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The Honorable Edwin J. Bowman
State Senate

129 West Circle Drive

Weirlon, West Vipnme 26062

The Honarable Vicki V. Douglus
House of Tl cgates

Building 1, Room F-2}3
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Charleslon, West Vieginiz  25305-0470

DPear Chair

Pursuant to the West Virginia Sungel Law, we we tunsmitting a8 Fudl Performee:
Lvoluation of the Division af Culture and Fistory, which will be presented to the Joint Cammittes
ot Government Operntions on Sundsy, September 15, 2002, The ssue coversd herein is *There is
& Risk 0f Loss to the Archives and Museum Colloctions Due o Teadeguate Storspe and Insutticient
Fire Protaction,™

We tmansmiticd a draft copy of the tepori o the Ihvision of Cultarc and History on Augusl,
28, 2002. We held an exit confercnes with the THvision on Septernber 3, 2002, We reecived the
AgerCy responst vn Scptember &, 2002,

Lot ma know if you have any questions.

Sincerely,
,«;j c
v ol A ter

Sobin Bylvia

I8/ wee
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Executive Summary

Issue 1: The Board of Pharmacy Is Needed to Protect
Public Interest

Pharmacists are responsible for dispensing prescription medications,
informing the consumer of possible side effects related to medications, ensuring
that special directions and precautions for the medication are communicated to
the patient, and providing techniques for self-monitoring drug therapy. These
functions could be potentially harmful to the public if competency is notregulated.
There is also a need for registration of pharmacy technicians. Pharmacy
technicians are involved in preparing and dispensing medications. Thereis a
risk of physical harm, or even death, if the pharmacist and pharmacy
technician professions were not regulated. In addition to the licensing of
pharmacists and pharmacy technicians, the Board of Pharmacy registers
pharmacies, mail-order houses, wholesale distributors, and pharmacist
consultants. The registration ofthese entities is also needed for public safety.
Thereforeitis the opinion of the Legislative Auditor thatitis necessary
to continue licensing this profession to provide for protection of public
health and safety.

Issue 2: The Board Complies with the General Provisions
of Chapter 30

The Legislative Auditor finds thatthe Board of Pharmacy has complied
with applicable state laws and rules. These laws and rules, primarily found with
the Boardis own article of Code and in the general provisions of Chapter 30, are
important in the effective operation of a licensing board.

The Board has developed an easy to use website with links to a wide
range of information, such as general information on Board members,
investigators, address, laws and some continuing education hours. Inaddition,
the site displays licensees or registrants who currently have disciplinary action
being taken against them. These are all very useful; however, the website could
berevised to provide more in-depth information to the public.

Recommendations
1. The Legislative Auditor recommends that the Legislature continue

to require pharmacists, pharmacist interns, and pharmacy technicians be
licensed by the State of West Virginia.
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2. The Board should consider adding the following items to its
website: a detail of Board-approved continuing education courses
currently being offered, a listing of current licensed pharmacists,
pharmacy technicians, terminal drug distributors, and wholesale drug
distributors for verification, links to information necessary for obtaining
various permits and registrations and details of pharmacists who have any
illegal activity brought against them.
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Review Objective, Scope and Methodology

A Chapter 30 board review of the Board of Pharmacy is required and
authorized by the West Virginia Sunset Law, Chapter 4, Article 10 ofthe West
Virginia Code, as amended. As stated in the Code, a regulatory board
evaluation is to determine whether a Board is 1) necessary for the protection of
public health and safety, and 2) whether the Board is operating in compliance
with applicable laws and rules.

This regulatory board evaluation covers the period from Calendar Year
1999 through June 2002.

Information for this report was compiled from annual reports, survey of

complaint files, board minutes, expenditures, licensure qualifications, and
continuing education information.
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Issue 1

Currently, all states have a
licensing board to regulate
the practice of pharmacy.

The Board of Pharmacy Is Needed to Protect Public
Interest

This reportis a Regulatory Board Evaluation, which requires by law
adetermination of whether or not the Board of Pharmacy is necessary for the
protection of public health and safety. In determining ifthere is aneed for the
Board, a primary consideration is whether the unregulated practice of the
profession would clearly endanger the public. The finding of this issue is that
licensing pharmacists is necessary for protecting the citizens of West
Virginia.

Licensure for Pharmacists

The Board of Pharmacy has 1,655 pharmacists. The primary
responsibility ofa pharmacist s to:

i Dispense prescription medications;

i Inform the consumer of any possible side effects related to
medications;

i Ensure that special directions and precautions for preparation,

administration, storage, and use of the medication by the patient
are communicated; and

i Provide techniques for self-monitoring drug therapy.

