy 
program. 

b, Five (5) semester hours of unrestricted electives are also required of 
all entry level pharmacy students. These unrestricted hours may be taken 
while enrolled in Creighton's Doctor of Pharmacy program, but credit 
hours earned in pre-professional coursework that are above and beyond 
those hours required for matriculation may also count against this 
requirement*. If pre-professional coursework is used to satisfy the 
requirement, a grade of C or better must have been earned, Unrestricted 
electives can be completed at any post-secondary institution of higher 
learning. 

• 	 The unrestricted electives required of pharmacy students may be taken 
at any four year accredited college or university. Prior approval of the 
elective course by the Assistant Dean of Academic Affairs is required, A 
syllabus may need to be submitted to the Assistant Dean for Academic 
Affairs for review and approval. The advisor's recommendation will be an 
important part of the decision whether to allow the course to count 
against the requirements for graduation, 

• 	 All elective courses must be taken for a grade unless the instructor has 
elected to use the Satisfactory/Unsatisfactory grading system, The 
PassiNo Pass option is not allowed for courses that will be applied 
toward the degree, As D grades do not transfer, elective courses taken 
for a letter grade at other institutions must be completed with a grade of 
C or better. Students should be advised that, while they will receive 
academic credit for the electives taken at institutions outside of Creighton 
University, the grades earned in these elective courses will NOT be 

http://pharmacy ,creighton.edu/newpharmacy Ver2/pharmacy /Entry PharmacywebProgram.a... 7/2612007 
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calculated into their pharmacy grade point average. Credit transfers, but 
grades do not. If electives are taken at a school or college outside of 
Creighton an official transcript which documents the grade earned in the 
elective course must be submitted to the Assistant Dean for Academic 
Affairs. An elective course cannot be considered to have been 
successfully completed until an official transcript is in the student's file. 

• 	 In order for a course to count against the elective course requirements for 
graduation, the student must NOT have taken a similar course that 
covered the same content, during their pre-professional studies (i.e., they 
should not take astronomy if they have taken a similar astronomy course 
in their pre-professional studies). 

• 	 If a student wishes to apply for transient study; the form entitled 
"Application Transient Study" must be completed and approved before 
registering for the course. The student must obtain his/her advisor's 
signature on the form before submitting the form to the Office of 
Academic and Student Affairs for approval. A copy will be placed in the 
student's and advisor's mailbox after the final decision has been made. 

Clinical Rotation Requirements 

The Clinical Rotation requirements for the pharmacy program are 
as follows: 

In the last three semesters of the program, five credits are given for each five 
week clinical rotation experience. Five (5) rotations are required: 

PHA 510 Community Pharmacy Practice Clinical Rotation 

PHA 511 Inpatient Hospital Pharmacy Practice Clinical Rotation 

PHA 512 Adult Acute Pharmaceutical Care Clinical Rotation 

PHA 515 Drug Information Clinical Rotation 

PHA 516 Ambulatory Care Clinical Rotation 


The remaining three (3) clinical rotations are elective but must be selected so as 
to provide a variety of professional experiences. Students are ,encouraged to 
enroll in clinical rotations that will e£pose them to direct "patient contact and 
clinical service, distributive functions, and nontraditional practices. The 
experiential year has been designed to graduate a generalist practitioner who is 
highly qualified to enter practice or pursue advanced study in the clinical, 
administrative, or basic pharmaceutical sciences. 

The elective clinical rotations available to Pharm.O. students 
clImmtly include: 

PHA 520 Elective Community Pharmacy Practice Clinical Rotation 
PHA 521 Elective Community Pharmacy Management Clinical Rotation 
PHA 523 Elective Long Term Care Clinical Rotation 
PHA 524 Elective Ambulatory Care Clinical Rotation 
PHA 526 Elective Ambulatory Home Care Clinical Rotation 
PHA 528 Elective Third World Cultures and Health Care (ILAC) 
PHA 529 Elective International Clinioal Rotation 
PHA 533 Elective Pharmacy Organization Management Clinical Rotation 
PHA 535 Elective Academic Clinical Rotation 
PHA 536 Elective Pharmacoeconomics Clinical Rotation 
PHA 540 Elective Inpatient Hospital Pharmacy Practice Clinical Rotation 
PHA 541 Elective Hospital Pharmacy Management Clinical Rotation 
PHA 542 Elective Drug Information Clinical Rotation 
PHA 543 Elective Poison Center Clinical Rotation 
PHA 544 Elective Drug Utilization Review Clinical Rotation 
PHA 545 Elective Nuclear Medicine Clinical Rotation 
PHA 546 Elective Veterinary Pharmaceuticals Clinical Rotation 
PHA 550 Elective Industrial Pharmaoy Clinical Rotation 

http://pharmacy.creighton.edu/newpharmacyVer2/pharmacy/EntryPharmacywebProgram.a ... 7/2612007 
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PHA 551 Elective Clinical Research Clinical Rotation 
PHA 560 Elective Adult Acute Pharmaceutical Care Clinical Rotation I 
PHA 561 Elective Adult Acute Pharmaceutical Care Clinical Rotation" 
PHA 562 Elective Clinical Pharmacokinetics Clinical Rotation 
PHA 563 Elective Infectious Disease Clinical Rotation I 
PHA 564 Elective Infectious Disease Clinical Rotation" 
PHA 565 Elective AIDS Clinical Rotation 
PHA 566 Elective Oncology-Hematology Clinical Rotation I 
PHA 567 Elective Oncology-Hematology Clinical Rotation" 
PHA 568 Elective Critical Care/Surgery Clinical Rotation 
PHA 569 Elective Cardiology Clinical Rotation 
PHA 570 Elective Psychiatry Clinical Rotation I 
PHA 571 Elective Psychiatry Clinical Rotation" 
PHA 572 Elective Pediatrics Clinical Rotation 
PHA 573 Elective Clinical Nutrition Support Clinical Rotation 

Pharmacy Home I Programs I The Office of Admission I The Office of Academics & Student Affairs I Contact U 
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Creighton Addresses Pharmacist Shortage Through Technology 
By Mary Zagoda 

The Creighton pharmacy program has taken the lead to address the shortage of pharmacists by offering a distance based 
pharmacy pathway in addition to its campus pathway. In an innovative move in 2001, Creighton started the first web-based 
pharmacy pathway in which students can take all didactic courses on the Internet. The web-based pathway is the only one of 
its kind in the United States and is accredited by the American Council on Pharmacy Education. 

The shortage of pharmacists - and other health professionals - and ways to deal with the shortage continue to be a 
concern for academic health science centers around the country, Dean Chris Bradberry said. A new study recently released 
indicates that the U.S. pharmacy profession could face a worsening shortage of pharmacists in the next decade as more 
pharmacists prepare to retire and more men and women opt for part-time work. The study, called the National Pharmacist 
Workforce Study, was done by the Pharmacy Manpower Project and is due to be published in the May/June 2006 issue of the 
Journal of the American Pharmacists Association. 

Dr, Bradberry attributes the pharmacy shortage to multiple factors beginning with the baby boomer generation. "As our 

population ages, people begin to take more and more medications, often times for multiple health problems. This creates a 

stress on pharmacists to provide more services, more prescriptions and more healthcare services as people get older." 


Other factors he contributes to the shortage are a maldistribution of health care professionals, mostly affecting rural areas; 
lrle increased responsibilities that have been given to pharmacists; and more women entering the health professions who 
want a camer and a family and men are choosing to work part time. 

