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IDENTIFIED ISSUES, BACKGROUND AND RECOMMENDATIONS
REGARDING THE BOARD OF PHARMACY

BRIEF OVERVIEW OF THE
BOARD OF PHARMACY

The California State Board of Pharmacy (Board) eraated by the California Legislature in 1891.
The Board is responsible for enforcing federal stade laws pertaining to the acquisition, storage,
distribution and dispensing of dangerous drugdyting controlled substances) and dangerous
devices. The Board has approximately 130,000 $iees in 17 license categories that include both
personal and business licenses. As an agencyetipalites the individuals and businesses that
dispense, compound, provide, store and distribrgsgpiption drugs and devices and pharmaceutical
services to the public, or to other health carefgraners in compliance with state and federal,|&ve
licensing of pharmacists, pharmacies, and pharrtedicians is the primary focus of Board activity,
with consumer protection at the core of the Boaogierations. The Board’s regulatory authority, as
described in the Pharmacy Law, extends over indalsland firms located both within and outside
California, if they provide services into Califoani

The Board'’s vision, “Healthy Californians throughaljty pharmacists care,” helps guide Board
activities and initiatives. The Board ensures thrdy those who possess specified requirements are
licensed, seeks removal of licenses for those vamdt domply with laws or maintain qualifications fo
licensure, investigates consumer complaints asaggtirovides a focused effort to ensure consumer
education and awareness.

The current Board mission statement, as stated R006-2010 Strategic Plan (which was updated in
2010), is as follows:

The Board of Pharmacy protects and promotes theltteand safety of Californians by
pursuing the highest quality of pharmacists care dthe appropriate use of pharmaceuticals
through education, communication, licensing, legidlon, regulation, and enforcement.

The Board manages, plans, and tracks its operatioosgh its strategic plan, which is annually
updated and periodically reassessed (about ewaryéars). Currently, the Board is finalizingptan
for the next five years.

The Board is comprised of 13 members, seven phastaand six public members. All seven
professional members and four public members greiafed by the Governor. One public member of
the Board is appointed by the Senate CommitteewasRand one public member is appointed by the



Speaker of the Assembly. Current law requiresdhé&tast five of the seven pharmacist appointees

must be actively engaged in the practice of phaynaad the Board must include at least one
practicing pharmacist from each of the followindtisgs: an acute care hospital; an independent
community pharmacy; a chain community pharmacyhamacist member of a labor union that

represents pharmacists and; a long-term care kedkiursing facility. The Board meets about four

times per year. All Committee meetings are suliethe Bagley-Keene Open Meetings Act.
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Stanley C. Weisser, R.PhPresident
Mr. Weisser graduated from the University

12/21/2011
of

Connecticut School of Pharmacy in 1963 and becaine a

licensed pharmacist in California that same ydde is
an associate professor of Pharmacotherapy

and

Outcomes Science at the Loma Linda University Stioo

of Pharmacy, and a member of the Califor
Pharmacists Association. He is very active in m3ag
Bernardino County philanthropic activities as wal
civic, cultural, and educational programs includimg
Redlands Community Foundation, FEMA sponso
Emergency Food and Shelter Program, Redla
Unified School District Oversight Committee, S
Bernardino County Schools Reorganization Commit
Redlands Theatre Resl, and Grove Charter Schod
Mr. Weisser has been on the executive committebeD,
board of the Redlands Community Hospital for over
years and was elected chairman for five of thosesyq
Additionally, he is a trustee on the University
Redlands Board of Trustees, serving as chairmaheo|
finance committee and a member of its execu
committee.
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Randy Kajioka, PharmD, Vice President

Dr. Kajioka’'s employment at Kaiser Permanente be
in 1984, where he served as a staff pharmaciststass
Chief Pharmacist and Outpatient Pharmacy Mang
Since 2003, he has held the position of Pharm
Project Manager at Kaiser Permanente. He
functions as Director of Pharmacy Operations folRRN
Medical Staffing and works as a relief pharmacast
Bel Air. Dr. Kajioka also has experience in hoapand
nuclear pharmacy. Dr. Kajioka also serves as &eas
of the Sacramento Asian Peace Officers Associatiah
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on the Community Advisory Council for the AsiTn

Pacific Community Counseling Center.
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Gregory Lippe, Treasurer

Mr. Lippe holds a B.S. in Business Administratioonh
Woodbury University in Los Angeles and becamd
Certified Public Accountant in 1970. Since thahei
his accounting experience has included that of igiagg
partner of his own CPA firm and chief financial ioér
and manager of other companies. Mr. Lipp
employment also included auditing and reviewing
financial statements of corporations with reven
ranging from $5-200 million dollars. An ever adi
participant in civic and business affairs, Mr. Léppas
served on the boards of multiple commun
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organizations and has authored many newspapellearilic
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Anil “Neil” Hiro Badlani , R.Ph.

12/20/2010

Since 2006, Mr. Badlani has worked as a researdh an
development pharmacist for Healthspecialty SkineCgar

and has been a community pharmacist specializin
compounding for the last 15 years. Mr.

in

Badlani

previously was a pharmacy manager at Savon Dfugs

from 1991 to 1995, owner of a General Nutrition @e
from 1991 to 1994 and staff pharmacist for Savongdsi
from 1990 to 1991. He is a member of Prescrip
Compounding Centers of America, Internatio
Academy of Compounding Pharmacists and Califo
Pharmacists Association. Mr. Badlani also posseang
MBA.
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Ryan Brooks

Since 2002, Mr. Brooks has served as vice preside
government affairs for CBS Outdoor Western Reg
leading global media company in broadcast and ¢
television, radio and outdoor advertising. Durithg
previous years, he functioned as director
administrative services for the city and countySan
Francisco, director of business development for
Engineering, director of community and public rielas
for the U.S. Navy/Western Division, director
community relations for the engineering firm, Plengn
Research Corporation (an environmental engineg
firm now known as Tetra Tech), and Pentagon ady
to the deputy undersecretary of defense
environmental securities. Mr. Brooks serves a
member of the New Motor Vehicle Board, the Lit
Hoover Commission, and the California Internatio
Relations Foundation. He also served on the

10/28/2008
ht
,
Able

of
EA
pf

ring
isor
for
5 a
le
hal
San

Francisco Public Utilities Commission from 2003

2007.

to

2008, where he assumed the position of presidevrt in
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Ramén Castellblanch, Ph.D.,
Dr. Castellblanch, an associate professor at Ske

04/22/2009
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University, worked as a sponsor of SB 472 (Chapter

470, Statutes of 2008) which addresses the developm

of patient-centered prescription labels and wag
member of the precursor SCR 49 Panel on Medicg
Errors.  Among Dr. Castellblanch’s
achievements are a Ph.D.
Management, Johns Hopkins University, and a Ma
of Public Policy, Harvard University. His writindsve
been widely published and included in, but not tiadi
to, the Journal of Health Policy, Politics and Lawd
the Journal of Healthcare Administration Education.
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Senate
Committee
on Rules
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Rosalyn Hackworth

Ms. Hackworth is from San Diego, where she is
secretary-treasurer of UFCW, Local 135. She regmtsy
pharmacists employed in major grocery stores

chains in San Diego and other individuals employed

various industries in the area. She also servea
trustee for multiple benefit and pension trust frnd
Southern California and is currently the Labor
Industry Chair for the North San Diego Cou
NAACP; a member of the UFCW Minority Coalition;
member of the UFCW Women'’s Network and a men
of the North County African American Women
Association.
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Deborah Veale, R.Ph.

Since 2006, Ms. Vale has been director of managesl
for CVS/Pharmacy. Previously, she worked
Albertsons/Sav-On as regional manager of mang
care from 1996 to 2006, division pharmacy mang
from 1994 to 1996, regional pharmacy trainer fra®93
to 1994, regional pharmacy recruiter from 1989 2911
and pharmacy manager from 1983 to 1989. She
member of the California Pharmacist Associati
National Council of Prescription Drug Programs 4
California Retailers Association.
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Shirley Lee Wheat
Ms. Wheat served as a congressional staff membeg
the Committee on the Budget and held the positafn
budget analyst from 1994 to 1999 and director
coalitions in 1999. As a budget analyst, Ms. Wh
worked on federal budget policies and legislation
reduce the size of federal budgetngressional s$heiftf
balanced the U.S. Federal budget in 1995. Asextlir
of coalitions, Ms. Wheat coordinated and implemer
grassroots plans for the committee. As an appeiofe
President George W. Bush to the Department of
Treasury, she worked closely with various corpo
executives and political leaders. As a Speciaistast
to the U.S. Treasurer, Ms. Wheat played a vitat il
efforts to launch and implement the National Finaln
Education Initiative in 2002 and 2003. Ms. Wh
joined Capital Campaigns, a political and non-gr
fundraising company as the operations and fing
executive. She currently serves as a consultan
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Tappan Zee 01/13/201 06/01/2013] Governor Public
Mr. Zee has served as managing attorney for Zee Law
Group and, since 2003, has served as reserve deputy
sheriff for the Los Angeles County Sheriff's
Department. Zee previously served as an elected
representative of the American Bar Association from
1999 to 2000 and a municipal commissioner for South
Pasadena from 1989 to 1994. He is a member of the|
board of directors for the Los Angeles Chinese

of Commerce and the Sheriff's Support Council.

The Board is a special fund agency, with fundingrie@y from licensing (87 percent), collected fines
from citations (9 percent) and collected cost recp\(3 percent). Of the fee revenue collectedhay t
Board, 77 percent comes from renewals while 22gm¢rcomes from initial applications. The Board
has continuous renewal cycles for all of its li@oategories except for one, intern licenses, waieh
not renewable. The renewal cycle is annual foilifes and designated representatives. Licenses
issued to pharmacists and pharmacy technicianeaesved biennially. The Board currently licenses
close to 130,000 licensees.

In 2008, the Board raised all of its fees to tlagbry maximums via the regulation process.
Following that, the Board commissioned an indepahtke audit to secure recommendations on a
new fee schedule that would ensure the financability of the board for the next five years. The
audit found that the Board’s expenditures were editg its revenues and that its fee structure was
insufficient to maintain the required 12 month rgse In 2009, the Board sponsored legislation
(AB 1071, Emmerson, Chapter 270, Statutes of 2@D8)set the statutory minimum and maximum
fee levels according the recommendations in thé.auliccording to the Board, this was the firshé
such legislation was needed since 1987.