Currently, all states have a licensing board to regulate the practice of
pharmacy. Without proof ofa pharmacistis competence via the examination and
licensure process, uneducated and incompetent individuals could be preparing
potentially lethal drugs for dispensing to patients. The possible consequences of
anunregulated pharmacist could result in death.

In addition to licensing pharmacists, the Board oversees the licensure of
pharmacistinterns. As ofJuly 2002, the Board licensed 346 interns. Allinterns
must work 1500 hours under the direct supervision of a licensed pharmacist
before the intern can become a fully licensed pharmacist. Licensed interns may
compound, assist in preparing, and dispense prescriptions and prescription
refills.
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West Virginia was one of the
first ten states to register
pharmacy technicians...
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Registration of Pharmacy Technicians

iPharmacy Techniciani is defined inthe WV Code (B30-5-1b(w)) as
i registered supportive personnel who work under the direct supervision of
a pharmacist who have passed an approved training program.i There are
atotal of 1,931 pharmacy technicians currently registered in the State. West
Virginia was one of the first ten states to register pharmacy technicians; there are
now 25 states that register pharmacy technicians.

Work tasks of pharmacy technicians may include the following: receipt
of prescription requests, retrieval and measurement of medication, preparation
oflabels and prescription containers, stocking and taking of inventory, and
maintenance of patient profiles. Given the level of involvement pharmacy
technicians have in preparing and dispensing medications, there is arisk of
physical harm, or even death, if the profession were notregulated. Asaresult,
the Legislative Auditor feels that the registration of pharmacy technicians is
necessary for the protection of the public.

Table 1

Total Number of Licensed Pharmacists,
Certified Pharmacy Technicians And Interns

Pharmacists 1,655
Pharmacy Technicians 1,931
Interns 346

Registration of Mail-Order Houses, Wholesale Distributors,
Pharmacies, and Pharmacist Consultants; Permits Issued
for Manufacture and Packaging of Drugs or Medicines

Inaddition to the licensure and registration of pharmacists, interns, and
pharmacy technicians, the Board is required to register mail-order houses,
wholesale distributors, pharmacies, and pharmacist consultants, and to issue
permits for the manufacture and packaging of drugs or medicines. Table 2
illustrates the total number of registrations and permits issued as of February
2002:
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Table 2

Registrations and Permits Issued for Mail-Order Houses,Pharmacies,
and for the Manufacture and Packaging of Drugs or Medicines

Type of Registration/Permit Number Issued
Mail-Order Houses 239
Wholesale Distributors 417
Pharmacies 563
Pharmacist Consultants 268
Manufacture and Packaging of 10
Drugs or Medicines
Source: Rosters provided by the Board of Pharmacy

West Virginia relies upon other state boards of pharmacy to conducta
thorough inspection of the pharmacies in their respective states thathold a mail-
order pharmacy permit from our state, and they rely upon West Virginia to do
the same for mail-order pharmacies in West Virginia. Also, there are pharmacies
in West Virginia that obtain a mail-order pharmacy permit from the state because
more than 10% of'their annual prescription volume is delivered by US mail or
otherwise. Once the mail-order pharmacies are approved, they mustrenew their
permit annually and send annual inspection results. Given the role the above
entities play in the distribution of drugs to the public, it is the opinion of the
Legislative Auditor that the registrations and permits issued are an important
function of the Board of Pharmacy in the protection of the public.

Inspections of Pharmacies

To oversee the inspection of pharmacies, the Board of Pharmacy
employs four part-time inspectors. These inspectors are retired pharmacists
who work out of their homes. There are 563 pharmacies divided between the
inspectors. Specific duties of the inspectors include the following:

i Inspection of pharmacies applying for an initial registration;
i Biennial inspection of existing pharmacies (note that in the year

thata pharmacy is not up for areview, a self inspection must be
completed by the pharmacy and returned to the inspector);
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It is the opinion of the
Legislative Auditor that it
is necessary to continue
licensing this profession to
provide for the protection
of public health and safety.
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i Advise on consumer complaints; and

i Assistance in the administration of exams, reciprocity
agreements, and technician exams.

Each inspector covers a specific region of the State. Some of the
requirements an inspector looks for when evaluating a pharmacy are:

i Security of the pharmacy;

i Professional work environment;

i Drugreliability (i.e. outdated drugs);

i Controlled substance records;

i Adequate completion of responsibilities by the pharmacy

technicians and the pharmacist-in-charge; and

i Accurate and up-to-date continuing education certificates.

