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CITE STATUTORY AUTHORITY:  §§ 30-5-7

EXPLANATION OF THE STATUTORY AUTHORITY FOR THE LEGISLATIVE RULE, INCLUDING A DETAILED SUMMARY
OF THE EFFECT OF EACH PROVISION OF THE LEGISLATIVE RULE WITH CITATION TO THE SPECIFIC STATUTORY
PROVISION WHICH EMPOWERS THE AGENCY TO ENACT SUCH RULE PROVISION:

Making Change due to SB 291

[S THIS FILING SOLELY FOR THE SUNSET PROVISION REQUIREMENTS IN W. VA. CODE §29A-3-18(e)? No

IF YES, DO YOU CERTIFY THAT THE ONLY CHANGES TO THE RULE ARE THE FILING DATE, EFFECTIVE DATE AND AN
EXTENSION OF THE SUNSET DATE?Y No

DATE eFiled FOR NOTICE OF HEARING OR PUBLIC COMMENT PERIOD: ©6/19/2025
DATE OF PUBLIC HEARING(S} OR PUBLIC COMMENT PERIOD ENDED: 7/19/2025

COMMENTS RECEIVED: No

(IF YES, PLEASE UPLOAD IN THE COMMENTS RECEIVED FIELD COMMENTS RECEIVED AND RESPONSES TO
COMMENTS)

PUBLIC HEARING: NoO



(IF YES, PLEASE UPLOAD IN THE PUBLIC HEARING FIELD PERSONS WHO APPEARED AT THE HEARING(S) AND
TRANSCRIPTS)

RELEVANT FEDERAL STATUTES OR REGULATIONS: No

WHAT OTHER NOTICE, INCLUDING ADVERTISING, DID YOU GIVE OF THE HEARING?

SUMMARY OF THE CONTENT OF THE LEGISLATIVE RULE, AND A DETAILED DESCRIPTION OF THE RULE’S
PURPOSE AND ALL PROPOSED CHANGES TO THE RULE:

Rule covers permitting of pharmacies and ANNUAL TO biennial renewal per SB 291

STATEMENT OF CIRCUMSTANCES WHICH REQUIRE THE RULE:

the proposed changes are required per SB 291

SUMMARIZE IN A CLEAR AND CONCISE MANNER THE OVERALL ECONOMIC IMPACT OF THE PROPOSED
LEGISLATIVE RULE:

A. ECONOMIC IMPACT ON REVENULS OF STATE GOVERNMENT:
0

B. ECONOMICIMPACT ON SPECIAL REVENUE ACCOUNTS:

C. ECONOMICIMPACYT OF THE LEGISLATIVE RULE ON THE STATE OR ITS RESIDENTS:



D. FISCALNOTE DETAIL:

Effect of Proposal Fiscal Year
2025 2026 Fiscal Year {(Upon
Increase/Decrease |Increase/Decrease Full
(use "-") {use "-") iImplementation)
1. Estimated Total Cost | O 0 0
Personal Services 0 0 0
Current Expenses 0 0 0
Repairs and Alterations | © 0 0
Assets 0 0 0
Other 0 0 0
2. Estimated Total 0 0 0
Revenues

E. EXPLANATION OF ABOVE ESTIMATES {INCLUDING LONG-RANGE EFFECT}:
0

BY CHOOSING 'YES', | ATTEST THAT THE PREVIOUS STATEMENT IS TRUE AND CORRECT.

Yes
Krista Capehart -- By my signature, | certify that | am the person authorized to file legislative rules, in
accordance with West Virginia Code §29A-3-11 and §39A-3-2.
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TITLE 15
LEGISLATIVE RULE
WEST VIRGINIA BOARD OF PHARMACY
SERIES 15
REGULATIONS GOVERNING PHARMACY PERMITS
§15-15-1. General.

1.1. Scope. -- Licensure and regulations governing pharmacy permits.

1.2. Authority -- W. Va. Code §§ 30-5-7.

1.3. Filing date -- May30-2025;
1.4. Effective date -- Faly12025-

1.5. Sunset Date -- This rule shall terminate and have no further force or effect on August 1,
20352036.

§15-15-2. Definitions.
2.1. “Board” means the West Virginia Board of Pharmacy.

2.2. “Common carrier” means any person who undertakes, whether directly or by any other
arrangement, to transport property including prescription drugs for compensation.

2.3. “Direct-to-patient system” or “DTP system™ means any delivery system through which a
pharmacy dispenses drugs, devices, or medical equipment to a patient through any means other than:

2.3.1. In-person dispensing to a patient by pharmacy personnel inside a pharmacy, or

2.3.2. In-person dispensing by delivery to a patient’s residence or to a health care provider
treating that patient, or

2.3.3 Shipping through common carrier to a paticnt or to a health care provider treating that
patient.

2.3.4. Except as provided in this rule or in the exceptions in subdivisions 1-3 of this definition,
no person holding any license or permit from the Board shall participate in any arrangement whereby
prescriptions may be left at, picked up from, accepted by, or delivered to any other place. The only DTP
system allowed are “lockers.”