CurrentFees By License Type

Fee Application Renewal Delinquent

Clinic Permit 400 250 125
Diesignated Representative J55 150 75
Dresignated Representative

255 150 75
Certificate - ¥eterinary Food-
Hypoderrnic Meedle and Syringe 125 125 62,90
Intern Pharmacist 20 [lf Ilf
Mon-Pesident Pharmacy 400 250 125
MNon-Pesident Wholesaler a0 600 |50
FPharrnacy 400 250 125
Pharrnacy Technician 20 | Ot 50
Sterile Compounding 600 £00 150
Yeterinary Food-Animal Drug 405 350 (35
YW halesale Drug 600 £00 |50
Pharmacist 150 | SO 75

The total revenues anticipated by the Board for2BY1/12, is $11,884,000 and for FY 2012/13,
$11,829,000. The total expenditures anticipatedhfe Board for FY 2011/12, is $14,197,000, and for
FY 2012/2013, $8,618,000. The Board anticipatesiild have approximately 9.4 months in reserve
for FY 2011/12, and 6.9 months in reserve for FL2Q3. (See Fund Condition on the next page.)
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Fund Condition (Table 4)

{Dollars in Thousands) =0 HE S =5 s Et

Beginning Balance 511,083 510,932 £10,900 512,411 $13,798 E11,412
Total Pevenue 72l Bl o0 Floz7es F12,133 Fl1884 Fl1a29
Zeneral Fund Loan A 1,000 e A, I, [l [eli A,
Budger Authaority $9,383 $2.726 Tloe4 F13470 14,097 Ml &,
Expenditures 8,920 FR031 §9.272 Flo748 B4, 197 Fl4,623
Fund Balance $10,884 | S11,001 | 12,411 513,796 | $11.412 58,418
Months in Reserve 14.5 14.2 13.9 1.6 9.4 6.9

The Board spends approximately 59 percent of itgbtion its enforcement program, 18 percent on
its licensing program, 15 percent on administratfoar percent on its diversion program and four
percent administering examinations.

In 2010, the Department of Consumer Affairs (DC&)riched the Consumer Protection Enforcement
Initiative (CPEI) to overhaul the enforcement psxef healing arts boards. According to the DCA,
the CPEI is a systematic approach designed to ssitlieee specific areas: Legislative Changes,
Staffing and Information Technology Resources, Adnhinistrative Improvements. Once fully
implemented, the DCA expects the healing arts sordeduce the average enforcement completion
timeline to between 12 -18 months. The DCA reeshn increase of 106.8 authorized positions and
$12,690,000 (special funds) in FY 2010-11 and 1®84ditions and $14,103,000 in FY 2011-12 and
ongoing to specified healing arts boards for puegad funding the CPEI. As part of CPEI, the Board
was authorized to hire inspector staff that wowddlde what it currently has. However, the Board ha
been impacted by a state hiring freeze and hashe@y able to fill a portion of these positions.

The Board performs much of its work in committe&ame committees are standing committees,
others are task force or ad-hoc committees forrmexkamine a specific topic, and then disbanded
following completion of the task. The Board alsslone specialized standing committee, the
Competency Committee, which is responsible for tigrag the California pharmacist licensing
examination.

The Board'’s strategic plan establishes five stamdommittees. Each committee typically meets
quarterly prior to each Board meeting and provalesport and minutes of the committee meeting
during each Board meeting. However, during the pagéral years, to curtail travel expenses and in
response to staffing challenges created by furlsutiie Board has reduced the number of committee
meetings each year.

* Licensing Committee —-works to ensure the professional qualificationBoainsees entering
the practice of pharmacy and establishing the mininstandards for board-licensed facilities
while also ensuring ongoing practice standards.

« Enforcement Committee Exercises oversight of all pharmacy activitied @rotects the
public by preventing violations and effectively erding federal and state pharmacy laws when
violations occur.



e Communication and Public Education Committee: Qersees publication of information to
consumers, including encouraging the public towdisaheir medications with their
pharmacists, emphasizing the importance of patemgplying with their prescription
treatment regimens, and helping consumers becottex bdormed on subjects of importance
to their drug therapy and health. The committee develops educational materials for
licensees describing new laws, policies and emgrigsues.

» Legislation and Regulation Committee Advances Board advocacy of legislation and
promulgates regulations that promote the Boardsswmiand mission.

* Organizational Development Committee Works to ensure that the Board’s mission and
goals are met through organizational support aviéwe conducts strategic planning, budget
management, and staff development activities. mémbership of this committee, which does
not typically meet publicly, is comprised of theepident and vice president of the board.

In addition to the five strategic committees, th@aRl occasionally establishes subcommittees tg/stud
a complex, innovative or particularly controversssue in more depth. These subcommittees also
meet in public and encourage public participatiothieir discussions by releasing an agenda before a
meeting and sharing meeting minutes at Board ng=etin

Recent examples of subcommittees formed by theBara:

* Work Group on E-Pedigree

e Subcommittee to Evaluate Drug Distribution in Hoslsi
* Senate Bill 472 Medication Label Subcommittee

* Subcommittee on Medicare Drug Benefit Plan

e Compounding Regulation Subcommittee

The Competency Committee develops and grades taglBgharmacist licensure examination, the
California Practice Standards and Jurisprudencenihation for Pharmacists. According to the

Board, membership on this committee is highly gelecprofessionally challenging, and time-
consuming. Members meet seven times annuallyarday meetings. The Competency Committee is
a stand-alone committee within the auspices oBtberd’s Licensing Committee; one Board member
attends committee meetings and provides updatéseostatus of the Board’s pharmacist examination
during Board meetings. This Board member alsoeseag a liaison to the committee.

The Board is a member of the National AssociatibBaards of Pharmacy (NABP) and has one vote
on matters before the association. The Boardsis @almember of the National Council on Patient
Information and Education and the Council on LiegasEnforcement and Regulation. The Board
does not have representation on the national exanmittee, but former Board Competency
Committee members participate in the scoring aradyais of the North American Pharmacist
Licensure Examination (NAPLEX) which measures adadate’s knowledge of the practice of
pharmacy and assesses whether candidates canfyigeattice standards for safe and effective
pharmacotherapy and optimize therapeutic outcompatients; identify and determine safe and
accurate methods to prepare and dispense medatih provide and apply health care information
to promote optimal health care



Licensing

The Board'’s licensees are integral to the delivényuality health care. They compound, transport,
dispense and store prescription drugs and devicgsatients that are essential for patient care and
treatment. Pharmacists also convey informaticatedl to drug therapy management and are the health
care provider most educated on pharmaceuticalazatenanagement. The Board has a highly diverse
and detailed licensing program for the individuatsl facilities the Board regulates, reflecting the
careful and deliberative manner in which the Ue§utates the manufacturing, distributing, and
dispensing of prescription drugs and devices.

The Board currently has close to 130,000 license@8, percent increase in the past 3 years. Qeert
past 3 years, the Board has received 61,044 apiphsaapproved 47,463 applications and renewed
158,910 licenses. The following are Board liceggpnograms:

* Hospital Pharmaciesensure that patients in hospitals have a reliabtequality drug supply
immediately accessible in known locations and megetpecified components. Drug
distribution in hospitals is generally directedaingh pharmacies by pharmacists and can
include high technology automated storage unitsedsas very manual processes. There are
three types of hospital pharmacies (inpatient, isfiezed storage and distribution without a
pharmacist, and outpatient).

* Licensed Correctional Facilitiesare pharmacies located within jails or prisonscalcerated
individuals are often on medication that must beniagstered in single doses and carefully
handled because drugs are contraband among inmdtesse facilities.

« Community or Retail Pharmaciesare the largest group of board site licensees, avier
6,200 of these facilities throughout the stateeskhare the pharmacies that most patients are
familiar with and use.

» Closed Door Pharmaciesre very specialized community pharmacies thatesgpecified
patient populations (e.qg., in skilled nursing homieensed home health care). They are not
open to the public for retail sales.

« Sterile Injectable Compounding Pharmaciesare very specialized pharmacies that compound
sterile injectable medications. Because of thethat such a route of administration poses,
annual inspections by the Board’s pharmacist inspeare required before license renewal or
issuance, and there are detailed requirementshibse pharmacies must follow. (As an
alternative to specific board licensure, these iplagies may be accredited by specified
agencies, but they must still follow California laancerning compounding.)

» Surgical Clinics and Community (or free) Clinicsallow a single drug supply purchased at
wholesale that all practitioners can use for patwane.

* Hypodermic Needles and Syringe Licensesell needles and syringes for use on animals
without a prescription. These entities are notrpiaeies.

* Wholesalersexist in three forms; drug wholesalers, brokensl @everse distributors.
Wholesalership and store prescription drugs and devicedigribution to pharmacies, other
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wholesalers and health care practitionddsokersbuy and sell drugs but do not take
possession of thenReverse distributorpick up drugs that cannot be sold (e.g., outdated
drugs) which have never been dispensed by pharmBigestruction.

Veterinary Food Animal Drug Retailers are specialized wholesalers that label and digeib
drugs prescribed by a veterinarian for use on asithat produce or will become food to
prevent drug residue in the food supply.

Nonresident Pharmaciesare pharmacies located outside California that stedication to
patients typically by mail or other common carifénail order pharmacies”).

Nonresident Wholesalersare wholesalers that ship drugs into Californiatteer licensed
wholesalers, pharmacies and licensed health cantifpners but not to patients.

Nonresident Sterile Injectable Compounding Pharma@sare pharmacies located outside of
California that compound medication for injectiardaequire a separate license to do so.

Pharmacistsare educated to be drug therapy experts, arenstgpe for dispensing and
compounding operations in pharmacies and may warkighing pharmacist care outside
pharmacies (e.g., clinical pharmacists in hosgitings or via chart review from a computer).

Pharmacist Interns are students in pharmacy school gaining the redypharmacy
experience needed for licensure as a pharmaciatedoreign- educated pharmacy school
graduates or pharmacists licensed in another staiteng the experience hours they need to
take the California licensure examination. Intemsst work under the direct supervision of a
pharmacist.

Pharmacy Techniciansare specially-trained individuals who assist pregists in
nondiscretionary duties in a pharmacy. They woritar the direct supervision of a
pharmacist, who is responsible for all their work.

Designated Representativeare specially-trained individuals who are not phacists and
who work in drug wholesaler facilities, overseetstribution and storage, and performing
specialized warehousing functions needed to stodedastribute prescription drugs.

Designated Representatives for Veterinary Food Anial Drug Retailers are specially
trained designated representatives who possesslg&iyed training regarding veterinary
drugs and dispensing components, and who cantaddication prescribed by a veterinarian
for use on an animal that produces or will becoonesl f

The Board outlines performance expectations fdid&nsing program in its strategic plan.
Specifically, the Board’s goals include: reviewmbapplications within seven working days;
processing all deficiency documents within five Wng days and; making a licensing decision within
three working days after all deficiencies are ocded. According to the Board, processing times for
its applications vary greatly due to the complexitghe application, the availability of knowleddp@a
staff to process, the number of applications reaeand the speed with which deficiencies are
completed. While the Board used to process masicapions in less than 30 days, the Board is not
currently meeting its application processing tinealg, in large part due to the state hiring fresze

9



an inability to fill vacant positions which creat@$acklog or work and delays in day-to-day acésit
For example, in November 2010, the Board had 00602harmacy technician applications awaiting
processing, the oldest of which had been receidadekeks prior. The Board attributes this to the
vacancy of two processing positions, one respoasdslcashiering application fees and the other
responsible for processing applications.

It is taking the Board over 75 days to processiagpbns from the date of receipt and significantly
more time to resolve any deficiencies identififithe Board states that it receives weekly calls from
unhappy applicants as well as others expressingecorabout delays and lost employment
opportunities stemming from long processing times.