Another factor affecting the shortage is the expansion in numbers of pharmacies across the country, mostly corporate 

community pharmacies and also pharmacies available in chain food stores, "A larger network requires more pharmacists to 

staff iL" 


Also part of the shortage issue is faculty to educate students. "Our faculties are aging also. We have to be concerned with 
not only providing manpower but replacing faculty as well," said Dr. Bradberry. 

, _'- Creighton started the web-based pathway as a creative and different way to educate pharmaciststhatWQ.J,Jld focus on 
students who might not have accessibility to an on-site university pro'gram. The pathway allows students to obtain an entry
level Doctor of Pharmacy (Pharm.D) degree while spending a minimum of time away from home. The web-based pathway, 
developed in-part through a grant from the Institute for the Advancement of Community Pharmacy, was viewed as a way to 
address the manpower shortage issues by expanding class size and increasing accessibility for those students who are 
cannot make it to campus. 

Students take their classes from home via course websites with audio and video feeds on the Internet and CD-ROM. They 
correspond with faculty and fellow stUdents through e-mail, chat rooms, instant messaging and by telephone. Each student 
has a faculty advisor as well as an instructional mentor for basic biomedical and pharmaceutical science courses. 

In addition to a week-long Orientation on the Creighton campus, students attend an intense two-week to three-week 
laboratory session for three summers at Creighton, which fulfills their hands-on laboratory requirements. Students may also do 
clinical rotations near their home provided the School has approved affiliations with clinical sites in the area, otherwise 
students will return to Omaha for the fourth (P4) year. 

The pathway is predominantly self study in which the student can review the audio materials from the classes according to 
their own schedules; however, there is a schedule of classes and tests. The curriculum is the same as the campus pathway 
but some classes may vary slightly in the order they are given. Testing is done at approved testing sites with students using 
specific testing software provided for student use at the approved testing site. 

The current enrollment across all four orofessional years of web stUdents is 226, 149 females and 80 males, who repre$ent 



38 states. The average age of the web-based student is 33 years of age compared to 28 years of age in the campus program. 

Enrollment in both pharmacy programs at Creighton have had a steady increase over the last three years and application 
pools are strong, Dr. Bradberry said. There are openings each year for 110 students in the campus pathway and 55 In the 
web-based pathway. For those 165 seats, Creighton will receive approximately 1,500 applications. 

Students in both pathways have been tested on three levels of assessment and show statistically equivalent performance 
. achievements. Students are rated on their classroom studies, clinical performance and pharmacy licensure or board exams. 

"Our assessments show there are no statistical differences between the two pathways. The web-based students learn 
differently, but they learn just as well as the campus students," Dr. Bradberry said. 

For students like for Katie McConkey, a second year student in the web-based pathway, pharmacy school may not have 

been possible except for Creighton's program. The nearest pharmacy school is 80 miles from her home in Cuyahoga Falls, 

Ohio, where her husband is completing his residency in emergency medicine. 


Katie, whose parents live in Lincoln, Neb., will be moving back to Omaha at the end of May. She said she has no intention 
of switching to the campus program. She said she has really connected with her classmates and has made many close 
friends. 

Although it may seem that the web-based stUdents are isolated because of the way they take their classroom studies, the 
students are actually very involved, she said. Creighton encourages participation and socialization amongst the stUdents. 
Katie is president of her class and is involved in both Phi Lambda Sigma leadership society and Rho Chi honor society. 

She says the best thing about the Creighton program is the flexibility it allows her to study. She cites the support from 

professors, administrators and fellow students to the success she feels about the program. 


In the future, Dr. Bradberry said, Creighton will continue to address the pharmacy shortage by enhancing both the web and 
cBmpus pathways. He said that by developing the web-pathway, Creighton has also created a model for other schools and 
colleges of pharmacy to follow. 
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LICENSING COMMITTEE MEETING 

MINUTES 


DATE: September 5, 2007 

LOCATION: Department of Consumer Affairs 
First Floor Hearing Room 
1625 N, Market Boulevard 
Sacramento, CA 95834 

BOARD MEMBERS 
PRESENT: Ruth Conroy, PharmD, Chairperson 

Clarence Hiura, PharmD 
Susan L. Ravnan, PharmD 
Henry Hough, Public Member 
Robert Graul, RPh 

STAFF 
PRESENT: Virginia Herold, Executive Officer 

Karen Cates, Assistant Executive Officer 
Joshua Room, Deputy Attorney General 
Spencer Walker, DCA Staff Counsel 
Robert Ratcliff, Supervising Inspector 
Anne Sodergren, Legislation and Regulation Manager 
Christine Soto, Licensing Manager 
Karen Abbe, Public and Licensee Education Analyst 

CALL TO ORDER 

Chairperson Conroy called the meeting to order on September 5, 2007 at 9:34 a.m. 

1. 	 Proposed Regulation Requirements for Pharmacies that Compound Medication 
Amendments to 16 CCR Sections 1716.1 and 1716.2 and Adoption of Sections 1735 - 1735.8 
Self-Assessment Form 

Dr. Conroy advised that at the July 2007 Board Meeting, the board voted to initiate the rulemaking 
process for the compounding regulations. To finalize the regulations, the self-assessment form 
needed to be developed. 

www.pharmacy.ca.!=lov


She stated that the revised language and the draft self-assessment form were provided in the meeting 
materials for committee review and comment. 

Deputy Attorney General Joshua Room stated that in addition to the self-assessment form, staff 
meshed the proposed compounding requirements with the existing sterile injectable compounding 
regulation. Compounding requirements as a general category are promulgated in proposed 
Article 4.5 and sterile injectable compounding in Article 7. 

Article 7 is layered on top of Article 4.5, and provides the additional requirements for sterile 
injectible compounding. 

Mr. Room noted key changes in section 1735(d). That subdivision makes explicit that the 
parameters and requirements stated by Article 4.5 (Section 1735 et seq) apply to all compounding 
practices; additional parameters and requirements applicable solely to sterile injectable compounding 
are stated in Article 7 (Section 1751 et seq). 

Mr. Room said that revisions to Section 1735.1 (c) addressed the presence of decomposed substances 
and other harmful contaminants to be excluded from quality compounded products. 

Steven Gray, from Kaiser, commented that wording in section 1735.1(c) should reflect 
"quantitative" and "qualitative" and he suggested that "harmful amounts" be used in the language. 

Mr. Room added that in Section 1735.3(a)(6), the word "supplier" was replaced by "manufacturer or 
supplier" because of the inability in some circumstances to get the name of a manufacturer. Some 
suppliers are unable or unwilling to get the name of a manufacturer. 

Supervising Inspector Bob Ratcliff asked howe-pedigree would affect compounding. 

Mr. Room responded that e-pedigree only deals with finished products. 

Mr. Room said that most revisions to Article 7 reflect renumbering; for example, numbering of .01 
and .02 was confusing, so these sections were renumbered to .1 and.2. The general idea of the 
revisions to Article 7 was to make it a subset for specialty compounding exceeding requirements of 
Article 4.5. Mr. Room added that all duplications should have been removed, and he welcomed 
comments if any items are still duplicative. 

Mr. Hough noted the requirement to maintain records for at least three years had been deleted from 
Article 7 section 1751.1. He said that from an administrative standpoint, there should be some kind 
of time limit. 

