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For Action: 

1. 	 Request to Recognize the School of Pharmacy at the University of Charleston 
for Purposes of Issuing California Pharmacist Intern Licenses 

After the September 20th Licensing Committee Meeting, the board received a 
request from the University of Charleston seeking board approval for purposes of 
issuing California intern pharmacist licenses (Attachment 1). Current board 
regulation section 1719 states that a "recognized school of pharmacy" means a 
school accredited or granted candidate status by the Accreditation Council for 
Pharmacy Education (ACPE). The University of Charleston has "pre-candidate" 
status with ACPE, and according to ACPE is progreSSing toward candidate status. 

Approval will mean the University of Charleston's students can work as interns in 
California pharmacies. 

A motion is needed for the board to take action on this request. 

2. 	 Emergency Preparedness for California Pharmacy 
Recommendation: 	 Develop and Approve Policy Statement for Licensees 

Regarding Authorized Activities During Declared 
Disasters (Attachment 3) 

One of the Governor's key initiatives is emergency preparedness. Currently within 
the Department of Health Services is the Emergency Preparedness Office, which 
has been formed to coordinate state government's planning for emergencies. 

The board has an important role in this because the provision of pharmaceuticals 
and who will provide them will certainly be an important component in any disaster 
response. 

Dana Grau, PharmD, of the Emergency Preparedness Office, Emergency 

Pharmaceutical Services Unit of the Department of Health Services provided 


http:www.pharmacy.ca.gov


information about the state's planning and preparing for disaster response to the 
Licensing Committee on September 20. 

Dr. Grau will attend this meeting to present his information to the full board. 
Materials for this discussion are provided in Attachment 2. 

The DHS indicates that it wants to ensure that the board is aware of DHS' plans so 
that concerns can be addressed at the front end, and licensees and the public will 
have better knowledge of what the board will require and be willing and comfortable 
volunteering to participate in emergency response. 

Current California law, Business and Professions Code section 4062 provides the 
board with broad waiver authority (this provision was written and sponsored by the 
board): 

4062. (a) Notwithstanding Section 4059 or any other provision of law, a phannacist n1ay, in 
good faith, fun1ish a dangerous drug or dangerous device in reasonable quantities without a 
prescription during a federal, state, or local emergency, to fmiher 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 dnlg or device fun1ished shall 
be maintained. The pharmacist shall comn1unicate this infon11ation 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 fun1ished 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. 

Also, a section of law dealing with refills could aid pharmacists in providing 
medication to patients in an emergency: 

4064. (a) A prescription for a dangerous drug or dangerous device may be refilled without the 
prescriber's authorization if the prescriber is unavailable to authorize the refill and if, in the 
pharmacist's professional judgment, failure to refill the prescription might interrupt the patient's 
ongoing care and have a significant adverse effect on the patient's well-being. 
(b) The phanllacist shall infonn the patient that the prescription was refilled pursuant to this 
section. 
(c) The phan11acist shall infonll the prescriber within a reasonable period of time of any refills 
dispensed pursuant to this section. 
(d) Prior to refilling a prescription pursuant to this section, the phan11acist shall make every 
reasonable effOli to contact the prescriber. The pharmacist shall n1ake an appropriate record, 
including the basis for proceeding under this section. 
(e) The prescriber shall not incur any liability as the result of a refilling of a prescription 
pursuant to this section. 
(f) Notwithstanding Section 4060 or any other law, a person may possess a dangerous drug or 
dangerous device furnished without prescription pursuant to this section. 

The board's prior policy in response to any inquiries from licensees who are 
responding to declared emergencies is perhaps simply stated as: take care of 
patients, and make certain they get their needed medication. 



Over the coming months the board will work with the DHS on developing a plan how 
the board will respond to disaster response efforts if a declared emergency occurs. 
To frame this discussion, the DHS and the board will develop answers to 11 
questions that are contained within Dr Grau's statement in Attachment 2. 

Following Dr. Grau's presentation, the board will take action on a recommendation of 
the Licensing Committee that the board develop a policy statement that will provide 
the board's thoughts on how licensees can respond a disaster. The intent is to 
publicly release this statement (place it on the board's Web site and highlight it in the 
next board newsletter) - hopefully before a response is required to provide some 
direction to licensees. 

The draft statement developed by me and Attorney General Joshua Room is 

provided in Attachment 3. 


For Information: 

3. 	 Request to Add the Exam for the Certification of Pharmacy Technicians as a 
Qualifying Method for Pharmacy Technician Registration 

Currently, pharmacy technicians may become qualified for registration in California 
by one of four methods: 

1. 	 Possessing an associate degree in pharmacy technology 
2. 	 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) 

3. 	 Graduating from a school of pharmacy recognized by the board 
4. 	 Being certified by the Pharmacy Technician Certification Board. 

A new pharmacy technician examination has been brought to the board's attention, 
the Exam for the Certification of Pharmacy Technicians (ExCPT). 

The ExCPT is accepted by Connecticut, New Jersey, Minnesota, Oregon and 
Virginia as a qualifying route for registration. Kenneth W. Schafermeyer, PhD, RPh, 
Director of Education for the Institute for the Certification of Pharmacy Technicians, 
which develops this exam, attended the Licensing Committee Meeting on 
September 20 to provide information about this examination. 

According to Dr. Schafermeyer, of the 26 states that require registration of pharmacy 
technicians, 11 have agreed to use the ExCPT examination as a qualifying route to 
registration (in several of these states the approval is proceeding but is still pending). 

The exam is computer administered six or seven days a week in 700 locations 
nationwide. The National Community Pharmacists Association and the National 



Association of Chain Drug Stores support use of the exam, and were involved in its 
development. 

The ExCPT is a competing exam to the PTCB exam, which is developed by the 
American Pharmacists Association, American Society of Health-System 
Pharmacists, Illinois Council of Health-System Pharmacists, Michigan Pharmacists 
Association and the National Association of Boards of Pharmacy. Over 250,000 
technicians have become certified via use of this exam nationally since 1995. 
Currently the PTCB is a paper-and-pencil examination administered periodically, 
although plans are to have it go computer administered in February 2007. It has 
higher fee. 

The committee asked staff to review the ExCPT and see if it meets the requirements 
of Business and Professions Code section 139, which establishes requirements for 
examination programs for California-licensed occupations. Staff will collect and 
compile this information and provide a report to a future meeting of the Licensing 
Committee, and then to the board. 

Materials for the ExCPT are provided in Attachment 4. 

Should the board approve the use of the ExCPT, a statutory modification to 

Business and Professions Code section 4202 would be required. 


4. 	 Update on AB 595 on Compounding by Pharmacies and Recent Action by the 
US District Court, Western District of Texas 

In 2004, the Licensing Committee formed a Workgroup on Compounding to evaluate 
whether a distinction could be made between compounding by a pharmacy and 
manufacturing operations that are performed by a drug manufacturer. This 
workgroup formed in part due to a request from the Department of Health Services 
seeking the board's determination of when a pharmacy is compounding, and when a 
pharmacy has become a drug manufacturer, and thus subject to licensure by the 
Department of Health Services or federal Food and Drug Administration. 

This workgroup was comprised of staff from the board, the Department of Health 
Service, compounding pharmacies, pharmacy associations and others. Over the 
course of 2004, the group met quarterly. However, the group was unable to develop 
standards to distinguish when a pharmacy has crossed from compounding into 
manufacturing, and thus would be subject to licensure as a manufacturer. Instead a 
legislative proposal and draft regulations were developed to establish standards for 
pharmacies that compound medication, leaving to the Department of Health 
Services or FDA the determination of when a pharmacy is manufacturing. 

In 2005, the board sponsored the proposed statutory provisions in legislation 
introduced as AB 595 (Negrete-McLeod). In August 2005, AB 595 was on the floor 
of the Senate when opposition from the Department of Health Services was formally 



announced. During 2006, the board and interested stakeholders worked to remove 
the Department of Health Services' opposition, but the board was never successful. 
The Department of Health Services remained opposed to various provisions, but 
primarily the provisions that would have allowed a pharmacy to contract with another 
pharmacy to compound medication for the first pharmacy. Amendments desired by 
the Department of Health Services would have required a separate pharmacy 
license and annual inspections for pharmacies that compound medication for other 
pharmacies. 

At the very end of the 2006 Legislative Session, after months of effort to remove or 
reduce DHS' opposition, amendments to AS 595 appeared in print that were aimed 
at reducing this opposition (Attachment 5). However, Kaiser, CPhA and Grandpa's 
Pharmacy came out in opposition to these amendments. Whereas former Executive 
Officer Patricia Harris feels that these amendments had been agreed upon earlier, 
the bill was dropped at the end of the session (DHS never removed its opposition). 

In early September, after the board dropped AS 595, the board obtained a court 
decision restricting the FDA's regulation of pharmacy compounding based on a 
lawsuit filed in Texas. A copy of this decision is also provided in Attachment 5. 

During the Licensing Committee Meeting on September 20, Deputy Attorney 
General Joshua Room provided an overview of the likely minimal impact the Texas 
decision might have upon California. The meeting summary of the September 20th 

meeting in this packet (Attachment 7) contains this information, which Mr. Room will 
provide to the board during the meeting (see page 6 of the meeting summary). 

The CPhA may be interested in sponsoring similar legislation next year. The board 
can review and take a position on the bill that the profession introduces and 

sponsors. 


The proposed regulations for compounding pharmacies that were developed in 2004 
as part of the Compounding Workgroup will be brought to the next Licensing 
Committee. 

5. Transfers of NAP LEX Scores to Other States 

According to a survey done by the NASP last year, 26 states will not accept a North 
American Pharmacist Licensure Examination (NAPLEX) score if the applicant 
initially earned that score from being qualified to take the examination by California, 
and after passing the exam, later applies to become licensed as pharmacist in these 
states (Attachment 6). 

There is a process by which an applicant who has not yet taken the NAPLEX may 
ask that his or her NAP LEX score be sent to multiple states. However, not all 
candidates do this before taking the exam, or discover later that they wish to 
become licensed as a pharmacist in another state. If the latter occurs, a license 



transfer is required (which essentially is a transfer of the NAPLEX score and license 
verification) to the new state. The applicant is still required to meet any additional 
licensure requirements in the new state (e.g., pass the Multistate Pharmacist 
Licensure Exam for that state). 

At the July Board Meeting, the board directed that staff determine why 26 states will 
not accept NAPLEX scores earned in California if later the pharmacists wish to 
transfer the score to become licensed in that state. 

It has not been possible to complete the review but the survey will be completed and 
shared with the committee in December. However, Ms. Herold contacted the NABP 
for its insight, and was advised that:: 
1. 	 California's acceptance of NAPLEX scores only if earned after January 1 , 2004, 

may account for much of the reason why California scores are not accepted by 
these states; essentially because California does not fully accept NAPLEX 
scores earned by their pharmacists, but instead requires retaking the NAPLEX 
for many of a state's pharmacists. 

2. 	 Misunderstanding about what exams California will accept from their states (e.g., 
requiring passing of the old California licensure exam) may be another factor. 

The NABP believes that education about California's requirements may help resolve 
some of this problem. Ms. Herold will contact these states one at a time to conduct 
the survey and hopes to provide education as well as obtain information. 

6. 	 Foreign Pharmacy Graduate Equivalency Commission Certifications 

California law requires foreign-educated pharmacists to be certified by the Foreign 
Graduate Equivalency Commission (FPGEC) to satisfy the educational equivalency 
requirement with that of domestic pharmacy school graduates. 

Since 1991, California has required foreign-educated pharmacists to pass the Test 
of Spoken English (TSE) as a condition of taking the California pharmacist licensure 
examination. The TSE is administered by Educational Testing Service worldwide, 
and has been validated to assess the spoken English proficiency of those for whom 
English is not their original language. 

In 1997, the FPGEC began requiring a TSE score of 50 as a component of FPGEC 
certification. Recognizing the duplication of this requirement with California's TSE 
requirement, California law was amended in the late 1990s to require foreign­
educated candidates who became FPGEC certified before January 1, 1998 to 
continue to provide a passing score on the TSE. Those certified after January 1, 
1998, no longer needed to provide the board with a TSE score (due to the FPGEC's 
TSE requirement). 

In a few months, Educational Testing Service will no longer administer the TSE, but 
instead rolled these requirements into the TOEFL iBT exam. The FPGEC has 



begun accepting the TOEFL iBT exam as part of its requirements to become 

FPGEC certified in place of the TSE. 


In recent months, the board has heard from several foreign-educated pharmacists 
who became FPGEC certified before 1998, and thus are required to complete the 
TSE requirement; however, these applicants have been unable to pass the TSE. 
The applicants have expressed concern about how they will qualify to take the 
pharmacist licensure examination in California if the TSE is no longer administered. 

The FPGEC has agreed to recertify these individuals who have not earned a 

passing TSE upon passage of the TOEFL iBT. 


Other Items from the Licensing Committee: 


ACPE Celebrates Its 75 Birthday 

The committee viewed a brief video-montage DVD prepared by the Accreditation 

Council for Pharmacy Education, showing the history of this organization since its 

formation 75 years ago. The pictorial review showed changes in pharmacy over this 

period. 


An Overview of 3408 Drug Programs 

Chairperson Conroy directed the committee to materials in the packet describing 

340 B Drugs. The material was provided for information only, and was not an 

endorsement of the provider's program. 


Meeting Summary: 

A summary of the Licensing Committee Meeting of September 20, 2006, is provided 

in Attachment 7. 


Competency Committee Report and Test Statistics For the CPJE Earned from 
April 1-September 30, 2006 

A quality assurance review of the exam started in mid-August and was completed at the 
end of September. 

The Department of Consumer Affairs has a contract for test administration services 
used by a number of regulatory entities in the department for occupational license 
testing. It is through this contract that the board administers the CPJE. The contract is 
set to expire in December 2006, but monthly extensions will be available for several 
months. Unless a new contract is in place, the board may be unable to use these test 
facilities for the CPJE after all extensions have run out (Spring 2007). A new request for 
proposals has been released, and a contract should be awarded on October 20; 
however, several prior contracts awarded for this service have been appealed and the 
contracting process has been invalidated. The board continues to watch this process 
closely. 



The Competency Committee met for its annual work and planning session in August. 
New members have been added to the committee so that the committee could be split 
into two groups. This will reduce the time commitment and work required of each 
committee member, who have actually had to work more to produce the new CPJE 
exam than they did on the old exam. 

Test statistics from the CPJE are provided in Attachment 8. 



Attachment 1 


Request to Recognize the University 

of Charleston School of Pharmacy for 

Purposes of Issuing Intern Licenses 




ichard Stull, Dean 

UNIVERSITY OF 
Charleston, WV 25304· Phone (304) 357-4800' 

ESTON 

Septen1ber 20, 2006 

Patricia I-Iarris, Executive Officer 
Board of Pharn1acy 
400 R Street, Suite 4070 
Sacrarl1ento, CA 95814 

Dear Ms. Harris: 

The University of Charleston School of Pharn1acy in Charleston West Virginia requests 
that the Board of Pharn1acy process the pharn1acist intern applications of 8 students that 
are in the Class of 20 lOin till1e for experiential activities planned for late October 2006. 

The University of Charleston School ofPhanl1acy opened its doors to students in August 
2006. The School currently has pre-candidate status with the Accreditation Council for 
Phannacy Education (ACPE) and will be reviewed by ACPE for adVanCell1ent to 
candidate status during the 2006-2007 acaden1ic year. As you are aware, accreditation is 
based on adherence to ACPE Standards and is a n1ulti-phased process, no progran1 can 
achieve full accreditation until the first class graduates. 

The ACPE Standards specify Introductory Phanl1acy Practice Experiences or IPPEs take 
place during the pre-rotational p011ion of the curriculun1. Three hundred contact hours 
has been suggested by n1any as the target for these experiences. For our prograll1, early 
experiences start in the first sen1ester and students are expected to spend approxin1ately 4 
hours/week at a site for 5 sen1esters. Our clinical partners expect that students enrolled in 
IPPEs will be licensed pharn1acist interns. Therefore, the licensure process is in1portant in 
meeting ACPE guidelines for accreditation. This is the basis for our request that our 
students be licensed in tilne for IPPE activities in the Fall 2006 sen1ester. 

If there are any questions about our request please call n1yself at (304) 357-4859 or David 
Bowyer, Director of Experiential Education at (304) 357-4892. The con1pleted 
applications of the Class of 2009 are attached. Thank you in advance for your 
consideration of this request. 
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they are on flle and readily retrievable in the receiving pharmacy. 
(d) An "interim storage device"means as electronic file into which a prescription is entered 

for later retrieval by an authorized individual. Any interim storage device shall. in addition to 
the above information. record and maintain the date of entry andlor receipt of the prescription 
order. date of transmission from the interim storage device and identity of the recipient of such 
transmission. The interim storage device shall be maintained so as to ensure against unautho­
rized access and use of prescription information. including dispensing information. 

(e) Apharmacy receiving an electronic image transmission prescription shall either receive 
the prescription in hard copy form or have the capaci ty to retrieve a hard copy facsimile of the 
prescription ii'om the pharmacy's computer memory. Any hard copy of a prescription shall be 
maintained on paper of permanent quality. 

(f) An electronically transmitted prescription shall be transmitted only to the pharmacy of 
the patient's choice. This requirement shall not apply to orders for medications to be adminis­
tered in an acute care hospital. 

(g) Electronic equipment for transmitting prescriptions (or electronic transmittal technol­
ogy) shall not be supplied or used so as to violate or circumvent Business and Professions Code 
section 4000 et seq., Health and Safety Code section 11150 et seq., or any regulations of the 
board. 

(h) Any person who transmits, maintains or receives any prescription or prescription refill, 
orally, in writing or electronically, shall ensure the security, integrity, authenticity, and confi­
dentiality of the prescription and any information contained therein. 

(Amellded 9-22-2004; Operative J0-22-20(4) 

1718. Current Inventory Defined 
"Current Inventory"as used in Sections 4081 and 4332 of the Business and Professions Code 

shall be considered to include complete accountability for all dangerous drugs handled hy every 
licensee enumerated in Sections 4081 and 4332. 

The controlled substances inventories required by Title 21, CFR, Section 1304 shall be avail­
able for inspection upon request for at least 3 years after the date of the inventory. 

(Amended 9-i i-200]) 

1718.1 Manufacturer's Expiration Date 
All prescription drugs not bearing a manufacturer's expiration date pursuant to Title 21, 

Code of Federal Regulations, section 211.137 are deemed to have expired and may not be manu­
factured, distributed, held for sale, or dispensed by any manufacturer, distributor, pharmacist, 
pharmacy or other person authorized to dispense such drugs in California. 

Article 3. Pharmacist Candidates 
1719. Recognized Schools of Pharmacy 

As used in this division, "recognized school of pharmacy"means aschool of pharmacy accred­
ited, or granted candidate status, by the Accredi tation Council for Pharmacy Education or oth­
erwise recognized by the board. 

(Amended E[(i'clil'e JO-7-2()05) 
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Louisiana 
Board of Pharmacy 

5615 Corporate Blvd, Suite 8E, Baton Rouge, LA 70808-2537 

www.labp.com Published to promote voluntary compliance ofpharmacy and drug law. 

Emergency Preparedness and Disaster 
Response (06-07-248) 

As we enter a new hurricane season, the Lousiana Board of 
Pharmacy believes it worthwhile to review some ofthe lessons leamed 
in the aftennatl1 of Hurricanes Katrina and Rita in the summer and 
fall of2005. 

Preparations 
• 	 Help your patients prepare for the bUlTicane season by providing 

them with copies of their patient profiles, and encourage them to 
keep that profile with their critical documents during an evacuation. 
Communicate before they evacuate! 

• 	 Help your pharmacy prepare for the next emergency by reviewing 
your data security and environmental control policies and 
procedures. We lmow that you backup your electronic prescription 
data 011 an appropriate schedule; are any of those backup copies 
stored off site? If you need to close the phannacy for evacuation, 
try to prepare multiple copies ofyour data, preferably on different 
media. This could be useful if you have an opportunity to re-open 
your pharmacy using different computer equipment. 

• 	 If your prescription drug inventory includes items labeled for 
storage at "controlled room temperatl.lre" (most non-refrigerated 
oral solid dosage forms), what measures do you have to ensure the 
continuity ofthose temperatures in the absence of electricity from 
your locaJ electrical power generation or distribution company? 
Have you considered the use ofsupplementaJ electrical generators 
to ensure appropriate temperail.lreS for the storage of prescription 
dntgs? If you clo use such devices, please adhere to the safety 
precautions affixed to those devices. 

Responses 
• 	 If the emergency situation was serious enougb to prompt the 

Office of the Governor loissue a proclamation declaring a State 
of Emergency for some or all oftbe state, and if your pharmacy is 
operating \\'ithil1 the area under the declaration ofemergency, please 
remember two standing rules already approved by the Board: 
] . Using sound professional judgment, a pharmacislmay 

dispense a one-bme emergency prescription for any 
medication, for up to a 30-day supply, if 
a. 	 in the pharmacist's professional opinion, the medication is 

essential to life or the continuation of previously prescribed 
therapy, and 

b. the pba1l11acist prepares a written record marked "Emergency 
Prescription," and then files and maintains that record as 
required by law. 

2. 	 If you are a shelter or otber relief effort, that 
organization may accept offers of assistance from 
pharmacists from other states. evell if not licensed in Louisiana. 

They must present and retain 011 their person a copy of a valid 
license in another state. 

Remember, these rules are already in place; they are triggered by 
the governor's declaration of a State of Emergency. 
• 	 Ifyou need to change the location ofyour phannacy, please contact 

the Board office for assistance with that process. We may be able 
to streamline certain requirements for you. 

http:www.labp.com
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1 02 nd Annual Meeting CE Session Provides 
Disaster Planning Pointers to Boards 

in recent 

s 111~rl1Tl {~r". 

i.Mere not. 

if 

Katrina proved a wake-
up caU for the public and 
private sectors alike. Since 
then, officials in business 
and government have 
sought to take the lessons 
gained from Katrina and 
apply them, so that the 
next widespread disaster, 
whatever it may be and 
whenever it 111ay occur, will 
l~ot be met unprepared.. 

Lessons learned from 
Katrina and the steps the 
boards of pharmacy can 
and should take to prepare 
themselves to handle 
emergencies was the topic 
of the two-part seminar, 
"Stnlcturing an Effective 
Disaster Plan: Lessons 
Learned" at NABP's 102 11ci 

Annual Meeting in April 
2006 in San Francisco, CA. 
During the seminar, which 
involved both presentations 
and L1 panel discussion, 
the speakers shared their 
own experiences in the 
aftermath of 
noted what did and did 
not work during the crisis, 

what they think should be 
improved upon for next 
time, what to expect from 
the federal government 
in terms of response and 
assistance, and steps the 
boards should take in the 
vital task of developing their 
own disaster plans. The 
first balf of the session was 
co-presented by lVlalcolm 
J. "Brollssard, executive 
director of the Louisiana 
Board of Pharmacy and 
a member of the NABP 
Executive Committee, and 
Robert J. "Bob" Dufour, a 
member of the Arkansas 
State Board of Pharmacy 
llnd pharmacy director, 
professional services, for 
Wal- Mart Stores, Inc. 

What Happened 
In the aftermath of Katrina, 
Dufour offered his services 
to the Louisiana Board 
of Ph3rmacy, which was 
asked to take on a vvhole 
new role from its usual one. 
"The number-one goal 
at the Louisiana Board of 

is to affect the 

public he said. "This 
is usually done through 
regulations an d enforcing 
those regulati ons. In this 
case, the Louisiana Board 
WllS asked to do something 
different. The governor and 
the Office of Emergency 
Preparedness ... had 
their hands full .... They 

asked the Louisiana Board, 
'Would you take care of the 
medication needs for the 
stilte of Louisiana?'" 

The first thing the Lousiana 
Board had done, of course, 
was to coordinate with 
state officials and the 
federal disaster response 
team to assess the situation 
and set up a triage area. 
Within a couple of days 
of the levee breaches, the 
state's Department of. 
Public Health's pharmacy 
department (responsible 
for disaster response, 
but hampered by the 
inoperability of its office in 
downtown New Orleans) 
opened an emergency 
operations center in Baton 
Rouge, eventually working 
out of the Board office 
itself Immediate tasks 
included ramping up the 
communications systems, 
coordinating volunteer 
pharmacist staffing 
coverage, and establishing 
a medication distribution 
system for operating shelters. 

In 'le(,pee-lnn the situation 


in the immediate hours 

and after Katrina hit, 
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Disaster 
(continued from page 145) 

those participating in them 
were daunting, to say the 
least. Palombo related some 
of the factors his company 
faced in sending a mobile 
pharmacy to belp iJ hospital 
near Nevv Orleans.lVledco 
sent two he sai d, 
one to serve as a pharmacy, 
the other as living quarters 
for the staff, <:ts no other 
accon1modations vvere 

avaiJable. The relief teams 
had to be self-sufficien t; local 
resources were not an option. 
"I The trailers] were being 
shipped from Ohio, because 
there wasn't any local source," 
said Palombo. "VVe had to 
bring f-uel in on a van." 

The joint undertaking 
worked to a surprising 
degree. Thanks to 
ingenuity, communication, 
and unrelenting efforts 
from both the private 
and public sectors, and 
despite the fluid shelter 
situation and the constant 
movement of displaced 
residents, evacuees got their 
medications, and hospitals 
;md nursing homes received 
clp]Jropriate medicaticms 
and supplies. 

Important Points 
1n their presentations, 
Dufour and 11rollssarc1 
highlighted a number 
of points important for 
boards to consider as they 
revamp or create their U\,vn 

disaster plans, as did the 
\,vh (J 

joined in for the second 
half of tIle conti lluing 

education session: Captain 
Christopher Jones, 
emergency courdinator 
for the US Department 
of Healtll and l-luman 
Services' ) Office of 
Public Health 
Preparedness. 

\'\Ti t11 the overriding 
importcll1ce of 
communicatiun and 
coordination in the bce uf a 
catastrophe, Boards shouJd 
consider their relationships 
with thuse agencies charged 
with the medicaJ aspects 
of disaster response - now, 
vvhen things are calm, said 
Junes. "The last thing you 
\vant to do during a disaster 
is come to your state health 
department or to your state 
emergency management 
agency and pass your 
business card to them and tell 
them who you are and where 
you're from and try to begin 
to figure out_ at that juncture 
what YOLI em do to help;' he 
said. "V{hat you really need 
to be doing is approaching 
the state healtll departments 
and the state emergency 
management agencies, but 
primariJy the state health 
departmeJ1t~;, because 
they're tIle ones \/I/ho'11 be 
coordinating the health ;md 
medical respunse, sitting 
down with them ,md figuring 
out hmv the state board of 
pharmacy can lend a hand 
and become integrated into 
the plans, adapt the plans 
to meet the capabilities 
llnd resources that the sLate 
boards of pharmacy bring." 

Another, relaLed and 
imporlant fur Boards 

is to examine their current 
regulations, Broussard 
suggested. Louisiana's 
cOlnparatively ne\·v 
section providing "state 
of capabilities 
to provide emergency 
medications and accept the 
bell' of pharmacists not 
licensed in the state proved 
vital tu the Board's ability to 
help the thousands in need. 
Vlhile many states have 72­
hour emergency prescribing 
provisions, few go beyond 
this. 

State boards might 
"vant to consider otber 
regulations as well, such as 
one recommended in the 
federal government's report, 
"Katrina - Lessons 
Learned" (available at 
W\il,Tw.\Nhitehouse.gov/ 
reports/katrina -le5so115­
learned). In Louisiana, 
Broussard noted, the Board 
bad to remind pharmacists 
that medications stored 
above 104° F for more than 
24 hours could no longer 
be dispensed - something 
of a problem in the 11eat 
of a Gulf Coast summer 
with no electricity in 
The Bush Administration's 
report Sl1ggests that stLltes 
eniJet legislation requiring 
pharmacies to have 
gcner8tors, alleasl partially 
addressing situations like 
this. for the generators 
following a large-scale 
disaster? That is another 
question.) 

\tVhile i I is difficult to pltm 
for a situatiun tl1al has not 
occurred, buards should try 
to brainstorm the logistical 

i::;sues that might be faced 
ill any and work 
to address them, Dufonr 
said. As they think thruugh 
various disaster scenarios, 
boards should keep potential 
logistic::tl problelTls in mind. 
As an example, he raised 
several questions: J--10w cloes 
the current infrastructure 
v\lork? If that infrastructure 
broke down, hmv could the 
logistical challenges be met? 
\1\111ere could medications be 
stored, and bow would they 
be unloaded, stored) and 
distributed? 

Boards also need to plan 
bow they \,vil1 communicate 
with pharmacists and, 
potentially, the public during 
3 disaster. "You sbould have 
ne\vspaper ads, radio ads, 
information YOll can put on 
your \l\1eb site," said Dufour. 
"Have that ill the can novv, 
so if something does hit, 
you're prepared." 

Tbe boards should not 
ignore their O\'vn needs. 
Broussard pointed out the 
importance of safeguarding 
board records, for example. 
"\/\le need to be mind ful of 
our to protect recurds 
so "ve have cuntinui ty of 
operations," he 5(1 ie1. 

As the session's 
noted, and as is ech()ed 
in disaster plan z\dvice 
from private, public, and 
non-proD! experts alike, 
responses to disasLers do 
not at the federal 
level. \Nhi1e some criticize 
this pulic)' - in the federal 

}(au-intl report, 
the authors "In 
a Glil:lstrophic scenariu that 

http:W\il,Tw.\Nhitehouse.gov


uvenvhelms or inC<.1paciLates 
local and state incident 
command structures, the 
federal government must be 
prepared to assume incident 
command and get assistance 
to those in need until state 
and local authOl-ities are 
reconstituted" - at 
said Jones, "The bottom 
line ... is thaI during a 
disaster, all disasters are 
local disasters. The local 
emergency management 
agencies have the 
foremost responsibility in 
coordinating the response. 
It's only after the disaster 
exceeds their capabilities 
and capacity to respond 
that they'll ask for assistance 
from the state. Once the 
state determines that the 
11lagnitude of the event 
exceeds their resources to 
respond ... they ask the 
federal governm ent for 
assistance." 

lndeed, Jones said, "Every 
community and every 
state should plan for the 
worst. If you plan to be 
able to initiate a response 
and sustain the support for 
that response for a week, 
you'll be in good stead. 
Prior to Katrina ... ] said 
plan Lo sustain <:1 response 
for 72 hours ... Katrina 

t LlS a gr,we lesson, 
that in <:1 catastruphic evenL 
that encompasses mallY 
communities uver such 
a broad area, 
there aren'1 eno ugh federal 
re!)[lllrces tu go around." 

Beyond Hurricanes 
1\.a trill a 
101 about and 

disasters as they 
to hurricanes, but 

what about other types of 
disasters? Hovv transferable 
are Katrina's lessons? The 
Departmen1 uf Homeland 
Security's National 
Response Plan identifies 
] 5 types of incidents tha I 
could be deemed disasters 
ur emergencies. An)' given 
locali[), may he subjectt~d to 
a natural disaster, a terrorist 

or even what Jones 
referred to as "technological 
disasters" and "immigration 
events." 

