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NOTICE OF A COMMENT PERIOD ON A PROPOSED RULE

AGENCY: West Virginia Board of Pharmacy TITLE NUMBER: 15
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RULE TYPE: CITE AUTHORITY: M.Va Code §30-5-34A

AMENDMENT TO AN EXISTING RULE: YES _X_ NO__

IF YES, SERIES NUMBER OF RULE BEING AMENDED: 3

TITLE OF RULE BEING AMENDED: BOARD OF PHARMACY RULES FOR CONTINUING
EDUCATION FOR LICENSURE OF PHARMACISTS

IF NO, SERIES NUMBER OF RULE BEING PROPOSED:
TITLE OF RULE BEING PROPOSED:

INLIEU OF A PUBLIC HEARING, A COMMENT PERIOD HAS BEEN ESTABLISHED DURING WHICH
ANY INTERESTED PERSONMAY SEND COMMENTS CONCERNING THESE PROPOSED RULES. THIS
COMMENT PERIOD WILL END ON July 25.2011 AT 4:00 P.M.. Eastern Time ONLY WRITTEN

COMMENTS WILL BE ACCEPTED AND ARE TO BE MAILED TO THE FOLLOWING ADDRESS:

West Virginia Board of Pharmacy

C/0 Public Comment on Series 2
232 Capitol Street
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Charleston, West Virginia 25301 LIMITED TO THIS PROPOSED RULE.
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APPROVAL OF FILING OF RULES

BE IT HEREBY KNOWN that the West Virginia Board of Pharmacy approves the filing of the
following modified rules with the Secretary of State and the Legislative Rulemaking and Review
Committes. each of which were considered and approved for filing by the Board at its regular
meeting held on June 17, 200]1:

(1) Title 15, Series 2, “RULES OF THE BOARD OF PHARMACY FOR THE UNIFORM
CONTROLLED SUBSTANCES ACT”. with modification regarding electronic
prescribing (per SB 1001, 2007 1% Special Session and subsequent changes in federal

taw), limiting early refills. and clarifying other provisions;

(2)  Titde 15, Series 3, “BOARD OF PHARMACY RULES FOR CONTINUING
EDUCATION FOR LICENSURE OF PHARMACISTS", modernizing certain language
and updating requirements to match national standards; and

(3) Tille 15, Series 5, *LICENSURE OF WTIOLESALE DRUG DISTRIBUTORS?”, to
update language as required by federal law, and clarify requirements for licensing of
distributors who maintain title, ownership, or control over their product which is brought

into this State by another cntity on their behalf.

Signed this 23th day of June. 2011,

BY: /5&54 ;\'Zc&/

GeorgeKaros, President




) :;}} Pret

Board of Hharmacy

Office
Bhone (304) 3380558 232 (Qnpitol Steest
; 5p.157 (hrleston, West Birgiuia 2530
S (304) S38.257 APPROVAL OF FILING OF RULES st Bos Bivgia 25

BE IT BEREBY KNOWN that the West Virginia Board of Pharmacy approves the filing of the
following modified rules with the Secretary of State and the Legislative Rulemaking and Review
Committee, each of which were considered and approved for filing by the Board at its regular
meeting held on June 17, 20011:

(1)  Title 15, Series 2, “RULES OF THE BOARD OF PHARMACY FOR THE UNIFORM
CONTROLLED SUBSTANCES ACT”, with modification regarding electronic
prescribing (per SB 1001, 2007 1* Special Session and subsequent changes in federal

law), limiting early refills. and clarifying other provisions:

(2)  Title 15, Series 3, “BOARD OF PHARMACY RULES FOR CONTINUING
EDUCATION FOR LICENSURE OF PHARMACISTS”. modernizing certain language
and updating requirements to match national standards: and

(3)  Title 15, Series 5, “LICENSURE OF WHOLESALE DRUG DISTRIBUTORS?, to
update language as required by federal law. and clarify requirements for licensing of
distributors who maintain title, ownership, or control over their product which is brought
into this State by another entity on their behalf.