Conclusion

Pharmacists, pharmacist interns, and pharmacy technicians are
responsible for dispensing drugs to the consumer. These drugs, if dispensed
improperly by pharmacists, could be lethal. Asaresult, there is arisk to the
publicif competency isnotregulated. Itisthe opinionofthe Legislative Auditor
that it is necessary to continue licensing this profession to provide for the
protection of public health and safety. In addition to licensing pharmacists,
pharmacist interns, and pharmacy technicians, the Board of Pharmacy oversees
the registration of mail-order houses, wholesale distributors, pharmacies, and
pharmacist consultants, and the issuance of permits for the manufacture and
packaging of drugs or medicines. Given the level of involvementall of these
entities have in the distribution of drugs to the public, the Legislative Auditor sees
the issuance of these registrations and permits by the Board of Pharmacy to also
be necessary in the protection of the public. Finally, the Board of Pharmacy
employs four part-time inspectors to visit pharmacies. These inspections help
ensure the security of the drugs maintained within a pharmacy and assist the
Board of Pharmacy in monitoring drug reliability and controlled substance
records.
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Recommendation 1

The Legislative Auditor recommends that the Legislature continue
to require pharmacists, pharmacist interns, and pharmacy technicians be
licensed by the State of West Virginia.
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Issue 2

The Board Complies with the General Provisions of
Chapter 30

The Board of Pharmacy has complied with applicable state laws and
rules. These laws and rules, primarily found within the Boardis own article of
Code, and in the general provisions of Chapter 30, are important in the effective
operation ofalicensing board. The Board has complied with the following:

i The Board is listed in the state government section of the
Charleston area telephone book and it has enhanced its
accessibility through the development of a useful internet site
(B30-1-12(c));

i A Board representative attended the orientation session
provided by the State Auditoris Office in the required two year
time frame (330-1-2a(e));

i The Board meets at least once annually (330-1-5(a));
i The Board maintains arecord ofits proceedings (330-1-12(a));
i The Board submits annual reports to the Governor and the

Legislature (830-1-12(b));

i The Board conducts open meetings and gives timely public
notice (330-1-5(a));

i The Board maintains aroster of licensees and a register
(B30-1-12);
i The Board maintains a permanent and historical record of the

names of all pharmacists, interns, and pharmacy technicians
(B30-5-2(a));

i The Board reports to the Secretary of State a list of all
pharmacists (330-5-8);

i The Board utilizes increased fees for the employment of an
investigator, including the reimbursement of expenses and salary
of the investigator; any remaining funds are allocated to the
Board to be used for operating purposes (330-5-14b).
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Continuing education
hours are verified upon
yearly inspection of the
pharmacy by presenting a
certificate of hours
completed for the previous
year.
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Continuing Education Requirements

The Board of Pharmacy requires pharmacist licensees to complete 30
hours of continuing education biennially, of which at least two hours of continuing
education course work shall be in the subject of end-of-life care, including pain
management, during each continuing education reporting period. Continuing
education hours are verified upon yearly inspection of the pharmacy by
presenting a certificate of hours completed for the previous year. Pharmacists
mustkeep copies of their continuing education certificates at the pharmacy and
must present these during routine inspections of the pharmacy. A selfinspection
reportalso emphasizes the requirement to keep records of continuing education
credits at the pharmacy for further verification.

During a pharmacistis period of internship, the intern must submit an
internship affidavit that lists the hours obtained and is verified by their pharmacist
preceptor. Ifthe hours were obtained through a school curriculum, a letter from
the institutionis school of pharmacy is required to verify the hours. Ifthe hours
were obtained in another state, a letter of verification from that stateis Board is
required. A total of 1500 hours of internship is required before the intern can
become a licensed pharmacist.

Complaint Process

The Board logs all complaints. Table 3 shows the total number of
complaints for the past five years and the actions taken.

Table 3
Complaints Filed 1997-2001
Year # of Dismissed | Pending | Letter of |Probations |[Suspensions/Consent
Complaints Caution Revocations

1997* 10 5 0 2 2 1 2
1998* 24 8 1 5 2 1 9
1999 210 8 0 3 0 0 9
2000 19 10 0 4 0 0 6
2001 46 12 7 13 0 0 13
*In the years 1997 and 1998 four of the complaints had more than one action taken.

“One of the complaints from 1999 was turned over to the Drug Enforcement Agency.
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A full review of the
complaint files found that
in 2000 and 2001, 90% of
the complaints were
resolved in six to nine
months.

Due process is provided by the Board as required in 330-1-5(b) for
licensees against whom a complaint has been filed. The Boardis rules outline the
procedures for investigation and resolution of complaints, denied licensees and
hearing procedures. The Board acknowledges complaints. A brochureis mailed
to the licensee with a notice of complaint outlining the Boardis disciplinary
procedures. The licensee is informed of his/her rights for responding to the
complaint, a description of the process, and the possible timeliness of the final
order. Allegations can be denied by the licensee and a hearing can be brought
before members of the Board and/or a hearings officer.