\Vhile some response 
elements remain the same, 
une disaster that \-\louid 
require (\ different response 
in many ways than (\ 
hurricane is a flu pandemic. 
Hm" would tbe board 
continue operations witb 
significant absenteeisn1, 
such as could occur at the 
height of a pandel~1ic? How 
could pharmacies cohti]1~L1e 
to operate? How vvould 
numbers of people receive 
vaccinations, antiviral drl1gs, 
or other measures tl1at might 
be necessary on a large sGlle 
and in a h uny? 

In ligh L uf immediate 
concerns raised by the avian 
flu ]."landemic and cuncerns 
lh,lt it "'lill eventually 
m~lke the leap to eas), 
transmissiun by h umLlns, 
HHS 11clS provided extensive 
guidance Oil planning for 
a flu pandemic. (See \>\'w\v. 
h hs. gQyLpanc1em idluLplan 
and vVWW.j1i.llldemicn1.l.g()V 
[or the loon-IS plan and 
guidance for state and local 
enti Lies, staLe and 
other useful information on 

the HHS has pledged 
to support affected states or 

areas such measures as 

conducting outbreak 
investigations, working to 
produce and distribute 
vaccines, and providing 
guidance on such 
community conLainment 
strategies as quarantines ur 
tnwel restrictions. 

]-l}-IS alsu recommended 
that st1te and local 
governments establish 
a Pan clemic Infl uenza 
Coordinating Committee 
representing a wide range of 
specialties in the public and 
private sectors "to oversee 
preparedness planning and 
ensure integration \vith 
other emergency planning 
efforts." HHS convened a 
meeting of local and state 
officials from across the 
country in Decen1ber 2005, 
and since then has held 
pandemic planning summits 
acrcjss the cOLlntry. Plans 
have been drawn up and 
are public record in at least 
draft form for cadl state. If 
they 11<:1V(:' not already been 
involved in such planning 
~1llc1 coordination efforts, 
boards of pl1armC1cy should 
begin participating as soon 
as Ilos5ible. 

A side benefit of the focLis on 
pi:ll1clemic ilu preparaLions 
is the light they G\n shed 
un other planning efforts 
tbat may orilla), not be 
moving forwrlrcl, particularly 
()ther infectious diseaSe' 

including 

biuterrorism events. 


also may facililJte 

the communication and 

coordination necessary for 


august 2006 

effective planning for other, 
less similar disasters. 

recent attention 
focLlsed on the issue, 
particularly in relation to a 
i1u pandenlic, budgets 
and busy officials pushing the 
matter off in favor of itenlS 
that seenl more urgent mean 
thaI disaster plans in genera] 
are being talked about more 
then i;lctua]Jy created (or old 
ones seriously reviewed). 
As a result of Pesolution 
] 02-4-06, Emergency 
Preparedness, Response, and 
the US Distribution System, 
"vhicb was adopted at the 
Association's] 02"d A11nual 
l\1eeting in April 2006, NABP 
will convene a task force to 
examine the disaster plan 
situation and offer more 
specific guidance to the 
Boards on the topic. 

Hurricane Katrina pointed 
up many faults in local, state, 
and feden:~l ability to respond 
effedivel)fto an event of 
Gltastrophic proportions. 
But it also highlighted 
some positives: far-sighted, 
emergency-triggered 
regulations that facilitated 
assistance efforts; llexibility, 
ingenuity, and si:lcriDCe on the 
jJ<1rt of numerous members 
of the public and private 
secLors; ~\!lei cluse (()oper::llion 
hetween regulaLors, 
retailers, wholesalers, and 
mallufacturers that aUovvecl 
victims (and Lo 
access needed medications. 
'vVi tb comprehensive and 
well-thDught -uutlJlalls [or 
every jurisdiction, these 
n"",','"no elements can make 

the next disaster less 

CD 



Thank you for the 0pp01iunity to speak with you today. My na1ne is Dana 
Grau, Pharnl.D. ; I am a Senior Pharmaceutical Consultant in the E1nergency 
Phannaceutical Services Unit of the California Depa1i111ent of Health 
Services, Emergency Preparedness Office. I a1n joined by T01n Ahrens, 
Phar111.D., Chief ofElnergency Pharmaceutical Services and Louis Lallo, 
Phann.D., a fellow Senior Phannaceutical Consultant in our unit. 

The 111ission of the Enlergency Phan11aceutical Services Unit~ like that of the 
Board of Phannacy is to protect the health of the citizens of California. We 
are concerned with large-scale public health el11ergencies which include 
bioterroris111 attacks, nuclear attacks, disease outbreaks such as pandemic 
influenza as well as natural disasters such as those caused by hurricanes and 
earthquakes. One of the pril11ary Inissions of the EI11ergency Phan11aceutical 
Services Unit is to serve as a conduit receiving resources of the Strategic 
National Stockpile froin the Centers for Disease Control and Prevention 
(CDC) on behalf of the state and delivering them frOln a single site within 
the state to our local affected communities. 

The Strategic National Stockpile (SNS) is a national repository of antibiotic, 
cheinical antidotes, antitoxin, life-support medications, IV adininistration, 
airway nlaintenance supplies, and I11edical/surgical iteins. The SNS is 
designed to supplement and re-supply state and local public health agencies 
in the event of a national el11ergency anywhere and at anytilne within the 
United States. 

The SNS is organized for flexible response. The first line of support lies 
within the in1Inediate response 12-hour Push Packages. These 50 ton caches 
of pharlnaceuticals, antidotes, and nledical supplies are designed to provide 
rapid delivery of a broad spectru1n of assets for an ill-defined threat in the 
early hours of an event. The Push Packages are positioned in strategically 
located, secure warehouses ready for iInnlediate deploynlent to a designated 
site vv'jthin 12 hours of the federal decision to deploy SNS assets. 

If the incident requires additional pharnlaceuticals and/or 111edical supplies, 
follow-on ll1anaged inventory will be shipped to arrive within 24 to 36 
hours. If the agent is well defined, 1nanaged inventory can be tailored to 
provide pharnlaceuticals, supplies and/or products specific to the suspected 
or confinned agent. 



The Strategic National Stockpile ProgralTI is con11nitted to have 12-hour 
Push Packages delivered anywhere in the U.S. within 12 hours of a federal 
decision to deploy. The 12-hour Push Packages have been configured to be 
imn1ediately loaded onto either trucks or COlTIlnercial cargo aircraft for the 
n10st rapid transportation. Personnel frOlTI the Centers for Disease Control 
and Prevention will transfer custody of the SNS lTIateriel to state authorities 
once it an"ives at the designated single receiving and storage site within the 
state. State authorities will begin the breakdown of a Push Package for 
distribution to affected jurisdictions. The site of this single warehouse will 
depend on the location of the event. For security reasons these sites are not 
being identified to the public. 

The En1ergency Phannaceutical Services Unit is also responsible for 
assisting Local Health Departlnents in developing plans for dispensing 
lnedications from Strategic National Stockpile assets to their populations. 
Son1e of these plans call for large numbers of licensed personnel such as 
phannacists and nurses to provide the mass dispensing function. Other 
elnergency plans are being developed to conduct Inass dispensing with little 
or no lnedical oversight due to lack of availability of such personnel in 
sufficient nUlnbers. 

Mass dispensing occurs at sites we call Points of Dispensing (or POD's) 
which are a venue for dispensing medicine to large nUlnbers (potentially 
Inillions) of people who have been exposed to a pathogenic biological agent 
in the area of risk. People who are asyn1ptolTIatic will be asked to go to a 
POD location to receive life saving prophylactic Inedication. POD's will 
ensure that hospitals are able to continue treating their existing patients as 
well as anyone who becon1es ill as a result of the en1ergency. 

In order to Ininin1ize loss of life, local health depalilnents are developing 
plans to dispense lTIedications such as antibiotics to 1000/0 of the identified 
population within 48 hours of a decision to do so. Meeting this need 
requires huge logistic, security, public con11TIunication and n1ass dispensing 
capabilities. (Other lTIodalities that are being studied to achieve this 48 hour 
target include hon1e delivery of antibiotics by the United States Postal 
Service, pre-deployn1ent of COlTIn1unity based caches of nledications that 
n1ight include churches, schools, large en1ployers, etc., and pre-event 
dispensing to fust responders, as well as pre-deploYlnent of antibiotics 
directly to civilian populations.) 



Of fore1110st concern is the ability to respond in a timely Inanner to a 
biotelTorisn1 attack over a large geographic area such as an outdoor release 
of an aerosolized agent such as Bacillus anthracis, the organism that causes 
anthrax. In this case, antibiotics Inuch reach the population within 24 to 48 
hours to have the greatest life-saving effect. The plans noted above are 
being designed to in1prove the capability to receive, distribute, and dispense 
these SNS assets. 

Getting these Inedications fron1 the single state warehouse into the hands of 
the people who would need then1 is one of the greatest challenges we face in 
our effolis to prepare California for a public health en1ergency such as a 
bioterrorisn1 attack. 

As you can see, the public health response to a bioterrorism event or a large 
scale natural disaster requires the activation of contingency plans that call 
for activities well outside of the normal day to day practice of phannacy in 
order to protect the health of the citizens of Califoinia. 

We have identified a number ofpotential warehouse sites throughout 
California where we Inight receive assets froin the SNS. The final selection 
of the site will depend on the location and scope of the emergency. SOine of 
these sites do not cUITently Ineet required standards and none hold 
Wholesale Drug Pennits. The pennit for the selected site would only need 
to be activated upon a Inanagernent decision within the Depaliinent of 
Health S ervi ces. 

Local Health Departn1ents are also locating potential sites that could be used 
to receive, store and stage drugs and lTIedical supplies that would be 
deljvered froin the State warehouse site as well as locating Points .of 
Dispensing (PODs) frOITI which oral antibiotics or vaccines would be 
dispensed/adn1inistered to the public. 

Section 4062 of the California Business and Professions Code was enacted 
to allow pbarn1acists to respond to these extraordinary events. 

4062. (a) Notvvithstanding Section 4059 or any other provision oj'!a'vv) a 
phannacist lnay) in goodfaUh) furnish a dangerous drug or dangerous 
device in reasonable quantities without a prescription during a federal) 
state) or local en1ergency) to further the health and safety 0.[ the public. A 
record containing the date) nalne) and address ofthe person to l/vhon1 the 



drug or device is furnished} and the nalne! strength and quantity of the drug 
or device furnished shall be lnaintained. The phannacist shall COlnlnunicate 
this infonnation to the patient's attending physician as soon as possible. 
Notwithstanding Section 4060 or any other provision of law, a person ,nay 

possess a dangerous drug or dangerous device furnis hed 11Jithout a 
prescription pursuant to this section. 

(b) During a declared federal} state) or local e7nergency) the board Inay 
11Jaive application 0.[any provisions ofthis chapter or the regulations 
adopted pursuant to it if, in the board's opinion! the waiver 'will aid in the 
protection 0.[public health or the provision ofpatient care. 

As I have Inentioned, there will be the need, in the case of an outdoor release 
of a pathogenic biological agent where the need to provide prophylactic 
antibiotic Inedications to an entire exposed population (thousands to 
potentially Inillions of exposed persons). It would be necessary to dispense 
antibiotics within 48 hours of exposure to significantly decrease n10rbidity 
and mortality. To accomplish this, local Points of Dispensing (PODs) will 
be established where these antibiotics will be dispensed. 

Through discussions in our unit and with phannacists throughout the state 
we have identified questions and issues that are of concern such as the 
following: 

1. Is it necessary for the CDHS or a local public heath departn1ent to obtain 
a wholesale drug pern1it for each potential location where elnergency drug 
supplies, such as those fron1 the SNS, would be stored or dispensed? None 
of these sites currently have such pennits. Also, is there any pern1it/waiver 
necessary for the State warehouse or local warehouse or POD sites to obtain 
as a pre-event requiren1ent so that no statutes or regulations will be broken if 
these locations are needed to be utilized to either receive and store or 
dispense drugs? 

2. Will the Board require nUInerous State applications for ten1porary 
Wholesale Drug Pennits, only one of which would be activated upon 
dec1aration of a public health en1ergency? 

3, Would a standing order froin the Goven10r (issued as pa1i of a State of 
En1ergency) be necessary to legally utilize these sites pending the Board 
issuing an en1ergency waiver? 



4. What is the Board's position regarding non-licensed personnel dispensing 
drugs to the public during elnergencies? 

5. Is there a Ininin1un1 nlunber of registered pharn1acists required to be 
present at a warehouse site or a POD under elnergency situations where 
these locations are receiving and dispensing drugs? 

6. To process oral antibiotic prophylaxis to huge populations~ pharmacists 
and non-phannacists (such as nurses) Inay need to supervise large nun1ber of 
unlicensed volunteers, far exceeding nonnal ratios of phannacist to ancillary 
persolu1el, to assist in this effort. 

7. Unlicensed personnellnay take rudiInentary patient infonnation, perforn1 
screening using established algorithms, and dispense dnlgs. 

8. These Inedications will not be labeled to current standards of practice in 
California. These prescription labels may only contain the nalne of the drug, 
its strength, lot nun1ber, quantity, and directions for use. 

9. There will probably be only Ininimal patient consultation and then 
possibly only in a group setting. In some extren1e cases, in order to save 
lives, no consultation or screening would be perfonned due to the nun1ber of 
persons exposed and the lilnited alnount of tilne to get people started on 
antibiotics. 

10. Repackaging of bulk n1edications Inay be necessary at central locations 
(such as the State Warehouse) for distribution to PODs. Packaging of oral 
antibiotics at such a site will not utilize child-resistant bottles, but rather the 
drugs will be placed into zip-lock baggies with a Ininin1uln of labeling as 
111entioned above. 

11. S0111e local county health departn1ents are federally required to develop 
plans for use of the US Postal Service, where the Postal Service would 
deliver one or two bottles of one antibiotic to each residence within an 
affected zip code along with Ininin1al infonnation regarding exposure to an 
infective ll1icrobe as \yell n1inin1un1 labeling on antibiotic bottles (child­
resistant) . 



Ultilnately we want to be able to ansvv'er in the affirnlative and with certainty 
when a phannacist asks us: Does the application waiver described in 
Business & Professions Code 4062(b) cover such variations froln norn1al 
day to day practices such as these during an enlergency? 

To successfully acconlplish the distribution of SNS assets and Inass 
prophy laxis will require the assistance of Inany, Inany phannacists. Having 
practiced conl1nunity phannacy for over thirty years, I can fully appreciate 
Iny fellow phannacists' reluctance to paIiicipate in a setting so far out of 
traditional boundaries of phannacy practice and phannacy rules and 
regulations. 

Business and Professions Code Section 4062 allows the Board to waive 
regulations in an elnergency. We appreciate and would like to continue this 
dialog with the Board to explain our vision in achieving the goal of 
providing Inass prophylaxis to 1000/0 of an identified population within 48 
hours. It is ilnpoliant for our recruiting effolis to ensure any issues the 
Board Inay have are addressed before the event. We want to ensure there are 
no surprises for the Board when the Board is considering, perhaps 
retroactive}y, the enactment of Section 4062. 

Further, we need the Board's suppoli and assistance to be a partner with us 
in encouraging phannacists, pharmacy students, and phannacy technicians 
to join in this effort to protect the health of the citizens of California. 

Thank you. 



St~rfiltegic 
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Strategic Stockpile rnedical to 
Arnerican public if there is a public health enlergency {te:rrorist attack, fiu outbreak~ earth.quake} severe enougl--i to 
::;ause local supplies to run out. Once Federal and local authorities agree that the Sl~S is needed, rnedicines wiH be 
delivered to any state in the U.S. vvithin 12 hours. Each state to receive and. 111edicine 
medical supplies to local COIYll11Unities as quickly as IJ~L"'J".'-'''''''''' 

® 	 The luedicine in the SNS is FREE for everyone. 
@) 	 The SNS has stockpiled enough rnedicine to protect people in several large cities at the same tirne. 
® 	 Federal, state and local C0111ll1unity planners are working together to' ensure that rnedicines be 

delivered to' the affected area to protect you and your falTlily if there is a terrorist attack 

wwillll Y(j})1ill get 

@) 
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ssential medical materie1 to states and communities during an emergency within tvvelve hours of the federal decision 
) deploy. 

'he HOlneland Security Act of 2002 tasked the Departrnent of Homeland Security (DES) with defining the goals and 
lerfOl1YWllCe requirements of the SNS Prograrn, as well as rnanaging the actual deployrnent of assets. Effective on 1 
!larch 2003, the NPS becarne the Strategic National Stockpile (SNS) Program managed jointly by Dl-IS and HHS. 
With the signing of the BioShield legislation, the SNS Program was returned to l-H-IS for oversight and guidance. The 
~NS Prograrn works with governmental and non-govemnlental partners to upgrade the nation's public health capacity 
o respond to a national en1ergency. Critical to the success of this initiative is ensuring capacity is developed at federal, 
.tate, and local levels to receive, stage, and dispense SNS assets. 

['he Sl\IS is a national repository of antibiotics, chelnical antidotes, antitoxins, hfe­
mpport n1edications, IV adn1inistration, airway rnaintenance supplies, and 
nedical/surgical items. The SNS is designed to supplernent and re~supply state and 
ocal public health agencies in the event of a national enlergency anywhere and at 
mytil11e within the U.S. or its territories. 

[he Sl\IS is organized for flexible response. The first line of supp01i lies within the 
l11rnediate response 12-·hour Push Packages. These are caches of phannacenticals, 
lntidotes, and rnedical supplies designed to provide rapid delivery of a broad 
;pectrrnn of assets for an ill defined threat in the early hours of an event. These Push Packages are positioned in 
:;trategically located, secure warehouses ready for irnmediate deployment to a designated site within 12 hours of the 
federal decision to deploy SNS assets. 

[f the incident requires additional pharnlaceuticals and/or lTledica] supplies, foHow-on TI1anaged inventory 
:'/I\l11) supplies will be shipped to arrive within 24 to 36 hours. If the agent is well defined, VIv'l] can be tailored to 
provide pharrnaceuticals, supplies and/or products specific to the suspected or confirrned agent(s). In this case, the 
\11\111 could act as the first option for inlInediate response frorn the SNS Progranl. 

lli\filf 4- U0 0
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To detenTline and review the cornposition Prograrn assets, 

consider rnany factors, such as CUlTent biological cher.nical threats, 

availability of Inedical materiel, and the ease disselnination of phannaceubcals. 

One of the 1'nost significant factors in cletennining ho-wever, is 

rnedical vulnerability of the U.S. civilian 


The Sl\1S Prograrn ensures that the ITlec1ical 111crteriel is kept 

potency shelf-life lin1its. This involves qumierly quality assurance/quality 

checks on a1112-hour Push Packages, annual 1000/0 inventory 

hour Push and inspections 

overall package l11aintenance. 


local, and of r:.l1edica] 
be quickly. State anc110cal first ,-oc'-nr.n 
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to bolster their ",·Dr'.,.",,,,',,, Package, 

~he SNS Prograrn is cornrnittec1 to have 12-hour Push Packages delivered anywhere in the U.S. or its territories 
2 hours of a federal decision to deploy. 12-hour Push Packages have been configured to be irrlrnediately loaded 
mto either trucks or cornn1ercial cargo aircraft for :most rapid transportation. Concurrent to Sl\JS transport, the 
))rograrn will deploy its Technical Response Unit The staff vvil1 coordinate with state and 

officials so that assets can aHlval at site. 

the 

state and local 
effective use. 

to assets n1.ay be based on evidence overt 1:"'-"'1.00,0'= 

ldversely affect public health. H is rnore hkely, however, that subtle indicators, such as rnorbidityand/or 
nortality identified through the nation's disease outbreak surveillance and epiderniology win alert health 

possibility (and confirmation) of a biological or chemical incident or a national enlergency. To 
affected state 5 s governor 5 s office directly request the CDC or 

and other federal officials evaluate the and 

to 

an 



2004 webcast provides 
lspects of a lllClSS dispensing operation. 

. National an the critical 
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Attachment 3 


Draft Policy Statement for Pharmacy 

Disaster Response 




A draft statement is: 

The Califoll1ia State Board of Phanllacy wishes to ensure c0111plete preparation for, and 

effective response to, any local, state, or national disaster, state of en1ergency, or other 

circun1stance requiring widespread health systelll and/or public response. In such events the 

skills, training, and capacities of board licensees will be an invaluable resource to those affected 

or to those responding. The board also wishes to encourage and ensure adequate response to 

any such circUlllstance that 111ay affect residents of Califon1ia, by welc01ning wholesalers, 

phanllacies, or phanllacists licensed in good standing in other states to assist with appropriate 

health systelll and/or public response to residents of California. 

To that end, the board encourages its licensees to bec0111e involved in local, state, or national 

eillergency or disaster preparedness eff01is. City and/or county health depmilllents, fire 

depmilllents, and other first responders will be able to provide infoll11ation on local 

oppoliunities. The Eillergency Preparedness Office of the California Depmilllent of Health 

Services is coordinating en1ergency preparedness and response at the state level, particularly 

with regard to health systen1 response, drug distribution and dispensing, and illln1unization and 

prophylaxis in the event of an eIuergency. At the federal level, the contact agency is the 

Departn1ent of Hon1eland Security and its Federal El11ergency Manage111ent Agency (FEMA). 

The board also continues to be involved in such planning eff01is, at every level. 

The board fUliher encourages its licensees to assist in any way they can in any such en1ergency 

circU111stance or disaster. Under such conditions, the goal 111ust be protection of public health 



and the provision of necessary patient care by the n10st expeditious and efficient n1eans. Where 

declared elnergency conditions prevail, the board recognizes that it Inay not always be possible 

or feasible to cOlnply with all of the provisions of state or federal law governing the practice of 

pharn1acy and/or the distribution or dispensing of potentially lifesaving Inedications. 

It is therefore the policy of the board that in the event of a declared elnergency or disaster, board 

licensees shall assist local officials in ensuring the distribution and dispensing of dangerous 

drugs under circun1stances that will facilitate the treatn1ent and delivery of health care to the 

public. In this task, board licensees n1ay follow the direction of local health officials in 

providing necessary n1edication without Ineeting the usual legal requirements for SaIne 

established in state and federal law ,including: prescription requirelnents, record keeping 

requiren1ents, labeling requirelnents, en1ployee ratio requirelnents, consultation requirelnents, 

and other standard phannacy practices and duties. The board expects that the professional 

judgInent and training of phannacists will focus on providing Inedication to patients, in the best 

interests of the patients. The board fuliher expects that during the elnergency, the highest 

standard of care possible will be provided, and that 011ce the en1ergency has dissipated, its 

licensees will retun1 to practices confonning to state and federal requirelnents. 

In the event of a declared disaster or en1ergency, the board expects to use all of its authority 

under the Califon1ia Business and Professions Code, including under section 4062 thereof, to 

encourage and pell11it provision of care to patients by the most expeditious and efficient n1eans, 

including by waiver of requiren1ents that it 111ay be in1possible or in1plausible to n1eet under the 

CirCU111stances. Its licensees should exercise their best judgInent to respond to a need for their 



assistance, with circulnstances dictating whether or to what extent such requirelnents can be 

n1et. 

FUlihel1nore, during such a period of declared disaster or elnergency affecting the residents of 

Califo111ia, the board hopes that persons outside of Califon1ia will assist the residents of 

Calif0111i a. To facilitate such assistance, in the event of a disaster or en1ergency within 

Califo111ia, the board will allow phal1nacists who are not licensed in California, but who are 

licensed and in good standing in another state, to COlne to Califo111ia to provide en1ergency 

phal1nacy services. The board will also allow nonresident pha1111acies and wholesalers who are 

not licensed in Califo111ia but who are licensed in good standing elsewhere to ship n1edications 

to phal1nacies, health professionals and other wholesalers in Califo111ia. The board will also 

allow the use of telnporary facilities to facilitate drug distribution. The board fully expects that 

its licensees will sin1ilarly respond outside of the state to disasters or en1ergencies affecting 

populations outside Califon1ia, and will pursue whatever steps n1ay be necessary to encourage 

that SOli of licensee response. 
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Privacy Policy Statement 

This is the web site of Institute for the Certification of Pharmacy Technicianl 

Our postal address is 

1816 Woodmark Rd 

St. Louis, MO 63131 

We can be reached via e-mail at bette@icptmail.org or you can reach us by telel 

314-442-6775. 

For each visitor to our Website, our Web server automatically recognizes only the 

domain name, but not the e-mail address (where possible). We do, however, colle 

mall addresses of those who communicate with us via e-mail. 

The information we collect is used to improve the content of our Website, is not sr 
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information on services. If you do not wish to receive such mailings, please let us 
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Persons who supply us with their telephone numbers will only receive telephone c( 

us with Information regarding the order they have placed. 

With respect to Ad Servers: We do not partner with or have special relationships w 
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From time to time, we may use customer info'rmation for new, unanticipated uses 
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(ExePT) 
Exam for the Certification of Pharmacy Technicians 

1816 Woodmark Rd 
St. Louis, MO 63131 
Tel: (314) 442-6775 
Fax:(866) 203-9213 

www.nationaltechexam.org 

NEWS RELEASE 

The Connecticut Commission on Pharmacy 

Approves the ExePT Exam. 


(Hartford, CT, July, 2006 For In1ll1ediate Release) After an exhaustive 10-month 
investigation, the Connecticut Board ofPharmacy confirmed on July 26 that the 
Exam for the Certification of Pharmacy Technicians (ExCPT) was equivalent to the 
PTCB exam and approved it in the state of Connecticut. The Commission found that 
"The ExCPT exarn is psychometrically sound, legally defensible and equivalent to the 
PTCB." Steven Beaudin, a public Inelnber of the Conunission, said, "I'm glad that we 
now have two certification exarns in COlmecticut. Competition is a good thing." 

To determine equivalency, the Commission compared, an10ng other tbings, the content 
and rigor of the PTCB and ExCPT exams as well as the organization and governance of 
both organizations. The policies and procedures used for the practice analyses, test 
blueprints, item writing procedures, test assembly procedures, scoring, reports, security 
and quality assurar1ce procedures were found to be equivalent. The Commission intends 
to continue monitoring and will con1pare both exarns again in a year'. 

Kenneth W. Schafem1eyer, Ph.D., R.P.h., Director of Education for the Institute for the 
Certification of Pharmacy Technicians (the sponsor of the ExCPT) said, "We are very 
pleased with this decision as we Inove forward with approval process of the ExCPT 
Exarn in all applicable states and to be recognized by all phannacy employers. The 
ExCPT Exan1 is offered in all LaserGrade testing centers 325+ days a year in every state 
throughout the U.S. at a techniciar1-friendly cost of $95. We intend to provide every 
phannacy technician superior educational and professional services as their career 
develops. " 

Connecticut regulations allow a 2: 1 ratio of technicians to pharmacists but authorize the 
pharmacist to supervise one additional technician if he or she is celiified. According to 
COlmecticut statutes, "The departn1ent shall, upon authorization of the cOlllnission, 
celiify as a pham1acy teclu1ician any person who meets the requirelnents for registration 
as a phannacy techniciar1 ... who holds a certification from the Pharmacy Technjcian 
Celiification Board or any other equivalent phannacy technician certification program 
approved by the department." 

- more ­
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About lePT 

The Ll1stitute for the Certification ofPhannacy Technicians (lePT) is operated by 
phannacists for the pharmacy profession. The purpose of the Exam for the Certification 
of Pharmacy Technicians (ExCPT) is to help ensure that a minimum knowledge base or 
competency is possessed by phanllacy technicians who assist phannacists jn the 
preparation of prescriptions. The ExCPT is nationally recognized by the National 
Community Pharmacists Association and the National Association of Chain Dnlg Stores 
as a psychometrically sound phannacy technician certification exam. The exanl is 
offered in all 50 states and the District of Cohnnbia. 

Address: Institute for the Certification ofPhall11acy Technicians (lePT) 
1816 Woodmark Rd 
St. Louis, MO 63131 

Office hours: 9am-4pm CST. 

Web site: www.nationaltechexanl.org 

Enlail: ken@icptmail.org 
Office Phone: (314) 442-6775 
Fax: (866) 203-9213 
Mobile: (314) 609-1073 
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Specifications (v 1.4) of the Exam for 
the Certification of Pharmacy Technicians 

~~]
w""" 

Eligibility Candidates must be 18 or older with 
high school degree or GED. 
Candidates convicted of a dlug­
related felony may not be certified. 

Test sites Over 1,000 LaserGrade Test Centers 
located throughout the country. 

NU111ber of tin1es per year that exam is offered Over 300 

Deadline for exam registration Usually less than 48 hours 

Deadline for notification of change of exmn tilne or 24 hours 
location 
Exan1 format Secure cOlTIPuter-based exaln 

-Nun1ber 'of questions .. 100 p1ultiple-choice questions with­
- . 

choices a-e. (No questions have 
distracters worded "all the above.") 

Passing score 
Scaled scores range from 200 to 500. 
A 390 or higher is needed to pass. 

_~I_~ 

Exan1 based on cOlnprehensive job analysis Yes 

Advice and oversight by panel of experts Yes 

Meets standards of the An1erican Educational Yes 
Research Association, American Psychological 
Association and National Council on Measuren1ent 
in Education, Standards for Educational and 
Psychological Testing 
Audited by independent experts in psychOlTIetrics Yes 
Exmn itelTIS written by a panel of expeli iteln writers Yes 
All test iten1s field tested prior to use Yes 
Board given evidence of reliability Yes 
Board given evidence of validity Yes 



·{,klJmlL'-a,1W.w.­

- -

Exam Specifications (vl.4): Page 2 of 3 

Pre-registration required; approved 
identification must be shown at test 
center. 

Exam itenlschanged on periodic basis 

Eligibility verified at tin1e of exam. 

Yes 

Proctors thOl:ougbly training to follow procedures 


Yesand for handling elnergency situations. 

Stringent COll1puter encryption programming used Yes 

Exan1s sent to testing site before exam No 

Extra printed exams that nlust be accounted for and rNot necessary because of cOlnputer­

destroyed if not used Ibased eXaln 

~-'rGtf_~clJ'raral1i~'", 'eL,~"" ,',W.",~ l~.',JI.;,...~s 

Diagnostic report offered to unsuccessful candidates Yes 


Candidates with disabilities accommodated in 

Yescompliance with ADA 

Study guide available on website Yes 

Practice eXalTI questions Available free of charge Yes 

Website for exaln infonnation Yes 

EXall1 results reported to candidate In1IDediate notification 
- .. 

-
-

; . "Required every two years, 20 hours of 
-

phamlacy-related continuing 
Recertification 

education (including at least one hOlU' 
of law) required 

$:e.~.1f£0Y~."':''''2fia'il/ . "-, ~-' . 

Provides Board with perfonnance bond Yes 

State-specific questions offered Optional 

Results of item analysis and test statistics reported to 
YesBoard on a periodic basis, 


Exam results reported directly to the Board of 
 Yes, A vailable via a secured private 
Pharmacy web site for the Boards of Pharmacy.. . 

Available for extra fee if Board elects Crill1mal background checks 

© Copyright, Institute for the Certification ofPhannacy Technicians, 2006. 
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About lePT 

The Institute for the Celiification of Phal111acy Technicians (ICPT) is operated by 
pharmacists for the phanl1acy profession. The purpose of the Exall1 for the Certification 
of Pharmacy Technicians (ExCPT) is to help ensure that a miniInum knowledge base or 
cOlnpetency is possessed by phannacy technicians who assist phannacists in the 
preparation of prescriptions. The ExCPT is nationally recognized by the National 
COllllTIunity Pharmacists Association and the National Association of Chain Drug Stores 
as a psychometrically sound phmTIlacy technician certification exmn. 