Signed this 23th day of June, 2011,

BY: @M/b{/; : %/Z%A

David E. Potters
Executive Director & General Counsel




BRIEF SUMMARY OF AND STATEMENT OF CIRCUMSTANCES WHICH REQUIRE
THE PROPOSED LEGISLATIVE RULE

BOARD OF PHARMACY RULES FOR CONTINUING EDUCATION FOR
LICENSURE OF PHARMACISTS

15CSR3

Summarv_and Statement of Circumstances: The Board last modified this Series in 2002.
Since that time, certain terminology has changed, and the manner in which continuing pharmacy
education (CPE) has evolved. Therefore, the Board determined that it needed to modify the rule
to update definitions and references to match modern terminology, such as the proper name for
the national accreditation organization for CPE, and the use of “continuing pharmacy education”
in place of “continuing pharmaceutical education”. Further, the Board sought to bring our rule
into compliance with standards used by the national accreditation organization, including the
methods by which CPE is provided and what constitutes a credit hour (60 minutes of instruction
per credit). Next, the Board sought to clarify the process for approval of course offerings by
providers. Finally, the Board sought to clean up and make minor clarifications throughout.

For Further Information: Copies of the proposed rule may be obtained from the website of the
West Virginia Secretary of State at www.wvsos.com, or interested parties may call the
Administrative Law Division of the Office of the Secretary of State at (304) 558-6000.

Further information may be obtained by contacting the West Virginia Board of Pharmacy, David
E. Potters, Executive Director and General Counsel, 232 Capitol Street, Charleston, West
Virginia, 25301, telephone (304) 558-0558.

Note: This is a modification of the Series, such that changes are reflected by strike-throughs and
underlining in the proposed rule.



APPENDIX B
FISCAL NOTE FOR PROPOSED RULES

Title 15, Series 3, "BOARD OF PHARMACY RULES FOR CONTINUING

Rule Title: EDUCATION FOR LICENSURE OF PHARMACISTS"

Type of Rule: Legislative [ |Interpretive [__] Procedural
Agency: West Virginia Board of Pharmacy

Address: 232 Capitol Street

Charleston, WV 25301

Phone Number: 304-558-0558 Email: david.e.potters@wv.gov

Fiscal Note Summary
Summarize 1n a clear and concise manner what impact this measure
will have on costs and revenues of state government.

No impact. These are just rule modifications to update language and requirements on pharmacists, and
will not impact the functions of the Board. It will not raise revenue, or impact current ongoing activities of
he Board.

Fiscal Note Detail
Show over-all effect in Item | and 2 and, in Item 3, give an explanation of
Breakdown by fiscal year, including long-range effect.

FISCAL YEAR
Effect of Proposal Current Next Fiscal Year
Increase/Decrease Increase/Decrease (Upon Full Implementation)
(use “-*) (use =)
1. Estimated Total Cost 0.00 0.00] 0.00
Personal Services 0.00 0.00 0.00
Current Expenses 0.00 0.00 0.00
Repairs & Alterations 0.00 0.00 0.00
Assets 0.00 0.00 0.00
Other 0.00 0.00 0.00
2. Estimated Total 0.00 0.00 0.00
Revenues

Title 15, Series 3, "BOARD OF PHARMACY RULES FOR CONTINUING
. EDUCATION FOR LICENSURE OF PHARMACISTS"
Rule Title:




Title 15, Series 3, "BOARD OF PHARMACY RULES FOR CONTINUING

Rule Title: EDUCATION FOR LICENSURE OF PHARMACISTS"

3. Explanation of above estimates (including long-range effect):
Please include any increase or decrease in fees in your estimated total revenues.

These are just rule madifications to update language and requirements on pharmacists, and will not
impact the functions of the Board. It will not raise revenue, or impact current ongoing activities of the
Board.