2.4. “Home pharmacy™ means the pharmacy responsible for dispensing drugs, devices or medical
equipment through a DTP system.

2.5, “Locker” means a secure container in which pharmacy personnel place labeled patient-specific
drugs, devices, or medical equipment to be picked up by the patient.

2.6. “Pharmacist” means an individual currently licensed by this state to engage in the practice of
pharmacist care.
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2.7. “Pharmacist Care’ means the provision by a pharmacist of patient care activities, with or without
the dispensing of drugs or devices, intended to achieve outcomes related to the cure or prevention of a
discase, elimination, or reduction of a patient’s symptoms, or arresting or slowing of a disecase process
and as provided for in West Virginia Code § 30-5-10.

2.8. "Pharmacist-in-charge” means a pharmacist currently licensed n this state who:

2.8.1. Accepts responsibility for the operation of a pharmacy in conformance with all state and
federal laws and rules pertinent to the practice of pharmacist care and the distribution of drugs;

2.8.2. Has the responsibility for the practice of pharmacist care, as defined in this rule, at the
pharmacy for which he or she is pharmacist-in-charge. The pharmacy permit holder has responsibility for
all other functions, administrative and operational, of the pharmacy. The pharmacist-in-charge may advise
the pharmacy permit holder in writing of administrative and operational matters. The pharmacist-in-charge
is not legally responsible if the permit holder does not follow the written advice;

2.8.3. Work requirements as required in W.Va, §15 CSR 1.2.42.¢c-d.
§15-15-3. Registration.

3.1. A pharmacy shall obtain a registration from the Board and comply fully with W. Va. Code § 30-
5-22 before it may lawfully conduct a pharmacy.

3.2. A pharmacy shall obtain a registration asaatly bienmally. Not more than one registration may
be issued i any one name i more than one location. Every registered pharmacy shall be under the direct
charge of a pharmacist, designated the Pharmacist-in-charge, and shall operate in compliance with the
state and federal laws and rules and regulations.

3.2.1. The application for a new registration shall be completed on a form prescribed and

furnished by the Board.

3.2.2. Each pharmacy shall make a separate application and a separate registration shall be issued
for cach pharmacy.

3.2.3. A pharmacy shall have applicable current references readily available according to practice
setting as required by this rule.

3.2.4. An initial application for a pharmacy registration shall be accompanied by a fee of
$150.00.

3.2.5. A pharmacy compounding compounded sterile preparations shall also apply for a
compounding permit as required by this rule.

§15-15-4. Issuance of Permit.

4.1. The Board shall issue a registration to conduct a pharmacy to the applicant after a satisfactory
inspection of the facility.

4.2. The registration is not transferrable. It 1s issued on the joint application of the owner and the
pharmacist-in-charge, on the sworn statement that it will be conducted in accordance with the provisions

of the federal and state laws, rules and regulations.

4.3. A registration shall be posted in a visibly conspicuous place.
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§15-15-5. Renewal of registration.

5.1. The amnual biennial renewal of a registration takes place on the first day of July of eaeh every
other year. The fee for the annual biennial renewal is $75-00150.00. Registrations expire on the thirticth
day of June of eaek every other calendar year. Renewal applications shall be completed and submatted to
the Board office by the fifteenth day of June to allow time for processing. Pharmacies shall have a grace
period for renewal until July 31 of the year in which the permit expires; however, renewal applications
received in the Board office after June 30 of the year in which the registration expires shall require the
payment of a late fee in the amount of $75150.00 in addition to the application fee of $75150.00, for a
total amount of $450300.00.

5.2. If a pharmacy does not make application for renewal by the first day of August annaally
biennially, to renew an expired registration the Board shall re-inspect the pharmacy and the permittee
shall pay the required renewal fee and late fee totaling $430300.00 for the registration, and $436300.00
for the re-inspection, for a total amount of $306600.00.

§15-15-6. Surrender of registration.

6.1. When a pharmacist-in-charge changes at a pharmacy, both the pharmacist-in-charge and
pharmacy permit holder must notify the Board in writing within 14 days. The onginal permit should be
copied and the change in pharmacist-in-charge written on the original and copy of the permit. The copy
of the modified permit shall be posted in the pharmacy. The original modified permit should be
surrendered to the Board along with a $10.00 fee for the new registration reflecting the new pharmacist-
m-charge. Upon receipt of the notification, the Board shall provide for the new registration to the
pharmacy. An Interim pharmacist-in-charge may be designated for a period not to exceed 60 days. If an
interim pharmacist-in-charge is designated who is not the permanent pharmacist-in-charge, the fee shall
not be charged, and a new permit shall not be issued until a permanent pharmacist-in-charge is
designated.