Please feel fi'ee to contact ICPT if you have any questions. 

Address: Institute for the Certification of Pharmacy Technicians (ICPT) 
1816 Woodn1ark Rd 
St. Louis, MO 63131 

Office hours: 9am-4pm CST. 

Web site: www.nationaltechexam.org 

Elnail: bette@icptmail.org 
Telephone: (314) 442-6775 
Fax: (866) 203-9213 

© Copyright, Institute for the Certification of Pharmacy Technicians, 2006. 



Exam for the Certification of Pharmacy Technicians 
1816 Woodmark Rd 
st. Louis , MO 63131 
Tel: (314) 442-6775 
Fax:(866) 203-9213 

www.nationoltechexam. orq 

NEWS RELEASE 

The Connecticut Commission on Pharmacy 

Approves the ExePT Exam. 


(Hmiford, CT, July, 2006 - For hmnediate Release) After an exhaustive 10-1no11th 
investigation, the Connecticut Board of Pharmacy confirmed 'on July 26 that the 
Exanl for the Certification of Pharmacy Technicians (ExCPT) was equivalent to the 
PTCB exam and approved it in the state of COlulecticut. The C0111lnission foun~ that 
"The ExCPT exanl is psycho111etrically sound, legally defensible and equivalent to the 
PTCB." Steven Beaudin, a public lnelnber of the C0l11111issiol1, said, "1'ln glad that we 
now have two certification eXa111S in COlulecticut. COlnpetition is a good thing." 

To detennine equivalency, the COlnlnission cOlnpared, mnong other things, the content 
and rigor of the PTCB and ExCPT eXaIUS as well as the organization and govenlance of 
both organizations. The policies and procedures used for the practice analyses, test 
blueprints, iteln writing procedures, test asselubly procedures, scoring, reports, security 
and quality assurance procedures were found to be equivalent. The COlmnission intends 
to continue 1110nitoring aIld will cOlupare both exmns again in a year. 

.. - - -
KeIUleth W. S6hafenneyei', Ph.D., R.P .h., Director of Education for the Institute for the 
Celiification of Phanl1acy Tec1ulicians (the sponsor of the ExCPT) said, "We are very 
pleased with this decision as we nl0ve forward with approval process of the ExCPT 
Exanl in all applicable states and to be recognized by all phanl1acy elnployers. The 
ExCPT Exan1 is offered in all LaserGrade testing centers 325+ days a year in every state 
tlu'oughout the U.S. at a tecl111ician-friendly cost of$95. We intend to provide every 
phannacy tec1ulician superior educational and professional services as their career 
develops." 

COlUlecticut regulations allow a 2: 1 ratio of teclulicians to phan11acists but authorize the 
phannacist to supervise one additional tec1ulician if he or she is certified. According to 
COIU1ecticut statutes, "The departnlent shall, upon authorization of the COlID11ission, 
ce1iify as a phanuacy teclullcian any person who Ineets the requirenlents for registration 
as a phannacy teclu1ician ... who holds a certification froln the Phannacy Tec1ulician 
Celiification Board or any other equiva1ent phannacy teclmician certification progralu 
approved by the depalinlent." 

- 1110re ­
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About ICPT 

The Institute for the Certification ofPhannacy Technicians (ICPT) is operated by 
phannacists for the phannacy profession. The purpose of the Exam for the Certification 
ofPhanllacy Teclulicians (ExCPT) is to help ensure that a minimuln knowledge base or 
conlpetency is possessed by phannacy teclulicians who assist phannacists in the 
preparatloi10fprescriptions. The ExCPT is nationally recognized by the National 
COl1llnunity Phanllacists Association and the National Association of Chain Drug Stores 
as a psycholnetrically sound phannacy technician ce1iificatioll exmn. The exanl is 
offered in all 50 states and the District of Colulnbia. 

Address: Institute for the Certification ofPhannacy Technicians (ICPT) 
1816 W oodlnark Rd 
St. Louis, MO 63131 

Office hours: 9mn-4pln CST. 

Web site: www.nationaltechexan1.org 

Enlail: ken@icptlnail.org 
Office Phone: (314) 442-6775 
Fax: (866) 203-9213 
Mobile: (314) 609-1073 
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Institute for the Certification of Pharmacy Technicians 

Report to Boards of Pharmacy 

August 2006 

The following repoli is based on infonnation provided by the Institute for the 
Certification of Phannacy Technicians in response to a Request for Infonnation (RIF) 

. frOln the COIUlecticut COlmnission on Phannacy. After an exhaustive 1O~month 
investigation, the Connecticut Board of Pharmacy confirmed on July 26 that the 
Exam for the Certification of Pharmacy Technicians (ExCPT) was equivalent to the 
PTC,;s exam and approved it in the state of COlmecticut. Despite strong opposition froin 

- olir cdmpetitoro-antl its financial partners, the CQlnlnission still found that "The ExePT ­
exmn is psycholnetrically sound, legally defensible and equivalent to the PTCB." 

To detennine equivalency, the COlTI111issiol1 c0111pared, among other things, the content 
and rigor of the exmns as well as the organization and govemmlce of the two companies, 
the policies and procedures used for the practice analyses, test blueprints, iteln writing 
procedures, test asselnbly procedures, scoring, reports, security and quality assurance 
procedures. This infonnation is included in this report. 

After careful review, I anl confident that all Boards ofPhatIl1licywUlr-e-acl'r-tlleSEiiiie 
conclusion as the COIDlecticut Commission on Phm1nacy that the ExCPT is at least 
equivalent to the PTCB in rigor and superior with regard to access and cost. 

Kelmeth W. Schafenneyer, R.Ph., Ph.D. 

Director of Education 

ken@.icpt111ail.org 

314-609-1073 
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Report to Boards of Pharmacy 

regarding 

The Exam for the Certification of Pharmacy Technicians 

provided by 

The Institute for the Certification of Pharmacy 

Technicians 


August 2006 

.. 

Al1 infonnation is accurate as of the date written and nlay be subject to change. 
Additional details are available fronl the ICPT and LaserGrade websites ... All questions 
about the ECPT should be refened to I(enneth W. Sohafenneyer, R.Ph., Ph.D., Director 
of Education: ken(cv'icptJ.1lail.org or 314-609-1073. 
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I. 	 Governance 

A. 	 Policies and Procedures 

lCPT policies and procedures are attached under Appendix 1. 

B. 	 Individuals or corporations having a financial interest in the test 
providers' organizatlon, including providers ofgrants or financial 
support. 

The National Association of Chain Drug Stores (NACDS) and the 
National C01TIlnunity Phannacists Association (NCPA) have a financial 
interest in the ExCPT. Depending on volulne and expenses, these two 
organizations will split royalties that will range frOlTI 00/0 to 35% of exmll 
fees. At this point, the royalties are still at 0%. lCFT's paliner, 
LaserGrade receives approxhnately 420/0 of exan1 revenues. 

II. 	 Exanlination Generation, "alidation, and Administration Process 

A. 	 Practice analysis 

1. 	 Date pe7fonned. The practice analysis for the ExCPT was 
cOlnpleted in August 2005. A previous practice analysis was 
conducted for the Virginia Board ofPhannacy in February, 2003. 

, 2. 	 Metbodologies e)nployed. 0 A survey questiolulaire was Inailed to a 
stratified randonl sa111ple of 630 individuals (420 phannacy , 
lTIanagers and 210 phanl1acy teclulicians). A relninder postcard 
and follow-up survey were also sent to non-respondents. 
Respondents were given a list of over 50 job functions and asked 
to indicate: (1) the inlportance of each phannacy technician 
function with regard to prolnoting patient health and safety (with a 
Likeli Scale responses ranging froln very iInportant [5J to not 
i111pOliant [1]); (2) the frequency that phannacy technicians 
pe1-fonn each function on an average day; and (3) the relative 
mnount of tinle that phannacy tedmicial1s spend on each function 
(with a Likeli Scale responses ranging fr01n high to low). Fifty-six 
surveys were retul11ed because of bad addresses. Of the 574 
surveys delivered, 308 were returned but 20 were discarded as 
unusable. The overall response rate, therefore was 50.2%. The 
results 'were tabulated and ranked in de~cending order. 

3. 	 Practice settings exa771,ined. The phanl1acy technician functions 
covered in the practice analysis included functions perfonned in all 
practice settings, including cOlmnunity and institutional practice. 

4 



Respondents practiced in a variety of practice settings: cOIm11unity 
(66%), hospital (23%), 10ng-ten11 care (8%); and other (3%). 

4. 	 Conclusions or final determinations. The ranking of the various 
practice functions is attached under Appendix2. These results 
were used by the Expert Panel, along with input fr01TI stakeholders, 
was used to design the eXall1 blueprint. 

Although phannacy tecmucians typically ranked 1110St functions as 
slightly 1110re iInportant and perfonned slightly nlore frequently 
than did phanl1acy nlanagers, the rank: order for the various 
functions was essentially the SaIne for both groups. As would be 
expected, practitioners practicing in a given setting tended to value 
their functions as lTIOre inlportant than those not practicing in that 
setting. Therefore, the results for practitioners frOID each practice 
.setting were cOITIpared to assure that functions inlportant to one 
type of setting were not unduly outweighed by thos e functions 
dee1ned to be Inore ilnpOIiant by respondents frOl11 other types of 
settings. The eXaln blueprint, therefore, reflects phannacy 
teclulician functions relevant to alllnajor practice settings. 

B. 	 Test blueprint/plan 

1. 	 Test purpose. The purpose of the EXaIn for the Celiification of 
Phannacy Teclulicians (ExCPT) is to encourage phannacy 
technicians to ilnprove their knowledge and skills and to help 
ensure that ,p. IninhnUll1-k1.1Gwledge bacse or competency is 
possessed by phannacy technicians who assist phanl1B.cists 'in the' 
preparation of prescriptions. 

2. 	 Target audience. The target group for the ExCPT is phanl1acy 
teclulicians fl.·onl all practice settings throughout the United States. 
Stakeholders include individuals, conlpanies, associations and 
govenul1ent agencies that enlploy, supervise, train, regulate or 
receive services frOI11 phannacy teclulicians. 

3. 	 Covered conte7~t or peljormance areas. Please see the Exanl 
Blueprint at Appendix3. 

4. 	 Num.ber and types ofquestions to be written for each content or 
pe7jormance area. Please see the EXaln Blueprint at Appendix3. 

5. 	 Scoring. The ExCPT is scored ilnnlediately and successful 
candidates are given an official repoli by LaserGrade indicating 
that they passed the ExCPT ilmnediately after cOlnpleting the 
eXa111. Candidates lnay use this repoli to provide evidence to 
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employers or regulatory boards that they passed the ExCPT and are 
a certified phalTI1acy technician. 

The purpose of the exam is to provide sU111n1ative asseSSlnent (i.e., 
to detennine whether an individual has achieved a certain level of 
cOlnpetency). It is not designed for fonnative asseSSlnent (i.e., to 
give the candidate feedback). lCPT does, however, provide 
diagnostic reports to help unsuccessful candidates focus their study 
tin1e so they can successfu11y retake the exmn .. Candidates can also 
get SOlne fonnative feedback by answering the practice problelTIs 
that are offered on the lCPT website. 

Candidates who do not pass the ExCPT will be allowed to retake 
the exmn after four weeks. Since there are Inultiple versions of the 
ExCPT, candidates who take retake the eXall1 will receive a 
different, but equivalent, set of questions. 

The passing score is established by the lCPT Expeli Panel based 
on a standard ofperfonnance that expelis in the profession have 
detennined are acceptable for this celiification progrmn. 
Specifically, the Expeli Pmlel uses a Inodified Angoffprocedure 
(descried later in this doculnent) to detenl1ine the passing score. 
The passing score is not based on a curve. 

6. 	 Test adrninistration method. The ExCPT is a secure, con1puter­
based exmn offered during business hours and son1e evenings and 
weekends at over 1,000 La.serOrade_ Testing Cel~te~s tlrroughout_ 
the United States. Candidates ll1ay register by calling the. 
LaserGrade toll-free nUlnber. Candidate identification is verified 
at the LaserGrade Testing Center at the tilne of the test. The 
candidates have two hours to answer 110 Inultiple-choice 
questions. One question is presented on the screen at a tin1e. 
Candidates ll1ay Inark the answer or they can skip questions and 
C0111e back later. Final answers are sub111itted when the candidate 
is finished and results are given ilmnediately. A den1011stration of 
the cOlnputer fonl1at used for exmns adlninistered by LaserGrade is 
shown on the LaserGrade website at www.lasergrade.col11. 

Candidates are given an oPPOliullity to C0111nlent 011 any question 
that they believe is an1biguous, inaccurate or deficient. Candidates 
are also asked to cOlnplete a blief survey at the end of the eXaln to 
rate the eXa111 registration procedures, the testing facility and 
general satisfaction with the testing experience. This infonnation 
is reviewed by the Director of Education and referred t the Expeli 
Panel for recOlnlnendations if necessary. 

6 
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7. 	 Desired psychometric characteristics. All items in the test banle 
are pretested to examine reliability, discrimination and validity. 
I terns used on each exam are also examined to assure proper 
performance. Following is a discussion the desired characteristics 
with regard to reliability, discrilnination and validity. 

Reliability. Reliability refers to the accuracy (consistency and 
stability) oflneasurelnent by a test.] In other words, reliability is 
the extent to which test scores are [Tee frOln errors in the 
measurelnent process. The most cOlmnonly used statistical index 
is the reliability coefficient. In nUlnerical value, reliability 
coefficients are always between .00 and .99.2 Values of 0.80 and 
above are considered good, but the closer the value of the 
reliability coefficient to the upper Ihnit, the less measurement error 
and the greater the reliability. The statistical test used to produce 
the reliability coefficient for the ExCPT is the K.uder Richardson 
20. This statistic provides an overall measure of the ability of test 
itelns to discriminate between high-scoring students and low­
scoring students. (To test the ability of individual items to 
discrilninate between high-scoring students and low-scoring 
students, discrilnination analysis (see below) is used.) The formula 

. for K.uder Richardson 20 is as follows: 

KR = (N/(N-I)) * ((V - SUM (Pi qi))/V) 

KR = I(uder Richardson 20 

N' =i- NUlnber of itmns in the test'­

. 2 
V = Variance of the raw scores, or (Standard Deviation) 
Pi = 	Proportion of correct answers of question i, or (nulnber 

of conect answers/total nun1ber of responses) 
qi = proportion of incorrect answers of question i, or (i - p) 

The reliability coefficient for the ExCPT has consistently remained 
at 0.90 or higher. This provides strong evidence that the ExCPT 
n1eets the criteria for reliability. 

Discrilnination Analysis. Discrilnination analysis is a type of 
multiple-regression analysis COlD1110nly used in calculating test 
statistics for lTIultiple-choice examinations. In this case, one 

" <"', ••...• ". , 

Isaac S and Michael ViB, Handbook in Research and Evaluation, Second Edition (San 
Diego: Edits Publishers, 1985): 123·126. 

National Computer Systems, Micro TEST Score II User's Guide (Minneapolis: National 
Computer Systems, 1988): 5·11, B·6. 

2 
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measure of the performance of an individual item is the 
discrhnination - the extent to which persons who perfonn well on 
the entire eXaln do well on an individual iteln, and vice versa. 3 

The discrhnination analysis separates individuals into qUaliiles 
according to their scores. The high quartile and low quartile are 
then cOlnpared for each exam iteln. In other words, to discriminate 
properly between people who will do well on an exmn and those 
who do not, individuals selecting the conect answer for a 
particular question should show a nlodest to high correlation with 
the Hpass rate" for the overall exaln. Likewise, an exam itelTI 
discrilninates properly if those individuals selecting incorrect 
answers correlate negatively with the pass rate for the overall 
eXall1. The fonnula used to calculate the discriInination index for 
each response altenlative is as follows: 

DI = (a - b) I c 
D I = Discrilnination Index 

a = Response frequency of the upper quartile 
b = Response frequency of the lower quartile 
c = NU111ber of respondents in the upper quartile4 

Discrill1ination scores range froln -1.0 to 1.0. 5 For each question 
correct answers should have a posi.tive discriIninati9}l(i~ . 
greater than 0.1 are generally consIdered acceptabl~~!1lgher 
is considered good) and incorrect answers should have a zero or 
negative discrill1ination. An exception to this rule occurs when a 

. large percentage of.exalninees (e. g., over 90.perpent) aus\yef._a_ 
question conectly. In this case, the question would not be able to 
discrinlinate ll1uch and, therefore, the discrinlination index would 
be close to zero. Since there should be SOlne variance in the degree 
of difficulty of the individual itelns in a given eXalll, it can be 
expected that there nlay be SOlne questions 011 a ll1inilTIUl11 
cOlnpetency eXalTI that will be answered conectly by the great 
ITIajority of eXalninees and, consequently, would have low 
disClill1ination indices. Itelns that are answered conectly by 1110re 
than 90 percent of the candidates, however, are generally replaced 
in order to encourage lTIOre disclinlination mllong candidates. 

Norman G and Streiner D, Biostatistics: The Bare Essentials CSt. Louis: Mosby, 1994); 
178. 

National Computer Systems, Micro TEST Score II User's Guide (Mimleapolis: National 
Computer Systems, 1988): EA. 

Kerlinger FN, Foundations ofBehavioral Research, Third Edition (l'Tew Yark: Holt, 
Rinehart and Winston, Inc., 1986): 562. 

4 
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When reviewing the COlTIputerized itelTI analysis of pilot eXa111S, 
lCPT looks for several types ofproblelTIs. First, the discrimination 
analysis is studied to ensure there are no questions in which the 
COlTect answer has a negative discrimination index. Second, the 
statistics are studied further to assure that no distracters (i.e., the 
answer choices that are not conect) have a positive discrilnination 
index. If either of these two problelTIS were to occur, the eXalTI 
itelTI will either be revised and retested or deleted fro111 the test 
barllc TIlirdly, lePT looks at degree of difficulty. A generally 
accepted lTIethod of exmTI construction is known as the "rule of 
thirds" one third of the questions would be relatively difficult, 
one-third lTIoderate difficulty and one-third easier. Effort is Inade 
to achieve an acceptable balance of itelTI difficulty. 

Validity. There are tlu'ee Inaj or types of validity n1easuren1ents: 
(1) content validity, (2) criterion validity and (3) construct validity. 
Content validity is often refelTed to as "face validity." This 
lTIeaSUren1ent is an index of whether the eXalTI is really lTIeaSuling 
what it clailTIs to n1easure and whether the eXalTI provides an 
adequate smTIple of that kind of behavior. 6 Content validity is 
ultilnately a lTIatter ofjudglTIent. 111 the case of the ExCPT, content 
validity was detennined by the Expert Panel. It was the 
professional judglnent of the P aneln1elnbers that the ExCPT 
adequately 111easures the content needed to work as a phan11acy 
teclu1ician. The opinion ofn1elTIbers of the Stakeholder's Council 
will be sought and considered on an on-going basis. 

The second type of validity, criterion validity, is studied by 
cOlnparing test or scale scores on the new test with one or lTIOre 
exten1al variables, or criteria, IG10wn or believed to l11easure the 
attribute under study.7 Measuring the SalTIe skill with two different 
tests should produce the smTIe results (i.e., pass or fail) if there is 
crite1ion validity. El11ployers using the ExCPT have indicated that 
those who pass the ExCPT perfon11 adequately in practice and 
those who fail do not and often need additional training. Periodic 
stakeholders lTIeetings are scheduled to detennine, in part, whether 
testing content continues to be valid for the work enVirOlUTIent of 
phannacy teclu1icians. 

6 	 Bailey KD, Methods ofSocial Research, Thil'd Edition (New York: The Free Press, 
1987): 67-68. 

7 	 Kerlinger FN, Foundations ofBehavioral Research, Third Edition (New York: Holt, . 
Rinehart and Winston, Inc., 1986); 418-419. 

. . 
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The third type, of validity, construct validity, seeks to explain 
individual differences in test scores. For example, it would 110t be 
expected that exanl scores would vary according to age or' gender; 
they would, however, be expected to vary according to experience 
or level of education. By collecting delnographic data £1'01n each 
ExCPT exmninee, it was detennined that con-elations an10ng exmn 
scores and age, gender, practice site, hours worked per week and 
educational level were not statistically significant. There was, 
however, a moderate relationship between test perfonnance and 
years of practice when con1paring less than one year to n10re than 
one year. 

One way that the Test of English as a Foreign Language (TOEFL) 
nleasures construct validity of its exaln as a lneasure of English 
language proficiency is to C0111pare scores of native speakers to 
those ofnolu1ative speakers. Native speakers find the TOEFL 
quite easy and their scores are hon10geneously high; and a high 
propoliion of theln ean1ed lnaxhnuln or near-lnaxin1uln scores. 
Perfonnance ofnolllative exan1inees was lower and lnore widely 
distributed. 8 A c01nparison of scores of phannacists with those of 
phannacy teclu1icians would show unifonnly high scores by 
phan1lacists (conlpared to the lower and n10re widely distributed 
scores of teclmicians) and this would provide additional evidence 
of construct validity. 

8. 	 Competency statements. Please see the statelnents included in the 
-~, 	 -practice analys.is and the Qontent of the ex:mn blueprint (Tabs 2 anq 

3, respectively). .. 

C. 	 Item. writing procedures 

1. 	 Item writers and their respective areas ofexpertise. Itenl writers 
include phan.nacy and phanllacy teclu1ician educators and 
practitioners who have practiced in lnany different states and in 
nlany different practice settings including conununity, hospital, 
10ng-tenl1 care and hOl1le health care. A list of iteln wliters is 
included under Appendix4. 

2. 	 Any item writing training administered to writers. Iteln writers 
and Expert'PanellTIetl1bers are given written 111aterials and oral 
instructions on writing acceptable lnultiple-choice ite111S. An 
exercise as a pmi of this training involves providing these 
individuals with a set of Inultiple-choice practice questions for 

Educational Testing Service, TOEFL Test & Score 1I1anual (Princeton, NJ: Educational 
Testing Service, 1997): 36. 
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critique and discussion. The guidelines used in this training are 
from a well-known text by Gronlund.9 

3. 	 Qualifications oftrainers. The trainers were Drs. I(eluleth 
Schafenneyer and Dana Hmnmer. Both have extensive experience 
at educ~tional design and assessments. CVs of both are available 
on request. Reference letters for Dr. Hanuner are included under 
Appendix5. 

4. 	 Description of testing standards employed. The ExePT follows 
and Ineets standards of the A1nerican Educational Research 
Association, Anlerican Psychological Association and National 
Council on Measurelnent in Education, Standards for Educational 
and Psychological Testing. The ExePT also elnploys the 
standards established for celiification progrmns by the National 
COlmnission for CeIiifying Agencies (NCCA). 

D. 	 EXal1t itel1tS and questions 

1. 	 Test format. The ExCPT is a secure, psychOlnetrically sound 
con1puter-based exa111 that c011sists of 110 nlultiple-choice 
questions, of which ten are pretest questions that are not scored. 

2. 	 Item validation process. This was discussed in the previous 
section titled "Desired Psychometric Characteristics." 

. _ 3 .. 	 Field .te~ting and re~iew process. Th.is process is discussed in the 
following section titled ''New ite1n field te'sting proceCiures." 

4. 	 Item pool depth and rotation. The testbank consists of just over 
3,000 items. New iteins are being added on a regular basis with 
about 300 new itenls expected to be added during the last half of 
this year. With tlu-ee versions of the exmn, any candidates retaking 
the.exmn would be assured of seeing a different set of questions 
the following month when they are eligible to register again. At 
least 20 qu.estions are changed each 1110nth. Those iteins that are 
rotated off the exa111Inay be reused at SOlne point. To avoid 
overexposure, iteins will be retired as new itelns are adopted. All 
versions of the exmn, however, will be consistent with the exmn 
blueprint. In addition to rotating and retiring test itelns, the order 
of test iteins and answers are scrmnbled and nUlnbers for 
calculation_ questions are changed on a frequent basis. 

Gronlund NE, How to Make Achievement Tests and Assessments} Fifth Edition (Boston: 
Allyn and Bacon, 1993), 
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E. Itell1 analysis 

1. 	 New item field testing procedures. Pretesting new questions before 
they are used as scored questions on the ExCPT is necessary to 
assure that all itelns perfonn properly and that new versions of the 
exmn can be created in the future. As with all standardized tests, 
the ExCPT contains S0111e questions that are being pretested for 
possible use on future exmns. Specifically, the ExCPT consists of 
110 questions, of which ten are pretest questions that are not 
scored. The pretest itelns are randon11y interspersed throughout the 
exan1 and are not identified for the candidate in order to assure that 
test statistics are valid. When a sufficient mnount of data is 
obtained (usually 50 to 100 data elements), these pretest questions 
are pulled fron1 the ExCPT and new pretest questions are 
substituted. All pretest itelns are analyzed carefully for difficulty, 
reliability, discrhnination and validity and are approved by the 
Expeli Panel before they are used as scored questions 011 future 
versiol1~s of the ExCPT. 

2. 	 Item pe7jonnance analysis method. All itelns are carefully 
reviewedthrough a process known as an iteln analysis. This iten1 
analysis consists of statistical procedures to detennine the 
difficulty, discrilnination, reliability and validity of each iteln 
before they are used as scored questions in the ExCPT and again 
on a regular basis while ite111s are being used. A description of 
these statistical procedures was described in the previous section 
titl~d~'Desired P'sy.chOlnetric Charac~eristic~."~. 

3. 	 Item ongoing pelformance review and recall process. The 
Director of Education receives weekly repOlis frOln LaserGrade 
indicating the score earned on each exan1 taken during the week as 
well as the answers given for each itmn - both scored itelns and 
pretest ite111s. Results are reviewed for unexpected difficulty, 
unusual patten1s and other potential problelns.For exmnple, if a 
new iten1 had been Iniskeyed, the problmn would be detected 
hrunediately and scores adjusted accordingly. Iten1s that are 
detenllined by the Director of Education to be too easy, too 
difficult, outdated or fail to discrhninate properly are either 
relnoved froln the testbank for future editing or retired. The Expeli 
Panel also reviews perfonnance of the itelllS on a regular basis and 
can detennine whether certain itelns should be recalled. As 
explained previously, itelns are rotated often but are eventually 
retired and replaced with new iten1s. 

F. Exal11ination review COfn111ittee 
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1. 	 Member names. The Ine111bers of the Expelt Panel are included 
under Appendix6. 

2. 	 Areas ofexpertise. Please see Appendix6. 

3. 	 Current employment. Please see Appendix6. 

4. 	 Tenure on the Committee. Individuals on the Expeli Panel serve 
three-year tenl1S with tenns staggered to assure continuity. 

G. 	 Description of test assel1lbly procedures 

1. 	 Exam consistency between administrations. To protect the 
integrity of the exmn, 111ultiple versions of the ExePT are used and 
the san1ple of questions taken froln the test bank changes 
continuously as well. Because different adn1inistrations of the 
ExePT are n1ade up of different cOll1binatiol1s of questions, it is 
iInpoltant to assure that these different versions provide an equal 
challenge to everyone. The careful selection of itelns assures that 
different versions of the eXaln test the san1e content areas. The 
Expeli Panel establishes the pas.sing score using the Inodified 
Angoff procedure in which each panelist independently estilnates 
the percentage of qualified candidates who would correctly answer 
each iteln. The panelists' ratings are averaged to detennine the 
passing score (also known as the "cut score"). With a relatively 
large panel of ten Inen1bers, it is advisable to decrease valiance by 
deleting.the·eJ\trelne high and ..extre111e low- estin;ates. This, of . 
course, does not affect the Inedian score--' only the vanance. The 
overall passing score is detenl1ined by averaging the individual 
ratings. Although care is taken to Inake each version equivalent, 
the ExePT is now using statistical n1ethods to equate and scale 
exmn scores . 

. Equating is essentially a statisticallnethod of selecting the raw 
score on each test that would provide the smne probability of 
passing. In other words, it is a way of calibrating different 
versions of the eXa111 to assure that they provide an equal 
challenge. For eXalnple, a raw score of 75 Inay be determined to 

.be a passing score on one version of the eXalTI and a 74 n1ay be 
detennined to be the equivalent passing score on a lTIOre difficult 
verSlon. 

A scale is a score-reporting teclmique that translates the different 
raw scores into a standard score. For exan1ple, the scores that n1ay 
be ean1ed on the ExePT range frOlTI 200 to 500 and the passing 
score is 390. The mini111ulTI passing raw scores are then converted 
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to 390 for all versions of the exmn. If two different versions of the 
exmn have different cut scores (e.g., a raw score of75 on one 
version and a raw score of 74 on another) then both are converted 
so that 390 is the passing score. Rep01iing only raw scores could 
cause confusion because the results of one test adlninistration rnay 
be difficult to cOlnpare with another that does not have exactly the 
smne difficulty or san1e cut score. Equating and scaling 
procedures are used in n10st certification progrmns because they 
are easy and reliable, conu110nly accepted as standard procedures 
in celiification progra111S, psychOlnetlically sound and are legally 
defensible. 

2. 	 Correlation o/the passing score with the practice analysis 
findings. Scores for each content area of the exmn are reviewed to 
detennine which areas are n10st difficult. Experience with the 
ExCPT shows that the n10st difficult area for candidates continues 
to be phannacy calculations. Fortunately, candidates perfon11ed 
better on those content areas that were rated higher in the practice 
analysis in tenns of criticality and frequency of perfonnance. 
lCPT is collecting perfonnance data in order to encourage 
candidates to give pmiicular attention to studying the n10re 
difficult content areas that were rated high in the practice analysis. 

3. 	 Effective discrim.ination between candidates who pelform v.Jell and 
those who pe7form poorly. Evidence reported in the iten1 analysis 
helps assure that iten1s discrilninate properly so that the exmn does 
too. The cut score ·effectivel y discrilninates-between -the group 
which perfonned satisfactorily fro111 that which did hoL. 

4. 	 Psychometric standards employed in exam assembly. The ExePT 
en1ploys the both the AP A and NCCA standards discussed 
previously. These standards require celiain procedures to be 
followed, including the practice analysis, Expeli Panel, iten1 
writing, itmn review, iten1 pretesting and iten1 writing, which were 
all described previously. 

H. 	 Test form. 

1. 	 Testing media design. The ExCPT is a secure, proctored, 
cOlnputer-based exmn offered at LaserGrade Testing Centers 
throughout the United States. 

2. 	 Number o/test/orms employed per administration. Three equated 
versions of the ExCPT are available. The exmn fonn to be 
adlninistered to a given candidate will be rand01nly selected. 
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Unsuccessful candidates retaking the ExCPT will be given a 
different version. 

3. 	 Method ofassuring exam construction consistency betvveen test 
forms or computer iterations. All eXalTI fonns are equated to 
assure that they provide the same challenge to al1 candidates. As 
explained previously in Section 1-0 (1), establishing cut scores, 
equating and scaling are used to assure continuity. The itelTI 
analysis provides statistics den10nstrating that different fonTIs of 
the exall1 are consistent with regard to the challenge presented to 
candidates. 