Mr. Room stated that the three-year retention would apply to all sterile compounding records as 
well. He added that section 1751.1 hadn't changed much, other than the numbering. 
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Mr. Graul asked about Article 4.5 section 1735.2(c) as listed on the self-assessment form. He stated 
that he believed the intent under subsection (c) is that (1), (2), and (3) are all to be followed. 

Mr. Room responded that yes, all three criteria must be satisfied. 

Mr. Room responded that it wouldn't hurt to put another "and" in the language. It's general 
statutory process to put it in only before the last item in a series. 

Mr. Graul said he wants to ensure that everyone knows that all three must be satisfied. 

Ms. Herold added that the boxes would be deleted from that portion of the self-assessment form. 

Dr. Ravnan noted that federal requirements break it down into sterile compounding and non-sterile 
compounding. 

Mr. Room responded that Article 7 is an additional step of sterile compounding, lying on top of 
Article 4.5. 

Dr. Ravnan asked whether a pharmacy that is doing sterile compounding still needs to fill out the 
self-assessment form for non sterile compounding. 

Mr. Room responded, yes. 

Dr. Gray added that there are three categories - compounding, sterile injectible compounding, and 
nonsterile injectible compounding. There may need to be more regulatory sections. When the 
regulations were first developed, stakeholders were not ready to take on all aspects of compounding. 

Mr. Room responded that another option would be to have entirely duplicative regulations having all 
the same baseline. We want to set a baseline for all compounding, and set additional requirements 
for sterile injectible compounding. Any ideas about the best way to do that are welcomed. 

Mr. Room also noted that variation in pharmacy practice is another reason to have this layered 
system. Individual pharmacists must have an additional license to do sterile injectable compounding 
or have specified accreditation and still comply with California's requirements. 

Ms. Herold added that if the board wants to add another subsection, they could do so by adding 
regulatory language. She said she appreciated the time that Mr. Room spent developing this new 
language. 

Phillip Swanger, Director of Governmental Affairs for the California Society of Health-System 
Pharmacists, said they sent a letter to Ms. Herold on the issue of sterile and non-sterile 
compounding. They believe Mr. Room's revised language resolves issues, but they suggest 
requiring just one self-assessment form. 

September 5, 2007 Licensing Committee Meeting Minutes - Page 3 of 18 pages 



Ms. Herold responded that for pharmacy operations, the self-assessment form should be completed. 
For sterile injectible compounding, there is a separate self-assessment form to be completed. 

Mr. Room added that we can have one self-assessment form with an appendix for sterile injectable 
compounding, rather than two separate forms, which will have duplication. 

Ms. Herold emphasized that she wanted to thank Mr. Room again for working on this regulatory 
language. 

Ms. Herold added that the committee could decide whether to further refine the language, and then 
bring it to the full board for consideration. She suggested bringing the regulation to the board in 
October to hear additional comments at that point. Then the proposed language could go out to 
public notice, and the board could take action in January 2008. 

MOTION: 	 That the proposed language and self-assessment form regarding 
Pharmacies that Compound Medication (amendments to 16 CCR Sections 
1716.1 and 1716.2, adoption of Sections 1735-1735.8, and amendments to 
sections 1751-1751.8) be presented at the October 2007 Board Meeting 
with the recommendation to release for the formal rulemaking process. 

MIS: 	 HIURA/RA VNAN 

SUPPORT: 	 5 OPPOSE: o 

2. 	 Update: Request to add the Exam for the Certification of Pharmacy Technicians (ExCPT) 
developed by the Institute for the Certification of Pharmacy Technicians as a qualification 
method for Pharmacy Technician Registration 

Dr. Conroy summarized the background information in the meeting materials. In California, 
individuals may become qualified for registration as pharmacy technicians by one of four means: 

• 	 Possessing an associate's degree in pharmacy technology 
• 	 Completing a course of training specified by the board in regulations (accredited by ASHP, 

provided by the armed forces, or at least 240 hours of instruction covering specific topics) 
• 	 Graduating from a school of pharmacy recognized by the board 
• 	 Being certified by the Pharmacy Technician Certification Board (PTCB) 

At the October 2006 Board Meeting, the board directed a review of a new exam, the ExCPT, to 
determine if it is job-related. The ExCPT is a relatively new computer-based test used to assess the 
knowledge of pharmacy technicians. The Institute for the Certification of Pharmacy Technicians 
developed the ExCPT, and made a presentation to the board in October 2006. 
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Section 139 of the Business and Professions Code requires a periodic assessment of all licensure 
examinations used by a regulatory agency for job-relatedness. Initially, board staff had hoped to use 
professional staff in the Department of Consumer Affairs Office of Examination Resources (OER) to 
conduct this assessment. However, the Department of Consumer Affairs was having a difficult time 
with recruitment of a PhD-level expert to oversee the office. 

As a result, board staff met with the department to identify the appropriate means by which to 
contract with a consultant to provide a review of the documentation for both the PTCB and ExCPT 
exams to ensure they are job-related and meet California's requirements. 

Ms. Herold added that in order to do an adequate assessment of both exams, we need someone 
specifically trained to do it. This type of specialized staff is in very short supply. The DCA no 
longer has a PhD to perform this task, and state agencies cannot contract it out until everyone in state 
service is exhausted. Ms. Herold asked whether the committee wished to continue with this effort. 

Dr. Ravnan added that California's pharmacist associations are looking at qualifications of pharmacy 
technicians, and asked if the committee could table the matter until we get their recommendation. 

MOTION: 	 That the committee table the matter of reviewing the ExCPT exam 
pending the recommendation for changes in pharmacy technicians training 
currently underway. 

MIS: 	 GRAULIRA VNAN 

SUPPORT: 	 5 OPPOSE: o 

3. 	 California Schools of Pharmacy Proposal to Identify and Agree on the Professional 
Competencies that Should Be Achieved by the End of Basic Internship Experiences 

Chairperson Conroy summarized the background on this issue. The board participated in a project 
initiated by California's schools of pharmacy, who are working together with other stakeholders to 
evaluate the components of ACPE approved intern experience at both the basic (IPPE) and advanced 
(APPE) levels. The project is called the California Pharmacy IPPE/OSCE Initiative. 

This initiative is in response to new ACPE accreditation standards that spell out how much time 
students must spend in IPPEs and APPEs rather than what they should learn (outcomes). Board 
Member Ravnan, Legislative Coordinator Anne Sodergren, and Ms. Herold attended three meetings, 
which resulted in a list of basic competencies that students should achieve by the end of the IPPE. 

The second phase of this effort began in June 2007 and involves developing a reliable and valid 
performance-based exam. An objective structured clinical exam (OSCE) would assess student 
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achievement of these competencies. The timeline aims for incorporation of the standards during 
academic year 2007-08. 

Dr. Comoy stated that the meeting materials included a copy of the competencies developed under 
this project, as well as a request from Mary Anne Koda-Kimble, who represents the UCSF School of 
Pharmacy. Dr. Koda-Kimble asks that the board affirm its agreement with this document. 

Dr. Ravnan said that without clarification about the board's role, she is concerned that we do not 
have the authority to approve curriculum. 

Dr. Comoy commented about Dr. Koda-Kimble's letter and whether she is asking for board 
approval. 

Mr. Room clarified that this is the type of thing that is affirmed by silence. It would be more 
appropriate for individual board members to communicate their concerns about deficiencies, rather 
than the board to affirm the document. 