MEMORANDUM

Please identify any areas of vagueness, technical defects, reasons the proposed rule would
not have a fiscal impact, and/or any special issues not captured elsewhere on this form.

Date: June 23, 2011

Signature of Agency Head or Authorized Representative
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TITLE 15 W g2 o9 o
LEGISLATIVE RULE YiLd Pl 2: 59
BOARD OF PHARMACY

SERIES 3 VR STATE
BOARD OF PHARMACY RULES FOR CONTINUING ’
EDUCATION FOR LICENSURE OF PHARMACISTS
§15-3-1. General.

1.1. Scope. -- W. Va. Code §30-5-3A authorizes the Board of Pharmacy to promulgate rules which
are necessary to perform the duties and responsibilities of the Board as they relate to requiring
pharmacists to meet certain continuing education requirements in order to maintain their license to
practice pharmacy in the State of West Virginia.

1.2. Authority. -- This legislative rule is issued under the authority of W. Va. Code §30-5-3A.

1.3. Filing Date. -- June 252002

1.4. Effective Date. -- June36-—2602

§15-3-2. Definitions.

2.1, Amerier et : tonAccreditation Council for Pharmacy
Education” ("ACPE”) means the national accredxtatlon organization for continuing pharmaeceutical
pharmacyv education.

2.32. “Continuing Pharmaceuticab-Pharmacy Education” (“CPE”) means planned and accredited
learning experiences beyond a formal degree program designed to promote the continual development of
knowledge, skills, and attitudes on the part of the pharmacist_or pharmacy technician.

2.43. “Continuing Pharmaceutieal-Pharmacy Education Committee” ("CPE Committee”) means that
committee appointed by the Board responsible for approval of the content of each eestinuing

pharmaceutical—educationCPE  program offered by a provider of eentinuing—pharmacentical
echeeationCPE.

2.54. “Continuing Pharmaeeuaticab-Pharmacy Education Coordinator” (“CPE Coordinator”) means
that 1nd1v1dual or oroamzatlon who may be retained by the Board for the purpose of coordinating
¢ : ¢ tonCPE programming and licensure renewal requirements.

2.5, ~Continuine Pharmacy Education Hour™ (“CPE Hour”™) means_one hour of participation in_a
Board accredited continuine pharmacy _education program _under responsible sponsorship. capable
direction and qualified instruction. For the purposes of this definition. an hour equals sixty (60) minutes

1




15CSR3

of participation and represents 1.0 continuine pharmacy education hour.

2.6.—— “Continuing Pharmacy Education Number”™ (Number) means either the ACPE number or
Board-issued CPE number assigned to identifv each approved program.

| 2.67. “Continuing Pharmaeceutieal-Pharmacy Education Provider” (Provider) means an institution,
orgamzatlon agency, corporation, company, or individual approved by the Board for the purpose of

| direct provision of continuing pharmaeeutieal-pharmacyv education programs-te-pharmaeists.

2.8. The “Rreporting Pperiod” means the two year licensure period beginning on July 1 of a given
year through June 30 two years later_which coincides with the licensee's renewal period.

2.9. “West Virginia Pharmacists Association” (Association) means a statewide professional
organization whose members are pharmacists duly licensed by the Board.

2.10.  “West Virginia Societv_of Health Svstem Pharmacists™ means a statewide professional
oreanization representing the interests of pharmacists dulv licensed bv the Board who practice in
hospitals, health maintenance organizations. lone-term care facilities. home care. and other components of
health care svstems.

§15-3-3. Purpose.

] 3.1. The purpose of Continuing Pharmaeentieal-Pharmacy Education (CPE) is to maintain and
enhance the professional proficiency of pharmacists licensed to practice in West Virginia for the benefit
| and health. safety and welfare of the people served by pharmacists in the State of West Virginia.

l §15-3-4. Continuing Pharmaeeutieal Pharmacv Education Requirements.