4. 	 Security procedures to preserve test integrity and limit item 
exposure. Policies and procedures regarding confidentiality and 
cheating are outlined in Section 7 of the lCPT Policies and 
Procedures. (Please see Appendixl.) Policies and procedures 
related to registration, identification, and security procedures at the 
LaserGrade Testing Center are explained in Section 8 of the lePT 
Policies and Procedures. (Please see Appendixl.) LaserGrade 
requirelnents for security and supervision at the Test Centers are 
outlined in Section 5 of the "LaserGrade Testing Cen:ter 
Requiren1ents" found under Appendix7. 

The cOlnputer-based exall1 available through LaserGrade is far 
Inore secure than a paper-and-pencil eXaln. The LaserOrade Test 
Center Specialist lTIUst enter an individual password to gain access 
to the on-site cOlnputer. The text for. the_ questions and-the 
candidate's answers are encrypted and sent to the Test Center 
COll1puter after the candidate is adn1itted and shows proper 
identification. When the candidate has c0111pleted the ExCPT,. the 
test repoli is printed and the candidate's encrypted results are sent 
to LaserGrade and the Test Center's copy of the eXaln is written 
over and erased. EXalns are never left 011 the Test Center 
COlnputers. The exan1 also tilnes out after two hours. 

All individuals associated with the ExCPT, including 111ell1bers of 
the Board of Directors, itelTI writers, Expeli Panel n1en1bers and 
staff sign a confidentiality agreen1ent that requires then1 to hold 
any and all infonnation about itelns on the ExCPT con1pletely 
confidential. This agreelnent ren1ains in effect for three years after 
the individual's service to lCPT. 
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1. 	 Scoring 

1. 	 Description ofscoring employed. Scoring is described in Sections 
II-B (5), II-B (7), and II-G above and in Section 9 of the lCPT 
Policies and Procedures. This topic was discussed previously. 

2. 	 Rationale for scoring type used. This topic was also discussed 
previously in Section II-G (1). This cOlnnl0nly used scoring 
procedure is consistent with standards for certification progrmns 
and is legally defensible. 

III. 	 Reports 

lePT creates a nUlnber of reports; S0111e of which are public and sonle fonlr 
internal purposes only. The public repOlis will be posted on the lePT website and 
the private reports are used by the bom"d of directors, Expeli Panel and 
Stakeholders Council as needed. 

A. 	 Passing score 

1. 	 Frequency ofreport. As described previously, lCPT receives 
weekly score reports froln LaserGrade, which are carefully 
reviewed by the Director of Education. Results are conlpared to 
the results froln the cut score mlalysis (described previously) to 
assure that eXa111S and individual iteIns are perfonning as expected. 
Bi1110nthly score repo1is include test statistics such as the 1nean, 
nl~dia~l, pass rate, rmlge, 1ninill1ull1, maxil11um~ ~tandard deviatlon, 
standard en-or, reliability coefficient and reliability index. Results 
are repOlied to the Expe1i Panel, which helps provide oversight and 
quality assurance. The overall pass rate will be published on the 
lPCT website. 

2. 	 Process for determining passing score. This topic was described 
previously in Sections II-B (5) and II-G above. 

B. 	 Technical reports 

Tec1ulical repo1is used to l11onitor the exall1, establish the cut scores and 
analyze results are available to stakeholders as needed. 

1. 	 Frequencyafreport. Update repolis are received by lCPT weekly; 
cOl11plete statistical analyses are received on an as-needed basis ­
no less than binl0nthly. Additional special repolis ·are received on 
an as-requested basis. Reports 011 pass scores and general exal11 
infonnation are repo1ied on the lCPT website and other relevant 
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infonnation will be reported to the board, Expert Panel and 
Stakeholders Council as needed. 

2. 	 Administration operational information. Relevant operational 
infonnatiol1 such as policies and procedures, staff contact 
infon11ation, Expert P anelnlelnbers, etc. will be kept up to date on 
the website. 

3. 	 Description of test assembly procedures. The procedure used to 
asselnble the test will be published 011 the website. A database 
progrmTI for the test bmu( will be available for intenlal use on1y and 
used to categorize questions according to topic and degree of 
difficulty. TIns database also records, m110ng other things, a 
nUlnber for each iteIn, the itenl writer, the date adopted, the date 
pretested, the difficulty, discrilnination, versions of the exanl that 
used the itenl, and an indicator of "bad pairs" (i.e., the number of 
other itelns that should not appear on the sanle exanl). This 
database helps the Expeli Panel to asselTIble new versions of the 
exanl in cOlnpliance with the test blueprint. The database also 
helps the Expeli Panel to record iteln perfonTIance. An analysis of 
individual ratings under the 1110dified Angoff lTIethod is used to 
help establish passing scores. 

4. 	 Reliability and validity information. Reliability data is included 
. with each complete statistical report and iteITI analysis that is 
received at least bill10nthly. Procedures for establishing validity 
m'e described above. 

5. 	 Test equating methods. The procedures for equating exmns was 
described in Section II-G (1) and wi11 be reported on the lePT 
website. The weeldy repOlis received fi'0111 LaserGrade are 
reviewed carefully by the Director of Education and Expeli Panel 
to assure that the eXa111 and exaln itenls are perfonning as 
expected. The cOlnplete statistical repOli and iteln analysis is also 
checked to assure that the equating Inethod is working properly. 

6. 	 Scoring tables and procedures. Although the procedures are 
published on the website, the actual scoring tables for developing 
passing scores are used intenlally by the Expeli Panel. 

7. 	 Statistical swnm,ary information. Pass rates and reliability 
statist~~s for the ExCPT will be published continuously 011 the 
lePT website. Infonl1ation about individual iteIns, of course, are 
only used inten1ally. 
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C. 	 Score reports to exam,inees and the Commission 

1. 	 Availability ofdiagnostic i71!ormationfor failing candidates. 
Diagnostic repOlis are provided to unsuccessful candidates 
iluluediately upon cOlupletion of the ExCPT. This repOli indicates 
those content areas that should be studied 1110re carefully by the 
candidate. 

2. 	 Possibilities for Commission report customization. Boards of 
phanuacy have access to a password-protected website that 
contains a c0111plete set of up-to-date ExCPT records. A board of 
pha1111acy staff luen1ber will be given a password and training to 
check the website for score reports and eXalTI statistics. Although 
the database allows boards to ll1ake queries and print reports, IePT 
is cOlun1itted to providing infoTI11ation needed by the board and 
will consider producing periodic or special repolis as needed. 

3. 	 Passlfail report to the Conunission. This info1111ation is also 
included in the secure online website and is updated daily. 

4. 	 Frequency ofreporting to the Commission. The bo ard can access 
the database whenever it WalltS and as often as it wants. 
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Appendix 1 


Institute for the Certification of Pharmacy Technicians 

Policies and Procedures 

1. Eligihity Requirments 

To be eligible to take the ExCPT, a candidate nlust: (1) be at least 18 years of age, (2) 
have a high school diplonla or OED and (3) have never been convicted of a felony. 
Candidates will be required to provide an attestation stating that they lTIeet these critelia 
and recognize that ICPT will revoke certification if any false infonnation is provided by 
the candidate. lCPT reserves the right to investigate crill1inal background and verify 
candidate eligibility. Candidates must provide a govemn1ent-issued photo identification 
at the tilne of the eXaln to verify identity. 

2. ~eg~str~tion _ .~~ 

Contacting LaserGrade. The ExCPT is offered over 300 days per year at over 1,000 
LaserOrade Testing Centers tlu'oughout the United States. Candidates l11ay register by 
calling the LaserGrade toll-free nUlnber 1-800-211-2754 to alTange a test date, tilne and 
location. By providing a zip code, the candidate will be infonned of the closest 
LaserGrade Testing Centers. Altenlatively, these locations can be found on the Web at 
www.lasen,rrade.c0111. Exan1s can usually be taken within 24 to 48 hours of registration. 

Infonnatiol1 required. Candidates nlust give their full nanle, address, Social Security 
NUlnber, telephone nUlnber, e111ail address (if applicable) and denl0graphic infonl1ation 
such as date ofbilih, gender, elnployer, type of practice site, type of training, years of 
practice and hours worked per week. Candidates should also indicate whether they 
qualify for special accOlnnlodations under the AlneriCallS with Disabilities Act. (See the 
following section.) These data are used to analyze test results and produce reports. Date 
ofbilih also helps verifyidentificatiol1 at the test center. 

Pa)'lnent. The ExCPT costs $95 and it is payable by credit card at the tinle the candidate 
calls LaserGrade. Candidates who do not have credit cards can send LaserGrade a check 
or lTIOney order. When the check clears LaserGrade will contact the individual to alTal1ge 
the test date. Elnployers Inay prepay for a specified nUlnber of candidates by Inaking 
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anangelnents directly with LaserGrade. Registered candidates who need to change an 
eXaln time for any reason 1nust contact the LaserGrade call center at least 24 hours in 
advance to reschedule or cancel an exan1 without penalty. 

3. Anlericans vdth Disabilities Act 

General policy. Candidate~ with docu1nented disabilities (including lean1ing disabilities, 
reading disabilities, visual ilnpainnent, hearing i1npain11ent, or other physical or n1ental 
disabilities) will be given special acc01n1110dations upon request, in confonnance with the 
Americans with Disabilities Act (ADA). 

Procedure for requesting special acconunodatiol1s. Docu1nentation 1nust be provided at 
the ti111e of the request and 111U8t provide a specific description of the candidate's needs. 
Candidates 111ust indicate the nan1e of a physician or other professional who can ve1ify 
the disability or provide fmiher infon11ation in support of the request. The candidate Inay 
include a letter fr0111 an appropriate professional on official stationalry that provides 
evidence of a prior diagnosis or accol11n10datiol1 (e.g., special education services). 
Previous school records n1ay also be sub111itted to doculnent a disability. This 
docu111entation letter n1ust describe the specific disability/diagnosis, the approxi1nate date 
when the disability was first diagnosed, the n1ethod used to confin11 the diagnosis, a brief 
description of the disability, and the type of accon1n10dation needed by the candidate. 
The letter 1l1USt be signed by the professional. Candidates requesting accon1n10dat1011 
because of an en10tional disability n1ust have a SSM-IV classification of the diagnosis 
specified in the letter. 

The candidate will need to provide authorization for the physician or other professional to 
share protected health infon11ation as described in the Heath Insurance Portability and 
Accountability.Act (HIP AA). q-'his physicial1 Qr other professional n1ay be contacted by 
lCPT to verifyinfonn~tion or provide c1Euiflcation of any ififoi1.nation with regard to the· 
disability OT testing needs. lCPT will respond to the candidate within ten business days. 
S0111e states 111ay also require approval by the Board ofPhannacy. 

lCPT will respond to the request for accon1n10dation as quickly as possible; generally 
within 10 business days of the request. 

4. Affirnlative Action 

111e lePT and LaserGrade Testing Centers do not disClilninate against any individual 
because of age, disability, gender, national origin, race, religion, sexual orientation, or 
veteran status. lCPT and LaserGrade endorse and adhere to the principles of equal 
opp01iuni ty. 

5. Cancellation of Scheduled Exam 

Notification by candidate. Candidates who are unable to take the ExCPT at the 
scheduled tin1e should notify LaserGrade at least 24 hours in advance to avoid penalties. 
Refunds are not provided but credit will be given for a future exan1 appointlnent. If an 
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exam appointlnent is cancelled by the candidate within 24 hours or the candidate does not 
arrive during the scheduled time, the exam fee will be forfeited. Cancellation notices 
will only be accepted froIn the candidate; einployers, family mmnbers or other 
individuals Inay not request a callcellation on behalf of candidates.' An exoeption to this 
rule Inay be Inade by an enlployer who originally registered the candidate with 
LaserGrade and directly paid the eXalnination fee. 

Cancellation by LaserGrade. LaserGrade Testing Centers nlay close without notice in the 
case of inclelnent weather, a state of elnergency or other unforeseen event. In this case, 
the candidate will be allowed to reschedule at a convenient tune and location with the 
exmn fee credited to the future eXaln appointrnent. Candidates nlay verify that the 
LaserGrade Test Center is open by calling the center directly shortly before the appointed 
tinle. 

6. Examination Rules of Conduct and Confidentiality 

Passing the ExCPT is a big step in a phannacy techllician's career. Understandably, 
candidates will want to take advantage of all available resources when preparing for this 
inlportant exarnination. It is illegal and unethical to recall (lnen10rize) and share 
questions that are on the ExCPT or to solicit questions that are on the ExePT froin 
candidates who have taken the exanl. ITEMS FROM THE EXAMINATION ARE NOT 
TO BE RECALLED FOR ANY PURPOSE. 

Soliciting recalled questions fron1 candidates who have previously taken the exan1ination 
is unethioal for several reasons. The first is obvious; candidates are expected to pass the 
test based 011 their own Inerit without assistance. The IneInbers of the public who will 
efJ.trust certified technicial1s wjth their wel1:being ,expectthat that they are trustwOlihy 
and con1petent individuals. Secondly, the purpose of tlle ExCPT is to protect the 'pubiic 
by ensuring that candidates for licensure have achieved entry-level cOlnpetence. By 
asking previous test takers to share questions, candidates aloe undennining the very 
purpose of the ex alnin ati on. Lastly, soliciting questions froin previous test takers who 
have agreed to the Candidate Attestation would be encouraging candidates to cOlnlnit 
illegal aots. ITEMS FROM THE EXAMINATION ARE NOT TO BE SOLICITED FOR 
ANY PURPOSE. 

ICPT will actively prosecute individuals who violate the Attestation Agreenlent. The 
Institute will also report any incidents of students requesting questions or sharing 
questions to their licensing jurisdiction. Candidates who are prosecuted by ICFT or who 
are reported to a licensing jurisdiction for soliciting or sharing questions Inay severely 
dalnage their chances of achieving certification. 

Before taking the ExCPT, Candidates n1ust agree to cOlnplywiththe following 
attestation: 
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Candidate Attestation 

As a condition for taking the ExCPT, I certify that I have read, understand and agree 
with the following staten1ents: 

1. 	 The ExCPT and its test items are the exclusive property of the Institute for the 
Certification of Phannacy Teclmicians and are protected by copyright. 

2. 	 The ExCPT and its test itmns are valuable proprietary infonnation and are 
understood to be confidential. The loss or outside disclosure of these Inaterials 
or the infonnatio11 contained herein would hann lCPT eco1101nically and would 
subject the perpetrator to severe civil and c1'ilni11a1 penalties as well as 
invalidation of certification 

3. 	 Candidates Inay not cheat or violate the confidentiality of the exan1. Cheating 
or violation of confidentiality Inay be defined as, but not necessarily limited to 
the following: 

• 	 obtaining help fron1 any other person during an eXalnination 
• 	 cOlmnunicating with or giving help to another candidate during and 

eXalninati011 
• 	 using notes, books, or any other sources of infom1atio11 during an 

exmninati on 
• 	 using electronic progran1n1able devices, such as calculators, cell phones, 

and PDAs during an exmnination 
• 	 reproducing or Inaking copies of the ExCPT or test iten1s by any 111eans 
• 	 111en10lizing test i ten1S 
• 	 discussing or disclosing the contents of the eXa1nination by a11Y Ineans 
• 	 'providing false or purposelY-lnisleading "i11fon11ation when applying for or 

registering for the eXaln 

4. 	 I agree that any clai111 I ll1ay have related to the good~faith enforcelnent of these 
policies or the unilltentionaldan1age or loss ofIny exaln records will not exceed 
the mnount of n1y application fee for tIllS exmninatiol1. 

Procedure for Handling Suspected Cheating Incidents. Candidates will be notified 
tlu'ough a "Candidate Attestation" at the tl1ne they register and/or take the test that 
cheating will not be tolerated and that there will be appropliate penalties. 

\Alhen cheating is detected, the LaserGrade Testing Center Specialist (TCS) will, in Inost 
circumstances, allow the candidate to finish taking the exmn. However, the TCS will 
stop the exm:n,ifthe.candidate: (a) beC0111es unruly, (b) is interfering with other 
candidates, or ( c) is copying questions on the exa111. In all' cases the TCS wUf'secure the 
exam and a copy of the videotape and any other evidence. 

The LaserGrade TCS will then write an incident repOli and send it to lCPT within 24 
hours. The report will include the following infonnation: date, tin1e, location, proctor 
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natTIe, candidate's natne, candidate's Social Security NUlnber, test version, a full 

description of the incident and a list of the evidence supporting the allegation. 


LaserGrade will report the candidate's grade as "pending." Candidates will be notified 
that the ICPT investigation Inay take up to 30 days. If lCPT detennines that the . 
candidate violated the lCPT policies ol1.cheatil1g and confidentiality, it lnay seek a range 
of relTIedies depending upon the severity of the case, including but not lilnited to taking 
civil or cri111inal action against the candidate, suspending eligibility, andlor referring 
info11nation about said ll1isconduct to the respective board(s) ofphannacy Candidates 
will be given due process to appeal this decision before a l1lelllber of the lePT Board of 
Directors and two other qualified, unbiased individuals. 

8. TaIling the Exam 

Identification required. In order to take the exaln, candidates are required to present 
govenunent-issued photo identification, such as a valid passport, driver's license, US 
Anned Forces photo identification or a non~dliver' s identification issued by a state 
depalinlent ofn10tor vehicles. The identification nlust be clear and legible. The nan1.e on 
the photo identification Inust be the san1e as on the original registration. If the nmnes are 
different then a certified or notalized copy of a Inaniage license, divorce decree, adoption 
papers or other legal docull1entation of nmne change. If the address on the govenunent­
issued photo identification is different fro111 that supplied at the tinle of registration, the 
candidate 111ust show proof of address, such as a cun-ent utility bill. 

Prohibited itenls. Candidates lnay not bring any paper, books, cell phones, calculatoTs, 
pagers, scalUlers, cmneras or PDAs with thelll into the exanlining rOOln. Candidates lllay 
be insp~cted. for such In.aterials prior to the exmn. All purses, boef cases and oiller 
persona:! itelns will'be securely locked up during· the -exahl. -The ·testing sessiori lnay be . 
videotaped for additional security. 

Materials supplied. Candidates will be supplied with two blank sheets of paper and a 
pencil. The paper n1ust be retun1ed to the proctor at the end of the exan1. A calculator 
will be available on the conlputer. Easy instructions on using this calculator and for 
navigating t1u·ough the exmn itellls and sublnitting the final answers will be given at the 

. tin1e of the exalll. Candidates 111ay also preview these instructions on the LaserGrade 
websiteoat wv'/\v .laserbrrade. conl. 

I 

Questions. No questions conce111ing the content of the exanlination 111ay be asked dUling 
the testing period. 

COll11nents. Candidates win be given the opportunity to COllllllent on any question that 
they believe is mnbiguci'us, inaccurate or deficient. A COlnnlent section for this purpose is 
provided at the end of the exmn. All COlllnlents subnlitted will be reviewed by the lCPT 
Expeli Panel. Responses are not provided to individual COlnnlents. Candidates will also 
be asked tocOlnplete a brief survey at the end of the exmll to rate the exam registration 
procedures, the testing facility and general satisfaction with the testing experience. 
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9. Scoring Exams and Reporting Results 

Exam results for successful candidates. The ExCPT is scored h11111ediately and 
successful candidates are given an official rep01i by LaserGrade indicating that they 
passed the ExCPT ill1Inediately after cOl11pleting the eXal11. Candidates l11ay use this 
report to provide evidence to el11ployers or regulatory boards that they passed the ExCPT 
and are a ceIiified phan11acy technician. 

EXa111 results for unsuccessful candidates. The purpose of the eXa111 is to provide 
sUl11111ative asseSSl11ent (i.e., to detenlline whether an individual has achieved a certain 
level of cOlnpetency). It is not designed for fon11ative aSSeSS111ent (i.e., to give the 
candidate feedback). lePT does, however, provide diagnostic rep01is to help 
unsuccessful candidates focus their study tilne so they can successfully retake the eXa111. 
Candidates can also get S0111e fonl1ative feedback by answering the practice problenls that 
are offered on the lCPT website. 

Candidates who do not pass the Exal11 will be allowed to retake the exanl after four 
weeks. Since there are l11ultiple versions of the Ex a111, candidates who take retake the 
EXal11 will receive a different, but equivalent, set of questions. 
Passing score. The passing score is established by the lCPT Expeli Panel based on a 
standard of perfon11ance that expelis in the profession have detenl1ined are acceptabl e for 
this certification progranl. Specifically, the Expert Panel uses a l110dified Angoff 
procedure to detennine the passing score. With this l11ethod each panelist independently 
estilnates the percentage of qualified candidates who would correctly answer each iteln. 
The panelists' ratings are averaged to deten11ine the passing score (also lalown as the "cut 

.~ , 	 score") .. The over~ll pa.ssing score~is deten11ined by averaging the individu.al ratings. The q 

-exltel11e high and Tow ratings can be deleted to decrease the va1~anC:e without affecti11g - . 
the nledian score. The passing score is not based on a curve. 
Recognition of ce1iification. Phanl1acy technicians who successfully pass the ExCPT are 
considered Celiified Phanl1acy Tecl1l1icians and will receive a certificate suitable for 
franling. 

Confidentiality of scores. EXal11 results for successful candidates will be available to 
state boards of phanl1acy and, if authorized by the candidate, 111ay be l11ade available to 
ell1ployers 	as well. A list of Celiified Phanl1acy Tecl1l1icians who passed the ExCPT will 
be available to the public. Unless authorized by the candidate, scores will not be released 
nor the identity revealed of candidates who do not pass the ExePT. 

Appeals and rescoring. Candidates who wish to appeal their test results or a specific test 
itelD will be allowed to do so by conlpleting an appeal fODll and renlitting a nonlinal 
eXal11ination review fee. The appeal fonl1 is available fr0111 the Director of Education and 
is used to record these requests and keep track of the reasons for the request as well as the 
results of the review. The Director of Education, with consultation frOln the Expeli Panel 
if necessary, will respond to the candidate within ten working days. 
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Requests for duplicate certificates. Candidates who need a duplicate certificate luay 
obtain one for a nonlinal charge by cOlupleting a request fonn available on the ICPT 
website. Individuals requesting a l1aJ.ue change nlust provide notarized proof of the nalue 
change. 

Reexanlination. Candidates WI10 do not pass the ExCPT will be allowed to retake the 
exam after four weeks. Since there are luultiple versions of the ExCPT, candidates who 
take retake the exmn will receive a different, but equivalent, set of questions. 

10. Standards for Assuring Quality of the ExCPT 

AP A Standards. The ExCPT lueets the standards of the Aluerican Educational Research 
Association, Aluerican Psychological Association and National Council on Measurement 
in Education, Standards for Educational and Psychological Testing. 

NCCA Standm-ds. The ExCPT follows the standards of the National COlID11ission for 
Celiifying Agencies (NCCA), the accreditation body of the National Organization for 
COlupetency Assessluent. These standards for certification progralus are considered to be 
nlore delnanding than the AP A standards. Our audit by an independent expert in 
psychOluetrics used these standards in her audit of the exmu. 

Developluent of exall1. The above-referenced standards require that certain steps be 
followed to assure the psychonletric soundness of a celiification exanl. These steps 
include the following: 

.. Practice analysis. A conlprehensive job/practice analysis is conducted to clearly 
~ . delineate perfolmance d0111ains and tasles mld the associated knowledge and skill , . .,. 	 .' -" 

sets· for phannacy' technicians. Among other things, respondents lndicate the 
criticality and aluount of thne spent by techl1icians on various job tasks. 
Individuals are surveyed froll1 a stratified saIuple of phan11acy technicians as well 
as teclulician supervisors and trainers frolu all practice settings. The smuple size 
is large enough to give sufficient statistical power and to luake proper inferences 
frOI11 the data and appropriate subsets of the data, New practice analyses are 
conducted 011 a periodic basis, usually every two years. 

• 	 Exam blueprint. The results of the practice analysis and input fron1 stakeh01ders 
are used by the Expeli Panel to detennine the content areas to be tested on the 
exalU and the weight given to each of these content areas. The result is the 
production of a doculnent known as the eXaIU blueprint, which will be available to 
aU stakeholders. The ExCPT consists of 110 nlultiple-choice questions, including 
10 pilot questions. Exanl questions fall into three general m-eas: (1) Regulation 
mid'Tec111ucian Duties (--,250/0), (2) Drugs and Drug Products (,...,2S%);,and (3) 
The Dispensiilg Process (,-,500/0). 

• 	 Item writing. A panel of volunteer henl writers fron1 a wide range of phanl1acy 
practice settings are used to SUblUit exmu itelus. These itenl writers include 
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phannacy college professors, phan11acists and certified phan11acy teclulicians who 
have strong expeliise in specific phan11acy practice settings. All iteln writers are 
instructed on the standards for writing acceptable nlultiple-choice exanl itelns. 
All itelns subnlitted are nunlbered, categorized according to topic and coded to 
identify the vvriter. All itelns are subInitted to an extensive review process before 
being adopted as a pari of the ExePT eXaIn test bank 

• 	 Expert panel review. A panel of five to ten highly qualified individuals fr01n a 
diverse set of practice settings are appointed to the Expeli Panel to review all 
itelns sublnitted by iteln writers. The panel accepts those iteIns that n1eet the 
standards and either arnend or reject other itelns. A11 HeIns accepted Inust first be 
pretested before being used in an eXaIn. The Expert Panel also reviews results of 
the practice analysis, establishes the eXaIn blueplint, sets the passing score and 
approves the equating and scaling procedures. 

• 	 Pilot testing. As with all standardized tests, the ExCPT contains sonle questions 
that are being pretested for possible use on future exanlS. Pretesting additional 
questions is necessary to assure that all itenlS perfonl1 properly and that new 
versions of the EXaIn can be used in the future. The pretest itenls are interspersed 
throughout the exanl and are not be identified for the caI1didate in order to assure 
that test statistics are valid. 

• 	 Item analysis. All itenls are subnlitted to an extensive process lal0wn as an itenl 
analysis. This itenl analysis consists of statistical procedures to detenl1ine the 
difficulty, discI1lnination, reliability and validity of al1 itelns before they are used 
as scored questions in the ExePT. Heln analyses are conducted 011 a regular basis, 
af least-binlonth}y. 

• 	 Passing scores. See the discussion in the previous section. 

• 	 Equating and scaling. To protect the integrity of the exanl, nlultiple versions of 
the ExCPT are used. Candidates are rand01nly assigned to take one of the 
versions of the eXaIn. If candidates need to retake the ExCPT, they are assigned 
to a different version of the exanl. The various versions are carefully equated to 
assure that all offer the sanle challenge. Equating is essentially a statistical 
111ethod of selecting the raw score on each test that would provide the san1e 
probability of passing. In other words, it is a way of calibrating different versions 
of the exanl to assure that they provide an equal challenge. For exa111ple, a raw 
score of 75 nlay be detell.11ined to be a passing score on one version of the exanl 
and a 74 lnaY be deten11ined by the Expeli Panel to be the equivalent passing 
score on a nlore difficult version. 

To assure consistency a1110ng various versions of the exmn, scores are conve1ied 
to a scaled score instead of a raw score. A scale is a score-repOlting teclulique 
that translates the different raw scores into a standard score. For exanlple, the 
scores that nlay be ean1ed on the ExePT range froln 200 to 500 and the passing 
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score is 390, The lTIinilTIUlTI passing raw scores are then converted to 390 for all 
versions of the exmTI, If two different vdsions of the exam have different cut 
scores (e,g" a raw score of 75 on one version and a raw score of 74 on another) 
then both are converted so that 3 90 is the passing score, Reporting only raw 
scores could cause confusion because the results of one test ad111inistration may be 
difficult to C0111pare with another that does not have exactly the smTIe difficulty or 
san1e cut score. Equating and scaling procedures are used in n10st certification 
progrmTIs because they are easy and reliable, COlTIlTIOnly accepted as standard 
procedures in certification progrmTIS, psych01TIetrically sound and are legally 
defensible. 

• 	 Rotating and retiring test items. The integrity of the exmTI is further protected by 
rotating and retiling test itelTIS on a regular basis, Candidates who have to retake 
the exmTI several tin1es would not see the Sal11e eXa111 again because they would be 
assigned to all of the different versions before they could retake the san1e version. 
During the tin1e before retaking the san1e version, 1110st of the questions would 
have changed. All versions of the exmTI, however, will be consistent with the 
exa111 blueplint and will be equated, In addition to rotating and retiring test 
ite111s, the order of test itelTIS and answers are scran1bled and nU111bers for 
calculation questions are changed on a frequent basis. Questions that are retired 
fro111 the exan1 can be used later as practice questions, 

• 	 Independent audit by expert in psychometrics. An independent, unbiased expeli 
in psychon1etlics is retained to audit the ExCPT procedures, content and exarl1 
itell1s. An audit of the exan1 developed for the Virginia Board ofPhanTIacy 
follows all ExCPT test procedures and was audited by Dr. Dana HalTIlTIer of the 

-	 -.University ofW.ashingtol''l in February 2004~ A lTIOre recentaudit of the ExCPT 
cOl;tent and procedures was conducted by Dr. Han11TIer in F~bnlary 2006. Dr. 
Hanuner used the celiification standards and guidelines established by the 
National Con11TIission for Celiifying Agencies. Dr. Hmnn1er's opinion was that 
the exmn 111eets the standards for celiificatiol1 progrmns and is psycho111etrically 
sound. It is the intent of ICPT to continue conducting independent audits of the 
ExCPT. 

11. 	 Services to Boards of Pharmacy 

Repoliing and Inaintaining results. Exmn results are posted on a secure website designed 
specifically for board ofphannacy use. With a password, autholized board ofphannacy 
staff Inelnbers n1ay check ExCPT records to deten11ine whether specified phannacy 
tech11icians are certified by ExCPT, ExCPT records can also be used to update board 
records and to generate reports fr0111 the celiification database. An online users n1anual is 
provided to help boards of pharacy to n1ake optill1al use of the website. 

Reciprocity. Boards of pha1111acy can use the secure website to velify celiification the 
cunent status of all ExCPT-celiified phan11acy teclu1icians for purposes of reciprocity, 
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Boards can also be notified of any phannacy technicians whose celiification has been 
revoked. 

12. 	 Revocation 

lCPT Inay revoke the certification of a phannacy teclulician for any of the following 
reasons: 

• 	 Sublnission of false or ll1isleading infonnation in cOlulection with celiification or 
receliifi cati on; 

• 	 Violation of any of lCPT' s policies on eXalll cheating or exall1 confidentiality or 
failure to cooperate with lCPT in the investigation of any such inddent by another 
candi date. 

• 	 Conviction of a felony or a crin1e involving prescription nledications or controlled 
substances (including but not li1nited to the illegal use, sale or distribution of 
prescription Inedications or controlled substances); 

• 	 Revocation or suspension of a phanl1acy technician registration or license by a 
state board of phanl1acy; 

• 	 Docun1entation of gross nlisconduct or gross negligence of duties to a state board 
of pha11nacy. 