Ms. Herold added that affirming the document has little effect unless the board makes a regulation. 
At the last meeting, it was suggested that the board look through the guidelines and if something 
rings untrue, we should call attention to it. 

Dr. Gray commented that one of the original concepts of the OSCE program was concern by the 
school that the required number of hours would interfere with pharmacists' education. The 300-hour 
requirement was somewhat arbitrary. He suggested a list of competencies that must be obtained, and 
if they achieved the competencies in 100 hours, should satisfy the ACPE. The arbitrariness of 1500 
hours or 500 hours or 2,000 hours doesn't serve the industry or the public safety well. Dr. Gray 
stressed that we still have students that come out that meet requirements for a license, but do not 
have these competencies. 

Dr. Ravnan commented that we could consider changing the licensing requirements, and entertain 
the idea of offering a licensing exam similar to the Medical Board. We need to have control over the 
quality of the exams. 

Dr. Comoy asked ifthere were any comments about the board existing requirements for 900 hours 
of the 1,500 intern hours be earned inside a pharmacy. She said that some board members felt that 
900 hours inside a pharmacy was necessary. 

Dr. Hiura stated that he has always had a problem with determining the level of competency of 
students practicing today. He would like to ask universities what they are lacking and how to correct 
those deficiencies. 

Dr. Gray spoke about the objective of the project, which is that students will come out with 
experience. He asked whether Dr. Koda-Kimble's objective was that she just wanted 

September 5, 2007 Licensing Committee Meeting Minutes - Page 6 of 18 pages 



acknowledgement from the board without an official endorsement. He suggested taking it to the full 
board for discussion. 

Mr. Graul stated that there are three issues at hand - basic versus advanced intern training as 
imposed by ACPE schools, whether or not the board's requirement for 1,500 hours is appropriate, 
and whether or not the 900 hours needs to be done as a subset. 

Dr. Conroy stated that we tabled the discussion regarding the 900-hours about one year ago pending 
the ACPE project. She recommended that Dr. Koda-Kimble's letter be referred to the board in 
October for discussion. 

4. 	 Creighton University School of Pharmacy Program's Web-Based Pathway to PharmD Degrees 

Chairperson Conroy stated that the American Council on Pharmacy Education (ACPE) has approved 
its first online PharmD program, which is being offered by Creighton University. They also offer a 
traditional PharmD program. 

Ms. Herold added that this program has been accredited for a while, and it is innovative. She added 
that the item was provided to the committee only for information. 

Ms. Sodergren added that this program began in 2000, and falls under the same accreditation 

standards as traditional schools. 


Dr. Ravnan asked if any of their students had taken California's exam. 

Ms. Herold responded that she did not know. 

5. 	 Update: Disaster Response/California Department of Health Services - Healthcare Surge 
Project 

• 	 Request from San Diego County to Exempt Prescription Container Labeling Requirements 
for First Responders and Their Families as Part of Emergency Preparedness 

The board received a request from San Diego County to provide up to 500,000 bottles of a 
7 -14 day dosing regiment of doxycycline or ciprofloxacin to first responders, that would be 
stored in their homes for their and their families' use, with the remainder being stored 
elsewhere. The county was seeking an exemption from patient-specific labeling because it 
would be "difficult, if not impossible" to label these containers. 

Board staff was unaware under what authority the board could grant such an exemption in 
advance of a disaster unless the board promulgated a regulation or obtained statutory 
approval to authorize this. 
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Dr. Conroy advised that San Diego County withdrew their request, in order to gather more 
information. 

• Request from Ralphs to Deploy Mobile Pharmacies After Declared State of Emergency 

Chairperson Conroy advised that the board had received a request for guidance from Ralphs 
Grocery Co. about the appropriate use of mobile pharmacy trailers. Ralphs would like to use 
these trailers under emergency conditions or in the event an existing pharmacy is damaged or 
closed. A copy of the request was provided in the meeting materials packet for committee 
discussion and recommendation. 

Dr. Conroy stated that there are two different situations - damage to a pharmacy, where you 
would put an RV in the parking lot, or 2) if an entire area is destroyed. 

Ms. Herold added that she would defer to Supervising Inspector Ratcliff, and that the NABP 
recommended that pharmacies have mobile units available. 

Mr. Room asked whether they meant a disaster to Ralphs was a disaster to an entire region. 

Dr. Ratcliff responded that there are two examples. Example 1 would apply to an existing 
licensed Ralphs Pharmacy that is damaged and closed. Ralph's would deploy a mobile 
pharmacy to the parking lot of the closed store, activate the generator, and operate under the 
current license of the damaged pharmacy. 

Mr. Ratcliff clarified that the law currently allows that practice for pharmacies. If there's a 
fire, or they want to do a remodel - they can operate out of a trailer. We tell them that the 
wheels must be removed from the trailer so it can't be towed away in the night. 

Example 2 would apply to an existing licensed Ralph's Pharmacy that is completely 
destroyed, and the current license location is not available to park the mobile pharmacy. 

Dr. Ratcliff clarified that the drugs ordered must be delivered to the address of record for the 
licensed entity under California Business and Professions Code section 4059.5. Example 2 
creates problems for a supplier, and statutorily, they can't do it, unless a change of address 
has been approved. 

Ms. Herold asked if there were any thoughts on whether we can promote this. 

Mr. Graul said the concern is licensing. They can only use the license to replace that 
pharmacy. If there's a disaster in Sante Fe, from a bigger perspective, trailers could be 
deployed to bring them in to where the emergency is. Mr. Graul said he was not sure of what 
is the best way to handle this. 
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Dr. Conroy added that many chain stores have RVs for this purpose. She gave MEDCO as 
an example of a chain store that carne in to the areas affected by Hurricane Katrina. 

Mr. Room stated that the board could certainly issue a temporary license for some fixed 
location in that area, saying in the interest of an emergency, it has waived provisions. 
However, you do need to have fixed addresses or locations to issue a license. 

Dr. Conroy asked how fast a temporary license could be provided. If it was provided in a 
matter of weeks or months, that would be of no use during an emergency. 

Mr. Hough stated that, as a matter of principle and general policy, the board should be on 
record encouraging these kinds of trailers. Obviously, in terms of disaster preparedness, it is 
essential that this would be a matter of policy to encourage Walgreens and others to consider 
this kind of thing. Mr. Hough stressed that we have got to prepare, and that September 11 th 

showed a need for preparedness. 

Mr. Room responded that there are two possible ways to do this. There could be an 
amendment to the disaster preparedness statement on the Web site to specifically mention 
and encourage the use of trailers. Another way to do it would be to preload a temporary 
trailer license procedure that could be expedited in the event of an emergency. 

Mr. Walker stated that a statutory or regulatory change could be made, and that the Board of 
Optometry addressed the matter in their regulations. The Board of Optometry specified how 
the trailers are to be used, and in what circumstance. Mr. Walker added that he did not think 
it would be wise to amend the board's emergency preparedness statement at this time prior to 
an investigation about whether it can be done without regulatory change. 

Dr. Hiura added that he felt that during an emergency, anything goes as far as he's 
concerned. As far as regulations and paperwork, tons of people affected by Katrina got their 
medications. If you're a professional, you can do as much as possible to help people. 

Mr. Graul said that trailers will exist ahead of time, and that having a regulation on the books 
that addresses those specific trailers makes sense. 