Table 7a. Licensing Data by Type

Application Type

FY Clinics 54 2 69 14 75 21
Drug Rooms | *LiA 8] 3 *UtA 45 28

200011 Designated Representatives - 505 53 403 217 102 57
Designated Representatives - Veterinary 4 | 2 fid =) o4

Hospitals 42 3 40 ] 55 36

Hypodermic Meedle and 5yringe 13 5 12 10 115 46

Pharmacist Intemns 1,54 123 |,962 155 30 i

Licensed Correctional Facilities 2 0 | | 85 20

Sterile Compounding Pharmacies 39 Il 25 26 al 73

Nonresident Pharmacies 73 =] 63 43 153 70
Monresident Wholesalers 116 36 2l a2 148 120

Monresident Sterile Compounding 24 2 10 w | A 168 75

Pharmacies 298 20 266 34 73 7

Pharmacist Exams | 2,448 | +872 i A S0l 6% 28

Pharmacist Licenses |,532 0 1557 8] 35 7

Pharmacy T ici 11090 | 667 8,330 | 4388 11 62

Wholesalers 83 21 &0 53 110 59

Veterinary Food-Animal Drug Retailers | 0 | 18] 18] =]

Table zb. Total Licensing Data

Initial Licensing Data:

Initial Licensedlnitial Exam Applications Received 16,306 18429 13,229
* Initial Licenseflnitial Exarm Applications Approved 1,254 1,333 97
Initial Licenseflnitial Exarn Applications Closed 287 9344 1,852
License |ssued 12,251 15,2683 12,432
Initial License/Initial Exam Pending Application Data:
Pending Applications (total at close of FY) UrA ULA 3,694
Pending Applications (outside of board control)® LA, A 30910
Pending Applications {within the board control)® UiA, A, 2,603

Initial License/Initial Exam Cycle Time Data (WEIGHTED AVERAGE)
Average Days to Application Approval (Al -

79 122 72
Puverage Des to Application Approval ([ncomplete appications) 270 147 102
Average Dwys to Application Approvel (complete appications) 43 55 52

The Board has worked to implement efforts aimestraamlining the licensing process and reducing

overall processing timeframes. One example i€tlation as a consolidated “master file” for

businesses with five or more locations to redugadidative information required for each application
10



with common ownership structures. Other exampledgtempts to streamline the background review
of its applicants include: Conducting audits @& thigh school education of pharmacy technician
applicants; restoring pre-licensure inspectiongpftarmacies; opening inspections for wholesalers
and; pursuing regulations to have the ability fguiee certain applicants (pharmacy technicians,
pharmacists and pharmacist interns) to providdfegsery report from the National Practitioner Data
Bank/Healthcare Integrity and Protection Data BE&WRDB-HIPDB) as a condition of licensure which
will provide the Board complete background inforroatbefore making a licensing decision.

Education, Experience,andExamination Requirements

License Class Requirements

Education: Degree from a college of pharmacy or department of a
university with | 50 or more semesterunits of study and at leasta
Pharmacist Bachelorof Science degree in pharmacy, AMND

Experience: |, 500 hours of practical experience earned under the
supervision ofa pharmacist, AMD

Examination Requirements: Pass the Morth American Pharmacist

Education: Must he currently enralled in an accredited school of
Ehafracist pharrnacy or have saticfied the education requirements spedied to

Intern becorne a pharmacst orifa foreign graduate, rust be certiied by the

(Nonrenewable) national Foreign Pharmacy Graduate Examination Committee

A graduate of high school or possession of2 GED AMD

| AnAd degreein pharmacy technology
Pharmacy
2. Completion ofa technician training program

AT 3. Graduation from a school of pharmacy, ©R

4 Certiication by the Pharrracy Technidan Certiication

Education® & graduate of high schoolor possession ofa GEDand

Designated commpleton o training in fve areas, or eigble 10 mke the Califoraiz

pharmacist licensure examination, ARD
Representative

Experience: One year paid experience in the distributionof

Education: & graduate of high school or possession of GED and
campletion of training in five areas AMD

| Specialized training for 240 hours,
Designated
2. Registration as a veterinary technician,

Representative

3. Bigible to ke the California pharracsts or veterinarian's
- Food Animal

exams, OF
Drug Retailer

4 ¥Worked |,500 hours in 2 licensed veterinary refailer's

An applicant must satisfy all requirements spedifielaw before a license is issued and the Boasd h
multiple processes it uses to secure informatiautlpplicants to confirm their eligibility for
licensure. Examples include receipt of originabdgint transcripts for applicants directly from salsp
license verifications directly from other licensiagtities, and certain certified or original docuntse
verifying other licensing components from the apguhit. Out-of-state pharmacist applicants are
subject to the same examination and licensure reaeints as those in California while foreign-
educated pharmacists are required to be certifretido Foreign Pharmacy Graduate Examination
Committee (FPGEC) before being issued an internnpheist license or becoming eligible to take the
pharmacist licensure exam.
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In addition to meeting educational and experiercgiirements, an applicant for licensure as a
pharmacist must take and pass both the North AsreiRharmacist Licensure Examination
(NAPLEX) and the California Practice Standards dmdsprudence Examination for Pharmacists
(CPJE). The National Association of Boards of Rty (NABP) develops the NAPLEX exam
which is the national examination for licensureaggharmacist now used by all states. The CPJE
exam is developed by the Board to assess Califspeaific laws, patient consultation and other sirea
of California pharmacy practice not tested by tRPNEX. Both the NAPLEX and CPJE are offered
on a continuous basis and administered only viapten-based testing at locations nationwide.
Additionally, as part of the exam score transfercpss for the national pharmacist exam, the
pharmacist’s licensure status in all states wherertshe is already licensed is provided to ther@oa
by the NABP.

The Board conducts criminal background checksla@dlicants at both state and federal levels by
requiring the submission of fingerprints to theif@ahia Department of Justice (DOJ) and the Federal
Bureau of Investigation (FBI). The Board has biegerprinting pharmacists since the late 1940s.
The Board also conducts a criminal background cloecthe top five owners and designated managers
for all site license applications. Additionallipetre are specific questions, which are answeredrund
oath, on all applications that require self- rejpgrand descriptions of any arrest or convicticell

as previous or close association to someone wibhn giscipline by any regulatory body. Applicants
who self-report either a criminal conviction orgordiscipline by a regulatory board are required to
submit documentation describing the action andliuéisa. If the Board is unable to obtain this
information from the applicant, the Board workstdlect this information and reviews it before
making a licensing decision. An applicant whodad self-report these actions may be denied
licensure on the grounds of falsification of anlaggtion. According to the Board, regardless of
whether a prior incident is self-reported or idéati from a fingerprint background result from the
DOJ or FBI, the application is referred to the Bbaenforcement unit for a thorough investigation
before a licensing decision is made.

The Board relies on the Accreditation Council flaPmacy Education (ACPE), the sole accrediting
body for pharmacist education in the nation, fqurapal of schools of pharmacy. The board accepts
this accreditation and a Board member attends badrees accrediting and reaccrediting visits by
ACPE at California schools of pharmacy. Howevee, ACPE does not grant full accreditation to a
new school of pharmacy until the school graduatesrst class of pharmacists which can take ag lon
as four years. In these situations, the Board apgyove schools of pharmacy for the limited purpose
of issuing intern licenses to applicants from sd¢hdloat are undergoing, and on track to receivé, fu
accreditation by the ACPE.

Of all Board licensees, only pharmacists are stltigea continuing education (CE) requirements as a
condition of license renewal. Pharmacists areirequo complete 30 units of CE every two years,
completion of which is acknowledged via self-céctition on the renewal application. The Board has
dedicated CE as a way to ensure all pharmacisémokhowledge in a specific, crosscutting area, for
example emergency response or drug abuse. Pemdjulgtions will allow CE credits to be received
by licensees who successfully pass the examinatamnistered by the Commission for Certification
in Geriatric Pharmacy.

Pharmacists are required to retain their CE conapletertificates for four years. To ensure that
pharmacists fulfill their CE requirements, the wbeandomly audits renewal applications. If a
pharmacist is selected for audit, he or she idiadtin writing and must submit copies of CE
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completion certificates to the Board. The Boarddiated 744 CE audits in the prior four fiscal gear
with 94 pharmacists failing the audit because ttmyld not provide full evidence of completing 30
units of CE.

The Board has publicly discussed how to ensurdraoed competencies for pharmacists during
Licensing Committee meetings and Board meetindse Board has reviewed documents from the
Citizens Advisory Council and comments from DCAtbis issue and has volunteered to participate in
testing and deployment of an assessment beingafmeby NABP, the Pharmacist Assessment for
Remediation and Evaluation.

Enforcement

The Board’s enforcement activities are the corigsofonsumer protection mandate and are supported
by the majority of its staff and resources, witlarg 75 percent of its positions dedicated to
enforcement functions. From 2008/09 through 201,0ie Board:

* Closed investigations on 9,445 licensees.

» Referred 907 licensees and applicants for formsadigline.
» Cited and fined 3,836 licensees.

» Collected $3,656,704 in citation and fine revenue.

* Revoked or accepted surrender of 341 licenses and.

* Placed 150 licensees on probation.

The Board has adopted innovative programs and gradrwith other law enforcement agencies on
investigations that may involve criminal elementhe Board has 11 major enforcement programs:
Complaint Investigations; Inspection Program; Ine¢lPharmacy Sales; Drug Diversion and Audits
Program; CURES; Probation Monitoring; AdministratiDiscipline Program; Citation and
Fine/Letters of Admonishment Program; Criminal Cietiens and Arrests Investigation Program and;
HIPDB Reporting Program.

The Board also has a Pharmacists Recovery Prog?RM)( The PRP is a monitoring program that
allows pharmacists and pharmacist interns whoseetance may be impaired due to alcohol or drug
abuse or mental iliness to seek treatment, sodsrtbey comply with specific and closely monitored
requirements, such as abstinence verified by freig@mdom drug testing and attending group
meetings. Where appropriate, the licensees aye@dl to practice under specific, controlled
conditions with supervision, so long as abstinaacraintained. A contracted vendor (MAXIMUS)
provides many of the treatment and monitoring seibut the Board also monitors participants en th
program as well. Participants pay for the costthe$e services, absent a monthly administratiee fe
to the program vendor that is paid in part by tloar.

The Board does not stop investigations of pharneeisd pharmacist interns who enter the program
voluntarily. It is not unusual for people to haween in the program and be fully compliant, and yet
still disciplined for the underlying acts. Failuefollow the treatment contract results in theaRb
seeking revocation of the pharmacist’s or intelicense regardless of whether a licensee enters the
program on probation while under investigation by Board or voluntarily. The Board is currently in
the process of implementing the “Uniform Substaflbase Standards” adopted by the Substance
Abuse Coordination Committee.
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According to the Board, its greatest tool in parforg the broad range of investigations and
inspections required to regulate such a diversm$img population is its licensed pharmacist
inspectors. These investigators work from homees$fthroughout the state and perform random,
unannounced inspections to detect violations, iny&® complaints, monitor probationers, educate
licensees about Pharmacy Law requirements, seregpast withesses in disciplinary hearings and
identify violations and issues that non-pharmagisay not be able to identify. The Board’s
enforcement program also has non-pharmacist $tafffperform desk investigations and duties that do
not require the knowledge of a pharmacist.