13. 	 Recertification 

Application. The first ExCPT Celiified Phanl1acy Teclmicians were issued celiificates in 
October, 2005. Since certification expires after two years, these individuals will be the 
first to receliif,Y stmiil}g in Octob@t 2007. D1.U1ng the two-yea1;.periGd prior to> 
receliification, celiified phanl1acy teclu1icians 111ust pmiicipate in at least 20 hours of 
continuing education (CE), including at least one hour ofphannacy law. To receliify, 
tec1ulicians 1nust use the ICPT rece1iification application f01111 and 1nay file either online 
or by regular nlail. COll1plete instnwtions will be provided with the fon11. Address 
changes should be sent to the Institute so that we n1ay send a rece1iification application 
approxilnately 60 days prior to the expiration date. Teclu1icians win be allowed to 
receliify up to 90 days after expiration of their celiiticatiol1 but CalU10t include CE credit 
ea111ed during this grace period. After this 90-day period, there will be a late fee. 
Continuing education. To be approved, CE credit n1ust be related to pha11nacy teclulician 
practice. Acceptable topics include, but are not lin1ited to: drug distribution, inventory 
control, ll1anaged health care, drug products, therapeutic issues, patient interaction, 
conu11unication and inte11Jersonal skills, phan11acy operations, prescription con1pounding, 
calculations, phannacy law, preparation of sterile products and drug repackaging. 

Ce1i:ificates of participation ll1ust be obtained for each CE progran1. This celiificate 111ust 
include the na111e of the pmiicipant, the title of the prograln, date of the progrmn, nU111ber 
of contact hours, the nmne of the sponsor and the signature of a person responsible for the 
progrmn. 
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CE progrmns offered by national and state phannacy associations and phanl1acy 
teclulician associatio11s will generally be acceptable if related to phan11acy tec1uucian 
practice. Applicable college courses with a grade of "C" or better will also be eligible for 
CE credit at the rate of 15 CE hours for each a 3 credit-hour course offered 011 a selnester 
basis (i.e., three hours a week for 15 weeks), Courses offered 011 a qumier basis will be 
credited for 15 hours for a 4 credit-hour course (1. e, four hours per week for 
approxin1ately 11 weeks), The 111axill1uln l1l1111ber of CE credits eanled through college 
courses during a two-year period is 15, Recertification l11ay be conducted on-line or by 
111ai1 begilu1ing in October 2007, 
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Appendix 2 

ExePT Practice Analysis 

List of Pharlnacy Technicians Practice Functions 


Mean 

Question Importance 

Understand the necessity of having a pharmacist check all work 
performed by the technician. 4.91 

Use proper procedures to avoid prescription errors. 4.88 

Use proper procedure to assure delivery of the correct prescriptions to 
patients. 4.83 

Properly count, measure or compound the drug to be dispensed. 4.82 

Accurately enter prescription ilJ)formation and drug history into the 
computer. 4.82 

Demonstrate a clear knowledge of the line between tasks that may be 
performed by a pharmacy technician and those that must be performed 
by pharmacist. 4.82 

Use correct procedures in preparing prescriptions for dispensing. 4.80 

Describe the functions that a pharmacy technician cannot perform 4.80 
-Q 

Properly process third-party prescriptions. 4.79 

Maintain HIPAA compliance while communicating with patients. 4.74 

Correctly translate a prescriber's directions for use into accurate and 
complete directions for the patient. 4.74 

Follow the proper rules and regulations when filling prescriptions. 4.73 

Use the proper DAW code when entering prescription data. 4.72 

Prepare prescription labels or patient information. 4.72 

Correctly calculate prescription quanties and days supply. 4.69 

Properly label drug products packaged in approved containers or, when 
appropriate, in original containers. 4.67 

Properly package the drug to be dispensed in child-resistant containers 
or other approved containers as required. 4.67 

Take proper action when a compliance alert is noted when entering a 
prescription. 4.65 

Relative 


Frequency 


1.00 

1.00 

1.00 

0.98 

1.00 

1.00 

1.00 

0.75 

0.56 

0.97 

0.99 

1.00 

0,52 

1.00 

0.83 

0.99 

0.99 

0.80 

30 

Relative 


Time 


1.00 

1.00 

1.00 

0.98 

1.00 

1.00 

0.98 

0.72 

0.49 

0.80 

0.99 

0.83 

0.52 

1.00 

0.87 

0.99 

0.99 

0.81 



Demonstrate knowledge of abbreviations used on prescriptions and 

familiarity with the ways in which abbreviations can be misinterpreted. 


Communicate accurately and appropriately with patients. 


Follow the proper rules and regulations when handling refills, partial 

filling and transfers of controlled substances among pharmacies. 


Properly repackage drug products and label correctly and, in the case of 

repaokaged medioations, inolude the correot expiration date. 


Identify which reject oodes returned by third-party processors can be 

handled by a teohnioian. 


Properly file prescriptions 


Demonstrate awareness of the compliance/interaotion ohecks that a 

pharmacy computer performs. 


Desoribe what information is required on oompleted prescription forms 

and how to gather any information that is missing. 


Assist with inventory control and maintenance. 


Follow the oorrect procedures for handling patient requests for 

pseudoephedrine. 


Desoribe the purpose of patient profiles and how to enter, update, and 
maintain them. 

Explain HIPPA requirements to patients (e.g., why t~ey have to sign for 
.­prescriptions when picked up). 

." 
Identify the therapeutic olass for oommonly used durgs (e.g., analgesio, 
antibiotic, eto.) 


Describe the difference between prescription and OTe medications and 

describe major theraputic classes of the latter 


Desoribe strategies for avoiding mix-ups among easily oonfused 

produots. 


Identify and interpret the various methods used to indicate the quantity 

of medications to dispense. 


Properly stock automated dispensing devices .or other devices used in 
the dispensing process. 

Assist in proper inventory maintenance. 


Demonstrate knowledge of federal and state laws and regulations 

affecting pharmacy. 


Use aseptic technique to prepare parenteral medications 


4.64 

4.62 

4.53 

4.47 

4.45 

4.41 

4.38 

4.35 

4.31 

4.31 

4.26 

4.26 

4.21 

4.20 

4.19 

4.17 

4.16 

4.15 

4.15 

4.15 

0.99 

1.00 

1.00 

0.91 

0.48 

0.97 

0.90 

0.93 

0.70 

0.27 

0.78 

0.47 

0.68 

0.79 

0.11 

0.87 

0.55 

0.90 

0.65 

0.30 
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0.99 

0.98 

0.90 

0.86 

0.46 

0.97 

0.83 

0.93 

0.59 

0.19 

0.76 

0.19 

0.62 

0.65 

0.15 

0.85 

0.29 

0.89 

0.29 

0.27 



Accept refill authorizations from prescribers or their authorized agents, 

provided there is no change to the original prescription. 


Describe the different types of information conveyed on prescription 

labels and receipts. 


Identify the brand and generic names of the most commonly used 

prescription drugs: 


Compound intravenous medications and TPN 


Understand proper use of auxiliary labels. 


Help maintain the security of the pharmacy department 


Demonstrate knowledge of terms and units of measurement in each of 

the system s of measurements and the ability to convert from one 

system to another. 


Properly handle real or perceived medication errors. 


Follow the correct procedures for handling Schedule V sales without a 

prescription. 


Compound liquid, solid and semi-solid dosage forms 


Demonstrate knowledge of record-keeping requirements. 


Understand laws and regulations regarding generic substitution 


Cite rules and regulations regarding time limits for refilling prescriptions. 


Cite-information required on Completed 'prescription forms. 


Assure maintenance of adequate supplies of prescription vials, caps, 

bottles, and other supplies. 


Explain what generic drugs are and how they compare to brand-name 

medications. 


Describe the state law regarding the SUbstitution of generic equivalents. 


Answer patients' questions about prescription coverage under the 

Medicare Modernization Act. 


Differentiate among the controlled substances schedules. 


Identify the types of information found on medication stock bottles. 


Identify the most common indication for the most commonly used 

prescription drugs. 


Demonstrate familiarity with the characteristics of and cite examples 

from each of the four major categories of dosage forms. 


4.15 

4.13 

4.13 

4.10 

4.09 

4.09 

4.08 

4.07 

4.05 

4.03 

4.02 

4.00 

3.99 

3-.99 

3.89 

3.85 

3.78 

3.75 

3.56 

3.53 

3.40 

3.32 

0.78 

1.00 

0.89 

0.35 

0.76 

0.90 

0.72 

0.87 

0.42 

0.40 

0.99 

0.80 

0.94 

6.89 

0.96 

0.40 

0.52 

0.68 

0.96 

0.77 

0.96 

0.15 
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0.19 

1.00 

0.92 

0.38 

0.72 

0.81 

0.74 

0.83 

0.21 

0.18 

0.97 

0.51 

0.92 

0.82 

0.77 

0.27 

0.22 

0.49 

0.32 

0.17 

0.93 

0.15 



Demonstrate a working knowledge of different types of drug dispensing 
systems (e.g., multidose vials, punch cards, and unit-dose packaging.) 
List the practitioners who are authorized to prescribe medications. 

Recognize common and severe adverse drug reactions, 

contralndicatlons and drug interactions. 


Understand the role of federal agencies such as FDA and DEA 


Explain the role of the state board of pharmacy. 


Describe the mechanism of action of various drug classes 


3.27 
3.21 

3.09 

3.00 

2.87 

2.23 

0.68 
0.23 

0.20 

0.25 

0.04 

0.04 

0.47 
0.17 

0.19 

0,02 

0.04 

0.04 

33 




Appendix 3 


Exam for the Certification of Pharmacy Technicians 

CPT 
Exam Content (vl.4) 

(valid through Sept. 30, 2006) 

1. Regulations and Technician Duties (-'25% of exam) 

Overview of technician duties and general information 
• 	 The role of phannacists and phanllacy teclulicians 
• 	 Functions that a teclulician nlay and ll1ay 110t perfonll 
• 	 Prescliption departnlent layout and workflow 
• 	 Phannacy security 
• Role of govenunent agencies (Board of Phannacy, DEA, FDA, etc.) 

.. Inventory control 

e' ;; Stocfdng 111edicatioll~ 


• 	 Identifying expired products 

Controlled substances 
• 	 Difference anlong the controlled substances schedules 
• 	 Laws govenling refills, partial refills, filing, and transfers of controlled 

substances 
• 	 COlTect procedures for handling Schedule V sales 

Other laV\Ts and regulations 
• 	 Federal privacy act (operational procedures, conlnlunications, incidental 

disclosures and patient rights) 
• 	 Laws and regulations regarding generic substitution (incl. differences between 

brand and generic products) 

.. Professionals with prescribing authority (and aCr0l1ytl1s) 
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2. Drugs and drug products (,....,25% of exam) 

Drug Classification 
• 	 Maj or drug classes (e. g., analgesics, anesthetics, antibiotics, antiseptics, etc.) 
• 	 Basic ll1echanisln of action and indications 
• 	 Dosa.,ge f011.118 (types, characteristics and uses) 

Most frequently prescribed 11ledications 
• 	 Brand and generic nan1es 

• 	 Drug class 
• 	 Pri111ary indications 
• 	 NDC nun1ber 
• 	 Avoiding dispensing enors (e.g., sound-alike and look-alike drug nan1es) 
• 	 C01111nOn adverse drug reactions, drug interactions, contraindications and side 

effects 

3. Dispensing Process (·~500/0 of exam) 

Preparing prescriptions 
• 	 Infonnation required on a valid prescription fonn 
• 	 Telephoned and faxed prescriptions 
• 	 Refill requiren1ents 
• 	 Patient infoll.11ation (age, gender, etc.) 
• Interpreting prescribers' directions for prescription 1abels 
~ Recngniz;i1lg lind using COl"!11110n prescliptiol1 and n1edical abbreviations 

Dispensing prescriptions 
• 	 Avoiding en"ors (e.g., sound-alike/look-alike nmnes, other COlID110n enol's) 
• 	 Syste111S for checking prescriptions 
• 	 Auton1ated dispensing syste111s (including quality control) 
• 	 Conect procedures to prepare prescriptions and enter infonnation in the 

con1puter 

• 	 Labeling prescriptions properly 
• 	 The purpose and use of patient records 
• 	 Proper packaging and storage 
• 	 Child-resistant containers 
• 	 Managed care prescriptions (sub111itting clain1s, rein1bursel11ent, 

reconciliation, partial fills, chargebacks and ve1ifying delivery to the patient) 

Calculations 
• 	 Systelns of IneaSUre111ent used in phanl1acy 
• 	 Calculating the mnounts of prescliption ingredients 
• 	 Calculating quantity or days supply to be dispensed 
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• 	 Calculations use in cOlnpounding (e.g., ratio strength, w/w%, wlv, v/v, 
dilution/concentration, nlEq, etc.) 

• 	 Calculating adlninistration rates for IVs 

Sterile products, unit dose and repackaging 
• 	 Drug distribution systelns used in hospitals and nursing h0111eS (e.g., unit 

dose) 
• 	 Procedures for repackaging Inedications 
• 	 Prescription cOlnpliance aids 
• 	 Aseptic teclulique and the use of Imninar flow hoods 
• 	 Special procedures for chenl0therapy 
• 	 Routes of adlninistration for parenteral products 
• 	 Types of stelile products 
• 	 Conect procedures for Inaintaining the sterile product envirOl1111ent 
• 	 Accurate cOlnpounding and labeling of stelile product prescliptiollS 
• 	 Calculation of dosages and adnlinistration rates 
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Appendix 4 

Exam for the Certification of Pharmacy Technicians 

Pal~tial List of Item Writers and 


Their Respective Areas of Expertise 


Nmne Location Expertise 

Kelly Burch, Phanl1.D. St. Louis, MO Hospital practice and hOlne health care 

Manisha Chander, Phanll.D. MOlion Grove, rv infusion and hOlne health care 
IL 

RaSlna Chereson, R.Ph., Ph.D. 8t. Louis, MO COlmnunity practice, cOlnpounding, 
parenteral therapy kinetics and phanl1aceutics 

Laura Cranston, R.Ph. Fairfax Station, COlmnunity practice 
VA 

Eric Hobson, Ph~D. Savanl1ah, G A Patient interaction and cOlmnunication, 
- - -

- - . 
phanllacy- education 

Douglas Hoey, R.Ph. Alexandria, V A COlmllunity practice : 

Delphine Knop, Phanl1.D. Des Plaines, IL Hospital practice 

Tejal Pandya, Phanll.D. 8chaunlburg,IL Long-tenll care 

Dan Pepe, PhD, San Antonio, TX Hospital practice 
'! 

Donald Rickert, R.Ph., Ph.D. Belleville, IL Hospital practice, phanllacy law 

Elizabeth S. Russell, R.Ph. Ric1unond, V A Phanl1acy law 

Kemleth W. Schafenneyer, R.Ph., Ph.D. University City, Conununity practice, phannacy education 
MO 

Walter ThOlnas 8nlith, Phanl1.D., J.D. St. Louis, MO H0l11e health care, cOlnpounding, calculations 
and law 

Peggy Sununers, R.Ph. Lake Jackson, COIID11unity and ho spital 
TX 

Tasha Willialns, Phann.D. Chicago,IL Conul1uruty phannacy 
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Brandon Willimns, Phannacy 
Technician 

Collinsville, IL Community phanl1acy 

Dan Yee, Phanl1.D. 01'1 ando FL, Hospital, medical writer, clinical coordinator 

New members to be added: 
Anita Benavidez, CPhT - Phoenix, .AZ Hospital and phanl1acy benefit l1'lanagell1ent 

Ray Tanaka, R.Ph. Elniliurst, 1L Health systell1 phan11acy and nuclear 
phmmacy 
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Appendix 5 

Letters of Reference for Independent Expert in Psychometrics, 
Dr. Dana Hanlmer, who audited the ExePT 

1. Dr. Eric Hobson, Associate Dean, South University College of Phannacy 

2. Dr. Robert McCarthy, Dean, University of COID1ecticut College of Phannacy 
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Members of the COlllecticut Commission of Phannacy 
c/o Williarn J. SUlnma, Jr., Chainnan 
Department of Consumer Protection 
Comillission of Phannacy 
165 Capitol Ave. 
Hartford, CT 06106 

25 March 2006 

Members of the Connecticut COlnnussion of Phanl1acy & William J. Sunulla, Jr., Chairman: 

At the request of Keluleth Schafenneyer, Ph.D., and the Institute for the Certification of 
Phanl1acy Technicians, I offer the following assessment of the appropriateness of the use of Dana 
P. Hanlnler, Ph.D. to carry out a detailed audit of the Virginia Phamlacy Technician Exam (audit 
repOli filed in February 2005). As paIi of this assessment, I have reviewed the following: Of. 
Hamll1er'S February 2005 audit repOli, Dr. Hammer's CV, NCCA Standards and Essential 
Elements. Additionally, I bring to this assessment 15 years experience in phannacy education, 
expertise in outcomes definition and aSSeSS1l1ent, psychometrics, test design and adnlinistration, 
awareness of the phanl1acy education cOlnnlunity's confidence in Dr. Hmmner's work, and Iny 

. 'respect. for Dr. Hmmner's ac9Dmplisrunents. . . 

My review of these lllaterials leads me to concur with Dr. Hmnmer's assessment that the Virginia 
Phanl1acy Technician Exanl is psychometrically sound and offers a reliable tool for asceliaining 
the perfonnance capabilities of individuals who sit this exanlination. 

Assessnlents offered by Dr. Hammer are impeccable. Her work is consistently sound, accurate, 
and confonns to the highest standards of practice. Invariably, Dr. Harllmer's work sets standards 
for others to emulate. Her audit of the Virginia Phanl1acy Technician EXaIn addresses every 
question that I would have asked had I carried out a review of the exam in question. Likewise, the 
analyses she used are appropriate and allow for a fine-grained analysis of macro- and micro-level 
issues related to construct validity, consistency across offerings, itenl strength and higher-order 
outcomes assessment. This audit is a fine piece of work. 

; 

Dr. Dana P. Hamnler is uniquely qualified to can)' out a detailed assessment of evaluation tools 
used to determine phanllacy-related lalowledge, skill, and attitudinal competence. Her graduate­
level training is Uluque: she completed the Doctor of Philosophy degree option in phanllacy 
offered at Purdue University, the only program of its type designed to provide pharmacy with 
highly-trained educators. This doctoral program requires extensive coursework linked to 
research-based practice activities that ensure that individuals in this program have Inastered such 
topics as research design, educational assessment theory and 11lethods, analytical methodology in 
clinical and educational practice, and high~stakes testing. 
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The phannacy education cOlllil1unity recognizes Dr. Hammer's expertise and capability, She is 
called upon routinely to consult with the development of educational cunicula in didactic and 
practice situations, She serves as a regular faculty member at the American Association of 
Colleges ofPhannacy SUlnmer Institutes on Curricular Design and Assessment, staffs the 
intensive pro gram for new faculty and preceptors offered by the American College of Clinical 
Phannacy, and is leading nation-wide efforts to develop systematic approaches to phamlacy 
preceptor training. 

Dr, Hanllner's high standing in the phannacy education conllnunityis further supported by the 
fact that, to date, she has twice been awarded the Rufus Lyman Award for sig1uficant contribution 
to the pharinacy education literature. Few phannacy educators have been thus recognized. I 
expect that she will receive this award more than once again based upon the strength of her 
assessment-focused research projects that are currently underway or in the planning stages. My 
appreciation of Dr. Hanllner's skills runs deep: she is one of two or three professional peers to 
whom I tun1 when I need to better understand complex educational issues, discuss assessment 
methodology, or get a trusted peer review of assessment tools or research design protocols. 

Should you or your colleagues require fuliher COUlment about this p31iicular issue, please feel 
free to contact me. BUlail is the most convenient method and can allow us to anange a tinle to talk 
in detail. 

Collegially yours, 

Eric H. Hobson, Ph.D. 
Associate Dean for Academic Affairs and Assessment 
Professor of Phannacy Practice 
(912) 201-8125 
eho bson@southuniversity.edu 

41 

mailto:bson@southuniversity.edu


University of Connecticut 

School ofPharmacy 


Marcll 24, 2006 

Willimn SUID111a, R.Ph. 

President 

COlUlecticut Phannacy COlllillission 

Hartford 


Dear Billy: 

I wanted to drop a 8holi note to you and your fellow Conllnis8ion nlelnbers regarding two 
of 11ly long-tilne colleagues, Drs. I(eluleth Schafenl1eyer and Dana Hanuner. Ilal0w that 
Dr. Schafenneyer will be appearing before you next week regarding an altenlative 
phanl1acy teclulician exmn; Dr. Ha111111er, as I understand it, conducted an audit of the 
exanl. 

Both Drs. Schafenneyer and Hanuner are highly regarded by their faculty peers around 
the country and patiicularly by those ofu8 within the social and adlninistrative sciences 
discipline. The quality of their research is superb and their perspective is valued by those 
ofu8 in the acadelny. Equally hnpOliant, they are lal0wn as individuals of high integrity. 
I can assure you that they are honest, fOlilu1ght, and not blown for hyperbole. Though 
one lnay disagree with their perspective, you can be assured that their conclusions have 

~ followed careful. analysis and stu9y. 

It's not appropliate for ll1e to offer an opinion of the proposed altenlate test; I have not 

studied it sufficiently to do so. I ask only that you listen to Dr. Schafe1111eyer's 

presentation with an open nlind, confident that he will present a qualified, honest 

asseSSlnent of the altenlate test. 


Many thanks, 

Robeli L. McCmihy, Ph.D. 

Dean and Professor 
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Appendix 6 

Exam for the Certification of Pharmacy Technicians 

(~xCPt) 
EXIJert Panel Members (05/2006) 

Name Position Location Practice 
Experience 

Other Expertise 

Anita V. • Fonner Analyst, Phoenix, • Hospital • PTCB-Certified 
Benavidez, United Health Arizona Phannacy Pham1acy Teclmician 
BS,CPhT Group 

• Fonner instructor, 
Midwestern 
University College 
of Pharmacy 

Teclmician 

• Pharmacy 
Education 

• Managed Care 

• PCCA compounding 
and aseptic teclmique 
certificates 

II Pharmacy benefit 
management 

Bette • Clinical Phan11acist, St. Louis, • Hospital " Pharmacy 
Cataldo, Missouri Baptist Missouri Pharmacy compounding 
Phann.D. Hospital (ret.) 

• Assistant Pham1acy 
- _Dir~ctqr, St.. L~)Uis 

QUniversity ~os2ital 
(ret.) 

• Home Health 
Care 

• Teclmician· 
Training 

• Home IV preparation 

-

Rasma • Professor of University • Phannacy • Teacher of: 
Chereson, Phannaceutics, St. City, Education > Pharmacokinetics 
R.Ph., Louis College of Missouri • COlID11Unity > Pharmacy 
Ph.D. Phan11acy 

• Community 
pham1acy 
practitioner, 
Ivledicine Shoppe 
International 

Phannacy Compounding 
> Parenteral Therapy 
> Phannacy 

Dispensing 
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Dana P. 
Hammer, 
R.Ph., Ph.D. 


• Psychometrician 
and Director of 
the Bracken 
Phanl1aceutical 
Care Learning 
Center, University 
of Washington 
College of 
Phanl1acy 

Seattle,
Washington

• Phannacy 
Education 

• Community 
Phanllacy 

• Hospital 
Pharmacy 

• Expert psychometrician. 
Teacher of: 
• 
> Advanced 

Compounding Skills 
> Educational Design 
> Pharnlacy Practice 

Laboratory 

Timothy R. 
Koch, R.Ph. 

• Government 
Relations 
Manager, Wal­
Mart Pharmacies 

Bentonville, 
Arkansas

• Hospital 
Pharmacy 

• Community 
Phannacy 

• Phannacy laws and 
regulations 

• Former Vice • Board of 
President, MO 
Board of 

Pharmacy 

Phannacy 
Justin Lusk • Phannacy 

technician and 2nD 

Lt. USAF 

Jackson,
Missouri 

• Community 
Phannacy 
(technician) 

Merry Lynn 
S chmittg'ens, 
R.Ph. 

• O'wner, Medicine 
Shoppe Phanl1acy 

• Instructor of 
Phannacy, St. 
Louis College of 
Pharmacy 

Affton,
Missouri

• Hospital 
Pharmacy 

• Community 
Phannacy 

• Pharmacy 
Education 

• Phannacy compounding 

Mayur Shah, 
Pharm.D. 

• Owner, MRxI, 
Inc. 

Chicago, 
Illinois

• Hospital 
Phanl1acy 

• Oncology/hematology 
specialist

- -
-

- -
a . 

-. 

• Owner, Broadway 
A venue Pharmacy 

• Community 
Phannacy 

• phan;nacy .
Benefit 

• Pain management 
specialist

• Chymotherapy
coinpounding 

Management 
Walter 
Thomas 
Smith, 
Phann.D., J.D. 

• Assistant 
Professor of 
Phamlaceutical 
Sciences, St. 
Louis College of 

St. L01.1is,
Missouri

• Home Health 
Care / Long-
Tenl1 Care 

• Pharmacy 
Education 

• Teacher of: 
> Introduction to 
Phannacy Practice 
> Phamlacy 
Calculations. 

Pharmacy > Biomedical Ethics 
• Sterile product 

compounding 
• Phamlacy law 

Note: This Expert Panel represents a diverse range of phannacy practice settings, 
experiences and locations. Men1bers have practice experience froln all over the United 
States including: Alaska, Arizona, Arkansas, Colorado, Illinois, Indiana, l(ansas, 
Massachusetts, I\1ichigan, Missouri, Nebraska, Oregon, TelU1eSSee, Texas, Virginia, and 
Washington. 

0605r 
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Appendix 7 

LaserGrade Test Center Requirements 

1. GENERAL 

A. 	 Testing Center In-ust confon11 with local building, sanitation, and health codes. 
E. 	 Building and grounds 111Ust be clean and in good condition. 
C. 	 The exits 111Ust be clearly n1m"ked and unobstructed. 
D. 	 Fire exti11guishers, when required, IUUSt be in working order, the location well 

n1m"ked, and easily accessible. 
E. 	 Eluergency exits Inust be clearly identified and clear of obstructions. 
F. 	 E111ergency first-aid kits, if required, IUUst be stocked and easily accessible. 
G. 	 Restroolns n1ust be clean, supplied with towels, etc., and in working order. 
H. 	 Restrooms Inust be located in the SaIne building as the testing center. 
1. 	 Adequate parking n1ust be available, near the testing center location. 

2. TEST ROOM ENVIRONMENT 

A. 	 Te11.1perature luust be consistent and c0111fortable. 
B. 	 Testing roOlU n1ust be well-ventilated, with continuous air circulation. 
C. 	 Testing rOOlU 11.1Ust be lit so that the candidate at each ten11inal can read all 


diagran1s, chmis, etc., and read the C0111puter screen without difficulty. 


3. TEST ROOM PHYSICAL SPACE 

A. 	 Testing roon1"luust be large ~I~ough to COlufOliably place the testing statiOl~(s), 
C0111puter tables, chairs, and printer stand. Generally speaking, 120 square feet or 
larger is adequate. 

B. 	 Each testing te1111inal 111U8t be separated with a suitable pmiition or spaced five 
feet apaIi. 

C. 	 There n1ust be enough table space for the cOlnputer 111011itor, keyboard, nlouse pad 
and testing nlaterials the candidate will be issued. A recon1Iuended table size is 
4211 X 30". 

4. TESTING ATMOSPHERE 

A. 	 Testing area should be located so candidates will not be disturbed by foot traffic, 
loud conversation or outside noise. 

B. 	 Testing r001118 shall be free frOlnany other activity during testing sessions; during 
non-testing ti111es, the testing rOOln luay be available for other uses. 

C. 	 In general, the testing center should provide a pleasant and cOlnfoliable 

atlnosphere and be conducive to a good testing envirOluuent. 
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5. SECURITY and SUPERVISION 

A. 	 Testing 111USt take place in a separate 1'00111 with a closeable door. 
B. 	 Testing room 111Ust have a window, video surveillance systel11, or seating for an i11­

1'00111 proctor for test supervision. All ll1Ust allow an unobstructed view of each 
candidate within the testing r00111. 

C. 	 Testing 1'00111 door ll1USt be lockable. Access to this r00111 111Ust be strictly 

lTIonitored. Only authorized perso1u1el are pe11nitted. 


D. 	 All testing Inaterials n1ust be secured when not in use. A locking file cabinet lnay 
be used for this purpose. 

E. 	 The testing r00111 n1ay be used for other purposes when not being used for testing. 

6. REQUIRED EQUIPMENT and SUPPLIES 

A. 	 Copy n1achine or SCalU1er to provide copies of candidate IDs and test eligibility for 
testing center files. 

B. 	 Facsill1ile 1nachine allowing receipt of translnitted docu111ents 24 hours per day. 
C. 	 A locking file cabinet to secure test Inatel1als and to store candidate files. 
D. 	 A p11nter stand for the testing center printer. 
E. 	 Clipboards for keeping candidate papers together before filing. 
F. 	 Tlu'ee ring binders to organize testing mate11al. 
G. 	 A spare printer cartridge. 
H. 	 A realll of scratch paper for the candidates. (Two sheets to each candidate) 
1. 	 Supply of #2 pencils. (Two are issued to each candidate) 
J. 	 Test report e111bosser,-ifrequired. (Supplied by LasetGrade) . , . 
1(. 	 Test supplell1ent books, if required. These books contain graphs, charts and 


diagran1s used in the con1puter test. 

L. 	 Pre-p11nted test repo1i f01111S. (Supplied by LaserGrade) 
M. 	Testing center procedures n1anual. (Supplied by LaserGrade) 

LaserGrade Computer Specifications 

LaserGrade : MOS Engine APTC Engine 
Engine 
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I MHz MHz RAM 
!At least 256 At least 256 
MERAM MBRAM 

i Must have a ' 
; CD-ROM ! 

,____'''_._,_.1 ..,.,.." ,-.." .. "'''.''.. .... ''' .. '' '_-""_"_"""'_'''_'__Jr-'-'-_..''~'-=-----=-_,________ '''_''1

, Operating : Windows 98 !Windows : Windows NT or 
; Systell1 • or higher, 1 98/2000 INovell network, 
I I networked or 1 .. or Windows 

stand-alone. ; :98/2000 stand 
, : 

1 alone or peer to 
; peer 

r--'-' ­"-' '-"-"-",--""---'-"- ,... '"'' "'''''''''" ... "". 

Network . Optional. Sin1ple LAN, ; Windows 2000 
iWe support peer to peer :Pro optional 
: NT and peer : 1 

.. to peer. .. 
!No wireless j 

;
r-..-------.-.' n~t~?~~lc.s .... ''',,,' ." ''' .. , : """"''''''''':'''''''''',''''':'''''''''''' ... 

Telecon1 , Inte111et - : Optional, ;Exte111al 56 I(bps 
,DSL or only lTIodelTI 

higher 
 necessary if 

needed for 
:inte111et 
I cOlmection 

" ... ,,""

, Printer ! 1000/0 ; 3 00 D P I 1Adn1inistrator 
! con1patible : printer with. and'tesJing 

'; with HP i Windows ._ .. workstat1.o11S 
~ series of .. 95/98 suppOli ! 111USt have access 
; Inkjet or -lTIUSt be ' to an 
i Laser I installed as a 'inkjet/laseror 
plinters. 'DEFAULT 'bubblejet printer 

printer on with at least 600 
: ALL MOS , DPI capabilities 
W orkstati ons ' 

Hard Dlive Mini111UlTI 5 250 MB ,2 GB 
, Gig available: available afteri ' 
space I installing , 

\ : Office 97 ' 
, "'" .".,.,.~ .. :. ."" ,. ... " ' ..... ,.i ....... " ... ,,;"""'" " ..""",.... .,''''','_ .... "" . "" .." _'''''' ,,"_"" .,,' '''', 


Video : 17" SVGA Color VGA : SVGA color 
; .28 pitch, ; video display' 1110nitor and 
, displaying ; set to ' video card with 1 
: 256 colors i 640x480 !MB RAM and 
) on a : resolution ' capable of 256 
1024x768 I colors 
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: 
I screen. 