4.1. Beginning July 1.2002, a licensed pharmacist shall complete a minimum of: _-thirty (30)
contiruingedueationCPE hoursy every two years in order to renew his or her license to practice pharmacy

m West VlI‘“lnla and each reportm<Y period thereafter- Providedthat-apharmacist that enb-—receivesa

4.2. Hours in excess of the number required at the end of each reporting period shall not be
I transferred or applied to future reporting periods to satisfy future CPE requirements ef~-CPE-fer-Heensure.

| 4.3. Six (6) hours of the thirty (30) continuins—education-CPE hours required every two (2) years
shall be obtained through a live presentation requiring the physical presence of the pharmacist at the
l contintineeduecationCPE program..

| §15-3-5. Methods of Acquiring Continuing Pharmaeeutieal-Pharmacv Education.

2



15CSR3

5.1. Continuing pharmacy education hours of credit may be earned by licensed pharmacists in the

following manner if the spenser—er—provider grants the pharmacist a eertificate—of—completion—of
statement of credit:

5.1.1. Live Programs

5.1.42. Cassette-Home studv bv print. webinar. computer-based training. video. or other non-live
approved programs or audio-visual presentations;

r>4

5.1.43. Credit earned from a United States accredited collese/school or universitv for pRost-
graduate courses in pharmaceutical sciences_or other courses applicable to pharmacy practice;

eContinuing pharmacy education programs granted credit by other

§15-3-6. Program Administration.

6.1. The Board has the statuatory—statutory responsibility for the oversight of CPE as required for
licensure renewal and to appoint a Continuing Pharmacy Education Committee.

6.2. The CPE Committee shall:;

6.2.1. perform necessary correspondence and communication with professional groups,
organizations and individuals who have interest in CPE;

6.2.2. recommend to the Board for its approval those providers and—spensets—of continuing
pharmacy education programs who have been certified as meeting the criteria established for this purpose;

and

6.2.3. recommend to the Board for its approval those continuing pharmacy education programs
which have met the criteria established for that purpose.

§15-3-7. Continuing Pharmacyv Education Committee.
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7.1. The Continuing Pharmacy Education Committee shall be composed of equal representation from
the West Virginia Board of Pharmacy, the—West\irsiniaUniversity—Schoolof Pharmaey—and—cach
accredited school of pharmacy located in the State of West Virginia. the West Virginia Pharmacists
Association, and the West Virginia Society of Health System Pharmacy Pharmacists.

7.2. The members of the CPE Committee shall be selected by the Board and shall serve for a period
of three (3) years, and may be reappointed.

7.4. The CPL Commlttee is responsible for approval of the-eentent-ef-each program offered by a
provider of CPE &eredit.

g2
o

7.5. In all other matters concerning the approval of Continuing_Pharmacy -Education providers,-
Fthe role of the CPE Committee is to advise and submit its recommendations to the Board.

§15-3-8. Responsibilities of Providers-and-Spensers.

8.1. CPE providers and-spensers-are responsible for submitting
eeﬂ%ﬁw-eéﬂca{»haﬁi‘ PE pronrams to the Board for approval.

8.2. Petential-apphieantsProviders shall submit an application for approval of anv CPE programs in

writing to the Board at least sixt—thirty (6030) days prior to their offering in order that potential
participants w111 l\now whether the prooram is approved The Board may approve pro"rams submitted

(—H)—)—éa%—s—pﬁei—te—eﬁfer—maprov:ded proper cause is chm\n for ]ate submlssmn

8.3. : i aFH eattonThe
proposed CPE programs shall sabﬁm—aﬁ—&pphe%eﬁ-—em—ﬁﬁﬂw aﬂ*—eonmm aH requlred information the
Beard-required-on forms provided by the Board, including, but not limited to. the course name. provider
name. proposed dates the program will be offered. agenda. content overview, learning objectives and
facultv.

8.4. The Board may revoke or suspend approval of providers er—sponsers—for submission of
fraudulent_information staterments-oreertifieates-concerning eentinuine-pharmaceutical-edueationCPE.