6.2. A pharmacy that moves to a new address or a different location within the current building shall
apply for a new registration and submit the appropriate fees. The Board shall inspect the facility before a
new registration may be issued.

6.3. When a pharmacy changes ownership the registration expires, and a new registration shall be
obtained from the Board.

§15-15-7. Security.

7.1. A board approved operating plan shall be implemented if a pharmacy is to be operated for a
period less than regular business hours of the entire store or institution.

7.2. A device for the detection of breaking and/or entering shall be nstalled in each prescription
department in each pharmacy. The installation and the device shall be based on accepted burglar alarm
mndustry standards, and are subject to the following conditions:

7.2.1. The device shall be maintained in functioning order and shall have an auxiliary source of
power;

7.2.2. Deactivation of the alarm system for the prescription department shall be restricted to the
pharmacists working at the pharmacy, and the system shall be activated whenever a pharmacist is not on
duty. The pharmacy registration holder may deactivate the system for security or surveillance purposes as
long as the reason for the deactivation, the person deactivating the system, and time and date of
deactivation are documented and readily retricvable to the Board; and

3



15CSR15

7.2.3. This subsection does not apply to pharmacies which are open and staffed by pharmacists
24 hours a day;

7.3. The door keys and alarm activation and de-activation codes to the prescription arcas are subject
to the following:

7.3.1. Only licensed pharmacists may possess any keys to the prescription area;

7.3.2. During times that an institutional pharmacy may be unattended by a pharmacist,
arrangements shall be made in advance by the pharmacist-in-charge for provision of drugs to the medical
staff and other authorized personnel and shall ensure that:

7.3.2.a. Drugs are properly labels;

7.3.2.b. Only prepackaged drugs are available, in amounts sufficient for immediate
therapeutic requirements;

7.3.2c. Whenever access to the cabinet occurs, written practitioner’s orders and
proof-of-use are provided;

7.3.2.d. All drugs in the cabinet are inventoried no less than once per week;

7.3.2.e. A complete audit of all activity concerning the cabinet is conducted no less
than once per month; and

7.3.2.f. Written policies and procedures are established to implement the patient care
provisions of this subdivision.

7.3.3. Whenever any drug is not available from floor supplies or night cabinets, and the
drug is required to immediately treat a life-threatening situation of a patient, the drug may be obtained
from the pharmacy by a supervisory nurse in accordance with the requirements of this subdivision. The
pharmacist-in-charge shall, in conjunction with the appropriate committee of the institution, designate in
writing one supervisory nurse in any given cight-hour shift who is responsible for obtaining drugs from
the pharmacy during any emergency situation. Removal of any drug from the pharmacy by an authorized
nurse shall be recorded on a suitable form showing the patient’s name, and location within the institution,
the name of the drug, its strength and amount, and date and time, and the signature of the nurse. The form
shall be left with the container from which the drug was removed, and the supervisory nurse shall contact
the pharmacist ““on call”;

7.4. In the absence of a pharmacist, a sign with a minimum of four-inch letters shall be prominently
displayed stating: “Pharmacy Closed. No Pharmacist On Duty”, and the pharmacist shall secure the
pharmacy by implementing any barriers and security devices prior to leaving the pharmacy;

7.5. Except as provided in Title 15, Series 14, for central prescription filling, and this rule for direct-
to-patient delivery systems, completed prescription orders shall be bagged and kept in the pharmacy and
cannot be removed from the pharmacy unless the pharmacist is present and the removal is for the
immediate delivery to the patient, the patient’s authorized designee picking up the prescription for the
patient, or person delivering the prescription to the patient at his or her residence or other place designated
by the patient or the patient’s authorized designee. If the patient or the patient’s designee is unknown to
the pharmacist, then his or her identity shall be established by photo 1dentification card,

7.6. Dispensing does not occur until the drug is actually picked up by or delivered to the patient or

4
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patient’s representative. Completed prescriptions must be picked up at or delivered from the same
pharmacy at which they were prepared, except that this subsection does not apply to a mail order
pharmacy licensed by the Board, a central fill pharmacy licensed by the Board, direct-to-patient delivery
systems operated in accordance with this rule, or to transfers of prescription drugs by a retail pharmacy to
alleviate a temporary shortage; and

7.7. Emergency facilities to provide pharmaceutical services during emergency conditions or natural
disasters may be approved by the Board for a period not to exceed 180 days.

§15-15-8. Professional Work Environment.