: Video card : 


, cOlnpatible 

,
: with Trident : 

'. i . ! 
\ 9440 with 2 . 

;MbRAM, 
 i 

1 displaying i Ii , 
, 256 colors in I 

1 both 
: 1024x768 & I I

!640x480! \ 
: ..• ".""........... - .................- ......... ,,-_...._._ ... "'C"':" ._- -.- .. . ... " .....-. .. .ir--~.~ . ....:... ... .... ~ ....;.......-..---;....... ....... ....-..- ­ ···...._···1
;....... ...-. ­

Pointing 	 . Microsoft or Microsoft or 	 . Microsoft or 
,

Device : cOlnpatible . C0111patible icOlnpatible 

Inouse 
 1110use Inouse 

... 

,Internet • All testing Inte111et ; Optional 
.Access stations n1ust' access VIa 

have inte111et : dial-up, 
access. network, or 

proxy server 

Installed Inten1et Microsoft None required. 
'. 

Applications: Explorer 5.0 Office 2000 I 

or higher. 	 ' or XP 
: Professional ; 

Adobe Edition- full 
,Acrobat installation I 

; Reader 

- .. . _.... ....... 
 . ... '-'..... ..

Copyright © 2005 LaserGrade, LP. 
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Attachment 5 


AB 595 and Texas District Court 

Decision Regarding FDA's 


Regulation of Compounding 




AMENDED IN SENATE AUGUST 24, 2006 


AMENDED IN SENATE MAY 26, 2005 


AMENDED IN ASSEMBLY APRlL 18,2005 


AMENDED IN ASSEMBLY MARCH 29, 2005 


CALIFORNIA LEGISLATURE-200S-06 REGULAR SESSION 

ASSEMBLY BILL No. 595 

Introduced by Assenlbly Member Negrete McLeod 

February 17, 2005 

An act to an1end Section--4B5+ 4033 of, to add Section 4019.5 to,-te 
repeal Seetion 4033 of, and to repeal and add Section 4123 of, the 
Business and Professions Code, relating to pharn1acy. 

LEGISLATIVE COUNSEL'S DIGEST 

AB 595, as amended, Negrete McLeod. Phannacy: con1pounding of 
prescription drugs. 

Existing law, the Phannacy Law, provides for the licensing and 
. regulation by the Califo111ia_State Board <of Phannacy of phannacists, 
phannacies, and other related practices and Inakes aVIolation of that 
law a crin1e. The Phanllacy Law defines various tenns for its 
purposes, including IrmanLifacturer" and provides specified 
exceptions from the definition ofa "nlanufacturer." 

This bill woul d--del-eie revise the definition of n1anufacturer to except 
only pharmacies that compound or otherwise manLifactur~ on the 
immediate prem.ises where the drug or device is sold to the ultimate 
consumer and pharmacies compounding pursuant to a contract with 
another phannacy, and 'would except those pharmacies fi"om 
registration or licensing as a marn~fclcturer or otherwise complying 
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with federal or state laws regulating manufacturers} unless otherwise 
determined by a federal or state agency regulating manufacturers. 
The bill would define con1pounding of a prescription drug for the 
purposes of the Phan11acy Law and would 111akc othcr relatcd ehangcs 
in that rcgard impose specified requirements on dispensing of 
compounded drugs. The bill would authorize a pharmacy to contract 
with another phannacy to compound products on behalf of its 
patients, subject to specified requirements. The bill would also impose 
requirements with respect to recalling a compounded drug product. 
Becausc the bill would spccify rcquiren1ents for cOlupounded drug 
products under the Phan11acy Law, the violation of which would be a 
crilne, it would ilupose a state-luandated local progran1. 

The Califoll1ia Constitution requires the state to rein1burse local 
agencies and school districts for certain costs luandated by the state. 
Statutory prOVISIons establish procedures for Iuaking that 
reilubursement. 

This bill would provide that no reilubursen1ent is required by this 
act for a specified reason. 

Vote: n1ajority. Appropriation: no. Fiscal C01111uittee: yes. 
State-n1andated local progrmu: yes. 

The people of the State ofCalifornia do enact as follows: 

1 
2 
3 
4 
5 
6 
7 
8 
9 

10 
11 
12 
13 
14 
15 
16 
17 

SECTION 1. Section 4019.5 is added to the Business and 
Professions Code, to read: 

4019.5. (a) "COlupounding" n1eans any of the following 
activities OCCUlTing in a phall11acy pursuant to a prescription: 

(1) Altering the dosage fOll11 or delivery systelu of a drug. 
(2) Altering the strength of a drug. 
(3) COlnbining C0111pOnents or active ingrediel1ts. 
(4) Preparing a drug product from bulk chen1icals. 
(b) "Co111pounding" shall not include the reconstitution of a 

drug pursuant to the manufacturer's direction for oral, rectal, or 
topical adn1inistration .. 

SEC. 2. Sectioll 4033 ofthc Business and ProfessiOlrs Code is 
repealed. 

SEC. 3. Section 4051 of the Business and ProfessiOlrs Codc is 
an1cndcd to read: 

4051. Ea) Except as otherv\' isc providcd ill this ehaptcr, it is 
unhwvful for any pcrson to c01I1pound, furnish, scll, or dispcnsc 
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3 
4 
5 
6 
7 
8 
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10 
11 
12 
13 
14 
15 
16 
17 
18 
19 
20 
21 
22 
23 
24 
25 
26 
27 
28 
29 
30 
31 
32 
33 
34 
35 
36 
37 
38 
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any dalIgcrous drug or dangcrous dc vicc, or to dispcnsc or 
compound 1:lJiY prcscription pursuant to Scction 4040 of a 
prcscribcr unless hc or shc is a phannacist -undcr this chaptcr. 

(b) Notwithstandil1g any othcr la'vv, a phannacist Inay 
authorizc thc illitiation of a prcscription, pursuant to Scction 
4052, and othcrvvisc providc elinical advicc or inforn1atiol1 or 
patient consultation if all of thc follovving conditions arc n1ct: 

(1) Thc clinical advicc or infonnation or paticnt consultation is 
pro vidcd to a hcalth carc profcssiOIlal or to a paticnt. 

(2) Thc phan11acist has acccss to prcscriptiOIr, paticllt profile, 
or othcr rc1c v'alrt 111cdical infol111ation for purposcs of paticnt and 
clinical cOl1sultation and ad vicc. 

(3) Acccss to thc ilIfomiation dcscribcd ill paragraph (2) is 
secure fron1 unauthorizcd acccss and usc. 

SEC. 2. Section 4033 of the Business and Professions Code is 
amended to read: 

4033. faJ-"Manufacturer" n1eans and includes cvcry pcrson 
who prcpares, derives, produccs, con1pounds, or repackages any 
drug or dcvice cxccpt a pharn1acy that Inanufacturcs on the 
inllnediate premises whcrc the drug or dcvicc is sold to the 
ultilnate consumer or a pharmacy compounding pursuant to a 
contract as provided in Section 4123. Any excepted compounding 
pharmacy shall not be required to register as a manufacturer 
with, or seek licensure by, any federal or state agency regulating 
manufacturers or otherwise comply with any federal or state law 
regarding manufacturers, absent a determination by a federal or 
state agency regulating n'wnLifacturers that the pharmacy nntst 
do so. Neither this definition nor any other provision of this 
chapter shall impair the authority of a federal or state agency 
l~egulating malnifacturers to apply -laws regu7ating 
manufacturers to a pharmacy. 

(b) NotV'vithstandillg subdi'visi011 (a), "n1anufacturcr" sha11110t 
mcan a pharmacy compounding a drug for parcnteral thcrapy, 
pursuant to a prcseription, for deli vcry to anothcr phan11acy for 
thc purposc of delivering or administcring the drug to the patic11t 
or patients nan1ed in the prcseription, pro vidcd that lteither the 
con1pollents for the drug nor the drug are cOlnpoUlldcd, 
fabricatcd, packagcd, or other wisc preparcd prior to reeeipt of thc 
39~ 
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(e) Notvvithstanding subdi vision (a), "lnanufaettlrcr" shall not 
n1ean a phan11aey that, at a paticnt's rcqucst, rcpackagcs a drug 
prcviously dispcnscd to thc paticnt, or to thc paticnt's agcnt, 
pursuant to a prcscription. 

SEC. 4. 
SEC. 3. Scction 4123 ofthc Busincss and Professions Code is 

repealed. 
SEC. 5. 
SEC. 4. Section 4123 is added to the Business and 

Professions Code, to read: 
4123 . (a) A c0111pounded drug product shall only be 

dispcnsed or fun1ished to a patient pursuant to a prescription 
n1eeting the require111ents of Section 4040. 

(b) A con1pounded drug product shall only be dispensed or 
furnished to a patient where the prescription has becn generated 
solely within an established professional relationship between the 
prescribcr, patient, and dispensing phannacy. 

(c) A pharmacy 111ay conduct anticipatory C0111pounding of a 
dnlg product in lilnited quantity, as defined by regulation of the 
board, before receipt of a prescription order for that drug product, 
where the quantity of each drug product c0111pounded in 
anticipation of receipt of prescription orders is based on a 
docu111ented history of receipt of prescription orders generated 
solely within an established professional relationship between 
prescribers, patients of the phannacy, and the phan11acy. 

(d) A phannacy 111ay contract with another phannacy to 
cOlnpound dnlg products on behalf of its patients, provided that 
all of the following requirements are met: 

(1) Any pharmacy that compounds a drug product for another 
pharmacy s'hall report tha't contractual arrangement to the 
board. The inform.ation shall be reported by the pharmacy 
pe7iorming the compounding services within 30 days of 
commencing that compounding. 

(2) The drug product shall not be compounded prior to receipt 
of the prescription by the pharmacy doing the compounding. 

(3) Both the pharmacist that compounds the drug product and 
the pharmacist that dispenses or filrnishes the compounded drug 
product to the patient pursuant to a prescription shall have 
access to and appropriately review the patient's medication 
profde and other pertinent patient information prior to 
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compounding and prior to dispensing or furnishing the drug 
product to the patient. 

(4) Both the pharmacy that compounds the drug product and 
the pharmacy under contract that dispenses or furnishes the 
compounded drug product to the patient pursuant to a 
prescription shall maintain complete and adequate records of the 
required drug therapy revieHJ pe7formed by each prior to 
compounding, dispensing, or furnishing the drug product. 

(5) The pharmacy that compounds the drug product shall 
supply the pharmacy under contract that dispenses or furnishes 
the compounded drug product to the patient with documentation 
regarding the compounded drug product sufficient to enable the 
pharmacist dispensing or furnishing the compounded drug 
product to the patient to both adequately pe7form the required 
drug therapy review and provide consultation to the patient, as 
required by regulation of the board. 

(6) Both the pharmacy that compounds the drug product and 
the pharmacy under contract that dispenses or furnishes the 
compounded drug product to the patient shall retain on the 
licensed premises in a readily retrievable form for a period of 
three years from the date of creation all records of the required 
drug utilization review pe7formed by each pharmacy, as well as 
all docum.entation regarding the compounded drug product 
shared betvveen the two pharmacies. 

(7) The pharmacy that compounds the drug product and the 
pharmacy that dispenses or furnishes the compounded drug 
product to the patient shall both be responsible for ensuring that 
the prescription has been properly filled and that the 
compounded drug product has been safely delivered to the 
patient.­

(e) A phannacy 111ay only base its anticipatory con1pounding 
011 a documented history of prescription orders received for its 
own patients or custOlners, and not those patients or customers of 
phannacies with which it has a contractual relationship. 

(f) Notwithstanding any other provision of this chapter, a 
phannacist may do both of the following: 

(1) COlnpound a drug pro duet pursuant to a prescription, for 
deli yeFj to another phannaey pursuant to a eontraet for the 
purpose of dispensing or fu111isliing the drug product to the 
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 patient nanred in the prescription, pro vided that the drug is not 
eompoullded prior to the receipt of the prescription. 

(2) Repackage repackage a drug previously dispensed to the 
patient at the request of the patient or the patient's agent. 

(g) A pharmacy shall recall a compounded drug product that 
is misbranded, adulterated, or has the potential for adverse 

 effects or patient harm with continued use of the drug product. 
 vVithin hvo business days of discovery of a drug product that is 

misbranded, adulterated, or has the potential for adverse effects 
or patient harm, the pharmacy shall notify the prescriber and 
patient of the nature of the recall, the problem,s identified, and 
any recommended actions to ensure patient safety. Any recall 
that is initiated by a pharmacy pursuant to this section shall also 
be reported to the board and to the Food and Drug Branch of the 
State Department ofHealth Services within two business days. 

SEC. 6. 
SEC. 5. No rein1bursclnent is required by this act pursuant to 

Section 6 ofAliicle XIII B of the Califonlia Constitution because 
the only costs that 111ay be incurred by a local agency or school 
district will be incuned because this act creates a new crilne or 
infraction, elilninates a crin1e or infraction, or changes the 
penalty for a crime or infraction, within the n1eaning of Section 
17556 of the Govenunent Code, or changes the definition of a 
cril11e within the 111eaning of Section 6 of Article XIII B of the 
California Constitution. 
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IN THE UNITED STATES DISTRICT COURT 
WESTERN DISTRICT OF TEXAS 
MIDLAND~ODESSA DIVISION 

MEDICAL CENTER PHARMACY, et aL 	 § 
Plaintiffs 	 § 

§ 
v. 	 § MO~04-CV-130 

§ 
GONZALES, et aL § 

Defendants § 

ORDER GRANTING IN PART PLAINTIFFS' MOTION FOR SUMMARY JUDGMENT 
AND GRANTING IN PART DEFENDANTS' MOTION FOR SUMMARY JUDGMENT 

Before the Court are Plaintiffs' Motion for Sumnlafy Judgment, filed March 31, 2006; 

Defendants' Motion for Summary Judgment, filed March 31, 2006; and numerous responses, 

replies, and supplemental briefs. On May 25, 2006, the Court held a hearing over the parties' 

Motions for Summary Judgment. After due consideration, and in accordance with the oral 

pronouncement made at the hearing, the Court finds the following order shall now enter. 

FACTUAL AND PROCEDURAL BACKGROUND 

Piaintiffs are a group of ten state-licensed pharmacies that specialize in compounding 

prescription drugs for humans and non-food animals. Although the Food, Drug and Cosmetic 

Act ("the Act"), 21 U.S.C. § 301, et seq., does not define the terms compounding or 

compounded drug, the practice has been generally defined as the process by which "a pharmacist 

or doctor combines, mixes, or alters ingredients to create a medication tailored to the needs of an 

individual patient." Thompson v. W. States Med. Ctr., 535 U.S. 357, 360-61 (2002). These 

hybrid drugs are typically created in the absence of a commercially available drug which would 

serve a similar purpose, or where a commercially available dnlg contains ingredients to which 

the patient is allergic. The practice of compounding drugs from approved ingredients saves time 



Case 7:04-cv-00130-RAJ Document 116 Filed 08/30/2006 Page 2 of 26 

and money for patients and physicians. Every state legislature has authorized the compounding 

of drugs, and state governments continue to regulate the practice. 

On September 27, 2004, Plaintiffs filed the instant lawsuit challenging the authority of 

the FDA to regulate compounded drugs and to inspect state-licensed retail pharmacies under the 

Act. On January 27, 2005, Defendants filed a Motion to Dismiss, seeking dismissal of the case 

for failure to state a claim upon which relief can be granted. At a hearing on May 23, 2005, this 

Court denied, without prejudice, Defendants' Motion to Disnuss and both parties engaged in 

discovery. On February 24, 2006, Plaintiffs' Motion for Leave to File an Amended Complaint 

was granted. The Amended Complaint sought declaratory and injunctive relief on seven counts. 

Specifically, Plaintiffs requested (1) declaratory judgment under the new drug definitions found 

in 21 U.S.C. §§ 321(P)(1) and (v)(l), (2) injunctive relief under the new drug definitions, (3) 

declaratory judgment under the exemption contained in 21 U.S.C. § 374(a)(1), (4) injunctive 

relief under the exemption contained in 21 U.S.C. § 374(a)(1), (5) declaratory judgment 

re..gardi1!g the FDA~s .policy that compoundi~g from bul~ ingredients for non-food animals is 

illegal, (6) injunctive relief regarding Compliance Policy Guideline 608.400, and (7) injunctive 

relief under 21 U.S.C. § 331 (t). 

Thereafter, on March 31, 2006, Plaintiffs and Defendants filed competing Motions for 

Summary Judgment. In their Motion for Summary Judgment, Plaintiffs seek: 

1. 	 a declaration that drugs compounded by licensed phalTI1acists are not "new 
drugs" or "new animal drugs" per se under 21 U.S.C. §§ 32l(P)(1) and 
(v)(l ); 

2. 	 an injunction that prevents the FDA from declaring that compounded 
drugs are "new drugs" or "new animal drugs" under 21 U.S.C. §§ 
321(P)(1) or (v)(l) and therefore subject to the requirements and 
prohibitions imposed upon such drugs under the Act; 
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3. 	 an injunction that prevents the FDA from enforcing its position that 
compounded drugs are "new drugs" or "new animal drugs" under 21 
U.S.C. §§ 321(P)(1) or (v)(l) and therefore subject to the requirements 
and prohibitions imposed upon such drugs under the Act; 

4. 	 a declaration that the FDA is prohibited from compelling inspections that 
exceed the grounds enunciated in the first sentence of 21 U.S.C. § 
374(a)(1) of pharmacies like Plaintiffs that comply with the requirements 
of21 U.S.C. § 374(a)(2)(A); 

5. 	 an injunction that prevents the FDA from engaging in inspections that 
exceed the subjects enunciated in the first sentence of 21 U.S.C. § 
374(a)(1) of pharmacies that are in good standing with their respective 
State boards of phannacy and have met the Exemption Criteria; 

6. 	 a declaration that Compliance Policy Guideline 608.400 and the Notice 
are unenforceable; 

7. 	 a declaration that the FDA does not have the authority to declare 
compounding from bulle ingredients for non-food animals illegal; 

8. 	 an injunction that prevents the FDA from enforcing its current 
Compliance Policy Guideline which unilaterally declares that 
compounding from bulk ingredients for non-food animals is illegal; 

9. 	 an order requiring the FDA to rescind the Notice at issue in this case; 

10. 	 an order requiring the FDA to publish a copy of the COurt's order on its 
website; 

11. 	 an injunction that prevents the FDA from prohibiting Plaintiffs or 
similarly situated pharmacies from receiving bulk ingredients; 

12. 	 an injunction that prevents the FDA from bringing prosecutorial, 
enforcement or punitive actions against any Plaintiffs for refusing to allow 
the FDA to conduct inspections exceeding the first sentence of 21 U.S.C. 
§ 374(a)(1) of their phannacies, pursuant to 21 U.S.C. § 374(a)(2)(A), 
absent independent evidence from the relevant State boards of pham1acy 
that Plaintiffs are non-compliant; and 

13. 	 any and all other relief, in law or in equity, as may be just. 

Plaintiffs filed a Response to Defendants' Motion on April 20, 2006, and Defendants' 

Reply was filed on April 21, 2006. Thereafter on May 25, 2006, this Court held a hearing over 
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the Motions for Summary Judgment. At the conclusion of the hearing, the Court orally granted 

Plaintiffs' Motion for Summary Judgment in part, and took several remaining issues under 

advisement. After the hearing, both parties filed supplemental briefs, which this Court has duly 

considered. 

STANDARD OF REVIEW 

Summary judgment should be granted only where "the pleadings, depositions, answers to 

interrogatories, and admissions on file, together with the affidavits, if any, show that there is no 

genuine issue as to any material fact and that the moving party is entitled to a judgment as a 

matter of law." FED. R. ClY. P. 56(c). In this case, Plaintiffs and Defendants represent to the 

Court that no genuine issues of material fact exist. They both filed Motions for Summary 

Judgment and agree that adjudication based on the summary judgment motions is proper. 

DISCUSSION 

In their Motion for Summary Judgment, Plaintiffs argue they are entitled to declaratory 

and injunctive relief on sev~ral grounds, ~s enUJ.?1erated above. The Court finds that the 

requested relief can be grouped into the following topics: (1) Compounded Drugs, (2) 

Inspections, (3) Compounding from Bulk Ingredients for Non-Food Animals, (4) Compliance 

Policy Guideline 608.400 and the Notice, and (5) Injunctions. Each topic shall be examined 

individually below. 

(1) Compounded Drugs 

Plaintiffs first contend that compounded drugs, prepared by pharmacists in the regular 

course of their business pursuant to a prescription from a licensed practitioner are not new drugs 

-4­



Case 7:04-cv-00130-RAJ Document 116 Filed 08/30/2006 Page 5 of 26 

under the Act. However, Defendants maintain that compounded drugs fall within the definitions 

of new drugs found at 21 D.S,C, §§ 321(P)(1) and (V)(l),l The new drug definitions state: 

"(P) 	 The term "new drug" means ­

(1) 	 Any drug (except a new animal drug or an animal 
feed bearing or containing a new animal drug) the 
composition of which is such that such drug is not 
generally recognized, among experts qualified by 
scientific training and experience to evaluate the 
safety and effectiveness of drugs, as safe and 
effective for use under the conditions prescribed, 
recOlnmended, or suggested in the labeling 
thereof. . , " 

21 U.S,C, § 321(P)(1). 

"(v) 	 The term "new animal drug" means any drug intended for use for animals 
other than man, including any drug intended for use in animal feed but not 
including such animal feed, ­

(1) the composition of which is such that such drug 
is not generally recognized, among experts 
qualified by scientific training and experience to 
evaluate the safety and effectiveness of animal 
drugs, as safe an4 effective for use :under the 
conditions prescribed; recommended, or suggested 
in the labeling thereof ... " 

21 U.S,C. § 321(v)(1). Taken alone, the new drug definitions might seem to indicate that 

cornpound drugs fall within their provisions, However, after examining relevant case and 

1 When reviewing an agency's interpretation of a statute, a court should look to the plain 
language of the statute and determine whether the agency construction conflicts with the text. 
Supreme BeefProcessors, Inc. v. United States Dept. ofAg., 275 F.3d 432,438 (5th Cir. 2001) 
(citing Chevron US.A., Inc. v. Natural Res. De! Council, Inc., 467 U.S. 837 (1984). Then, "[i]f 
the agency interpretation is not in conflict with the plain language of the statute, deference is 
due." Id. Additionally, H[t]he jUdiciary is the final authority on issues of statutory construction 
and must reject administrative constructions which are contrary to clear congressional intent." 
Chevron U.S.A., 467 U.S. at 843 n, 9, This Court has afforded the appropriate deference to the 
FDA's interpretation of the statutory provisions at issue in this case. For the reasons contained 
in this Order, however, this Court rejects the FDA's construction of those statutes. 
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statutory law, as well as legislative intent, this Court fmds that compound drugs are implicitly 

exempt from the new drug definitions contained in § 321. 

a. 	 21 U.S.C. § 353a 

In 1997, Congress enacted the Food and Drug Administration Modernization Act of 1997 

("FDAMA"). In doing so, § 127(a) of FDAMA was codified and added to the Act under 21 

U.S.C. 	§ 353a. At the time it was enacted, Section 353a declared: 

"a) In general 

Sections 351 (a)(2)(B), 352(f)(1), and 355 of this title shall not apply to a 
drug product if the drug product is compounded for an identified 
individual patient based on the unsolicited receipt of a valid prescription 
order or a notation, approved by the prescribing practitioner, on the 
prescription order that a compounded product is necessary for the 
identified patient, if the drug product meets the requirements of this 
section, and if the compounding ­

(1) is by­

(A) a licensed pharmacist III a State licensed pharmacy or a 
Federal facility, or 

(B) a licensed physician, 

on the prescription order for such individual patient made by a 
licensed physician or other licensed practitioner authorized by 
State law to prescribe drugs; or 

(2) 	 (A) is by a licensed pharmacist or licensed physician in limited 
quantities before the receipt of a valid prescription order for such 
individual patient; and 

(B) is based on a history of the licensed pharmacist or licensed 
physician receiving valid prescription orders for the compounding 
of the drug product, which orders have been generated solely 
within an established relationship between ­

(I) the licensed pharmacist or licensed physician; and 

(ii) 	 (1) such individual patient for whom the 
prescription order will be provided; or 
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(II) the physician or other licensed practitioner who 
will write such prescription order. 

(b) Compounded drug 

(1) Licensed phannacist and licensed physician 

A drug product may be compounded under subsection (a) of this section if 
the licensed phannacist or licensed physician ­

(A) compounds the drug product using bulk drug substances, as 
defined in regulations of the Secretary published at section 
207.3(a)(4) of Title 21 of the Code of Federal Regulations­

(l) that­

(1) comply with the standards of an applicable 
United States Pharmacopoeia or National 
Fonnulary monograph, if a monograph exists, and 
the United States Phannacopoeia chapter on 
phannacy compounding; 

(lI) if such a monograph does not exist, are drug 
substances that are components of drugs approved 
by the Secretary; or 

(III) if such a monograph do_es not exist ~d the, 
drug substance is not a-component of a . drug 
approved by the Secretary, that appear on a list 
developed by the Secretary through regulations 
issued by the Secretary under subsection (d) of this 
section; 

(ii) that are manufactured by an establishment that is 
registered under section 360 of this title (including a 
foreign establishment that is registered under section 360(1) 
of this title); and 

(iii) that are accompanied by valid certificates of analysis 
for each bulk drug substance; 

(B) compounds the drug product using ingredients (other than bulk 
drug substances) that comply with the standards of an applicable 
United States Phannacopoeia or National Fonnulary monograph, if 
a monograph exists, and the United States Pharmacopoeia chapter 
on phannacy compounding; 
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(C) does not compound a drug product that appears on a list 
published by the Secretary in the Federal Register of drug products 
that have been withdrawn or removed from the market because 
such drug products or components of such drug products have 
been found to be unsafe or not effectiv~; and 

(D) does not compound regularly or in inordinate amounts (as 
defined by the Secretary) any drug products that are essentially 
copies of a commercially available drug product. 

(2) Definition 

For purposes of paragraph (l)(D), the tern "essentially a copy of a 
commercially available drug product" does not include a drug product in 
which there is a change, made for an identified individual patient, which 
produces for that patient a significant difference, as detel111ined by the 
prescribing practitioner, between the compounded drug and the 
comparable commercially available drug product. 

(3) Drug product 

A drug product may be compounded under subsection (a) only if­

(A) such drug product is not a drug product identified by the 
Secretary by regulation as a drug product that presents 
demonstrable difficulties for compounding that reasonably 
demonstrate an adverse effect on the safety or effectivene~ss of that 
drug product; and - _. ­

(B) such drug product is compounded in a State­

(1) that has entered into a memorandum of understanding 
with the Secretary which addresses the distribution of 
inordinate mnounts of compounded drug products interstate 
and provides for appropriate investigation by a State 
agency of complaints relating to compounded drug 
products distributed outside such State; or 

(ii) that has not entered into the memorandum of 
understanding described in clause (1) mld the licensed 
pharmacist, licensed pharmacy, or licensed physician 
distributes (or causes to be distributed) compounded drug 
products out of the State in which they are compounded in 
quantities that do not exceed 5 percent of the total 
prescription orders dispensed or distributed by such 
pharmacy or physician. 
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The Secretary shall, in consultation with the National 
Association of Boards of Pharmacy, develop a standard 
memorandum of understanding for use by the States in 
complying with subparagraph (B)(I). 

(c) Advertising and promotion 

A drug may be compounded under subsection (a) of this section only if the 

pharmacy, licensed pharmacist, or licensed physician does not advertise or 

promote the compounding of any particular drug, class of drug, or type of drug. 

The pharmacy, licensed pharmacist, or licensed physician may advertise and 

promote the compounding service provided by the licensed phannacist or licensed 

physician. 


(d) Regulations 

(1) In general 

The Secretary shall issue regulations to implement this section. Before 
issuing regulations to implement subsections (b)(1 )(A)(i)(IlI), (b)(1 )(C), 
or (b)(3)(A) of this section, the Secretary shall convene and consult an 
advisory committee on compounding unless the Secretary determines that 
the issuance of such regulations before consultation is necessary to protect 
the public health. The advisory committee shall include representatives 
from the National Association of Boards of Pharmacy, the United States 
Pharmacopoeia, pharmacy, physician, and conSUlner organizations, and 
other experts selected by the Secretary. 

(2) Limiting compounding 

The Secretary, in consultation with the United States Pharmacopoeia 
Convention, Incorporated, shall promulgate regulations identifying drug 
substances that may be used in compounding under subsection 
(b)(1 )(A)(i)(Ill) of this section for which a monograph does not exist or 
which are not components of drug products approved by the Secretary. 
The Secretary shall include in the regulation the criteria for such 
substances, which shall include historical use, reports in peer reviewed 
medical literature, or other criteria the Secretary may identify. 

(e) Application 

This section shall not apply to­

(1) compounded positron emission tomography drugs as defmed in section 
321(ii) of this title; or 
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(2) radiopharmaceuticals. 

(f) "Compounding" defined 

As used in this section, the term "compounding" does not include mixing, 
reconstituting, or other such acts that are performed in accordance with directions 
contained in approved labeling provided by the product's manufacturer and other 
manufacturer clirections consistent with that labeling." 

Thus, when enacted, § 353a exelnpted compounded drugs from the FDA's drug approval 

process, provided that drug compounders complied with various restrictions. These restrictions 

included refraining from advertising or promoting certain compounded drugs. See 21 U.S.C. §§ 

353a(a), (c). After the passage of FDAMA, a group of pharmacies that specialized in 

compounding filed suit, complaining that the provisions of § 353a that restricted advertising and 

solicitation violated the free speech guarantee provided by the First Amendment to the United 

States Constitution. See W. States Med. etr. v. Shalala, 69 F.Supp.2d 1288 (D. Nev. 1999). The 

District Court for the District of Nevada found that the relevant provisions did violate the First 

Amendment, however it severed the remaining portions of the statute. Id. On appeal, the Ninth 

Circuit Court
w 

of Appeals-affirmed in part and reversed in part, holding that the advertisement 

and solicitation provisions were unconstitutional, but they were not severable from the remainder 

of the section. See W. States Med. etr. v. Shalala, 238 FJd 1090 (9th Cir. 2001). The United 

States Supreme Court then granted certiorari, however it only reviewed the free speech issue of 

the case as the severability issue was not raised before it. See Thompson v. W. States Med. Gtr., 

535 U.S. 357 (2002). 

Upon review of the case, the Supreme Court found that subsections (a) and (c) of § 353a 

did violate the free speech guarantee of the Constitution of the United States. Id. However, the 

Court unequivocally stated that it was not reviewing the Court of Appeals' conclusion regarding 

severability. See 535 U.S. at 360 ("We therefore only address the constitutional question, having 
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no occasion to review the Court of Appeals' severability detennination"); Id. at 366 ("Because 

neither party petitioned for certiorari on the severability issue, we have no occasion to review 

that portion of the Court of Appeals' decision"). Moreover, the majority's concluding sentence 

of the opinion declared "we affirm the Court of Appeals' judgment that the speech-related 

provisions of FDAMA § 127(a) are unconstitutional." Id. at 377. The holding of the Supreme 

Court was limited to adjudging §§ 353a(a) and (c) unconstitutional, and the issue of whether the 

remainder of the statute was severable was not considered. Thus, the last court to rule on the 

severability issue was the Ninth Circuit Court of Appeals. 