Bo 5
SJHH—Fe*eke—eHﬁs-pené—appre*m—e%e—pre%ﬁChanoes to the content of an onfvomfy approved program

shall require the provider to submit a new application for the program.

8.6. Providers and-spensors-shall retain a file of participants of each accreditied program for four (4)
years.

8.7. Providers and-spensers—shall advise the Board in writing of the date. location, and eontinging
educatiennumber of CPE hours of each program presented or made available along with the names and
addresses of each participant successfully completing each program within thirty (30) days following the
presentation or completion of an approved program.
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8.8. Providers and-spensers-shall provide a eertificate-statement of credit of participation/completion
to each participant who attends and successfully completes a program._The statement of credit must
include at a minimum. the course name. date completed. total CPE hours earned. provider name and CPE
number.

§15-3-9. Responsibilities of Pharmacists.

9.1. Pharmacists shall keep valid records, receipts, and certifications of continuing pharmacy
education programs completed for four (4) years and submit certifications of participation and completion
to the Board upon request.

9.2. The Board may take dlsc1plmary action against a pharmacist for submission of fraudulent

statements or certificates concerning eontinving-pharmaceuticaledueationCPE,

9.3. A Pharmacist shall submit, on forms provided by the Board, a list of accredited continting
pharmaceutical-edueationCPE programs completed in the preceding reporting period with their renewal
license application.

9.4. In the event a pharmacist fails to submit a list of -completed
CPE programs with his or her renewal application, the Board shall notlf\ the pharmacist at his or her last

known address that disciplinary action shall be taken for failure to comply with esntintinseducation-CPE
requirements.

9.5. A pharmacist may request a waiver from the Board et from
the CPE requirements— for reasons of illness, injury, mcapacm retirement, or other extenuating
circumstances.

9.6. A pharmacist shall keep the Board informed of his or her current mailing address.

9.7. A pharmacist may transfer eentintingeducationCPE hours from another state to West Virginia if
the other state accepts the transfer of West Virginia esntinuine-educationCPE hours.

9.8. A West Virginia licensed pharmacist who resides —in another state requiring centinuins

‘ atioRCPE and who does not practice in West Virginia may renew his or her West
Vlrnmla llcense bv certifying on his or her Geﬂ%umw%amve{mﬁl-}}émCPF report form that he
or she has a current and valid license to practice in the state in which he or she is residing. The following
statement shall be placed on the form, and the form signed, dated. notarized. and returned to the West
Virginia Board of Pharmacy with the renewal application and fee:

"I declare under penalties of falsification that I hold a current and valid pharmacist license, No. in the
State of and that I do not presently practice pharmacy in the State of West Virginia. 1 hereby -agree to
notify the West Virginia Board of Pharmacy if I return and commence practice in West Virginia."

9]
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9.9. A pharmacist may request eontinuing-edueationCPE credit only once in a reporting period for
each program attended or completed.

§15-3-10. Approval of Providers-and-Sponsers.

10.1.  The Board has established the policy that all centinui i dweation(CPE
providers approved by the Ameﬁe—aﬁ—eeﬁﬁe—fl—eﬁ Ph&maee&&c—a%—%dae&&%é&@?—?}*\@?i: are approved
as provnders of &« > dueation (ERE CPE in West Virginia-tnless-experience-with

10.2. All other providers shall make application for approval as a provider on the form provided by
the Board. Providers: shall:

10.2.1. Shal-have a qualified director or coordinator of e¢ atenCPE

program;

10.2.2.  Shal—have qualified faculty to develop and present ee sEmne
edueatton(PE programs, or shall have contracted or retained qualified people to develop and present
programs;

10.2.3. Shal-have appropriate resources and materials, such as printing, projectors, and other
suitable hardware and software for the development and presentation of programs;

10.2.4. Shal-have appropriate facilities and/or mechanisms to record, store, and retrieve data
concerning attendance, credit, and other relevant data for individuals participating in the programs;_ and

10.2.5. Shall-demonstrate their ability and willingness to provide any and all information
required by the Board or the Committee.