Dr. Ravnan added that she liked the concept of trailers as well, but she would rather see one 
in person and consider the security issues and other factors. 

Dr. Conroy added that during Hurricane Katrina, some pharmacies were wiped out and the 
National Guard was guarding them. 

Ms. Herold asked how may trailers Walgreens has. 

Dr. Conroy responded that she doesn't know how many trailers they have, but they have RVs 
ready to respond as needs arise, like in fires. 
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Ms. Herold said that it appears they drive an RV to a site, and take care of patients, but they 
are not necessarily licensed at that location. She agreed with Mr. Ratcliff that in the event of 
a disaster, we don't want to get in the way of doing the right thing. To plan for disaster, we 
can encourage the use of trailers and develop a regulatory framework for it. Possibly 
temporary permits may be a solution. 

Dr. Conroy added that she served on the NABP committee. 

Doug Hillblom, from Prescription Solutions, commented that there are a number of issues as 
we go into this. For example, what happens to the supplies in the pharmacies that are 
destroyed? How are pharmacies licensed? What about moving stock from semi-destroyed 
pharmacies to other pharmacies? 

Dr. Gray asked that the board not stray too far. He said that Examples 1 and 2 are taken care 
of already because the board has recognized those situations in the past. For example, taking 
the wheels off a trailer. Another example being getting a temporary address change quickly, 
and the pharmacy is still under a local licensed entity. But there is an "Example 3" which 
would be an entity wanting to help, but not having a local address. Kaiser has a contingency 
contract with a mobile home/trailer company that promises, on 12 hours notice, to deliver a 
unit with security, air conditioning, inside toilets, and washing stations to meet health 
requirements. The units will be readily available, and they have the same contract with 
suppliers of generators that run on diesel oil. 

Ms. Herold asked whether "immediate" meant within 24 hours. 

Dr. Gray responded that he had experience during the Northridge earthquake. During a short 
period of time, just 48 hours, they had a mobile unit set up in a parking lot. 

Mr. Graul asked whether the board has a subcommittee looking at the regulations. 

Dr. Conroy responded, no. 

Mr. Graul suggested that a subcommittee review the regulation and statutes, looking at 
disaster preparedness. 

Ms. Herold added that the Office of Emergency Services (OES), and part of the Department 
of Health Services, understand that without medication during an emergency, patient care is 
compromised. In The Script, the board encouraged the flow of medicine so that people can 
be treated. The board got so far out in front on this issue, the DHS thought the board would 
waive all of its requirements. To be clear, the board would not waive all requirements - we 
just want pharmacists to be there taking care of patients. Ms. Herold emphasized that the 
board wants to be better prepared to perform its role during an emergency. 
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Dr. Conroy stated that she sat on the NABP panel. It has since disbanded, but in two days, 
they came up with guidelines. We should continue to look at licensure issues, and 
specifically mobile pharmacies that aren't tied to a specific pharmacy. 

Dr. Gray added that, as we proceed, we should bring DHS in for discussion because there 
will be a problem for patients that need Medi-Cal and other indigent patients that can't pay. 
If medications can't be provided for free, our most disadvantaged patients cannot pay the 
money and be reimbursed later. He said that, especially in isolated areas, there would be 
problems because of transportation services. Dr. Gray encouraged the board to ask that DHS 
participate in this discussion. 

Dr. Conroy added that in Hurricane Katrina, FEMA didn't require payment. FEMA later did 
pay, but you must have had a contract or agreement with FEMA to get that. 

Dr. Gray responded that many pharmacies never got paid by FEMA. 

Dr. Hiura stated that payments to pharmacies will not be an issue during an emergency. 

• Rough and Ready 2007 

Dr. Conroy stated that she recently attended "Rough and Ready 2007," ajoint civilian
military disaster field training and demonstration. The scenario presented was a Southern 
California disaster causing mass casualties. She said it was quite interesting, and the event 
included participation by three mobile field hospitals. The field hospitals were set up, and a 
number of different organizations were also there. The California National Guard, among 
other agencies, participated. The California National Guard can put 82 gurneys on one plane. 

Dr. Conroy emphasized that the different programs that participated talked about how they 
all linked together. Emergency personnel, from fire fighters to nurses, provided better 
understanding about how they all work together. The Governor has emphasized emergency 
preparedness during the last couple of years. 

Dr. Conroy added that the communication capabilities are impressive, and a plan is in place 
outlining which entity comes in first second, second, and third, to provide care. 

• California Medical Volunteers 

Dr. Conroy advised that board staff recently participated in the evaluation of proposals for 
the implementation and operation of California's Emergency System for the Advanced 
Registration CESAR) of Volunteer Health Professionals. This system, known as the 
California Medical Volunteers, will play in instrumental role in the deployment of registered 
health care professionals in response to disasters and terrorist events. 
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The board will continue to highlight this in upcoming newsletters to encourage pharmacist 
participation. 

Ms. Herold added that it was an honor to be asked to participate in this, which is due to the 
board's efforts in disaster response. Anne Sodergren sat on the panel. 

Ms. Herold said that the board would continue to promote it in The Script. She emphasized 
that the importance of training and drills. She said that pharmacists have not been well 
represented in the planning stages, until recently. 

6. Legislative Proposal: Establishment of State Protocols for Immunizations 

Dr. Conroy summarized the history of this issue. She stated that at the July 2007 Board Meeting, the 
board voted to adopt the proposed state protocols to allow pharmacists to administer immunizations. 
At the last Licensing Committee Meeting, Dr. Jeff Goad, a professor from USC, made a presentation 
to the committee about establishing state protocols for immunizations by pharmacists. Dr. Goad 
stated that pharmacists can administer immunizations in 44 states. California is one of these states. 

Business and Professions Code Section 4052(a)(9) allows a pharmacist to administer immunizations 
pursuant to a protocol with a prescriber. According to testimony provided by Dr. Goad, physicians 
are reluctant to accept the liability for this action, even though it has wide support. Additionally, 
Health and Safety Code Section 1261.3 allows for a pharmacist to administer both the influenza and 
pneumococcal immunizations for a certain patient population in a skilled nursing facility pursuant to 
standing orders. 

Since the July 2007 Board Meeting, the proposed language has been revised to detail more specific 
training requirements, continuing education requirements, as well as recordkeeping and reporting 
requirements. 

The meeting materials contained a draft of the proposed language for committee consideration as 
follows: 

Business and Professions Code Section 4052.8 

(a) A pharmacist may order and administer immunizations pursuant to a protocol with a 
prescriber or pursuant to the current Recommended Adult and Adolescent Immunization 
Schedules provi,ded by the Centers for Disease Control and Prevention consistent with the 
published recommendations of the Advisory Committee on Immunization Practices. 

(b) Any pharmacist administering vaccines pursuant to this section may administer 
epinephrine by injection for severe allergic reactions. 

(c) Prior to performing any procedure authorized by this section, a pharmacist shall have 
completed the American Pharmacists Association pharmacy-based immunization 
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certificate program or another pharmacy-based immunization training program endorsed 
by Centers for Disease Control and Prevention within the last four years. 

(d) A pharmacist administering immunizations pursuant to this section must complete 2.5 
hours of immunization related continuing education coursework annually. 

(e) Any pharmacist administering vaccines pursuant to this section shall maintain current 
Basic Life Support certification. 