The investigation process typically starts withomplaint and a major source of complaints is from
the public. After evaluation and assignment, tentified pharmacist investigator conducts an
investigation and completes a written report theaduinents the findings of the investigation and
identifies the appropriate violations of Pharmaeyl All investigation reports are reviewed by a
supervisor to ensure the Board’s investigation @ssdias been completed appropriately before a
recommendation is made on how the case shouldbectl| Investigations of applicants or licensees
triggered by a criminal arrest or conviction notiokow the same general procedures detailed above,
but the investigation work is completed by non-phaeist staff. Until January 2009, the Board lacked
dedicated personnel to investigate the majoritthefarrest and conviction notifications receivehir
DOJ. To ensure the thorough, complete and expediegiew of convictions and arrests of Board
applicants and licensees, the Board establishathar@l Conviction Unit in 2009 to investigate aste
and conviction information received regarding Bolézednsees and applicants. Of the 7340
investigations the Board opened during the lagtetliiscal years, 39 percent were opened based on a
criminal arrest or conviction notice received by DQDf the remaining investigations initiated,
consumer complaints accounted for 31 percent. Bidagd also investigates violations such as
medication errors, failure to provide patient cdtaion, cleanliness of pharmacies and outdated
medications that are not quarantined and possibly Ime dispensed.

The Board has established performance targetssfenforcement program of: 90 days to complete
desk investigations; 120 days to complete fielgesgtigations; and, 180 days to close all invesiyesti
At the end of FY 2010/11, the Board was completinty 36 percent of its desk investigations within
90 days; 37 percent of its field investigationshwit120 days and; closing 60 percent of all
investigations within 180 days. The Board attrdsutlelays in enforcement to a number of factors
including the current state hiring freeze and staffancies, a reduction in operating expenses and
other mandatory budget reductions. The Board’kdsgvacancy rate is among its inspector staff
which directly correlates to longer investigationgs.

Among the enforcement tools used by the Board\otig an investigation are the issuance of a
citation, citation and fine, or letter of admonigtmh The Board first initiated the use of cita@nd
fines in July 1995. These actions are pursued wneriolations are not serious enough to warrant
referral to the AG for formal discipline. Citati®and fines are used as a means to educate thedece
about Pharmacy Law, ensure compliance, and tothate violation has occurred. Letters of
admonishment are issued by the Board to acknowladgmor violation that does not warrant
issuance of a citation and fine or referral focghBnary action.

In the last 4 fiscal years, the Board issued 45&@ians and fines and held 1464 informal office
conferences for citation and fine cases. As ates$the office conferences, 501 were affirmed? 59
were either dismissed or reduced to a letter ofadshment and the remaining 343 were modified in
some way. The Board issued 754 letters of admoreshduring the last four fiscal years. During
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that time, 60 were contested at an informal ofioeference. During the last 4 fiscal years, tharBo
referred 197 citation and fine appeals cases té&\@¢o proceed with a request for hearing on the
matter. Only 23 cases have completed the appeatgs. Of the 23 appeals completed, the average
original fine was $3,085; the average fine was ceduo $1,265 following the appeal, typically
stemming from a stipulated settlement and not alre$ a hearing.

The Board has established performance targetssfoitation and fine and letter of admonishment
activities of; 30 days to issue all citations am#$ and 30 days to issue all letters of admonisihme
At the end of FY 2010/11, the Board was issuingp8@ent of all citations and fines within 30 days
and 97 percent of all letters of admonishment wi0 days.

The most egregious violations of Pharmacy Law aferred to the AG to pursue administrative
discipline. The range of outcomes for such discgis a letter of reprimand to revocation of the
license. Subject to judicial review, the Board ttesfinal authority over the disposition of

its cases. The Board has established performangets for its administrative case activities of:

30 days to submit petitions to revoke probationeomen-compliance with probation terms have been
substantiated and 365 days (excluding Board inyatstin time) to achieve 100 percent of case
closures on administrative cases. Atthe end o26¥0/11, the Board was submitting 100 percent of
all petitions to revoke probation within 30 dayslatosing 48 percent of its closures within the one
year timeframe.

According to the Board, there has been a significarease in the number of disciplinary cases
referred to the AG since the last Sunset Reviewosed the last three fiscal years. At the timéhef

last Sunset Review, the Board referred 148 cast®tAG. In comparison, the Board referred 340
cases to the AG in FY 2010/11, an increase of E36gmt. In FY 2008/09, the Board referred 206
cases to the AG, and in FY 2009/10 the Board ree840 cases, a 65 percent increase. From 2008/09
through 2010/11, the Board referred a total of &&8es to the AG and has filed 701 accusations and
statements of issues, and has taken disciplingigracanging from probation to revocation, on

492 licensees.

The largest growth in AG case closures involvesiicral conviction violations. In 2007/08 such cases
represented 24 percent of the administrative daseies, compared to 2010/11, where 55 percent of
the cases closed were as a result of criminal ctiowiviolations. The Board attributes this to the
increasing number of subsequent arrest notificattbe Board receives from DOJ regarding new
arrests and convictions of licensees. The Boal i@ports changes in the profile of cases at tAs A
Office; for example, in 2007/08, 61 percent of tases closed were related to drug diversion
violations and of those cases, 41 percent werenmdayr technician respondents and 47 percent were
pharmacist respondents. The 2010/11 statistios #fat 19 percent of the cases closed were related
to drug diversion violations but of those, 64 petogere pharmacy technician respondents and

22 percent were pharmacist respondents.

(For more detailed information regarding the resiities, operation and functions of the Board
please refer to the Board’s “Sunset Review Repatil2 This report is available on its Website at
http://www.pharmacy.ca.gov/publications/sunset_20dfl.
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PRIOR SUNSET REVIEWS: CHANGES AND IMPROVEMENTS

The Board was last reviewed in 2002-03 by the Joagislative Sunset Review Committee (JLSRC).
During the previous sunset review, the JLSRC raBlesues. The final recommendations from
JLSRC contained a set of recommendations to adtlress issues. Below are actions which the
Board and the Legislature took over the past 9sygaaddress many of the issues and
recommendations made, as well as significant cleatwthe Board’s functions. For those which were
not addressed and which may still be of concethiofCommittee, they are addressed and more fully
discussed under “Current Sunset Review Issues.”

In November, 2011, the Board submitted its requen@aiset report to this Committee. In this report,
the Board described actions it has taken singarids review to address the recommendations of
JLSRC. According to the Board, the following aoeng of the more important programmatic and
operational changes, enhancements and other imppiacy decisions or regulatory changes made:

» Electronic Pedigree
The Board has assumed a significant national Isagerole in the area of preserving
prescription drug integrity through its advocacyponsoring and securing legislation to
require electronic pedigrees for all prescriptioadication dispensed in California after July
2017. Once in place, the requirements will malk®fficult for drugs that have been
counterfeited or adulterated to enter the suppiirchAdditionally, pharmacies and
wholesalers will have substantial difficulty in abting drugs from unlicensed sources without
detection. E-pedigree allows patients and presisito have greater trust that they are
receiving quality medication from California phareies and wholesalers.

» Recall System Leadership
The Board took part in recognizing and identifythg failure of a recall system intended to
ensure removal of recalled medications from hokspitln 2008, during a period within which
five major recalls of the drug Heparin occurred amate than 80 deaths were linked to use of
the recalled drug, the Board initiated inspectioh€alifornia hospital pharmacies, where this
drug is widely used. While initially expectingfiod unlicensed activity and perhaps
counterfeit heparin due to the shortage and sktonl prices, the Board instead quickly
identified recalled Heparin still in patient careas in hospitals. Recognizing a potential
public health emergency, the Board inspected &llE2nsed hospital pharmacies in California
and found recalled Heparin still in 94 of them.eToard cited and fined the hospitals and
then worked with the California Department of Palliealth (DPH), federal Food and Drug
Administration (FDA), associations, hospitals am@nacists to ensure that drug delivery
systems in hospitals were improved to prevent ked¢arugs from remaining in patient care
areas. Based on the Board’s work, emphasis wasglan the need for better recall
management within health care systems and ensdissgmination of information about
recalls to all licensed facilities immediately viee Internet.

» Partnership and Joint Investigations
Through the Board, California was the first stat@artner with the federal Drug Enforcement
Administration (DEA) to co-host day-long seminaws pharmacists on knowledge they need to
stop drug diversion of controlled substances fraathif@nia pharmacies. This is particularly
important and timely given that prescription drigise is now responsible for more deaths
than automobile accidents, and drug diversion fpii@rmacies is a growing problem.
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The Board also partners with a number of other eigsrio secure public protection in matters
where there is mutual jurisdiction. The Boardusrently working on joint investigations with
the California DPH, the California Department ofdith Care Services, DOJ, DEA, FBI, FDA,
local district attorneys and local police and stferi

Unlawful Purchase of Prescription Medicine

The Board led the way for California to becomefirst state to aggressively deal with the
unlawful purchase of prescription medication via thternet by using its statutory authority to
fine pharmacies $25,000 per prescription for supglylrugs without a prescriber-patient
relationship.

Mandatory Ethics Counseling

California became the first state to mandad¢ pharmacists complete a structured 22 hour
ethics counseling program for violations inwng ethical lapses as one provision of their
discipline.

Consumer Qutreach

The JLSRC asked what the Board does to educafuthie of its existence and role. Today
the Board’s Website has grown as a way to bett@muenicate with the public and the
profession on important issues and contains sutisligrmore information than ever before.
Over the past three fiscal years, the Board hasaged over 500,000 hits per year, double the
number reported in the last Sunset Report. ThedBpasts a significant amount of
information about licensees on its Website, inalgdrerification information about licensees,
consumer materials like fact sheets and tips cogaiwide range of topics to educate the
public about health and pharmacy specific infororaind public meeting schedules and
agendas. The Board has also developed videosbladnline that detail the problem with
medication errors and how patients can prevent tlasmwvell as how to safely purchase drugs
over the Internet. The Board is also exploring liomight leverage social media like
Facebook and Twitter to disseminate informatioth®public, as well as the possibility of an
application that could be downloaded onto smarnpkar tablets to allow consumers to access
information about a licensee, even at the poirtaoé.

Expanded Use of Citation and Fine
Over the years the Board has expanded its use @ftdtion and fine program to address
compliance issues involving board licensees.

Innovative Solutions

In response to a purchasing restriction severakyago, the Board transitioned to paperless
meeting packets for its members as a way to coasesources. This one change has resulted
in almost $20,000 savings in two years in mateaals postage expenses, and saved even more
in labor costs. In January 2005, the Board estabtl a service to notify anyone who is
interested in receiving e-mail alerts about majuiates to the Board’'s Website, allowing the
Board to immediately contact licensees to alenntladout drug recalls, emergency response
issues and other items and creates a link to leEn®r immediate information dissemination

at no cost. This service became mandatory in 2@1ién all licensed premises were required to
join the subscriber alert system. Email alerts atslude information related to the
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implementation of regulations, publication of Boaelvsletters, releases about public meetings
and questions and answers about new laws and adtan Board meetings.