10.43. Providers approved in accordance with section 10.2 must be reapproved as a provider everv
four (4) vears from the date of approval. Previders-and-spensers-need-to-be-approved-one-time-oniy—The
Board shall withdraw approval if a provider es-spenset-is found to be in violation of subsection 8.4 of this
rule. The Board may withdraw approval if a provider becomes unable to meet the requirements of section
10.2 at any_time during the approval period. The provider es—spesnser-may apply for re-approval if all
applicable criteria are met. The application for re-approval shall be made within thirty (30) days after the
notice of disapproval and the provider erspenser—shall comply with the original procedure as prescribed
in subsection 8.2 of this rule. The Board at its discretion may impose a period of probation if it approves
the application for re-approval.

§15-3-11. Approval of Continuing Pharmaeeutieal- Pharmacv Programs.

11.1. Providers and-spenser-shall submit all continuinu—pharmaceutical-educationCPE programs for

approval by the Board except as provided for in subsections 11.2 and 11.3 of this section.

11.2. The Board has approved all programs developed and presented by ACPE approved providers.
6
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11.3. Approval of a eontinuinepharmacentical-edueationCPL program is valid for a three (3) year |
period if the content remains the same.

11.4. All programs shall meet the criteria utilized by ACPE and additionally shall meet the following
criteria:

11.4.1. The program shall be within the scope of the following subjects:

11.4.1.1. Pharmaceutics: bioavailability, bieeguivalenexbioequivalence, product selection
based on bioavailability and/or bieeguivatenesbioequivalence;

11.4.1.2. Pharmacognosy: drugs of natural origin as related to therapeutics;
11.4.1.3. Pharmacology: as related to therapeutics, dosage regimen, etc.;
11.4.1.4. Pharmaceutical Chemistry: chemistry of drugs as related to therapeutics:

11.4.1.5. Pharmacy Administration: as related to the managerial, behavioral, and social
aspects of pharmacy praeepractice; |

11.4.1.6. Pharmacy Practice: as related to patient compliance, patient use and utilization of
drugs, drug incompatibilities, proper selection and use of nonprescription drugs, and related topics; or

11.4.1.7. Public Health: as related to improving the pharmacist's role in public health and the
health care system.;

11.4.2. The program shall be relevant. timely. and suited-applicable to pharmacy practice: |

11.4.34. The program Ccontent -shall be well organized with stated objectives, and an orderly
flow of material, with appropriate examples and/or illustrations;

11.4.45. The program shall be appropriately presented. with the mode/method of presentation |
appropriate to the topic; and

§15-3-12. Program Evaluation.

12.1. The provider or sponsor shall have an evaluation mechanism for the purpose of allowing the
participant to assess achievement of personal objectives.

12.2. The provider or sponsor shall develop and employ evaluation techniques that will assess the
effectiveness of the eontinuins—eduecationCPE activities and the level of fulfillment of the stated |
objectives, with the goal of continual provided or sponsor and CPE improvement.

12.3. The provider or sponsor shall compile the results of participants' evaluations and submit them

7
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to the Board upon request.
§15-3-13. Credits and Records.

13.1. Credits and records of e
edueationCPE hour.

CPE shall be based on a eentinuins

13 2 A pharmac1st who develops and/or presents an approved :

that prooram for hxs or her initial presentation.

13.3.  All providers;—spensers— and pharmacists shall retain their records for four (4) years in a
manner that will enable their ready retrieval upon request of the Board, its authorized agent or Committee.

13.4.  Students enreled-providing documentation of enrollment in graduate programs of health
related fields or partieipating-participation in a residency program in a health related field are not required
to provide additional documentation of participation in CPE. If a student discontinues his or her pursuit
of graduate study, the prevailing CPE requirements apply for his or her continued licensure.