Although the Ninth Circuit ruled that the remaining portions of § 353a were not severable 

from the provisions regarding solicitation and advertising, this Court is not bound by that 

detennination as "the Fifth Circuit is in no way bound by decisions rendered by other circuits." 

United States v. Dawson, 576 F.2d 656, 659 (5th Cir. 1978). Rather, the opinions of sister 

circuits are only considered persuasive authority. Id. Additionally, this Court is not alone in 

recognizing that § 353a h¥ not been declared invalid in its entirety by the Supreme Court. See 

United States v. Livdahl, 2005 WL 3970828 at *8 n. 4 (S.D. Fla. 2005) ("This Circuit has not 

addressed the issue of whether § 353a is invalid in its entirety based on the unconstitutionality of 

§§ 353a(a) and (ct). Therefore, because this Court is not bound by the Ninth Circuit's ruling on 

severability, it shall now consider whether the remaining provisions of § 353a are still intact. 

It is well established that "a court should refrain from invalidating more of the statute 

than is necessary." Regan v. Time} Inc., 468 U.S. 641, 652 (1984)(plurality opinion). If a statute 

contains provisions that are severable from the unconstitutional portions, a court shall maintain 

the statute "so far as it is valid." Id. When detennining if a statute is severable, a court shall 

examine the statute to see if the constitutionally permissible portions are "fully operative as a 
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law." I.N.S. v. Chadha, 462 U.S. 919, 934 (1983). If the permissible portions are fully operative 

as law, any offending portions should be severed "[uJnless it is evident that the Legislature 

would not have enacted those provisions which are within its power, independently of that which 

is not." Id. In making this determination, a court shall evaluate "whether the statute will 

function in a manner consistent with the intent of Congress." Alaska Airlines v. Brock, 480 U.S. 

678, 685 (1987). Therefore, a court may invalidate an entire statute only if the remaining 

portions of the statute cannot operate independently or there is clear evidence that Congress 

would not have enacted the statute without the portions that have been declared unconstitutional. 

However, if Congress has explicitly provided for severance through the inclusion of a 

severability clause, "the inquiry is eased." Id. at 686. The inclusion of a severability clause 

"creates a· presumption that Congress did not intend the validity of the statute in question to 

depend on the validity of the constitutionally offensive provision." Id. (citations omitted). "This 

presumption may be overcome only by 'strong evidence' that Congress would not have enacted 

the law without the invalidated portio~s of the statute." Koog v. United States, 79 FJd 452, 462 

(5th Cir. 1996) (citing Alaska Airlines, 480 U.S. at 686). 

In the Act, Congress included a severability clause which clearly dictates the course of 

I 

action should part of a statute contained therein be declared unconstitutional. Found in § 391, 

the severability clause states: "[iJf any provision of this chapter is declared unconstitutional, or 

the applicability thereof to any person or circmTIstances is held invalid, the constitutionality of 

the remainder of the chapter and the applicability thereof to other persons and circumstances 

shall not be affected thereby." See 21 U.S.C. § 391. The existence of this clause creates a 

presumption that Congress intended the rest of a provision contained within the Act would 

remain valid if a portion was declared unconstitutional. 
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In making its determination, the Ninth Circuit relied heavily on the legislative history 

attached to the passage of FDAMA. However, in the Fifth Circuit, a court "cannot search 

legislative history for congressional intent unless [it finds] the statute unclear or ambiguous." In 

re Abott Labs., 51 F.3d 524, 528 (5th Cir. 1995); see also United States v. Missouri Pac. R.R. 

Co., 278 U.S. 269, 278 (1929) ("[W]here the language of an enactment is clear, and construction 

according to its terms does not lead to absurd or impracticable consequences, the words 

employed are to be taken as the final expression of the meaning intended."). In this case, the 

language of the severability statute contained in the Act is clear and unambiguous. Therefore, 

the Court finds that the severability statute must be given its full effect. The offending portions 

of § 353a are severed and the remainder of the statute remains in full effect.2 

After subsection (a) and (c) of § 353a are severed, the remaining provisions of the section 

demonstrate that Congress intended to declare that compounding is an approved and legal 

practice. The existence of the remaining portions of the statute permit phannacies to compound 

drugs. Because pharmacies are ~e~!tted to comp-ound, this Court fmds that any drugs created 

by the compounding process are authorized under § 353a and are therefore implicitly exempt 

from the new drug approval process and the definitions found in 21 U.S.C. § 321 (P)(l) and 

(v)(1 ). 

However, the Court notes that the FDA has raised valid concerns regarding pharmacies 

that claim to be compounding but in actuality are manufacturing drugs. Thus, pursuant to 

guidance from the FDA found in Compliance Policy Guideline 460.200, discussed in more detail 

infra, the Court finds that the exemption for compounded drugs from the new drug definition is 

2 Even assuming arguendo that the severability provision in the Act does not control in 
this case, the Court finds after reviewing the relevant legislative history that its decision would 
not be altered. The legislative history tied to the passage of § 353a does not overcome the 
presumption of severability that is created through the existence of the severability clause. 
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limited to compounds which are made in reasonable quantities upon receipt of a valid 

prescription for an individual patient from a licensed practitioner. Drugs that are compounded in 

large quantities before a prescription is received from a doctor do not fall within the narrow 

exemption this Court finds exists. 

b. rVestern States 

Although this Court has not been presented with a single case which explicitly declares 

that compounding is either legal or prohibited, the Supreme Court recognized the practice of 

compounding in Western States. Therein, the Court outlined the history of compounding and 

acknowledged the importance of the process. Specifically, the Court stated: 

"The Government also has an important interest, however, in permitting the 
continuation of the practice of compounding so that patients with particular needs 
may obtain medications suited to those needs. And it would not make sense to 
require compounded drugs created to meet the unique needs of patients to 
undergo the testing required for the new drug approval process. Phannacists do 
not make enough money from small-scale compounding to make safety and 
efficacy testing of their compounded drugs economically feasible, so requiring 
such testing would force pharmacists to stop providing compounded drugs." 

':w. States, 535 U.S. at 369-70 (emphasis added). The language of this case expresses the 

Suprenle Court's acknowledgment of the importance of compounding and the reasons why it is 

not practical for compounded drugs to be subject to the new drug approval process. 

The Court finds that the language of Westen? States demonstrates that compounding is a 

process that has been approved by the Supreme Court, albeit in dicta. Further, this Court finds 

that if compounding is a legal activity, then any drugs created through the compounding process 

must be exempt from the new drug definitions found in the Act. If compounded drugs are not 

exempt, the drugs would be required to undergo the new drug approval process, which as 

recognized by the Supreme Court in Western States, is not a viable option for compounded 

drugs. 
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c. Compliance Policy Guideline 460.200 

After the Supreme Court's decision in Western States, the FDA issued a revised 

Compliance Policy Guideline ("CPG") that governed compounding and pharmacies. See CPG 

460.200. Although CPG 460.200 is more specific than FDAMA, they contain similar 

provisions. Wedgewood Village Pharmacy, Inc. v. United States, 421 FJd 263, 272 (3rd Cir. 

2005). In the CPG, the FDA reiterates its long-standing position that it would not attempt to 

regulate traditional compounding practices. See CPO 460.200. Specifically, the CPO states the 

"FDA recognizes that phannacists traditionally have extemporaneously compounded and 

manipulated reasonable quantities of human drugs upon receipt of a valid prescription for an 

individually identified patient from a licensed practitioner." ld. The CPG further states that this 

traditional compounding activity is not the subject of this guidance. ld. Rather, the CPG focuses 

on the regulation of phannacies who manufacture drugs under the guise of compounding. ld. 

Pursuant to the CPG, the FDA shall consider nine different factors in deciding whether an 

enforcement action is appropriate for a phatmacy that claims it is cOlnpoU?~ing, but is actually 

manufacturing. ld. The language in CPG 460.200 demonstrates that the FDA draws a line 

between compounding for an individual patient pursuant to a prescription from a licensed 

practitioner and compounding that rises to the level of manufacturing. The Court finds this 

distinction further supports the exemption of compounded drugs from the new drug defmitions, 

if the drugs are created for an individual patient on the basis of a prescription from a licensed 

practitioner. 

d. 21 U.S.C. § 374 

Another factor supporting the exemption of drugs that are compounded for an individual 

patient pursuant to a licensed practitioner's prescription is found in the Act under § 374. Section 
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374, examined in greater detail infra, provides the FDA with authority to inspect pharrnacies to 

insure they are complying with the law. See 21 U.S.C. § 374. However, there is an explicit 

exemption from the inspection of all materials found in a pharmacy if the phannacy is in 

compliance with local laws, dispensing drugs pursuant to a prescription from a licensed 

practitioner in the course of his or her professional practice, and compounding in the regular 

course of its business. Id. The Court finds this freedom from inspections of all materials for 

phannacies that compound in the regular course of business demonstrates Congress' intent to 

carve out a niche for compounded drugs. 

e. Public Policy 

Finally, public policy supports exempting cOlnpounded drugs from the new drug 

definitions. If compounded drugs were required to undergo the new drug approval process, the 

result would be that patients needing individually tailored prescriptions would not be able to 

receive the necessary medication due to the cost and time associated with obtaining approval. 

When a lic~nsed practi~oner writes a prescription for a compound~d drug for a pat.ient, the 

medication is normally needed soon thereafter. It is not feasible, either economically or time­

wise, for the needed medications to be SUbjected to the FDA approval process. It is in the best 

interest of public health to recognize an exemption for compounded drugs that are created based 

on a prescription written for an individual patient by a licensed practitioner. 

f. Conclusion 

In conclusion, this Court fmds that compounded drugs, when created for an individual 

patient pursuant to a prescription from a licensed practitioner, are implicitly exempt from the 

new drug definitions contained in 21 U.S.C. §§ 321(P)(1) and (v)(l). Plaintiffs Motion for 
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Summary Judgment is granted on its claim that compounded drugs do not fall under the new 

drug definitions. 

(2) Inspections 

Plaintiffs next contend that they, as phannacies who comply with 21 U.S.C. § 

374(a)(2)(A), are exempt from inspections that exceed what is permitted by 21 U.S.C. § 

374(a)(l). Further, they request the FDA be banned from bringing prosecutorial, enforcement or 

punitive actions against any Plaintiff for refusing to allow the FDA to conduct an inspection that 

exceeds the first sentence of 21 U.S.C. § 374(a)(1). In response, Defendants argue that the Act 

unequivocally authorizes the FDA to inspect pharmacies. 

Section 374(a) of the Act provides that: 

"officers or employees designated by the Secretary....are authorized to enter, at 
reasonable times, any factory, warehouse, or establishment in which food, drugs, 
devices, or cosmetics are manufactured, processed, packed, or held, for 
introduction into interstate commerce or after such introduction, or to enter any 
vehicle being used to transport or hold such food, drugs, devices, or cosmetics in 
interstate commerce;...and to inspect, at reasonable times and within reasonable 
limits and in a reasonable manner, such factory, warehouse, establishment.. ..and 
all pertinent equipnlent; fimshed and unfinished materials, containers; ana 
labeling therein." 

See 21 U.S.C. § 374(a)(1). Additionally, the section provides: 

"[iJn the case of any factory, warehouse, establishment, or consulting laboratory 
in which prescription drugs, nonprescription drugs intended for human use, or 
restricted devices are manufactured, processed, packed, or held, the inspection 
shall extend to all things therein (including records, files, papers, processes, 
controls, and facilities) bearing on whether prescription drugs, nonprescription 
drugs intended for human use, or restricted devices which are adulterated or 
misbranded within the meaning of this chapter, or which may not be 
manufactured, introduced into interstate commerce, or sold, or offered for sale by 
reason of any provision of this chapter, have been or are being manufactured, 
processed, packed, transported, or held in any such place, or otherwise bearing on 
violation of this chapter." 
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Id. This additional inspection authority is often referred to as the "records provision." 

Wedgewood Vill. Pharmacy} Inc., 421 F.3d at 269. The records provision authorizes the FDA to 

search not just records, but any files, papers, processes, controls or facilities if a phannacy is 

engaging in certain designated activities. Id. However, Congress has specifically exempted 

certain pharmacies from the enhanced inspection authority contained within the records 

provision. Id. The exemption provides: 

"(2) The provisions of the third sentence of paragraph (1) [the records provision] 
shall not apply to ­

(A) pharmacies which maintain establishments in confonnance with any 
applicable local laws regulating the practice of pharmacy and medicine and which 
are regularly engaged in dispensing prescription drugs or devices, upon 
prescriptions of practitioners licensed to administer such drugs or devices to 
patients under the care of such practitioners in the course of their professional 
practice, and which do not, either through a subsidiary Of otherwise, manufacture, 
prepare, propagate, compound, or process drugs or devices fOf sale other than in 
the regular course of their business of dispensing or selling drugs or devices at 
retai1. .." 

Id. § 374(a)(2). 

The tirst sentence of § 374 provides the FDA with a general inspection authority, while 

the records provision found in the third sentence allows the FDA to engage in enhanced 

inspections when pharmacies are adulterating or misbranding drugs or restricted devices or 

otherwise violating the Act. Congress created an exemption from the records provision, though, 

for pharmacies that (1) conform to applicable local laws that regulate pharmacy, (2) are regularly 

engaged in dispensing drugs or devices upon receipt of a prescription from a licensed 

practitioner in the course of his or her practice, and (3) only manufacture, prepare, propagate, 

compound, Of process drugs or devices in the regular course of their business of dispensing or 

selling drugs at retail. See id. (emphasis added). 
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Pursuant to the language of § 374, the FDA has the authority to conduct limited 

inspections of all pertinent equipment, finished and unfinished materials, containers, and 

labeling found in pharmacies. However, if a pharmacy is compliant with local laws, and 

dispenses drugs pursuant to the receipt of a prescription from a licensed practitioner, and 

compounds in the regular course of its own individualized business, the pharmacy is exempt 

from the more detailed inspection of the records found in the third sentence of the section. In 

order to conduct a third sentence inspection of a pharmacy who meets the requirements found in 

the exemption, the FDA must demonstrate why the pharmacy does not qualify for the exemption. 

In this case, the FDA has not demonstrated that any of the ten Plaintiff pharmacies do not 

qualify for the exemption. Rather, the evidence before the COUli establishes that Plaintiff 

pharmacies all conform with the applicable local laws, dispense drugs pursuant to prescriptions 

from licensed practitioners and compound drugs in the regular course of their business. Because 

Plaintiff pharmacies meet the requirements of the exemption, the FDA cannot conduct 

inspeptions_ thaj exceed t~e authority granted in the first sentence of 21 U.S.C.. § 374. In other . " 

words, the FDA is not authorized to carry out the more intrusive records inspection against 

Plaintiffs unless it demonstrates that they are no longer meeting the requirements set forth in the 

exemption.3 Additionally, as long as the pharmacies involved in this case as Plaintiffs continue 

to meet the requirements of the exemption, the FDA shall not bring prosecutorial, enforcelnent 

or punitive actions against them for refusing to allow the FDA to conduct an inspection that 

exceeds the first sentence of 21 U.S.C. § 374(a)(1). Accordingly, Plaintiffs request for a 

declaration that the FDA is prohibited from compelling inspections that exceed the grounds set 

3 In maldng this ruling, the Court limits its holding to the phannacies involved as 
Plaintiffs in this case, who have demonstrated that they each comply with the exemption 
requirements. The ruling does not extend to pharmacies who have not shown they meet the 
exemption. 
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forth in the first sentence of 21 U.S.C. § 374(a)(1) of phannacies that comply with the 

requirements of 21 U.S.C. § 374(a)(2)(A) is granted only as to the phannacies who are Plaintiffs 

in this cause of action. 

(3) Compounding from Bulk Ingredients for Non-Food Animals 

Plaintiffs maintain that nothing in the Act prohibits them from compounding drugs from 

bulk ingredients for non-food producing animals. Further, Plaintiffs declare this is an area of 

regulation for the states. In response, Defendants declare that the use of bulk active 

pharmaceutical ingredients in the compounding process as it relates to non-food producing 

animals creates a new drug that is unsafe, adulterated and misbranded under the Act.4 

a. Unsafe and Adulterated Drugs 

Defendants first contend that drugs compounded for non-food animals from bulk 

ingredients are unsafe under 21 U.S.C. § 360b, and hence adulterated under 21 U.S.C. § 351. 

Section 360b states "[a] new animal drug shall, with respect to any particular use or intended use 

of such drug, be _deem~d l!:llsafe for purposes of section 351\a)(5) of thisytle unless..." certain 

requirements related to the filing of a new drug application are met. Section 351(a)(5) declares 

"[a] drug or device shall be deemed to be adulterated.. .if it is a new animal drug which is unsafe 

within the meaning of section 360b of this title." 

As this Court declared in the discussion supra, compounded drugs do not fall within the 

new animal drug defmition. Because drugs compounded for animal use are not new animal 

drugs, they do not fall under the provisions of 21 U.S.C. § 360b and thus are not unsafe. 

4 Initially, Defendants maintained that the Animal Medicinal Drug Use Clarification Act 
of 1994 ("AMDUCA") prohibited compounding from bulk ingredients for animal drugs. At the 
summary judgment stage, however, Defendants abandoned this argument. Therefore, the Court 
shall not address this issue in depth, other than to recognize that AMDUCA does not prohibit the 
compounding of animal drugs from bulk-drug ingredients. Rather, AMDUCA permits the extra­
label use of certain approved animal drugs. 
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Moreover, because animal drugs which have been compounded are not unsafe under 21 U.S.C. § 

360b, they are not adulterated under 21 U.S.C. § 351. 

b. Misbranded Drugs 

Next, Defendants declare that drugs compounded from bulk ingredients for non-food 

animals are prohibited because bulk ingredients are drugs under 21 U.S.C. § 321(g)(1)(D) which 

are misbranded under 21 U.S.C. § 352. Defendants maintain the drugs are misbranded because 

they fail to bear adequate directions for use. However, as Defendants recognize in their Motion 

for Summary Judgment, there is an exemption found in the Regulations relating to the use of 

bulk ingredients. The regulation found at 21 C.F.R. § 201.122 exempts bulk ingredients from 

the Act's adequate directions for use requirement unless the finished product is a new drug. This 

Court found supra that drugs compounded for animal use are not new drugs. Thus, 21 C.F.R. § 

201.122 exempts the bulk ingredients used in compounding drugs for non-food animals. As 

such, the Court finds that the Act does not contain a prohibition that prevents the use of bulk 

ingredients in drugs compoun~ed fo: no~-food aniI?als.. 

Additionally, the Court finds it should be noted that the misbranding provision found in 

21 U.S.C. § 352 does not automatically apply to Plaintiff pharmacies in this case because the 

evidence demonstrates they are: 

"phannacies which maintain establishments in confonnance with any applicable 
local laws regulating the practice of phannacy and medicine and which are 
regularly engaged in dispensing prescription drugs or devices, upon prescriptions 
of practitioners licensed to administer such drugs or devices to patients under the 
care of such practitioners in the course of their professional practice, and which 
do not manufacture, prepare, propagate, compound, or process drugs or devices 
for sale other than in the regular course of their business of dispensing or selling 
drugs or devices at retail. .." 
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21 U.S.C. § 360(g)(1). Because Plaintiff pharmacies are compliant, they are not required to 

register with the Secretary nor are they automatically subject to the misbranding provision. See 

21 U.S.C. § 352(0). 

c. Containers and Algon 

Finally, the parties debate at length whether the cases of United States v. 9-1 Kg. 

Containers, 854 F.2d 173 (7th Cir. 1988) and United States v. Algon Chern., Inc., 879 F.2d 1154 

(3rd Cir. 1989) prevent pharmacies that are deemed compliant under 21§ U.S.C. 360(g)(I) from 

compounding using bulk ingredients. After duly considering both cases, this Court finds that 

Containers and Algon are distinguishable from the case now before it. Those cases involved 

bulk drug suppliers who were providing bulk drugs directly to veterinarians. Suppliers and 

veterinarians are not afforded the protections that compliant, compounding pharmacies are given 

under the Act. As long as compliant pharmacies are compounding drugs for non-food animals 

with legal bulk ingredients, they comport with the Act. That is the case with Plaintiffs in this 

case, who are all compliant pharmacies. If,_h?w~~er, ph~acies use illegal bulk ingredients 

when compounding for non-food animals, they lose the protections afforded by the Act and are 

subject to enforcement actions. 

d. Conclusion 

In conclusion, this Court finds that pharmacies may compound drugs for non-food 

animals from legal bulk ingredients. Drugs compounded from legal bulk ingredients do not 

violate the Act's unsafe, adulterated or misbranded provisions. Plaintiffs' Motion for Summary 

Judgment is accordingly granted on this claim. 
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(4) Compliance Policy Guideline 608.400 and the Notice 

Plaintiffs assert that the CPO and Notice at issue in this case misstate the law and violate 

the Administrative Procedures Act. To the contrary, Defendants contend that the CPO and the 

Notice are not substantive rules and therefore do not require notice and comment rulemaking. 

The specific CPO about which Plaintiffs complain in this case is CPO 608.400. CPO 608.400 

prohibits the compounding of drugs for non-food animals from bulk ingredients. The Notice at 

issue was sent on April 2, 2004, to all United States Boards of Pharmacy from the Director of the 

Office of Compliance for the FDA Center for Veterinary Medicine. The Notice declared that 

pharmacy compounding from bulk ingredients for non-food animals is illegal. 

The Administrative Procedures Act requires that substantive or legislative rules, which 

have the force and effect of law, are subject to the APA's notice-and-comment rulemaking 

requirements. See 5 U.S.C. § 553(b). Exempt from the notice-and-cornment requirements are 

"interpretative rules, general statements of policy, or rules of agency organization, procedure, or 

practice." 5 U.S.C. § 553(b)(A). However, "if a_ rule _is ~substan~iv.e,' the exemption is 

inapplicable, and the full panoply of notice-and-comment requirements must be adhered to 

scrupUlously. The 'APA's notice and comment exemptions must be narrowly construed.'" 

Prof'is and Patients for Customized Care v. Shalala, 56 FJd 592, 595 (5th Cir. 1995). Courts of 

the Fifth Circuit have long recognized that CPO's are not substantive rules, and thus are exempt 

from the notice-and-comment requirements. See Prof'Is and Patients for Customized Care,' Se. 

Minerals, Inc. v. Harris, 622 F.2d 758 (5th Cir. 1980); and Cowdin v, Young, 681 F.Supp. 366, 

370 (W.D. La. 1987). 

After careful consideration of CPO 608.400 and the Notice, this Court finds that they are 

not substantive rules. The CPO clearly states that it is not binding on the FDA or the public, and 
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that it merely reflects the FDA's current thinking on what might be subject to an enforcement 

action. Similarly, the Notice was issued to the States as a request for assistance with potential 

FDA inspections of phannacies. The Court finds that neither of these documents contain new 

substantive rules, and thus neither were subject to the APA's notice-and-cornment procedures. 

However, despite the fact that CPG 608.400 and the Notice were not subject to notice­

and-comment, and therefore will neither will be stricken, the Court finds that they do not fully 

comport with the instant Order. To the extent that they contradict the rulings contained herein, 

the FDA shall no longer be pennitted to enforce those portions of CPG 608.400 and the Notice. 

The balance of the CPG and the Notice shall remain in effect. Thus, the Defendants' Motion for 

Summary Judgment is granted in part, as the Court finds the CPG and Notice were not subject to 

the APA's notice-and-comment procedures. Plaintiffs' Motion for Summary Judgment is 

granted in part, as the Defendants shall no longer be permitted to enforce the portions of the 

CPG and Notice which conflict with the instant Order. 

(5) Injunctions 

Plaintiffs have requested injunctions against Defendants to prevent them from (1) 

declaring that compounded drugs are new drugs or new animal drugs, (2) engaging in 

inspections that exceed the subjects enunciated in the first sentence of 21 U.S.C. § 374(a)(1) of 

pharmacies that are in good standing with their respective State boards of. pharmacy and have 

met the Exemption Criteria, (3) enforcing its current Compliance Policy Guideline which 

unilaterally declares that compounding from bulk ingredients for non-food' animals is illegal, (4) 

prohibiting Plaintiffs or similarly situated pharmacies from receiving bulk ingredients, and (5) 

bringing prosecutorial, enforcement or punitive actions against any Plaintiffs for refusing to 

allow the FDA to conduct inspections exceeding the first sentence of 21 U.S.C. § 374(a)(1) of 
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their phannacies, pursuant to 21 U.S,C, § 374(a)(2)(A), absent independent evidence from the 

relevant State boards of pharmacy that Plaintiffs are non-compliant. Defendants, in response, 

argue that there is no legal or factual basis to support the entering of any injunction in this case. 

At this time, the Court fmds that it is not appropriate to enter injunctions that would 

amount to pre-enforcement review of FDA actions, See Southeastern Minerals, Inc. v. Harris, 

622 F.2d 758 (5th Cir. 1980). However, the parties are advised that Plaintiffs' requests for 

injunctions are denied without prejudice. If in the future Defendants continue to violate the Act, 

Plaintiffs may re-urge their requests for injunctions and the Court shall consider the petition at 

that time. Therefore, Plaintiffs' requests for an injunction, contained within their Motion for 

Summary Judgment, is denied without prejudice. Defendants' request that the injunctions be 

denied is granted, with the caveat that Plaintiffs shall be pel111itted to resubmit their requests for 

injunctions if Defendants continue to violate the Act. 

CONCLUSION 

Based on the above-stated reasoning, Plaintiffs' Motion for Summary _Judgment is 

granted in part and denied in part, and Defendants' Motion for Summary Judgment is granted in 

part and denied in part. Accordingly, 

It is HEREBY ORDERED that Plaintiffs' Motion Summary Judgment IS 

GRANTED IN PART, 

It is FURTHER ORDERED that Plaintiffs' Motion for Summary Judgment is 

DENIED IN PART, in that the requests for injunctions are denied without prejudice. 
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It is FURTHER ORDERED that Defendants' Motion for Summary Judgment is 

GRANTED IN PART AND DENIED IN PART. 

SIGNED this J:9 day of AUGUST, 2006. 

tes District Judge 
Western District of Texas 
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mJ@J~~ 
National Association of Boards of Pharmacy 

1600 Feehanville Drive • Mount Prospect, IL 60056-6014 


Tel: 847/391-4406 • Fax: 847/391-4502 

Web Site: www.nabp.net 


TO: EXECUTIVE OFFICERS - STATE BOARDS OF PHARMACY 

FROM: Mary A. Dickson, Associate Executive Director (1~~!J 
DATE: March 31, 2006 

RE: State Restrictions for Licensure Transfer 

As a follow-up to the Licensure Transfer Process Memo sent on March 10, 2006, NABP would 
like to take this opportunity to share restrictions that apply to an applicant when reciprocating to 
a jUlisdiction using a particular license. Most states do reciprocate with each other; however, 
several states do not allow an applicant to transfer when using a particular license for the basis of 
transfer. 

Currently the following 17 jurisdictions do not allow transfer when using a Florida license for 
the basis of transfer: 

AlabaIna Louisiana Oregon 
Arkansas Minnesota T~l1l1~ssee 
Connecticut Nevada West Virginia 
Georgia N01ih Carolina WY01ning 
Hawaii Ohio 
Idaho Oklaholna 

Currently the following 26 jurisdictions do not allow transfer when using a California license 
for the basis of transfer: 

Alaban1a 
Arkansas 
C010rado 

Idaho 
Indiana 
Iowa 

Maryland 
Mississi ppi 
Montana 

Oklah01na 
Pennsylvania 
Rhode Island 

West Virginia 
WY0111ing 

Connecti cut 
District of Col u111bi a 
Georgia 

Kentucky 
Louisiana 
Maine 

Nevada 
New Jersey 
NOlih Carolina 

Utah 
Ve1l110nt 
Washington 

With the recent Bylaw change (effective May 23, 2005); licensure transfer applicants will no 
longer be required to 111aintain the license that was required by original exmnination in order to 
transfer into S0111e jurisdictions. A recent survey conducted by NABP on September 16

1 
2005, 

indicates that this is not the case for all jurisdictions. 

http:www.nabp.net


EXECUTIVE OFFICERS - STATE BOARDS OF PHARMACY 
March 31, 2006 
Page 2 

Current1y the following 20 jurisdictions will require licensure transfer applicants to Inaintain 
their license by original exmnination: 

Alaba111a District of C01umbia Missouri New York South Carolina 
Alaska Kentucky Nevada North Dakota South Dakota 
Arizona Louisiana New Hmnpshire OklahOlna West Virginia 
Arkansas Maine New Jersey Oregon Wyoming 
* Please note: not all jurisdictions replied to the survey, and some decisions are pending. 

Currently the following 21 jurisdictions will not require licensure transfer applicants to maintain 
their license by original exmnination, but the licensure transfer applicant 111ust have a license in 
good standing from a 111elnber board of phannacy and transferred their license through the NABP 
Clearinghouse: 

Califoll1ia Illinois Massachusetts Nebraska Texas Wisconsin 
Delaware Indiana Minnesota Ohio Utah 
Georgia Iowa Mississippi Puerto Rico Vermont 
Idaho Maryland Montana Rhode Island Virginia
* Please note: not all jurisdictions replied to the survey, and some decisions are pending. 

We hope you find this infonnation he1pful to understanding the license transfer restrictions posed 
on licensure transfer applicants. If you have any questions about the restrictions, please contact 
me via phone at 847/391-44.00 o.r 1-800/774-6227 or via e-n1ail at n1dick~on~nabp.net. Jhank 
you. 

cc: 	 NABP Executive COlnmittee 
Carn1en A. Catizone, Executive Director/Secretary 

http:n1dick~on~nabp.net
http:847/391-44.00
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D California State Board of Pharmacy 
1625 N. Market Blvd, Suite N 219, Sacramento, CA 95834 
Phone (916) 574-7900 
Fax (916) 574-8618 
www.pharmacy.ca.gov 

STATE AND CONSUMERS AFFAIRS AGENCY 

DEPARTMENT OF CONSUMER AFFAIRS 

ARNOLD SCHWARZENEGGER, GOVERNOR 

Licensing Committee 

Meeting Summary 

September 20, 2006 


Department of Consumer Affairs 

First Floor Hearing Room 

1625 N. Market Boulevard 

Sacramento, CA 95834 


Present: 	 Ruth Conroy, PharmD, Chairperson 
Clarence Hiura, PharmD, Board Member 
Susan Ravnan, PharmD, Board Member 

Virginia Herold, Interim Executive Officer 
Karen Cates, Assistant Executive Officer 
Joshua Room, Deputy Attorney General 
Robert Ratcliff, Supervising Inspector 
Judi Nurse, Supervising Inspector 
Joan Coyne, Supervising Inspector 

Chairperson Conroy called the meeting to order at 9:30 a.m. 