Completion of Major Studies and Publications

Since the last Sunset Review, the Board has coatpteimprehensive reviews in several areas
that impact the board’s operations or pharmacdutan@. The results of these reviews were
generally incorporated into public reports. Adulially, the Board now publishd@he Script
newsletter two times a year, much more frequehtiy tit was during the previous Sunset
Review. A few examples of studies and reports are:

0 A Job Analysis Study of California Pharmacistenpleted in 2005 and 2009/10 to
determine necessary updates to the CPJE exam.

o Emergency Response Policy Statendentloped during 2006-2007 to ensure that
patients will receive their needed prescription io&iibn during times where
normal pharmacy services may be disrupted. Thedamergency response
policy for pharmacies and wholesalers has beenemted by the Department of
Public Health as a model for other professions.

0 Health Notes- “Alternative Medicines” and “Drug Therapy Considtions in
Older Adults” served as a comprehensive meansHarmpacists and other health
care providers to share important information gnads of importance to their
patients.

o0 The Scriptnewsletter has been published sixteen times Siaceary 2002,
providing an important method for the Board to caimimate with licensees. The
articles are updates on pharmacy laws and regofatamswers to questions
frequently asked of the Board as well as best jmes:t

o E-Prescribing of Controlled Substances — Guidelifmes®harmacies and
Prescriberssummarizes complex and detailed federal requirésrfenthe
e-prescribing of controlled substances and predkatsaterial in a comprehensible
format.

Implementation of DCA’s Consumer Protection Enforcenent Initiative (CPEI)

The Board used CPEI as an opportunity to evalisitenforcement systems to achieve time
savings in its investigations making several irdkoperational changes, such as assigning
cases online and conducting mail votes electroyicdlhe Board also dedicated an associate
analyst to perform initial case analysis and revéed pursued legislative changes to identify
statutory barriers that delay investigations arsgigiine. The Board now requires pharmacies
to report any evidence of a licensee’s theft orampent within 14 days, submit information
about drug loss from the pharmacy within 30 days$ @mohibits a nonresident pharmacy from
allowing a pharmacist, whose license has been ez/okCalifornia, from providing
pharmacist-related services to Californians.
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Change of Board Composition and Membership

The Board was previously comprised of 11 membepspiessional members and 4 public
members. In 2004, the Board composition was chiitggadd 2 public members; both
appointees of the Governor.

» Standing Committees Meet Reqularly and Provide Pulit Notice of Meetings
The JLSRC was concerned about the establishmddand standing subcommittees, the
composition of these committees and whether mendfehe public were provided
opportunities to comment at these meetings. Trerdoow has committees comprised of at
least four members, each of which holds public mgstwith multiple opportunities for public
comment.

CURRENT SUNSET REVIEW ISSUES

The following are unresolved issues pertainindi®Board, or those which were not previously
addressed by the Committee, and other areas oéoofmr this Committee to consider along with
background information concerning the particulsues There are also recommendations by the
Senate Business, Professions and Economic Develagboenmittee staff which have been made
regarding particular issues or problem areas whesgd to be addressed. The Board and other
interested parties, including the professions, Hmeen provided with this Background Paper and can
respond to the issues presented and the recomnarsdat staff.

BOARD ADMINISTRATION ISSUES

ISSUE #1: (QUORUM PROBLEMS.) The Board currently has vacancies that may result in
an inability to conduct business due to a lack ofuiprum. What is the impact, if any, of the
change in Board composition from 11 to 13 members?

Background: The Board currently has three pharmacy member waesrappointed by the
Governor, which may result in an inability to cortibusiness due to a lack of a quorum. While
meetings have not had to be cancelled becaustok af quorum, on occasion, action items before
the Board must be delayed for a period of timerdumeetings until there is a quorum present. A
recent example occurred on September 7, 2011, tileeBoard was unable to take action on an
agenda item for over an hour while awaiting thévalof two board members.

Staff Recommendation: The Board should explain whether it believes tlgatorum problems for
the Board will continue to exist and has the Depawnt and Agency been informed of the effect of
vacancies which currently exist on the Board. TBeard should also explain whether changes in
the composition of the Board since the last sunsstiew has improved the overall operation of the
Board.
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ISSUE #2: (BUDGETARY PROBLEMS.) During the last Sunset Reriew, JLSRC was
concerned about the Board’s consistent overspending its AG budget. It appears the Board
exceeded its AG budget by $697,250 in FY 2010/1Does the Board have the resources and
revenue it needs to conduct its business and mett statutory mandates?

Background: According to the Board, during the last Sunset Bevperiod the line item for its AG
budget was insufficient to cover all of the legahsces the Board needed, particularly with an
increase in the number of licensees disciplineth gaar. The Board stated the lack of AG funding
was a problem that had been growing for a numbgeafs and that the Board had made repeated
attempts to obtain an augmentation to its AG buddgis is still a problem for the Board. The
Board’s AG expenditures continue to grow, as ergorent remains a Board priority, and in

FY 2010/11, the Board overspent its AG budget bgelto $700,000. While the Board has yet to
curtail its administrative cases, staff watches thosely to determine if these costs must be someh
augmented.

Another problem the Board has is that its authdrezgpenditures continue to exceed estimated
revenue. The Board has not yet had a deficit tstiaan its overall financial condition, but becausf
budget restrictions (such as hiring freezes, treagictions and operating expenses reductions)
imposed on state agencies, the Board has not Usgfdta authorized expenditures. Additionally,
unpaid loans to the general fund from special fentities deplete resources and the Board has been
impacted by this as well. The Board anticipates #mother fee increase may be necessary in 2815, a
the Board’s fund is projected to decline over tbgtriew years.

Staff Recommendation: The Board should outline its plans to address bethyy challenges.

LICENSING AND ENFORCEMENT ISSUES

ISSUE #3: (NEED FOR STATUTORY REPORTING REQUIREMENTS.) Is the Board
receiving important information about its licenseepopulation ?

Backaround: Current law, the Business and Professions CodedBe2@0 series provides several
reporting mandates to assist licensing boardsatepting consumers from licensees who have had an
action taken against them in which there may bettéesnent or arbitration award, employers may have
disciplined the licensee and either altered theirkplace privileges or terminated their employment,
or they have committed a criminal act. The Boaades that it does not believe that it is receiving
reports pursuant to the requirements of the Se&@énseries. In an effort to educate licensees and
others responsible for reporting, the Board haswmarticles in its newslettdihe Script most

recently in 2010, and has also discussed thesetigpoequirements during board meetings.
According to the Board, it is currently continuirig education efforts in this area in the hopes to
achieve better compliance with these reportingirequents, and as recently as this January, mailed a
letter to all pharmacy headquarters, about 60 péfecommunity pharmacies, reminding them about
their reporting obligations.

Staff Recommendation: The Board should provide an update on its receptreports about its
licensees and how an influx of Section 800 repontsuld be absorbed in its enforcement staff
workload.
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ISSUE #4: (PROOF OF INTERN HOURS EARNED.) Would it be more efficient for the
Board to receive out-of-state intern hour verificaton directly from the state licensing board,
rather than rely on the Board staff to verify hours?

Background: Pharmacy law requires pharmacist exam applicargghlmit proof of intern hours
earned. Hours must be certified under penaltyegjupy by the supervising pharmacist or pharmacist-
in-charge in the pharmacy where the intern expedewas obtained. According to the Board, this
requirement imposes a record-keeping burden fantegraduates from out-of-state seeking licensure
in California who, until they apply for licensune California, may not be aware of the requirements
for obtaining signatures of pharmacists in the ptzaies in which they have earned intern hours.

The current method of verifying intern hours earpatside of California requires Board staff to feri

the intern pharmacist’s licensure status as weathadicensure status of the supervising pharmacist

As California relies on other state licensing éegito provide enforcement, disciplinary, and |meme
verification, accepting intern hours from anotheehsing board seems in line with current methdds o
obtaining reliable information while reducing hangsfor the applicant as well as the application
processing time. Revising Pharmacy Law to allogvBloard to accept hours earned in other states and
reported by other state pharmacist licensing agsnuoiay reduce the length of time it takes to verify
such hours without compromising the integrity o tequirement.

Staff Recommendation: The Board should explain how other states verifgarn hours for out-of-
state licensees. The Committee may wish to graatBoard statutory authority to accept transfer of
intern hours, if they have been verified by anoth&ate, directly from a state board of pharmacy.

ISSUE #5 (UNLICENSED ACTIVITY AND THE UNDERGROUND ECONOMY )

What can the Board do to curb unlicensed activity ad ensure the quality of prescription drugs
received by California consumers and patients? Whampact do drug shortages have on this
behavior?

Background: The selling of pharmaceuticals in an undergrourahemy, often by unlicensed
individuals, can have serious impacts on pharma@dare, the quality of the supply chain and can
contribute to the rising problem of prescriptiomgliabuse. In the area of pharmacy, Internet drug
sales are the prevalent form of unlicensed activ8pme consumers look to the Internet as a way to
obtain prescription medications at lower costs hawut obtaining a prescription. Unfortunately ngan
of these Website “pharmacies” are operated bynetetrug dealers as opposed to legitimate health
care providers. According to the NABP, more th&rp8rcent of all Internet “pharmacies” are
unlicensed and operate illegally. NABP has asskesger 8,400 Internet drug outlets selling
prescription medication and found that 96.2 pereeatoperating illegally and out of compliance with
state and pharmacy laws and practice. Eighty-enespt (6,808) do not require a valid prescription,
3,700 (44 percent) offer non-FDA approved drugs0@,(25 percent) are located outside of the U.S.
and ship illegally to patients inside the US. Ltéwdt 4 percent of the websites appear to be ifegig
prescription drug outlets. The World Health Orgation estimates that over 50 percent of all drugs
purchased via the Internet from outlets that colntbesr actual address are counterfeit or aduléerat
Worldwide counterfeit drug sales are increasingeatrly twice the pace of legitimate drug sales.
Counterfeit drugs have the potential to harm p#dignth inaccurate or inconsistent dose levels or
contaminated or toxic substances and deprive patdrife saving medications. Ease of acceshéo t
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products over the Internet contributes to the itistion of counterfeit drugs, as they are availdable
almost anyone worldwide.

The Board investigates complaints it receives fommsumers and the industry alleging unlicensed
activity by Internet pharmacies. Until recentlgtBoard had staff dedicated to identifying unlieshs
Internet pharmacies and conducting investigatidtewever, the Board reports that because of staff
resource limitations and complications with reskewg offshore website ownership, the Board
stopped these investigations and refers these tfpmsnplaints to the FDA. In recent months the
Board began referring cases to DCA’s Division ofdstigation (DOI) to complete undercover
purchases from domestic operators. Although thsill relatively new, DOI has completed three
such buys for the Board.

A second emerging area of unlicensed activity ixlpasing drugs for pets from unlicensed Internet
veterinary pharmacies. Driving this behavior agegwners seeking to reduce the cost of medications
by going online without a prescription to obtaimgls for their pets. The Board has issued cease and
desist notices and issued citations to these undazentities, but to secure prosecution they nelyst

on local district attorneys’ offices. To date sthias not resulted in any criminal prosecution.

In addition to unlicensed activity, the Board s$ateat Medi-Cal fraud is rampant in some areas.
Unscrupulous operators seek pharmacy licensureder ¢o obtain a Medi-Cal provider number and
then in turn do not conduct any legitimate businbas submit fictitious claims for large
reimbursements from Medi-Cal, often closing therptecy after receipt of the payment. The Board
states that it has reinstituted opening inspectionaew pharmacies to identify individuals who are
not seeking a license for legitimate purposes.