The Board conducts investigations upon receiving consumer complaints
or any indication of drug diversion activity and takes appropriate disciplinary
action against the licensee or permit holder or seeks criminal prosecution, if
necessary. The total time concerning the resolution of a complaint will vary
depending upon the complexity of the investigation. A full review of the
complaint files found that in 2000 and 2001, 90% of the complaints were
resolved in six to nine months. Ifthe complaint filed indicates that there is an
immediate threat to the public harm, it will be dealt with immediately, so thata
dangerous licensee would be removed from practice. Otherwise, once the
investigation is complete, it is presented to the complaint committee, which
makes arecommendation on the action to be taken. Periodically, a Disciplinary
Actions Report is sent to the National Associations of Board of Pharmacy
(NAPB). The NAPB is the authorized reporting body for the West Virginia
Board of Pharmacy to enter this information into the National Practitioner Data
Bank and the Healthcare Integrity & Protection Data Bank (NPDB-HIPDB).

Regarding criminal proceedings of pharmacists involving drugs, the
Board assists the Drug Enforcement Agency (DEA) and the United States
Attorneyis Office by providing investigative support, collection of evidence, and
testimony from its investigator. This involvementallows the Board to identify and
investigate possible convictions of pharmacists. Upon acceptance of that
recommendation, the letter of dismissal, letter of caution, or proposed consent
agreement is sent to the licensee. The amount of time until final action then could
also depend upon whether the consent is immediately accepted or negotiations
regarding a counterproposal are necessary. The amount of time is never
dependent upon the type of sanction that is being sought, only upon the amount
oftime needed to come to a final resolution of the matter.

Voluntary Agreements

As stated in the West Virginia Code 330-5-7b:
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In order to encourage voluntary reporting of alcohol or other
chemical dependency impairment and in recognition of the
fact that alcoholism and chemical dependency are illnesses, a
pharmacist or pharmacy technician or other licensee or
registrant or the board may enter into a voluntary agreement
with the board reporting his or her participation in an alcohol
or chemical dependency treatment program or reporting an
alcohol or chemical dependency impairment to the board and
seek treatment for his or her dependency.

The Board of Pharmacy is allowing pharmacists to enter into voluntary
agreements in accordance with the Code. AsofJuly 2002, 9 pharmacists entered
into such agreements. During the 2002 legislative session, House Bill 4277 was
passed, which expanded legislation on voluntary agreements. Specifically, House
Bill 4277 provides authorization for the Board of Pharmacy to enter into
agreements with organizations to form pharmacistrecovery networks (PRNs). The
PRNs are in place to assist in the identification and treatment of pharmacists
suffering from alcohol or drug abuse or a physical or mental condition. According
to the Board, it is awaiting review by the Legislative Rule-Making Review
Committee and will begin operation of the PRN upon approval of the legislative
rules. Until the PRNs are in use by the Board, any reports of impairment continue
to be handled through the Board office and the voluntary agreement process.

Public Accessability

The Board has developed an easy to use website with links to a wide range
ofinformation, such as general information on Board members, investigators,
address, laws, and some continuing education hours. Inaddition, the site displays
licensees or registrants who currently have disciplinary action being taken against
them. These are all very useful; however, the website could be revised to provide
more in-depth information, such as:

i Detail of Board approved continuing education courses currently
being offered;

i A listing of current licensed pharmacists, pharmacy technicians,
terminal drug distributors, and wholesale drug distributors for
verification;

i Links to information necessary for obtaining permits for West

Virginia pharmacies, out-of-state pharmacies, wholesale/
manufacture, etc.; and
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i A list of pharmacists who have had any illegal activity brought against
them.

The Board has sought to make a large amount of information available;
however, itis the opinion of the Legislative Auditor that the Board could make
further improvements to provide information to its licensees and to the public.

Financial Self-Sufficiency

Financial self-sufficiency of regulatory boards is required by West
Virginia Code 330-1-6(c). The Board had a starting cash balance for FY 2001
0f'$367,011. The Boardis licensing fees and administrative fees imposed
against its licensees are remitted to the Boardis special revenue fund, and the
fines imposed are remitted to the Stateis general fund in accordance with the
Code 330-1-8. Asshownin Table 4, the Board is self-sufficient.