ACPE Celebrates Its75 Birthday 
The committee viewed a brief video-montage DVD prepared by the Accreditation 
Council for Pharmacy Education, showing the history of this organization since its 
formation 75 	years ago. The pictorial review showed changes in pharmacy over this 
period. 

Request to Add the Exam for the Certification of Pharmacy Technicians as a 
Qualifying Methods for Pharmacy Technician Registration 

Kenneth W. Schafermeyer, PhD, RPh, Director of Education for the Institute for the 
Certification of Pharmacy Technicians, provided an overview of the development of a 
new certification examination for pharmacy technicians. 

Currently, pharmacy technicians may become qualified for registration in California by 
one of four methods: 

1. Possessing an associate degree in pharmacy technology 

http:www.pharmacy.ca.gov


2. 	 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) 

3. 	 Graduating from a school of pharmacy recognized by the board 
4. 	 Being certified by the Pharmacy Technician Certification Board. 

A new pharmacy technician examination has been brought to the board's attention, the 
Exam for the Certification of Pharmacy Technicians (ExCPT). 

The ExCPT is now accepted by Connecticut, New Jersey, Minnesota, Oregon and 
Virginia as a qualifying route for registration. The exam is computer administered six or 
seven days a week in 700 locations nationwide. The National Community Pharmacists 
Association and the National Association of Chain Drug Stores support use of the exam, 
and were involved in its development. 

Dr. Schafermeyer distributed a number of documents describing the ExCPT. He stated 
that of the 26 states that require registration of pharmacy technicians, 11 have agreed 
to use the ExCPT examination as a qualifying route to registration (in several of these 
states the approval is proceeding but is still pending). 

Dr. Schafermeyer stated that the ExCPT is a 1 DO-question, multiple-choice examination. 
He described how the ExCPT is developed and validated using a job analysis and 
content outline. He identified the expert examiners for the test, and stated that the 
exam is psychometrically validated. He said that individuals can apply to take the 
examination approximately 48 hours before actually taking it at a scheduled time and 
location, and they must be at least 18 and have a high school diploma or GED. 
Candidates with a drug-related felony cannot be certified. 

Board members and those in the audience asked a number of questions about the 
ExCPT, which is a competing exam of the PTCB exam. 

The committee asked staff to review the ExCPT and see if it meets the requirements of 
Business and Professions Code section 139, which establishes requirements for 
examination programs for California-licensed occupations. 

Staff will collect and compile this information and provide a report to a future meeting of 
the Licensing Committee. Meanwhile Dr. Schafermeyer will be offered the opportunity 
to present an overview of the examination to the board at the October 25 th meeting. 

Should the board approve the use of the ExCPT, a statutory modification to Business 
and Professions Code section 4202 would be required. 

Emergency Preparedness for California Pharmacy 

Dana Grau, PharmD, of the Emergency Preparedness Office, Emergency 
Pharmaceutical Services Unit in the Department of Health Services, provided 
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information about planning and preparing for disaster response. His office exists to 
protect the health of Californians against large-scale public health emergences, 
including bioterrorism attacks, nuclear attacks, disease outbreaks such as pandemic 
influenza as well as natural disasters such as those caused by hurricanes and 
earthquakes. Dr. Grau stated that his office is a conduit for the receiving resources of 
the Strategic National Stockpile from the Centers for Disease Control. 

Dr. Grau described the Strategic National Stockpile as a national repository of 
antibiotics, chemical antidotes, antitoxins, life-support medications, IV administration, 
airway maintenance supplies and medical/surgical items. The stockpile will 
supplement and re-supply state and public agencies for any emergency, anywhere at 
anytime within the US. The stockpile is shipped to the designated location within 12 
hours. Additional shipments arrive, if needed, within 24 to 36 hours. When necessary, 
the inventory of the stockpile can be modified to contain only several pharmaceuticals. 

These drugs will need to be stored in a single state warehouse, depending upon where 
the disaster is located, and the DHS wants to be certain that the location, which would 
be secret, would be licensed. 

In the event of a bioterrorism event, mass dispensing of medications to large numbers 
of asymptomatic people will occur at points of dispensing (PODs), allowing hospitals to 
treat the ill. Plans are to provide medications, such as antibiotics, to 100 percent of the 
identified population within 48 hours. 

Large numbers of licensed individuals, such as pharmacists and nurses will be used to 
provide mass dispensing of the medications. 

Dr. Grau stated that getting medications from the single state warehouse into the hands 
of the people who need them is a tremendous challenge to protect the public. 

Dr. Grau stated that the DHS has identified potential warehouse locations throughout 
California from which the Strategic National Stockpile can be deployed. The actual site 
used will depend on the location and scope of the emergency. None of these sites is 
yet licensed as a drug wholesaler, and some may not meet all requirements of a 
licensed wholesaler. The permit for the site would be requested for activation upon the 
management decision of the DHS. 

Additionally, local health departments are locating potential sites that can be used to 
receive, store and stage drugs and medical supplies delivered from the state warehouse 
site and to the PODs. 

The DHS provided a list of 11 questions to frame the discussion for a system under 
which medications can be shipped, stored and distributed in the event of a declared 
disaster, most of which are not authorized within existing law for nonemergency drug 
distribution. These questions will be explored with the DHS and in a future Licensing 
Committee meeting. 
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Dr. Grau also asked for the board's assistance in publicizing training and preregistration 
of pharmacists, pharmacy technicians and pharmacist interns for disaster response. 
Concern a bout possible liability and violating state pharmacy laws is a concern keeping 
many pharmacists from becoming involved in this area. 

The committee strongly noted its support to work with the DHS to aid in planning for 
disaster response. The first step will be the development of a policy statement that will 
be publicly released, placed on the board's Web site and highlighted in the next board 
newsletter. 

The committee directed that this statement be provided to the board for action at the 
October meeting. 

An 	Overview of 3408 Drug Programs 

Chairperson Conroy directed the committee to materials in the packet describing 340 B 
Drugs. The material was provided for information only, and was not an endorsement of 
the provider's program. 

Transfers of NAPLEX Scores to Other States 

At the July Board Meeting, the board directed that staff determine why 26 states will not 
accept NAPLEX scores earned in California if later the pharmacists wish to transfer the 
score to become licensed in that state. 

Ms. Herold stated the review has not yet been started but will be completed and shared 
with the committee in December. Ms. Herold added that she had contacted the NABP 
for its insight, and was advised that:: 

1. 	 California's acceptance of NAPLEX scores only if earned after January 1, 2004, 
may account for much of the reason why California scores are not accepted by 
these states; essentially because California does not fully accept NAPLEX 
scores earned by their pharmacists, but instead requires retaking the NAPLEX 
for many of a state's already licensed pharmacists. 

2. 	 Misunderstanding about what exams California will accept from their states (e.g., 
requiring passing of the old California licensure exam). 

The NABP believes that education about California's requirements may help resolve 
some of this problem. Ms. Herold will contact these states one at a time to conduct the 
survey and hopes to provide education as well as obtain information. 

Foreign Pharmacy Graduate Equivalency Commission Certifications 

California law requires foreign-educated pharmacists to be certified by the Foreign 
Graduate Equivalency Commission (FPGEC) to satisfy the educational equivalency 
requirement with that of domestic pharmacy school graduates. 
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Since 1991, California has required foreign-educated pharmacists to pass the Test of 
Spoken English (TSE) as a condition of taking the pharmacist licensure examination. 
The TSE is administered by Educational Testing Service worldwide, and has been 
validated to assess the spoken English proficiency of those for whom English is not their 
original language. 

In 1997, the FPGEC began requiring a TSE score of 50 as a component of FPGEC 
certification. Recognizing the duplication of this requirement with California's 
requirement, California law was amended in the late 1990s to require foreign-educated 
candidates who became FPGEC certified before January 1, 1998 to continue to provide 
a passing score on the TSE, but those certified after this date need to provide a TSE 
score directly to the board (due to the FPGEC's TSE requirement). 

In a few months, Educational Testing Service will no longer administer the TSE, but 
instead rolled these requirements into the TOEFL iBT exam. The FPGEC has begun 
accepting the TOEFL iBT exam as part of its requirements to become FPGEC certified. 

However, in recent months, the board has heard from several foreign-educated 
pharmacists who became FPGEC certified before 1998, and thus are required to 
complete the TSE requirement. However, these applicants have been unable to pass 
the TSE. The applicants have expressed concern about how they will qualify to take the 
pharmacist licensure examination in California if the TSE is no longer administered. 

The FPGEC has agreed to recertify these individuals who have not earned a passing 
TSE upon passage of the TOEFL iBT. 

Update on AB 595 on Compounding by Pharmacies and Recent Action by the US 
District Court, Western District of Texas 

Ms. Herold updated the committee on the status of AB 595 - and why the bill was 
dropped in the closing moments of the 2006 Legislative Session. Assembly Bill 595 
was sponsored by the board, and would have established requirements for pharmacies 
that compound medication. One provision would have allowed pharmacies to contract 
with other pharmacies to obtain compounded medication, if the pharmacy had a patient­
specific prescription for the compounded medication. The Department of Health 
Services was opposed to this provision, and in May submitted amendments that would 
have required a separate licensure program with annual inspections for any pharmacy 
that compounded medications for another pharmacy pursuant to a contract. Instead, 
the board developed amendments in attempts to remove the opposition of the DHS that 
were amended into the bill formally in late August. However, once the amendments 
appeared in print, Kaiser Permanente, the California Pharmacists Association and 
Grandpa's Pharmacy opposed the bill. At this point, AB 595 was dropped. 
Meanwhile in Texas, a US District Court decision restricted the FDA's regulation of 
pharmacy compounding based on a lawsuit filed by several Texas pharmacies. 
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During the Licensing Committee Meeting, Deputy Attorney General Joshua Room 
provided an overview of the likely minimal impact the Texas decision might have upon 
California. He walked the committee through the decision and the somewhat confusing 
law as to pharmacy compounding, an area of overlapping and complementary 
jurisdictions between the federal government (which licenses and regulates 
manufacturers, along with counterparts in the states) and the states (which license and 
regulate pharmacies and pharmacists). 

In a decision on cross-summary judgment motions issued August 30, 
2006, U.S. District Court Judge Hon. Robert Junell (Western District of 
Texas) reached three primary conclusions: (a) drugs compounded by 
a pharmacist for an individual patient pursuant to a prescription from a 
licensed practitioner are implicitly exempt from the definitions of "new 
drug" in 21 U.S.C. § 321(p)(1) and (v)(1) (and are therefore not 
required to be the subject of new drug applications/approvals before 
being provided to patients); (b) so long as the compounding 
pharmacies (1) conform to applicable local laws that regulate 
pharmacy, (2) are regularly engaged in dispensing drugs or devices 
upon receipt of a prescription from a licensed practitioner in the course 
of his or her practice, and (3) only manufacture, prepare, propagate, 
compound, or process drugs/devices in the regular course of their 
business of dispensing or selling drugs at retail, they are exempted by 
the language of 21 U.S.C. § 374(a)(2) from the more detailed 
inspection of records authorized by the third sentence of 21 U.S.C. § 
374 (the "records inspection"), though they are still subject to the more 
general (facilities) inspection authorized by the first sentence of 21 
U.S.C. § 374; and (c) pharmacies may compound drugs for non-food 
animals from legal bulk ingredients (contrary to FDA CPG 608.400 and 
a Notice distributed to 80ards of Pharmacy by the FDA on April 2, 
2004). 

For conclusions (a) and (c), Judge Junell relied heavily on language in 
21 U.S.C. § 353a exempting those drugs compounded by pharmacists 
under the conditions outlined in Section 353a (basically, pursuant to an 
individual prescription arising from an established physician-patient 
relationship) from the requirements of Sections 351 (a)(2)(8) [drug 
adulterated if not produced in conformity with good manufacturing 
practices], 352(f)(1) [drug misbranded unless label has adequate 
directions for use], and 355 [necessity of new drug application before 
introducing new drug into interstate commerce]. Section 353a was 
added in 1997 by the Food and Drug Modernization Act (FDAMA). As 
enacted, Section 353a also included prohibitions on pharmacy or 
pharmacist advertising or promotion of compounded drugs. Those 
prohibitions were almost immediately struck down by a federal District 
Court on First Amendment grounds, though at the District Court level 
the remainder of Section 353a was left standing (severed). However, 
when the case got to the Ninth Circuit U.S. Court of Appeal (which 
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covers California, Nevada, Oregon, Washington, etc.), the Ninth Circuit 
said these provisions were not severable and invalidated ALL of 
Section 353a. The case was subsequently appealed to the U.S. 
Supreme Court (Thompson v. Western States Medical Center, 535 
U.S. 357 (2002)), but ONLY on the question of the validity of the 
provisions struck down (and not on the severability question). The 
U.S. Supreme Court affirmed the invalidation of the prohibitions on 
advertising and promotion on First Amendment grounds, but did not 
address the question of severability of these provisions from the 
remainder of Section 353a. 

So, the continuing validity of Section 353a is left in a somewhat 
confusing limbo, as it has been invalidated entirely within the Ninth 
Circuit (the Ninth Circuit's decision is binding on any federal court in 
California, Nevada, etc.), but not elsewhere. The Western District of 
Texas is within the jurisdiction of the Fifth Circuit U.S. Court of Appeal. 
As Judge Junell pointed out, he was not bound to abide by the Ninth 
Circuit's invalidation of ALL of Section 353a. He chose not to follow 
that decision, and concluded that the provisions of Section 353a other 
than the prohibitions on advertising and promotion were severable, and 
remained in effect. It was in reliance on those "other" provisions that 
he reached the conclusions that he did. 

Within California (or elsewhere within Ninth Circuit jurisdiction), 
however, Judge Junell's decision is of limited effect. First, as a general 
rule, a federal District Court order is enforceable and binding only as to 
the case in which the order is issued, and as to the parties involved in 
that case. Though it might be PERSUASIVE to another District Court 
hearing a similar case, in the absence of some special circumstances 
(e.g., a nationwide class action, or order otherwise applied more 
generally), an order by a District Court is not binding even on another 
Judge in the same District Court, let alone on a Court in another 
jurisdiction, for instance in California. There is nothing in this order that 
suggests this order is binding on anyone other than these ten plaintiffs, 
and the FDA with regard to its interpretation or enforcement of the laws 
as to these ten plaintiffs. 

Second, application of this decision as even PERSUASIVE authority in 
a federal District Court in California (or elsewhere in the Ninth Circuit) 
is very unlikely given that the decision relies on a rejection of the Ninth 
Circuit's decision not to sever the rest of Section 353a from the 
provisions found to violate the First Amendment. A District Court 
anywhere in the Ninth Circuit would not have that option, as it would be 
bound to follow the Ninth Circuit's-decision invalidating all of Section 
353a. Though it is possible that a District Court could conclude that 
Section 353a, despite its invalidation, reflects Congressional intent and 
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thus should be used as a tool for interpreting other sections within the 
FDA's jurisdiction (e.g., 21 U.S.C. § 321), that is unlikely. 

Therefore, if a similar case were to arise in a District Court in California 
(or anywhere in the country, including in the Western District of Texas), 
there is no requirement that the Judge in that case follow the decision 
issued by Judge Junell. This is not to say that this decision may not be 
persuasive to another judge facing a similar issue. However, this 
decision is not "law" within the State of California, and on the same 
facts another judge might reach the opposite conclusion. Likewise, 
there is at least theoretically nothing preventing the FDA, despite this 
decision, from seeking to enforce "new drug" provisions against a 
compounding pharmacy in California or attempting to pursue 
inspections under the "records provision" of 21 U.S.C. § 374. 
However, the FDA will probably take this decision into account in 
deciding whether to do so, because it will almost certainly be raised by 
any pharmacy challenging such action as persuasive authority as to 
the FDA's action(s). 

Doug Wills of Grandpa's Pharmacy, asked for the board's assistance in pursuing 
enactment of a new version of AB 595 in the next Legislative Session. Ms. Herold 
stated that the board would review and take a position on the bill that the profession 
introduces and sponsors. She added that the board still has regulations pending that 
were developed in 2004 as part of the Compounding Task Force that the board may 
take up in the interim. 

Competency Committee Report 

Ms. Herold stated that a quality assurance review of the exam started in mid-August 
and should be completed before mid-October, when release of CPJE scores will 
resume. 

The Department of Consumer Affairs has a contract for test administration services 
used by a number of regulatory entities in the department for occupational license 
testing. It is through this contract that the board administers the CPJE. The contract is 
set to expire in December 2006, but monthly extensions will be available for several 
months. Unless a new contract is in place, the board may be unable to use these test 
facilities for the CPJE after all extensions have run out (Spring 2007). A new request for 
proposals has been released, and a contract should be awarded on October 20; 
however, several prior contracts awarded for this service have been appealed and the 
contracting process has been invalidated. The board continues to watch this process 
closely. 

The Competency Committee met for its annual work and planning session in August. 
New members have been added to the committee so that the committee could be split 
into two groups. This will reduce the time commitment and work required of each 
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committee member, who have actually had to work more to produce the new CPJE 
exam than they did on the old exam. 
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Attachment 8 


CPJE Test Scores 

April 1 - September 30, 2006 




Board Data for All CPJE Candidates taking examination 4/1/06 through 9/30/06 

Overall Pass Rates 

CPJE 

Percent 

19.8 
P 796 80.2 
Total 992 100.0 

NAPLEX 

.. 

Frequency, 

. 

Percent 
Valid F 53 5;5 

P 905 94:5 
Total 958 100.0 

Location of School 

CPJE 

.. 

Fail 

JPE 

.. Pass 
JPE Total 

.. Fail 

NAPLEX 

Pass 
NAPLEX 

Total 

School California Count 38 548 586 5 575 580 
., 

% within PF 6.5% 93.5% 100.0% 0.9% 99.1% 100.0% 

Other US -- -
Count 
- ­ 99 199 298 28 249 277 
% within PF 33.2% 66.8% 100.0'% 10.1% 89.9% 100.0% 

Foreign Count 58 49 107 19 81 100 
% within PF 54.2% 45.8% 100.0% 19.0% 81.0% 100.0% 

Unclassified Count 1 0 1 1 0 1 
% within PF 100.0 % .0% 100;0% 100.0% .0% 100.0% 

Total Count 196.· 796 992 53 905 958 
% within PF 19.8% 80.2% 100.0% 5.5% 94.5% 100.0% 



Gender 

JPE pass fail status 

"..' Fall '····Pass 
..... 

JPETotal 
NAPLEX pass fail status 

Fail " Pass.'. 
, 

NAPLEX 
Total 

gender F Count 1221 562 684 .31 
'. 

638 669 
% within PF ... ·.17.,8% 82:2% 100.0% 4.6% 95.4% 100:0% 

M Count 74 2~4 i 
308 22 267 289 

% within PF 24:0% 76.0% 100.0% 7.6% 92.4% 100.0% 

Total Count 196 796 992 53 905 958 
% within PF 19.8% 80.2% 100.0% 5.5% 94:5% 100.0% 

Degree 

" 

'..... 

JPEpassfaii status JPETotal 
NAPLEXpass fail status NAPL:EX 

TotalFail I Pass Fail Pass 

degree BS 
awarded Pharmacy 

Count 

% within PF 

69. 

56.1% 

54 

43.9% 

123 

100.0% 

". 

24 

21.1% 

90 

78.9% 

114 

100.0% 

Pharm D. Count 

% within PF 
127 

..,14;6% 

742 

85.4% 

869 

. 100.0% 

29 

3.4% 

815 

96.Q% 

844 

100.0% 

Total Count 

% within PF 

. 

196 

·.•. 19.8% 

796 

80.2% 

992 

100.0% 
'. 

53 

5;5% 

905 

94.5% 

958 

100.0% 

California Schools 

JPE pass fail status 
JPE Total 

NAPLEX pass fail status NAPLEX 
Total 

Fail .Pass Fail Pass 

school UCSF Count 

% within PF 
9 

7.6% 

110 I 

92.4% 

119 

100.0% 

0 

.0% 

118 

100.0% 

118 

100.0% 

UOP Count 

% within PF 
12 

7.4% 

150 

92.6% 

162 

100.0% 

2 

1.3% 

157 

98.7% 

159 

100.0% 

USC Count 

% within PF 

.. " ·· .. 8 

5;0%'. 

" 

. 155 

. 95;0%·. 

163 

.100.0% 

•.
' . 

1 

0.6% 

. 160 

99.4% 

161 

100.0% 

Western Count 

% within PF 

. 
6>;'. 

.... 6:2% 

1' 91 

I····· 93;8%1 
97. 

100;0% 

. ..... 

2 

2.1% 

95 

97;9% 

97 

100.0% 

Lorna Linda Count 

% within PF 
1 

4.2% 

. 

23 

95.8% 

24 

100.0% 

0 

.0% 

24 

100.0% 

24 

100.0% 

UCSD Count 

% within PF 
2 

9.5% 

'19 

90.5% 

21 

100.0% 

0 

.0% 

: 

21 

100;0% 

21 

100.0% 

Total Count 

% within PF 
38 

6.5% 

548 

93.5% 

586 

100.0% 

5 

0.9% 

575 

99..1% 

580 

100.0% 



US Schools of Pharmacy 

JPE pass fail status Total 

F P 
Auburn 0 2 2 
U ofAZ 0 4 4 
UCSF 9 110 119 
U of Pacific 12 150 162 
USC 8 155 163 
U of CO 0 3 3 

U of Conn 1 1 2 

Howard DC 1 3 4 

FLA&M 1 1 2 

U of FL 0 6 6 
Mercer 0 2 2 

U ofGA 1 5 6 

Idaho SU 3 3 6 
U of IL Chi 1 8 9 

Purdue 0 1 1 

Drake 1 3 4 

U oflA 0 4 4 

U ofKS 1 4 5 

U ofKY 0 1 1 

NE LA U 1 0 1 

Xavier 0 1 1 

U ofMD 2 6 8 

MA Col Pharm 16 16 - 32 
NE-MA 1 1 2 

Ferris 0 2 2 

U ofMI 2 0 2 

Wayne SU 2 2 4 

U ofMN 1 1 2 

St. Louis Col of 
PH 

3 0 3 

UMKC 0 2 2 

Creighton 10 13 23 

U ofNE 1 2 3 

Rutgers 1 0 1 

U ofNM 4 3 7 

Western 6 91 97 
Midwestern U 
Chicago 

0 2 2 

A&M Schwartz 6 6 12 

St. Johns 0 4 4 

SUNY-Buff 0 1 1 

JPE pass fail status Total 

F P 
Union U 2 2 4 
UNC 2 1 3 
OH Northern U 1 2 3 
OH State U 2 2 4 
SW OK State 0 1 1 
OR State U 1 5 6 
Duquesne 1 0 1 
Phi C of Pharm 3 4 7 

Temple 2 6 8 
U of Pitt 0 1 1 
U ofRI 0 1 1 

Med U of SC 0 2 2 

U ofSC 1 1 2 
U of TN 0 1 1 

TXSOU 0 1 1 

U of Hous 2 3 5 

U ofTX 1 2 3 

Med C of VA 0 3 3 

U ofWA 1 8 9 

WA State U 0 4 4 

U of WI-Mad 0 2 2 

Campbell U 0 1 1 

Nova . 
Sou"theastern 

1 2 3 
~. 

Texas Tech 0 2 2 

Bernard J Dunn 0 1 1 

Midwestern AZ 2 2 4 

Nevada College 
of Pharmacy 15 23 38 

Loma Linda 
University 

1 23 24 

UCSD 2 19 21 

MA School of 
Pharmacy ­ 1 1 2 
Worcester 
Palm Beach 
Atlantic University 1 1 2 

Lake Erie Col 0 1 1 
unclassified 1 0 1 

Other/FG 58 49 107 

196 796 992 



Graduating school location by country 

JPE pass fail status Total 

F P 
Armenia 0 1 1 
Brazil 0 1 1 
Canada 1 2 3 
China 1 0 1 
Egypt 3 8 11 
France 1 0 1 
United 
Kingdom 0 1 1 

Israel/West 
Bank/Gaza 0 1 1 
Strip 
India 22 10 32 
Iran 1 1 2 
Italy 2 0 2 
Jordan 0 1 1 
Korea (N&S) 3 5 8 
Nigeria/New 
Guinea 

3 0 3 

Peru 0 1 1 
Philippines 9 4 13 
Paracells 0 1 1 
Pakistan 2 1 3 
Poland 1 0 1 
USSR 1 0 1 
Syria 0 1 1 
Thailand 0 - - 1 1 

. -­
Taiwan 1 2 3 
USA 139 749 888 
Venezuela 2 0 2 
Vietnam 1 0 1 
Yugoslavia 0 1 1 
South Africa 2 4 6 
UK 1 0 1 
Total 196 796 992 



Licensing Statistics 




· Board of PharmacY'Licensing Statistics - Fiscal Year 2006/07 



Board of Pharmacy Licensing Statistics - Fiscal Year 2006/07 



Board of Pharmacy Licensing Statistics - Fiscal Year 2006/07 



Board of Pharmacy Licensing Statistics - Fiscal Year 2005106 


*Denotes updated to include pending files to process and processed pending files. 

**Denotes Pharmacist, Intern and Pharmacy Technician applications received updated to correct previous data inputting error. 




Board of Pharmacy Licensing Statistics - Fiscal Year 2005/06 

*Denotes updated to include pending files to process and processed pending files. 

**Denotes Pharmacist, Intern and Pharmacy Technician applications received updated to correct previous data inputting error. 




, .. 

Board of Pharmacy Licensing Statistics - Fiscal Year 2005/06 


*Denotes updated to include pending files to process and processed pending files. 

**Denotes Pharmacist, Intern and Pharmacy Technician applications received updated to correct previous data inputting error. 




LICENSING COMMITTEE 

Goal2: Ensure the qualifications of licensees. 

Outcome: Qualified licensees 

Objective 2.1 Issue licenses within 3 working days of a completed application by June 30,2011. 

Measure: Percentage of licenses issued within 3 work days. 

Tasks: 1 . Review 100 percent of all applications within 7 work days of receipt. 

Apps. Received: 

Qtr 1 Qtr 2 Otr 3 Otr 4 

Average Days to Process: 

Otr 1 Otr 2 Otr 3 Otr 4 

Pharmacist (exam applications) 

Pharmacist (initial licensing) 

Pharmacy Intern 

Pharmacy Technician 

Pharmacies 

i\jon-Resident Pharmacy 

Wholesaler 

Veterinary Drug Retailers 

Designated Representative 

Out-of-state distributors 

267* N N N 

410* N N N 

502'" N N N 

1024* N N N 

120 N N N 

7 N N N 

7 N N N 

0 N N N 

93 N N N 

31 N N N 

9.27 N N N 

3.5 N N N 

30 N N N 

16 N N N 

10 N N N 

30 N N N 

30 N N N 

0 N N N 

4 N N N 

30 N N N 

Clinics 

Hypodermic Needle & 

Syringe Distributors 

Sterile Compounding 

23 N N N 15 N N N 

0 N N N 10 N N N 

10 N N N 4 N N N 

*Denotes July and August 2006 information available at time of report development. 

2. Process 100 percent of all deficiency documents within 5 work days of receipt. 

Average Days to process deficiency: 

Otr 1 Otr 2 Otr 3 Otr 4 

Pharmacist (exam applications) 10 N N N 

Pharmacist (initial licensing) 10 N N N 

Pharmacy Intern 10 N N N 

Pharmacy Technician 4 N N N 

Pharmacies 15 N N N 

[\jon-Resident Pharmacy 1 2 N N N 

Wholesaler 11 N N N 

Veterinary Drug Retailers 0 N N N 

,g 'p 10 

Out-of-state distributors 10 

N 

N 

N 

N 

N 

N 

Clinics 10 N N N 

Hypodermic Needle & Syringe 0 N N N 
\ 



3. Make a licensing decision within 3 work days after all deficiencies are corrected. 

Average Days to Determine to Deny/ 

Issue License: 

Qtr 1 Qtr 2 Qtr 3 Qtr 4 
Pharmacist (exam applications) 1 N N N 

Pharmacist (initial licensing) N N N 

Pharmacy Intern N N N 

Pharmacy Technician 3 N N N 

Pharmacies 5 N N N 

Non-Resident Pharmacy 3 N N N 

Wholesaler 3 N N N 

Veterinary Drug Retailers 0 N N N 

Designated Representative 1 N N N 

Out-of-state distributors 3 N l\j N 

Clinics 1 N N N 

Hypodermic Needle & Syringe 0 N N N 

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 532* N N N 

Pharmacy Intern 524* N N N 

Pharmacy Technician 2189* N N N 

Pharmacies 95 N N N 

Non-Resident Pharmacy 5 N N N 

Wholesaler 3 N N N 

Veterinary Drug Retailers 0 N N N 

Designated Representative 42 N N N 

Out-of-state distributors 9 N N N 

Clinics 27 N N l\j 

Hypodermic Needle & Syringe 0 N N N 

Sterile Compounding 18 N N N 

"*Denotes July and August 2006 information available at time of 'p development. 



5. Withdrawn licenses to applicants not meeting board requirements. 

Qtr 1 Qtr 2 Qtr 3 Qtr 4 

Pharmacy Technician 0 N N l\l 

Pharmacies 2 N N N 

Non-Resident Pharmacy 2 N N N 

Clinics 0 N N l\l 

Sterile Compounding 0 N N N 

Designated p 0 N N N 

Hypodermic Needle & Syringe 0 l\l N N 

Out-of-state d istri butors 0 N N l\l 

Wholesaler 2 N N l\l 

6. 	 Deny applications to those who do not meet California standards. 

Objective 2.2 Cashier 100 percent of all application and renewal fees within two working days of receipt 

by June 30 1 2011. 

Measure: Percentage of cashiered application and renewal fees within 2 working days. 

Tasks: 1 . 	 Cashier application fees. 

7st Otr 2006: The average processing time for processing new application fees is 2-3 working 

days. 

2. 	 Cashier renewal fees. 

7st Otr 2006: The average processing time for central cashiering is 2- 3 working days. 

3. 	 Secure online renewal of licenses. 

7 st Otr 2006: Board meets with programmers to initiate parameters for board licensing 

programs. 

Objective 2.3, Update 100 percent of all information changes to licensing records within 5 working days 

by June 301 2011. 

Measure: Percentage of licensing records changes within 5 working days 

Tasks: 1. 	 Make address and name changes. 

7st Otr 2006: Processed 1,832 address changes. 

2. 	 Process discontinuance of businesses forms and related components. 

1st Otr 2006: Processed 41 discontinuance-of-business forms. Processing time is 46 days. 

3. 	 Process changes in pharmacist-in-charge and designated representative-in-charge. 

7 st Otr 2006: Processed 247 pharmacist-in-charge changes. Average processing time is 

30 days. Processed 0 designated representative-in-charge changes. 

4. 	 Process off-site storage applications. 

7 st Qtr 2006: Processed and approved 42 off-site storage applications. Average processing 

time is 30 days. 

5. 	 Transfer of intern hours to other states. 

7 st Qtr 2006: Processed 76 applications. Average processing time is 30 days. 



Objective 2.4 Implement at least 25 changes to improve licensing decisions by June 30, 2011. 

Measure: Number of implemented changes. 

Tasks: 1. 	 Determine why 26 states do not allow the use of a CAlicense as the basis for transfer 

a pharmacist license to that state. 

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. 

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: Presen ta lion 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 

5. 	 Evaluate the need to issue a provisional license to pharmacy technician trainees. 