Staff Recommendation: The Board should describe its public education agaforcement efforts to
combat unlicensed activity and other challengeshelBoard should address how unlicensed activity
is impacting enforcement staff workload.

ISSUE #6 (EFFECTIVENESS OF THE BOARD'S SUBSTANCE ABUSE RECOVERY
PROGRAM.) How effective is the Boards “PharmacisRecovery Program” (PRP) and have
“Uniform Standards” been adopted for this program? Should the PRP be audited to determine
its effectiveness and efficiency. Should the Boambntinue to maintain and operate its own
Diversion Program?

Background: In 1985, the Board sponsored legislation that megluthe Board to develop a
Pharmacist Recovery Program ( PRP) . This progdamtifies and rehabilitates chemically dependent
or mentally impaired pharmacists or interns. Thleayal process requires evaluating the nature and
severity of the chemical dependency and/ or meliaks, developing a treatment plan and contract,
monitoring participation, and providing encouragetrend support for the successful completion of
the program; typically in three to five years.

According to the Board, the program fulfills twestinct purposes; the PRP serves as a diversion
program to which the Board may refer pharmacistkiaterns either in lieu of discipline or in additi

to disciplinary action. The PRP is also a conft@drsource of treatment for pharmacists and irgern
who may enter the program on a voluntary basisvdtitbut the knowledge of the Board. Regardless
of the type of referral into the program, all peigants are afforded the same treatment opporésriiti
the PRP. The Board states that the PRP ensutdg#msees afflicted with mental iliness or cheahic
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dependency receive the treatment and the rehaioitittand monitoring) they need to return to normal
and productive work.

Board policy is to speed the entry into the PRRaathan wait until the completion of an investigat
by informally referring pharmacists during the csriof an investigation. However, the pharmacist or
intern must voluntarily contact the program andeargd an intake evaluation and assessment. This
early intervention assists the licensee in begiphiis or her recovery, and results in the pharmacis
intern receiving treatment and being monitored w/thle case is being investigated.

The Board of Pharmacy uses a Pharmacy Review CaoeanfPRC) to review and determine the

proper treatment for all participants. The PR€amprised of the assigned clinical case manager fro
the contracted employee assistance program prowadevell as one Board supervising inspector and
one Board manager who are both trained in druggrétion and the treatment of substance abuse, as
required by Business and Professions Code Secsioh. 4The PRC meets monthly to discuss
participants’ treatment contracts, compliance amkasment notes as well as to review any participan
requests. Each participant’s treatment contradtcampliance are reviewed on a quarterly basis by
the PRC. However, participants’ treatment consratay be reviewed more frequently if needed based
upon a participant’s request or because of comgiassues.

Regardless of the method of initial referral irtte program, the treatment contracts of all paricip
are monitored by the PRC, except the clinical caarager and the Board manager review the self-
referral participants’ performance, ensuring thef@ntiality of these participants as required by
statute. In the event that any participant is degto be a threat to him or herself or to the mitkie
contractor is required by law to notify the Boafthe Board states that this notification ensuras th
the Board’s public protection mandate is met.

Most treatment plans are five years in length.ti€@pants are required to pay for the costs ofrtbain
treatment as well as the costs of random biologload testing (both hair follicle and urine testarg
performed for all participants).

A typical treatment contract for a substance almusedual diagnosis (substance abuse with a
mental health diagnosis) participant includes: daaory attendance at AA meetings (12-30 meetings
per month, and typically 30 meeting monthly inii| attendance at health support group meetings
(one to two per week), biological drug testingtially at least 52 times annually, submission of
monthly self-reports, and sometimes participatiomdividual therapy or other types of support
groups. Periodic assessments by independent alirs@lso are completed on participants at the
direction of the Board. Additionally, participa®rking in the field of pharmacy must have a work-
site monitor in place who is approved by the Baahtse function is to monitor the functioning of the
participant on a continual basis, provide montlelyarts to the program, and notify the program
immediately of any suspected use or irregularity.

Specially trained board inspectors also make pe&riadits to PRP participants’ worksites and
meet to discuss pharmacy practice issues as wetlagety. The Board uses this information to
validate information provided by the contractomas| as to evaluate the contractor’'s performance.

Participants who are terminated from the progranfdibure to derive benefit or noncompliance are
immediately referred to the Board’s EnforcementtWion investigation and referral to the Attorney
General’s Office for expedited formal disciplineedio the imminent danger to the public of such
individuals continuing to practice.
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The Board provided in its 2002 Sunset Review Rejherfollowing table regarding the costs, number
of participants and successful completions of RPP

Pharmacist Recovery Program: FY 98/99 to FY 01/02

FY 98/ 99 FY 99/ 00 FY 00/ 01 FY 01/02 Total
Total Program Contract Costs $ 65,648 $ 76,684 $ 63,268 $ 81,155 $ 249,494
Total Participants 54 57 56 63 232
Successful Completions 7 8 9 10 34
Unsuccessful Completions 4 4 6 5 19
Not Eligible/Not Appropriate 2 2 4 1 7

The table below provides more recent informatiamfithe Board in its current Sunset Report
regarding the costs, number of participants andessful completions of its PRP.

Pharmacist Recovery Program: FY 08/09 to FY 10/11

FY 08/09 FY 09/ 10 FY 10/11  Total

Total Program Contract Costs $156,133 $ 165,688 $ 168,050 $489,871

Total Participants 79 72 72 223
Successful Completions 15 11 12 38
Unsuccessful Completions 10 17 11 38

As the two tables indicate, for a period of at le&ven years there have been at least 455 partisip

in the PRP and 72 successful completions, whichiresg|three to five years of counseling, attendance
at meetings or group meetings, drug testing, asgipty work-site monitoring, and an alcohol or drug
free rehabilitated lifestyle. Basically the succeste, if you can call it that since it is onlyn@asure of
those that successfully complete the program, psaqimately 16% of those total participants in the
program at any one time. Reasons for initial pgréition in the program and successful completion
seem to vary. Itis unknown, however, of thosé sliacessfully complete the program whether or not
they recidivate. The costs of providing the PR2r@most doubled since FY 01/02.

The use of a “Recovery Program” or a “Diversiondgfamn,” as it is more frequently called is unique
for this Board and six other health boards undeDEA. Rather than discipline the practitionertwit
substance abuse problems, the Board allows theratlseto enter a Diversion Program to try and
address their problem. The Board’s position is @h@mpassion to the affected pharmacist, since it
attempts to allow them to work on curing the prablbey have without being disciplined by the
Board. (It should be noted, however, that thosprobation have been disciplined, but a suspension
or revocation of their license may be stayed wthgy participate in the program.)

In contrast, other health related boards, sucha8bard of Psychology and more recently the
Medical Board, have no such programs. For thosedso substance abuse, like other problems, can
be a cause for ordinary discipline, and is notté@dy a separate disciplinary (or, in the cashef
Board’s Recovery Program, non-disciplinary) systdRather, each licensee’s case is reviewed on its
own merits, and discipline imposed, or not, acaughi.

By allowing substance-abusing pharmacists in regotecontinue in practice, there is obvious
potential for danger to the public. Substance alsis disease that is especially subject to biakg|
as virtually every responsible recovery programmagkedges.
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Such dangers can be minimized by effective momtpprograms. The key, however, is that the
monitoring truly be “effective.” In the past, tHtommittee has observed, and audits of particular
programs have shown, that the monitoring which khba required has utterly failed; from problems
with the mechanism of random urine testing, tock kaf personnel to staff the monitoring, to
workplace monitors who are at-will employees of ¥key pharmacists in the recovery program.

This diversion program for pharmacists has nevenlaidited nor extensively reviewed, so it is
difficult to determine whether the monitoring, tagtand oversight of those who participate in the
program are sufficient to assure that the publadisquately protected. Also the success rate, or
“completion rate,” is rather low and there is noja determine how successful the participant has
been in returning to a drug free lifestyle sindeetords are kept confidential.

Of concern also is that the Board has not fullymdd the “Uniform Standards” for substance abusing
licensees. As the Board indicates, it “has bedhpusitioned to implement the standards,” and sinc
completing an analysis of the draft standards ih02the Board began developing an implementation
strategy for adopting the standards, but as ykias not appear as if all the standards have been
included in the Board’s Disciplinary Guidelines.

Staff Recommendation: The Board should provide justification for continng to provide the
Pharmacist Recovery Program even with the low coetign rate for this program and the increased
costs of providing such a program. If this prograisto continue, an audit should be done of this
program within the next two years. The Board shduipdate the Committee on the implementation
of the “Uniform Substance Abuse Standards.”

ISSUE #7 : (DRUG DIVERSION AND PRESCRIPTION DRUG MONITORING PR OGRAM
—“CURES.”) Prescription drug abuse is a rising national problen, with pharmacies on the
front line of access to drugs. What role does thRoard play in addressing this issue? How do
Board enforcement priorities attempt to combat thisproblem? What is the status of the CURES
program?

Background: For the past number of years, abuse of prescripliogs (taking a prescription
medication that is not prescribed for you, or tgkinfor reasons or in dosages other than as
prescribed) to get high has become increasinglygbeat. Federal data shows the past year abuse of
prescription pain killers now ranks second, justibe marijuana, as the nation's most widespread
illegal drug problem. According to the 2008 NaabBurvey on Drug Use and Health (NSDUH),
approximately 52 million Americans aged 12 or oldggorted non-medical use of any
psychotherapeutic at some point in their lifetintepresenting 20.8% of the population aged 12 or
older. The National Institute on Drug Abuse's (R)Desearch repoRrescription Drugs: Abuse and
Addictionstates that the elderly are among those most rabieto prescription drug abuse or misuse
because they are prescribed more medications lieemybunger counterparts. Persons 65 years of age
and above comprise only 13 percent of the populatiet account for approximately one-third of all
medications prescribed in the United States. Qbd#ients are more likely to be prescribed longater
and multiple prescriptions, which could lead tonientional misuse. The report also notes thaiesud
suggest that women are more likely (in some cafepercent more likely) than men to be prescribed
an abusable prescription drug, particularly naosoéind antianxiety drugs. A 2010 repbtgnitoring

the Future Studyshowed that as many as 4 percent of high schodésts and 3 percent of young
adults say they have used OxyContin in the past yea
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Abuse can stem from the fact that prescription sliarg legal and potentially more easily accessible,
as they can be found at home in a medicine cabiData shows that individuals who misuse
prescription drugs, particularly teens, believestheubstances are safer than illicit drugs bedhese
are prescribed by a health care professional argldre safe to take under any circumstances. NIDA
data states that in actuality, prescription drugdaectly or indirectly on the same brain systems
affected by illicit drugs, thus, their abuse caseibstantial addiction liability and can lead taaety

of other adverse health effects.