Table 4

Board Revenues and Expenses
(1999-2001)

FY 1999 FY 2000 FY 2001
Revenues $244,138 $805,298 $422,077
Expenditures $395,787 $492,026 $469,935
EOY Cash Balance $53,740 $367,012 $319,153
Source: FIMS Reports

According to the Board of Pharmacy, the fluctuation found in the
revenues within FIMS are due to the timing of the Boardis license renewal
period, which overlaps the end of the fiscal year. Most fees are received by the
Board during May, June, July, and August. Depending on the timing of deposit,
2001 fees can be deposited during fiscal year 2000, if those fees were received
in May or June 2000. The Board does maintain a separate record of the
appropriate year fees received relate to, which shows that the Board has
averaged approximately $650,000 in revenue over the past two fiscal years.
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Conclusion

The Board of Pharmacy has complied with the general provisions of
Chapter 30 of the West Virginia Code. The Board is accessible to the public
through its telephone listing and its website. The Board meets regularly and
maintains adequate records of its meetings. Also, the Board requires and
verifies continuing education of its licensees, responds to complaints, provides
due process to licensees against whom a complaint has been filed and maintains
financial independence. The Board fully complies with the Open Meetings
Law and maintains a register as required by 330-1-12.

Recommendation 2

The Board should consider adding the following items to its
website: a detail of Board approved continuing education courses currently
being offered, a listing of current licensed pharmacists, pharmacy
technicians, terminal drug distributors, and wholesale drug distributors
for verification, links to information necessary for obtaining various
permits and registrations, and details of pharmacists who have any illegal
activity brought against them.
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Appendix A: Transmittal Letter to Agency

WEST VIRGINIA LEGISLATURE

Performance Evaluation and Rexearch Division

Dauilding: E, Hown W-314 : . Jahm Fyivia
L1900 ISapuave ey Boadevard, Faul ' o M reetor
Clharleston, ¥yl Virpinia 55611
{30} 34T-4620

(304} 374029 FAX

Augusr 27, 2002

Willian T. Tdouglass, Jr.
Board of Plharmacy

232 Capitol Slrect
Charleston, WY 25301-2200

Desae M, Douglars:

This is 1o tranzmit a draft copy of the Regulatory Board Lvaluution of the Dourd of
Phartnzey. This repoit is seheduoled to be presented at the Sunday, September 15, 2(02 inlerim
rmicelmg of the Jaint Comnittes on Govertmaent Operationa. It isexpectad that o representative tom
yarur ageney be prezont at the mecting to orally respond to the report und aoswer any yuestions the
cednimities may have, 1T you would like to achedule an exit conterence to disogss By CODCSTTLE Yo
inay have with the report between August 28, 2002 and Septemober 4, 2002, please nobily ns, We
need your written response by noon on Septomber 3, 2002 in order for it o be included in the ol
reqiit

We request that your personne] trent the draft reporl ns confidentiol ind cegpues| thal itnul be

dizelosed to aryone except thoze apency cmployers who will prepars the response o (he repor! ox
whio will participate in the cxit conference. Thark vou for your eooperuilon,

Em%:rl: Oy

|"r; [ -1,77/
JgHn Bylvia

— Joind Commitiee on Govetirae ! and Finance
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Appendix B: Agency Response

Bffica
Phraus (206} 358 D508 232 Wiptial SHerut
Fax [304) 5560571 tlearirutar, Brad Micgints Z2EM
September 5, 2002 ECEILY EID
L SEP 05 2002

Johe Sylvia, Director
West Virginia Lemialature, Performance Evaloation and Bescarnh Division PERFTHMMNGE EVALILARDN KD
Building 1, Room W-314 REFEARLH IVECH
1901} Kanawhe Buwlevard, East

Churleston, WV 253050610

Dycar Mi. Sylvin

| em sitioyg (o rapond to the Reguletory Hoard ivalustion of the Boand of Phasmacy,

The Bourd ngrees with the content of the repoct aud ducepls the reoemmendations provided

. thetwin, The Board was atready in the process of gaining the copuhility 1o upload informatian
ahott Gontinuig cducation couracs to the website. A listing of current licensees for varification
will be possible in the near fimatw through s prosram that the National Agsociation of Bourds uf
Fharmacy {MABE) ia starting called Renewnl Application Processing Svatem {RAPR) which will
allow the puilic: to verify lsengore states online and allow Eeetiosss to renew online, The other
suggestions £or improvement ta the webaite would by beneGeial end will be pursucd by the Board.
Tthank you fow he oppernimity 1o respond to The sapart sad would like fo thank your staff for their
professianalizm and courtesy throughot this prosess,

Smcenraly,

A/t 519

William T. Ihyuglass, Jr.
Froeutive Director am)
Chenersl Comsel

T it
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