(f) Any adverse event must be reported to the Vaccine Adverse Event Reporting System 
within the U.S. Department of Health and Human Services. 

(g) The patient or patient's agent must receive the appropriate Vaccine Information Sheet for 
each vaccine administered. 

(h) A pharmacist who administers vaccines pursuant to this section shall provide 
documentation of vaccine administration to a specified provider as directed by the patient 
or patient's agent. 

(i) The pharmacist must maintain a vaccine admin~stration record that includes the date the 
vaccine was administered, the manufacturer and lot number, the vaccination site and 
route, vaccine information statement date, and the name and title of the person 
administering the vaccine 

Dr. Conroy asked whether item "c" relating to a pharmacist completing a certification program 
within the last four years was an additional requirement. 

Ms. Herold responded, yes, that is an additional requirement. 

Mr. Room said that vaccination records would be kept for three years, and medical records would be 
kept longer. He said that another possibility would be that vaccination records be transmitted to a 
patient's primary care physician. 

Ms. Sodergren noted that subdivision "h" might not be clear. The language needs to be reworked if 
a pharmacist is to provide the records to a specific provider. 

Orriette Quandt, Longs Drugs, said that pharmacists who do immunizations keep the records for four 
years. 

Dr. Gray said the requirements may not be exactly applicable to community pharmacy programs 
because most vaccines are pediatric. They keep the medical records until the age of majority plus 
one year, because that's the law regarding minors. With new vaccines for pre-teens and teenage 
girls, they keep records often longer than the three or four years, the traditional period for record 
keeping. They keep records for a national fund set up to cover costs for patients harmed from the 
vaccine. They must have records to reference. 

Dr. Gray added that the liability of providing these vaccines is so high, a fund was set up for kids 
harmed by a vaccine. He also added that people who come in saying "give me a shot," usually don't 
have a doctor. 
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Mr. Room responded that the best option is to have cascading requirements. If a patient's provider 
can be identified, then keep the records for three, four, or five years, or age of majority plus one 
year. That could be a possibility. 

Dr. Gray responded that for vaccines covered under Medicare Part D, there's a ten-year record
keeping requirement. 

Medical records are required to be kept for seven years. An immunization would qualify as 
treatment or service provided by a medical provider, so it would fall under that requirement. 

Dr. Gray said that, here again, we need to engage DHS' campaign to provide vaccines to children. 
DHS has a program, which is trying to get indigents, American Indians, and everyone vaccinated. 
They are putting together a database to feed into. With those populations, patients themselves don't 
keep good records, or complete inoculations if a series of inoculations is needed. He suggested that 
the board ask DHS what they do. He offered to get the name of the DHS person who is interested in 
increasing their outreach program. 

Dr. Conroy said that there's a lot of talk about a statewide registry for childhood vaccinations. If 
that was in existence, we would want pharmacists to report into it. She asked if there were any 
thoughts or comments on that. 

Mr. Graul suggested that the board ask Dr. Goad because he's been running a travel clinic for many 
years. Dr. Goad may have insight into this issue. Mr. Graul said he agreed with Mr. Walker that 
seven years is the requirement for keeping records on adults. For minors, it is the age of majority, 
plus one year. 

Dr. Gray suggested considering a requirement that a pharmacy give a patient a record of their 
vaccinations. He said that patients get confused on where they're at in a series. 

Dr. Conroy responded that pharmacies are required to give patients a vaccine information sheet, but 
not a record of their vaccines. 

Following a discussion about the age for adolescents, staff agreed to refine the regulation. 

Dr. Gray added that immunizations are not necessarily an injection. For example, flu mists. 

Dr. Ratcliffe noted that under subdivision "d" a pharmacist administering immunizations must 
complete 2.5 hours of immunization-related continuing education coursework annually. Other than 
emergency contraception, this is the only carve-out. He asked whether is 2.5 hour requirements was 
going to be maintained, other than being sent to the board. 

Dr. Gray added, that as a practical matter, you don't receive continuing education for a half hour. It 
would be either two or three hours, and it should be from an accredited provider. 
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Ms. Sodergren noted that Dr. Goad said that information is contained in the CDC recommendations. 

Ms. Herold said that this is a piece oflegislation we want to sponsor next year. We should get the 
language in good shape, and we are seeking comments and legislative proposals so we can refine it. 
The board needs professionals to support this as a coalition. 

Dr. Conroy asked if there were any additional comments on this issue. There were none. 

7. 	 Competency Committee Report and Update on Transition to a New Test Administration 
Company for the California Pharmacist Jurisprudence Examination 

Conversion to New Examination Vendor 

Dr. Conroy referred to the information in the meeting materials. On June 1,2007, the board 
converted to a new vendor to administer the CPJE. The new firm is Psychological Services, Inc. 
(PSI). Board staffis working to resolve the issues that have arisen as a result of the transition to the 
new vendor. 

Examination scores from tests administered at PSI were released on August 27. Part of the delay 
was due to the conversion, but also there was slow test taking since June 1, 2007 by the applicants. 
Another quality assurance check is scheduled to begin September 1, 2007. 

Ms. Herold stated that the overall pass rate so far is 80 percent. Quality assurance reviews are built 
in, and they are important to ensure the integrity of the CPJE. Ms. Herold emphasized that the 
board's priority is to license those who have passed the exam. 

Competency Committee 

The Competency Committee held a two-day meeting in August to discuss exam-related issues and 
work on future questions. One issue discussed was the compromise of exam questions and cheating 
on the exam, which led the committee to request that the board seek higher penalties from those 
applicants who compromise the exam discussed below. There are two meetings scheduled this fall; 
one in September 2007 and one in October. 

NAP LEX Compromised 

Dr. Conroy stated that on August 6, 2007, the NABP issued a notice to all state boards of pharmacy 
that US Marshals seized materials and computers from the University of Georgia College of 
Pharmacy after allegations of breaches of the National Pharmacy Licensure Examination 
(NAPLEX). As such, the NABP was suspending administration of the NAP LEX until the matter 
could be investigated. A process that could take months. 
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Dr. Conroy noted that the meeting materials contained recent updates by the NABP, as well as the 
information posted on the board's Web site and news articles. 

The board supports the efforts by the NABP to secure its examination from possible compromise 
and to fully investigate the matter before resuming administration of the examination. Failure on the 
part ofNABP to take such action could result in compromised public safety. 

Dr. Conroy added that applicants should continue to apply for the NAPLEX, so that once the exam 
is ready, they can take it. 

Regulation Proposal to Strengthen Penalty for Dishonest Conduct by Applicants 

Dr. Conroy referred to the meeting materials, which contained draft regulatory language for the 
committee's consideration. The language strengthens the penalty an applicant would incur for 
dishonest conduct during an examination, as well as further clarify the penalty an applicant would 
incur for conveying or exposing any part of the licensing examination. 

This recommendation is generated from the board's Competency Committee, which is responsible 
for the development of the CPJE examination. According to the board's current exam 
psychometrician, the cost to generate a new test item is $2,000 per test item (there are 90 test items 
on any test). Compromised test items pose not only a financial loss to the board, but also inhibit the 
board's ability to test for minimum competency and if an otherwise incompetent applicant passes the 
exam because the exam has been compromised, such a breach is a public safety issue. 

As recently as September 2005, the board disciplined two licensees for compromising the board 
examination and is currently working with the NABP to address allegations of a recent candidate 
who allegedly cheated on the NAP LEX while attempting to qualify for a pharmacist license in 
California. 