Controlled substances are ranked according to ploééntial for abuse, accepted medical use, and
safety under medical supervision. Schedule | sulgsts (e.g. heroin and LSD) have high potential for
abuse, no currently accepted medical use, andalecdpted safety for use. Schedule Il drugs (e.g.
morphine, codeine, Demerol, and Percodan) havghaguotential for abuse and high potential for
physical or psychological dependence if used imprgpbut have accepted medical value in treating
pain. Schedule 11l drugs (e.g. Vicodin, anaboterasids, codeine with aspirin or Tylenol), Schedule
IV drugs (e.g. Darvon, Valium, Halcyon, and Xanad Schedule V drugs (over the counter cough
medicines with codeine) generally have less paéfdr abuse than Schedule | or Il drugs, have
accepted medical use in treatment, and lower patdat physical or psychological dependence.

The three classes of prescription drugs that at swmmonly abused are opioids, which are most
often prescribed to treat pain, central nervousesygCNS) depressants, which are used to treat
anxiety and sleep disorders, and stimulants, whielprescribed to treat the sleep disorder narsglep
and attention-deficit hyperactivity disorder (ADHDEach class can induce euphoria, and when
administered by routes other than recommended, asishorting or dissolving into liquid to drink or
inject, can intensify that sensation. Opioidgpamticular, act on the same receptors as heroin and
therefore, can be highly addictive. Common opi@ics hydrocodone (Vicodin), oxycodone
(OxyContin), propoxyphene (Darvon), hydromorphoégudid), meperidine (Demerol), and
diphenoxylate (Lomaotil).

With rising levels of abuse, prescription drug ntoring programs are a critical tool in assisting
regulatory bodies with their efforts to reduce ddigersion. According to the NABP, 39 states
currently have monitoring programs, while 11 otbtates are currently in the process of establishing
their programs. California has the oldest presiompdrug monitoring program in the nation. Ofghe
50 programs throughout the nation, seven are ¢beihoused at the state’s Department of Justice,
18 are or will be housed at a state DepartmenteafitH or substance abuse agency and 25 are or will
be housed at a state Board of Pharmacy or statesgronal licensing agency. There is currently
momentum to share data across these programs favents state.

In California, the Controlled Substance UtilizatiBeview and Evaluation System (CURES) is an
electronic tracking program that reports all pharyn@nd specified types of prescriber) dispensing o
controlled drugs by drug name, quantity, prescripatient, and pharmacy. AB 3042 (Takasugi,
Chapter 738, Statutes of 1996) established a tfg@epilot program, beginning in July 1997, for the
electronic monitoring of prescribing and dispensaigchedule 1l controlled substances. Subsequent
legislation (SB 1308, Committee on Business andeRsmons, Chapter 655, Statutes of 1999) extended
the sunset date on the CURES program to July 13 206 required DOJ to submit annual status
reports on the program to the Legislature. In 2002 Legislature passed AB 2655 (Matthews,
Chapter 345, Statutes of 2002) which extended thRES program to 2008 and provided access to
CURES data by licensed health care providers. lligina 2003, SB 151 (Burton, Chapter 406,
Statutes of 2003) made the program permanent008,2hen Attorney General Brown launched an
online CURES system at DOJ to replace the prewdgatem that required mailing or faxing written
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requests for information, giving health professisr{doctors, pharmacists, midwives, and registered
nurses), law enforcement agencies and medical gsiofe regulatory boards instant computer access to
patients' controlled-substance records.

Data from CURES is managed by DOJ to assist saatehforcement and regulatory agencies in their
efforts to reduce prescription drug diversion. (8provides invaluable information that offers the
ability to identify if a person is “doctor shoppih@vhen a prescription-drug addict visits multiple
doctors to obtain multiple prescriptions for drugsuses multiple pharmacies to obtain prescription
drugs). Information tracked in the system contélirespatient name, prescriber name, pharmacy name,
drug name, amount and dosage, and is availab&vehforcement agencies, regulatory bodies and
qualified researchers. The system can also repattie top drugs prescribed for a specific time
period, drugs prescribed in a particular countytdoprescribing data, pharmacy dispensing data and
is a critical tool for assessing whether multiptegeriptions for the same patient may exist. In
addition to the Board, CURES data can be obtaiyatido Medical Board of California, Dental Board
of California, Board of Registered Nursing, OsteabgaMedical Board of California and Veterinary
Medical Board.

Since 2009, more than 8,000 doctors and pharmdmsts signed up to use CURES, which has more
than 100 million prescriptions. The system alss Ibeen accessed more than 1 million times for
patient activity reports and has been key in ingasibns of doctor shoppers and nefarious physgcian
For the Board, this data is critical in allowing tbe identification of pharmacies involved in mass
dispensing of controlled substances, which canfetential sign of drug diversion, and serves as a
trigger for important investigations. Accordingttee AG’s office, CURES assisted in targeting the
top 50 doctor shoppers in the state, who averaged than 100 doctor and pharmacy visits to collect
massive quantities of addictive drugs and the daek led to the arrest of dozens of suspects.
CURES also provided information with the prescrgoimstory of a Southern California physician
accused of writing hundreds of fraudulent presmi to feed his patients' drug addictions, seven o
whom died from prescription-drug overdoses. Tlatesy has also been successful in alerting law
enforcement and licensed medical professionalgtes of illegal drug diversions, including a criraln
ring that stole the identities of eight doctorkeghlly wrote prescriptions, stole the identitiéslozens

of innocent citizens who they designated as patignorder to fill the fraudulent prescriptions,
resulting in the group obtaining more than 11,0018 pf highly addictive drugs like OxyContin and
Vicodin.

While California has the largest number of prastigrs, pharmacies and patients, the CURES program
may not be stable in terms of funding or locatioD@J. The 2011/12 state budget eliminated the
Bureau of Narcotic Enforcement at DOJ which hachlvesponsible for administering and maintaining
the CURES database and program. DOJ is still stiyretaffing the program and the database
remains accessible to registered participants.

Staff Recommendation: The Board should discuss its drug diversion enfamoent efforts and the
role of CURES. The Board should provide recommetidas for the future success and viability of
this program, including efforts to increase utiliz@mn and suggestions for stable funding and
location.
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PHARMACIST WORKFORCE ISSUES

ISSUE #8: (WORKFORCE DEVELOPMENT EFFORTS.) Is California facing a pharmacist
shortage? What is the impact of the federal Patig@rProtection and Affordable Care Act on the
pharmacist workforce and health care delivery? Howhave delays in licensing process times
impacted the pharmacy workforce in California?

Backaround: During the last Sunset Review, JLSRC was concettmgdCalifornia was experiencing
a pharmacist shortage and projections for the éunaticated the population will continue to increas
at a higher rate than the pharmacist populatierethy exacerbating the problem. In response, the
Board noted its creation of a Pharmacy Manpowek Fasce and use of a national examination to
provide an easier path for licensure in California.

For a number of years, California had only thrdeosts of pharmacy. Since the early 1990s, that
number has increased to eight schools today, atispunderway for eight additional entities to open
new schools of pharmacy in California in the next fyears. This change alone would double the
current number of schools, and presumably the nuwf€alifornia graduates. The passage of the
federal Patient Protection and Affordable Care e the potential to require greater numbers of
health professionals throughout the nation ane spatrticularly pharmacists who are well placed in
communities to provide medication therapy managemsenvices. The Board does not currently
believe there is a pharmacist shortage but it woeltielpful for the Committee to understand if éher
is still a possible shortage, given the passadkeofederal law, and what actions the Board tages t
ensure that the workforce is ready and appropyigtedpared to serve a growing number of
Californians relying on pharmacist services.

Staff Recommendation: The Board should explain its rationale in determing that California does
not have a pharmacist shortage. The Board shouldlime efforts it has undertaken to ensure
greater utilization of the profession in the midst new demand for health care professionals.

PHARMACY RELATED STATUTORY IMPLEMENTATION EFFORTS

ISSUE #9 (IMPLEMENTATION OF CALIFORNIA'S ELECTRONIC PEDIG REE LAW.)
Will the Board meet the deadline for implementatior? What challenges does the Board face in
implementing the law? What has been the responsé industry to implementation?

Background: The Food, Drug and Cosmetic Act (FDCA) was passe@dngress to ensure public
confidence in our drug distribution system andeguire that drugs are both safe and effective. The
FDCA requires FDA to regulate drug manufactureid @anapprove drugs for sale but also requires
state governments to regulate the drug distribugi@tem by licensing and regulating drug
wholesalers. In California, the Board licenses \@kalers. In the simplest situation, a manufacture
sells drugs directly to one of the major wholesaigho then sell the drugs to a hospital or pharmacy
However, this simple distribution pattern is na tinly distribution route taken through the supply
chain. Typically, there is more than one wholesafeo receives the drugs before they reach the
pharmacy. These transactions include transfergdaet separate facilities owned by major
wholesalers and transfers between the major whelssand the large drug store chains that have thei
own wholesale facilities in the company distribatgystem. Common carriers may transport the
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drugs between licensed entities and in some caflestave, select and then ship products to
pharmacies at the direction of manufacturers.

The distribution system is further complicated bg practice of “repackaging.” Unlike European
countries and Canada, most drugs in the Unite@Stae not packaged in a “unit of use” size by the
drug manufacturers. Instead, many drugs are sotddomanufacturers in large bulk containers and
then are repackaged by additional companies inalencontainers for resale to the pharmacy. And
the distribution system is complicated yet agairii®yexistence of a “secondary” wholesale market.
“Secondary” wholesalers are smaller companiesriottgional down to small family owned
companies) that focus their business on sellingslta other wholesalers and serving smaller niche
clients that are not routinely served by the majbolesalers (individual practitioners, small clsic
rural locations, etc.).

Drugs routinely move between both primary and sédapnwholesalers and from pharmacies to
secondary wholesalers as well. These intermediaps pose the greatest opportunities for
compromising the integrity of the drug distributisystem. The primary threat to system integrity is
the introduction of counterfeit products. Courgéréirugs are most likely to be introduced into a
distribution system that involves multiple wholesalbecause drugs are largely untraceable unless
they are only handled by a major wholesaler whalpases directly from the manufacturer. Without
being able to trace a drug back, there is no assar® the consumer that the drug has been stackd a
handled appropriately to preserve its potency aifetys

In response to a growing threat to the pharmacagigoply chain from counterfeit, misbranded,
adulterated or diverted drugs, California enact®dl307 (Figueroa, Chapter 857, Statutes of 2004)
which made comprehensive changes to the drughiisioh system to protect the integrity of the
pharmaceutical supply chain. That legislation &rththe nation's strongest pharmaceutical consumer
protection measure and included provisions pengito the licensure and qualifications of
wholesalers, restrictions on furnishing and thesm@gnent, beginning January 1, 2007, of an eleatron
pedigree (e-pedigree) to accompany and validatg disiributions for the purpose of tracking each
prescription drug at the saleable unit (item) letebugh the distribution system. Subsequent Board
sponsored legislation, SB1476 (Figueroa, Chapt8y Statutes of 2006) delayed the implementation
date for the e-pedigree component to January 19 268 granted the Board the authority to extend the
deadline an additional two years to allow the induadditional time to implement technologies
necessary for electronic pedigrees. In 2008, therdsponsored SB 1307 (Ridley-Thomas, Chapter
713, Statutes of 2008), which amended the lawgolve implementation issues, specifically
staggering and extending the implementation dates-pedigree compliance, establishing
grandfathering of existing stock in the supply chaillowing the Board to establish criteria for
inference, and preempting California’s requiremémthie event federal legislation is enacted is thi
area. Per SB 1307, California’s e-pedigree requarrgs for prescription drugs will take effect on a
staggered basis from January 1, 2015 through JWQ17: 50 percent of a manufacturer’s products by
2015 will have to have an e-pedigree; the remaiblhgercent of the manufacturer’s products will
have to have an e-pedigree by 2016; wholesalersegrattkagers must accept and forward products
with the e-pedigree by July 1, 2016 and; pharmacygharmacy warehouses must accept and pass e-
pedigrees by July 1, 2017.