Ms. Herold noted that the proposed language in the meeting materials was developed prior to the 
recent compromise of the exam. The recent compromise involved an applicant who was caught in 
her car while taking the exam. Dr. Hiura and Dr. Ravnan were prior members of the Competency 
Committee, and they were aware of the hard work of this committee because the integrity of the 
exam is important. 

Dr. Ravnan asked whether penalties are in place for applicant found cheating, after they have already 
received a license. 

Mr. Room responded, yes; however, it became a formal disciplinary process. 

Dr. Gray stated that in Georgia, there was confusion among faculty about whether they could ask a 
licensed pharmacist about the exam experience. If faculty asked a pharmacist if this was on the 
exam or that was on the exam, would that be considered cheating? He added that it happens all the 
time. 
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Ms. Herold responded that, technic.ally yes. And if you are specific about the questions and possible 
answers, you are reconstructing the exam. The agreement candidates must sign before taking the 
exam says they agree with this policy. This is a licensing exam, and the board spends a lot of money 
validating whether a person has the knowledge to perform safely. Generally helping students 
prepare is different than crossing the line by memorizing questions and answers. Ms. Herold 
recommended that applicants just don't talk about the exam. 

Dr. Conroy suggested that there is a difference between confirming that there are questions about 
hypoglycemia on the exam, as opposed to memorizing a specific question and then sharing it. 

Dr. Gray stated that he knows there are dinner meetings where faculty are general interested in 
whether they gave them the help and information they needed for the exam. They may ask if the 
exam went into a pharmacodynamic. Well meaning people may mislead a student down a wrong 
path. Education and outreach may be needed, so this issue should go to the Communication and 
Public Education Committee. Dr. Gray added that he's familiar with an exam prep course that went 
over the line, but there is ordinary faculty discussion that coursework is pertinent to what students 
need to know. He considers cheating as writing on a cup or going out to their car. 

Mr. Room added that he was fine if we want to provide public education, but we shouldn't engage 
too much in hypotheticals as far as what would constitute a violation for fear of compromising future 
cases. It comes down to discretion - when it crosses the line into "teaching to the exam," it should 
be left in the hands of enforcement staff as to when that becomes an enforcement case. Don't be so 
specific as to say you can ask three questions about the exam, but not four questions. The general 
message is that the exam is confidential. Don't repeat items on the exam, and don't convey how 
many questions about this or that are on the exam. They may be" innocent questions, but they 
endanger the confidentiality of those exam questions. 

Ms. Herold added the members of the Competency Committee are sworn not to discuss the exam, 
and not to tell people that they're on the committee. Members of faculty sometimes put pressure on 
people to reveal what's on the exam. 

MOTION: That the committee approve the proposed language to strengthen the 
penalty for dishonest conduct by applicants, amending Sections 1721 and 
1723.1 of Division 17 of Title 16 of the California Code of Regulations 
from one year to three years. 

1721. Dishonest Conduct During Examination. 

An applicant for examination as a pharmacist who engages in dishonest conduct during 
the examination shall not have that examination graded, shall not be approved to take the 
examination for hve)ye months three years from the date of the incident, and shall 
surrender his or her intern €-afEi license until eligible to take the examination. The 
applicant may not be issued a phannacy technician license until the applicant is again 
eligible to take the examination. 
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Note: Authority cited: Section 4005, Business and Professions Code. Reference: Section 
4200, Business and Professions Code. 

1723.1. Confidentiality of Examination Questions. 

Examination questions are confidential. Any applicant for any license issued by the board 
who removes all or part of any qualifying examination from the examination room or 
area, or who conveys or exposes al1 or part of any qualifying examination to any other 
person may be disqualified as a candidate for a license. The applicant shal1 not be 
approved to take the examination for three years from the date of the incident and shall 
surrender his or her intern license until again eligible to take the examination. The 
applicant may not be issued a pharmacy technician license until the applicant is again 
eligible to take the examination. 

Note: Authority cited: Section 4005, Business and Professions Code. Reference: Sections 
123 and 496, Business and Professions Code. 

MIS: GRAULIHIURA 

SUPPORT: 5 OPPOSE: o 

ADJOURNMENT 

There being no additional business, Chairperson Conroy adjourned the meeting at 11 :55 a.m. 
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Licensing Statistics 
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Attachment 12 


First Quarterly Report on Committee 

Goals for 2007/08 




LICENSING COMMITTEE 


Goal2: Ensure the qualifications of licensees. 

Outcome: Qualified licensees 

Issue licenses within 3 working days of a completed application by June 30,2011.Objective 2.1 

Percentage of licenses issued within 3 work days.Measure: 

1. Review 100 percent of all applications within 7 work days of receipt.Tasks: 

Apps. Received: Average Days to Process: 

Qtr 1 Qtr 2 Qtr 3 Qtr 4 Qtr 1 Qtr 2 Qtr 3 Qtr 4 

Pharmacist (exam applications) 392 15 

Pharmacist (initial licensing) 608 10 

Pharmacy Intern 655 30 

Pharmacy Technician 1828 16 

Pharmacies 127 18 

Non-Resident Pharmacy 20 17 

Wholesaler 12 20 

Veterinary Drug Retailers 0 10 

Designated Representative 111 10 

Out-of-state distributors 25 20 

Clinics 26 21 

Hypodermic Needle & 

Syringe Distributors 

4 10 

Sterile Compounding 25 10 

2. Process 100 percent of all deficiency documents within 5 work days of receipt. 

Average Days to process deficiency: 

Qtr 1 Qtr 2 Qtr 3 Qtr 4 

Pharmacist (exam applications) 15 

Pharmacist (initial licensing) 7 

Pharmacy Intern 15 

Pharmacy Technician 15 

Pharmacies 4 

Non-Resident Pharmacy 10 

Wholesaler 10 

Veterinary Drug Retailers 2 

Designated Representative 5 

Out-of-state distributors 10 

Clinics 1 

Hypodermic Needle & Syringe 2 
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3. Make a licensing decision within 3 work days after all deficiencies are corrected. 

Average Days to Determine to 

Deny/lssue License: 

Qtr 1 Qtr2 Qtr3 Qtr 4 

Pharmacist (exam applications) 

Pharmacist (initial licensing) 

Pharmacy Intern 

Pharmacy Technician 

Pharmacies 

Non-Resident Pharmacy 

Wholesaler 

Veterinary Drug Retailers 

Designated I~epresentative 

Out-of-state distributors 

Clinics 

Hypodermic Needle & Syringe 

3 

4 

5 

4 

4 

4. Issue professional and occupational licenses to those individuals and firms that meet 

minimum requirements. 

Licenses Issued: 

Qtr 1 Qtr 2 Qtr 3 Qtr 4 

Pharmacist 612 

Pharmacy Intern 637 

Pharmacy Technician 1580 

Pharmacies 123 

Non-Resident Pharmacy 15 

Wholesaler 17 

Veterinary Drug Retailers 0 

Designated Representative 103 

Out-of-state distributors 21 

Clinics 22 

Hypodermic Needle & Syringe 2 

Sterile Compounding 14 
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5. Withdrawn licenses to applicants not meeting board requirements. 