Implementation of this legislation will impact atug manufacturers and wholesalers who sell and
distribute drugs into California. The Board statest it will spend considerable effort over thexne
Six years in securing regulations and implemematiothe requirement and it would be helpful foe th
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Committee to understand what that entails and whédiments the Board anticipates to full, timely
implementation.

Staff Recommendation: The Board should provide the Committee with an upelan the status of
e-pedigree implementation, including timelines, Bdaactivity, potential impediments and
manufacturer and industry efforts and response.

ISSUE #10: (IMPLEMENTATION OF A PRESCRIPTION LABEL STANDARD .)

What has the Board done to implement California’s dbel standard for prescription containers?
What public outreach efforts did the Board take toensure robust participation in the regulatory
process? What additional changes to the law or ises does the Board anticipate?

Background: California is the first state to require redesjpeescription container labels to
emphasize information most important to consumegfering an element of safety and consistency
since prescription labels are the key source patiesference for information when taking
medications in their homes. Part of this requineha¢so ensures that oral interpreter services are
available to limited English speaking patients lrapnacies, to insure such patients have access to
information about how to take their medications.

SB 472, The California Patient Medication Safety,ACorbett, Chapter 470, Statutes 2007) sought to
deal with the lack of uniformity in prescriptionutdy labels throughout the state and the resulting
confusion and medication errors that may arise ctivaf the conversation during the SB 472 debate
focused on the fact that individual pharmaciesgteand format their own labels, resulting in a latk
standards across all pharmacies which adverseadgtafmedication users who are elderly, suffer from
poor vision, have difficulty reading and understagdnstructions on labels or have limited English
proficiency.

The Board was charged promulgating regulationsrégtire a standardized, patient-centered
prescription drug container label for all presaaptdrugs dispensed to patients in California. The
Board reported on its efforts in a January 201@m=jp the Legislature. The Board established a

“SB 472 Medication Label Subcommittee” in Januar2@08 to conduct public forums and to work
with organizations and individuals to develop reamendations to implement the provisions of the law
to establish a patient-centered prescription dabgll The Board considered testimony and
information provided from the public, the pharmaamal industry, pharmacy professionals and
literacy subject matter experts on medical litereggearch, improved directions for use, improved fo
types and sizes, the placement of informationithpatient-centered, the needs of patients withteidn
English proficiency, the needs of senior citizearg] technology requirements necessary to implement
the standards developed. Board members were adsmed with research articles on designing
patient-centered labels.

The Board approved a regulation per the requiresnggttforth in SB 472 in 2010, after engaging in a
lengthy process. The Board conducted outreachingsaand information gathering sessions
throughout 2008, to collect data from the publigpo@scription labels and standards for those labels
In 2009, the Board discussed the requirementseofdfulation at regularly scheduled meetings.
Throughout early 2010, the Board held regulaticarimgs to adopt the proposed regulation, a new
section at Title 16 California Code of Regulati@esction 1707.5 — “Requirements For Patient-
Centered Prescription Container Labels.” The ratguh outlines that the following items must be
clustered into one area of the label that compasésast 50 percent of the label, using at le@st 1
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point font using sans serif typeface, listing thiésms in the following order: Name of the patient;
name of the drug and strength of the drug (“namt@etrug” means either the manufacturer’s trade
name, or the generic name and the name of the meanuér); directions for use; purpose or condition,
if entered onto the prescription by the prescribegtherwise known to the pharmacy, and its
inclusion on the label is requested by the patiditite regulation also requires pharmacies to have
policies and procedures in place to help patieriis Mmited or no English proficiency, understarne t
information on the label in the patient’s languadée pharmacy’s policies and procedures must be
specified in writing, and must include, at minimutmg selected means to identify the patient’s
language, and to provide interpretive servicebi@ngatient’s language. Pharmacies must provide, at
minimum, interpretive services in the patient’sgaage, if interpretive services in such language ar
available, during all hours that the pharmacy ismggither in person by pharmacy staff or by use of
third-party interpretive service available by télepe at or adjacent to the pharmacy counter.

Staff Recommendation:The Board should provide a status update on theatien of a patient-
centered label for all prescriptions dispensed ial@ornia. The Board should describe what
additional public outreach it will undertake to ense compliance. The Board should explain
impediments to compliance, industry feedback or lplack, if any and anticipated changes that may
be made to the law or regulation.

ISSUE #11: (IMPLEMENTATION OF DRUG TAKE-BACK AND REUSE PROG RAMS.)
Is it clear what role the Board has in the implemetation of drug take-back programs and
redistribution and reuse programs?

Background: There are growing concerns about the impact ofslaingl pharmaceutical waste based
on improper disposal, which in turn leads to conteation of water systems and inappropriate access
by potential abusers. The U.S. Geological Sunamdacted a study in 2002, sampling 139 streams
across 30 states and found that 80 percent hadunaéédes concentrations of prescription and
nonprescription drugs, steroids, and reproductorenones. Exposure, even to low levels of
pharmaceuticals, has been shown to have negafec=bn fish and other aquatic species and may
have negative effects on human health. Propepd#ps believed to decrease the threat of these
substances to the environment and waterways. Pdig@osal is also believed to decrease the
availability of expired and unused prescriptiongsrtio abusers.

The guidelines for proper disposal of prescriptiongs can be confusing, lack uniformity throughout
the state and nation, and are cumbersome to tteiomr. For example, the federal FDA highlights
certain very harmful drugs that should be flushedmia toilet, but the organization also recommends
a lengthy process for proper disposal of the migjafi prescriptions drugs, including mixing whole
tablets or capsules with an unpalatable substardeas kitty litter or used coffee grounds then
placing that mixture in a sealed container befbrewing it in household trash. The Board’s
recommended process for disposal is similarly esttenand requires even additional steps.

Take-back programs for medication disposal hawnris popularity due to problems surrounding

safe, accessible, easy disposal options. Thegggms are seen as a good way to remove expired,
unwanted, or unused medicines from the home andectthe chance that others may accidentally take
the medicine or it ends up being flushed. In @atifa, though, The Medical Waste Management Act
(MWMA) currently requires home generated pharmacaltvaste to be managed as “medical waste”
which includes such material as infectious and éalndous waste and other types of waste that pose a
potential harm to public health and safety andetinronment if not managed properly. The MWMA
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establishes rigorous management and tracking rgeints for medical waste; including requiring the
use of hazardous or medical waste haulers and stacifesting requirements.

Many pharmacies and other retail establishments bapressed an interest in providing collection
opportunities for their customers and while theg/ailling and able to provide safe and appropriate
collection, they do not want to become licensedin#dvaste collectors. Concerns have been raised
regarding the issue of theft of home generatedmaeeutical waste at collection points, including
pharmacies. As pharmacies have the responsibflikgeping the drug supply safe, it is importasmitth
assurances are in place for drugs taken backlz@nacy to remain secure and not diverted to
unauthorized users. Similarly, expired or unusedications that have been dispensed to a consumer
must not re-enter the drug supply, to ensure quafiproducts.

In 2007, the Legislature passed SB 966 (Simitidrgp@er 542, Statutes of 2007) which required the
California Integrated Waste Management Board (CIWNBdevelop, in consultation with appropriate
state, local, and federal agencies, model progfanthe collection and proper disposal of
pharmaceutical drug waste. However, it does npeapthat California has implemented widespread
take-back programs and consistent opportunitiegitiirout the state for consumers to properly
dispose of unwanted, expired or unused medicatiowould be helpful for the Committee to
understand barriers to take-back programs and tlaed3s role in implementing SB 966.

Access to affordable prescription drugs is alsoocaving problem in California and in other states.
Prescription drugs represent one of the fastestiggohealth care expenditures as drug prices coatin
to grow and the population is rapidly aging. Matgtes have enacted prescription drug recycling or
repository programs for unused medications to pl®waccess to vulnerable populations. While details
of these laws vary, most allow return of prescopttirugs in single use packaging from state
programs, nursing homes, and other medical faslitio be redistributed to needy residents. In 2000
the American Medical Association (AMA) looked ateosuch program in Oklahoma where nursing
homes directed unused and unopened medicines datiatmacies for distribution to indigent
patients. According to the AMA, there was an eated $3 to $10 million dollars a year in unused
prescription drugs from such facilities in the staf Oklahoma.

The Board may also have responsibility for asgisitmthe implementation of prescription drug
redistribution or reuse programs. In 2005, theitlature passed SB 798 (Simitian, Chapter 444,
Statutes of 2005) which allowed counties to essaldi voluntary drug redistribution program, allowed
skilled nursing facilities and drug manufacturerslbnate unused medications and allowed county
pharmacies to dispense the donated drugs to umdedsgopulations free of charge, modeled after the
Oklahoma program. At the heart of the issue idahge amount of surplus medication that goes
unused, but may not be expired and has never beeibdted to the public, thus may not face supply
chain quality concerns. SB 798 specified thataly medications eligible for recycling or reposito
are those that have been maintained in specifigithg® under the watch of a licensed pharmacist or
manufacturer and have not been distributed to coestal Designed to combat both the issue of
rampant improper disposal of medication and thagisosts of prescription drugs for some of
California’s most vulnerable patients, programserr®B 798 have only been established in two
counties, San Mateo and Santa Clara. It wouldebgfil for the Committee to understand the Board'’s
role in overseeing recycling and redistributiongyams.

Staff Recommendation: The Board should explain the status of implememdst of drug take-back
programs in California and what barriers exist tauscessful implementation of these programs?
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What role does the Board play in establishing sadecure methods for consumers to properly
dispose of medication? What steps has the Boaketeto promote and create take-back programs?
What should be the role, if any, of board-licenseslrerse distributors in the drug take-back process?
What role does the Board play in drug redistributi@nd reuse programs, whereby unused
medication that has not been dispensed can be detiéd community clinics and organizations that
can in turn provide medication to vulnerable poptians? What are the barriers to successful
redistribution and reuse programs?

CONTINUED REGULATION OF THE PROFESSION BY THE CURRET
BOARD OF PHARMACY

ISSUE #12 (CONTINUED REGULATION BY BOARD OF PHARMACY.)
Should the licensing and regulation of pharmaciesral pharmacists be continued and be
regulated by the current Board membership?

Background: The Board of Pharmacy has shown over the yearsagscommitment to improve its
overall efficiency and effectiveness and has work@aperatively with the Legislature and this
Committee to bring about necessary changes. ®DlaedBshould be continued with a four-year
extension of its sunset date so that the Commiti@greview once again if the issues and
recommendations in this Background Paper and otifier® Committee have been addressed.

Staff Recommendation: Recommend that the pharmacist profession and phaamea continue to
be regulated by the current Board members in ordieiprotect the interests of the public and be
reviewed once again in four years.
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