Otr 1 Otr 2 Otr 3 Otr 4 

Pharmacy Technician 1 

Pharmacies 4 

Non-Resident Pharmacy 1 

Clinics 0 

Sterile Compounding 0 

Designated Representative 0 

Hypodermic Needle & Syringe 0 

Out-of-state distributors 1 

Wholesaler 2 

6. Deny applications to those who do not meet California standards. 

7. Responding to email status requests and inquiries to designated email addresses. 

Otr 1 Otr 2 Otr 3 Otr 4 

Pharmacist/Pharmacist Intern 1,863 

Pharmacy Technicians 1,092 

Site licenses (pharmacy, clinics) 1,156 

Site licenses (wholesalers, 

nonresident pharmacies) 

1,103 

8. Responding to telephone status request and inquiries. 

Otr 1 Otr 2 Otr 3 Otr 4 

Pharmacist/Pharmacist Intern 671 

Pharmacy Technicians 150 

Site licenses (pharmacy, clinics) 243 

Site licenses (wholesalers, 

nonresident pharmacies) 

370 
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Objective 2.2 Cashier 100 percent of all application and renewal fees within two working days of receipt 

by June 30, 2011. 

Measure: Percentage of cashiered application and renewal fees within 2 working days. 

Tasks: 1. 	 Cashier application fees. 

1st Otr 06/07: The average processing time for processing new application fees is 2-3 

working days. 

2nd Otr 06/07: The average processing time for processing new application fees is 2-3 

working days. 

3rd Otr 06/07: The average processing time for processing new application fees is 3 

working days. 

4th Otr 06/07: The average processing time (or processing new application fees is 2-3 

working days. 

1st Otr 07/08: The average processing time for processing new application fees is 2-3 

working days. 

2. 	 Cashier renewal fees. 

1st Otr 06/07: The average processing time for cashiering is 2-3 working days. 

2nd Otr 06/07: The average processing time for cashiering is 2-3 working days. 

3rd Otr 06/07: The average processing time for cashiering is 2-3 working days. 

4th Otr 06/07: The average processing time for cashiering is 2-3 working days. 

1st Otr 07/08: The average processing time for cashiering is 2-3 working days. 

3. Secure online renewal of licenses. 

1 st Otr 06/07: Board meets with programmers to initiate parameters for board licensing 

programs to convert to DCA Applicant Tracking Program. 

Jan. 2007: Board converts al/ application programs to DCA's Applicant Tracking 

Program. See Objective 2A Task 7 below. 
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Objective 2.3 Update 100 percent of all information changes to licensing records within 5 working days 
by June 30, 2011. 

Percentage of licensing records changes within 5 working days. 

Tasks: 

Measure: 

1. 	 Make address and name changes. 
1st Qtr 06/07: Processed 1,832 address changes. 
2nd Qtr 06/07: Processed 1,322 address changes. 
3rd Qtr 06/07: Processed 1,613 address changes. 
4th Qtr 06/07: Processed 1,857 address changes. 
1st Qtr 07/08: Processed 1,990 address changes. 

2. Process discontinuance of businesses forms and related components. 
1 st Qtr 06/07: Processed 41 discontinuance-or-business rorms. Processing time is 46 days. 

2nd Qtr 06/07: Processed 0 discontinuance-or-business forms. 

3rd Qtr 06/07: Processed 72 discontinuance-of-business forms. Processing time is 30 days. 

4th Qtr 06/07: Processed 38 discontinuance-of-business forms. Processing time is 30 days. 

1st Qtr 07/08: Processed 69 discontinuance-or-business rorms. Processing time is 30 days. 


3. 	 Process changes in pharmacist-in-charge and designated representative-in-charge. 
1st Qtr 06/07: 	 Processed 247 pharmacist-in-charge changes. Average processing time is 

30 days. Processed 0 designated representative-in-charge changes. 
2nd Qtr 06/07: 	 Processed 382 pharmacist-in-charge changes. Average processing time is 

30 days. Processed 5 designated representative-in-charge changes. Average 
processing time is 10 days. 

3rd Qtr 06/07: 	 Processed 358 pharmacist-in-charge changes. Average processing time is 
30 days. Processed 0 designated representative-in-charge changes. 

4th Qtr 06/07: 	 Processed 544 pharmacist-in-charge changes. Average processing time is 
30 days. Processed 14 designated representative-in-charge changes. Average 
processing time is 14 days. 

1st Qtr 07/08: 	 Processed 368 pharmacist-in-charge changes. Average processing time is 
30 days. Processed 30 deSignated representative-in-charge changes. Average 
processing time is 30 days. 

4. 	 Process off-site storage applications. 
1st Qtr 06/07: Processed and approved 42 off-site storage applications. Average processing 

time is 30 days. 
1st Qtr 07/08: Processed and approved 42 off-site storage applications. Average processing 

time is 30 days. 
5. 	 Transfer of intern hours to other states. 

1st Qtr 06/07: Processed 76 applications. Average processing time is 30 days. 
2nd Qtr 06/07: Processed 45 applications. Average processing time is 30 days. 
1st Qtr 07/08: Processed 76 applications. Average processing time is 30 days. 
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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 
a pharmacist license to that state. 
Jan. 2007: Survey ofsome states indicate misunderstanding of why California cannot 

accept NAPLEX scores earned before January I, 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. Work with the University of California to evaluate the drug distribution system of its 
clinics and their appropriate licensure. 

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. 

4. Work with local and state officials on emergency preparedness and planning for 
pandemic and disasters. Planning to include the storage and distribution of drugs to 
assure patient access and safety. 
Sept. 2006: Committee hears presentation by DHS on emergency preparedness. 

Oct. 2006: Presentation by Orange County and LA emergency response staff at NABP 

District 7 & 8 meeting. Board meeting has presentation by DHS and board 

develops policy statement for licensees in responding to declared 

emergencies. 

Jan. 2007: Board publishes disaster response policy statement. 

Feb. & March 2007: Board attends seven-day DHS-hosted training session on surge 

emergency response as part of the state's disaster response. 

April- June 2007: Board continues to participate in SURGE planning activities and in 

ajoint public/private partnership project envisioned by the 

Governor. 

June 2007: Board staff aids in contract evaluation to select a consultant to provide pre-

emergency registration of health care providers. 

Sept. 2007: Board attends Rough & Ready Demonstration in Orange County. 

Oct. 2007: Board considers legislative proposal to license mobile pharmacies for 

deployment during declared disasters. 

Staff resume attendance at ESAR V/-IPs meeting of EMSA. 

5. Evaluate the need to issue a provisional license to pharmacy technician trainees. 

I 
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6. Evaluate use of a second pharmacy technician certification examination (ExCPT) as a 

possible qualifying route for registration of technicians. 

Sept. 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. 

Sept. 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 

CSI-IP and CPhA complete their review of pharmacy technician training and 

knowledge. 

7. Implement the Department of Consumer Affairs Applicant Tracking System to 

facilitate implementation of I-Licensing system, allowing online renewal of licenses 

by 200B. 

July 2006: Board 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. 

March 2007: 	 Work on securing vendors for I-Licensing continues. Staff changes at DCA 

may delay implementation. 

June 2007: DCA hires additional staff for I-Licensing project. Implementation for board 

programs delayed until mid-2009. 

Aug. 2007: Executive Officer still on executive steering committee. 

B. 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. 

9. Implement new test administration requirements for the (PJE. 

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. 

Oct. 2007: Transition efforts to PSI continue. 
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