8.1. A pharmacist, pharmacy intern, and pharmacy technician who works eight continuous hours or
longer per day shall take, at a minimum, one 30-minute uninterrupted meal break during that work period.
If such a pharmacist, pharmacy intern, or pharmacy technician i1s required to work 12 continuous hours per
24 hours, at a minimum, the individual qualifies for an additional 20-minute break. A pharmacist, pharmacy
intern, or pharmacy technician, who is entitled to take such breaks shall not be required to work more than
five continuous hours, excluding a 20-minute break, before being given the opportunity to take a 30-minute
uninterrupted meal break.

8.2. A pharmacy shall not require a pharmacist, pharmacy intern, or pharmacy technician to work
longer than 12 continuous hours per 24-hour period, inclusive of the required breaks under 78.1.

8.3. A pharmacy shall keep and maintain a complete and accurate record showing its pharmacists' daily
break periods. This record may be a pharmacist attestation of compliance with required breaks under 8.1.

8.4. Tnthe case of an emergency, as deemed by the professional judgement of the pharmacist, a pharmacist,
pharmacy intern, or pharmacy technician may work longer than 12 continuous hours, work without taking
meal breaks, or have a break interrupted in order to minimize immediate health risks for patients. The
pharmacist must document and date the amount of time worked beyond the 12-hour limit or breaks missed
along with the reason and make it available to the Board.

8.5. The pharmacist-in-charge or designee shall determine the work schedule for pharmacy technicians
based upon prior dispensing records. The pharmacist shall ensure adequate staffing levels based on prior
dispensing records and patient care tasks. The pharmacist-in-charge shall have final approval of the work
schedule. Any decision overriding such control of the PIC may be grounds for disciplinary action against
the pharmacy permit.

8.6. The pharmacist on duty or the pharmacy registrant shall notify the pharmacist-in-charge via
telephone, e-mail, or text message whenever a prescription error, loss of drugs, or a violation of any statute

or rule occurs and the pharmacist-in-charge is not present.

8.7. A pharmacy shall not use advertisements or make solicitations that may jeopardize the health,
safety, or welfare of patients, including, but not limited to, the use of advertisements or solicitations that:

8.7.1. Are false, fraudulent, deceptive, or misleading;

8.7.2. Include any claim regarding a professional service or product or the cost or price thereof that
cannot be substantiated by the licensee.

8.8. A pharmacy shall not requirc a pharmacist to participate in the use or distribution of
advertisements.

8.9. A pharmacy shall provide a working environment for all pharmacy personnel that protects the

5
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health, safety, and welfare of a patient, which includes, but is not limited to:

8.9.1. Employing sufficient personnel to prevent fatigue, distraction or other conditions that
interfere with a pharmacist’s ability to practice with competency and safety or creates an environment that
jeopardizes patient care as determined by the pharmacist-in-charge or pharmacists based on prior dispensing
records and current patient care responsibilities;

8.9.2. Providing appropriate opportunities for uninterrupted rest periods and meal breaks;

8.9.3. Providing adequate time for a pharmacist to complete professional duties and
responsibilities, including but not limited to:

8.9.3.a. Drug utilization review;

8.9.3.b. Immunization.

8.9.3.c. Counseling;

8.9.3.d. Verification of the accuracy of a prescription;

8.9.3.c. All other duties and responsibilitics of a pharmacist as listed in the rules of the Board.
§15-15-9. Notification.

9.1. The violation of any of these rules shall be considered cause for disciplinary action.

9.2. An employer who employs a licensed pharmacist shall notify the Board within 14-days, in
writing, of any discharge or termination of the licensed pharmacist or change of the status of the
pharmacist-in-charge.

9.3. A person who employs a licensed pharmacist shall, within three business days from the time of
discovery, notify the Board, in writing, of any violations of board rules or laws by the licensed
pharmacist.

§15-15-10. Whistleblower protection.

10.1. A permit or license holder of the Board who is found to be in violation of 11 (¢) CFR 1977.3 or
§6C-1 known as the “Whistle-blower law”™ may be subject to disciplinary action by the Board.

10.2. Nothing in this Section shall be deemed to diminish the rights, privileges, or remedies of an
employee of a pharmacy under any other federal or State law, rule, or regulation or under any
employment contract.

§15-15-11. Temporary, Permanent, or Emergency Closure of a Pharmacy.

11.1. For a temporary closure of a pharmacy, the pharmacy shall:

11.1.1. Post notification of closwre on cach pharmacy snltance as soon a5 the need {o deviate
from the posted howrs 38 known by the pharmacy, but no later than two boars alter the temporary closare

bezms. The posting roust molwde:

11.1.1a. Estimaied poriod of time the pharmacy will be closed; and
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11.1. 15 Options for pre ‘%uﬂpﬂ(}ﬂ pick-op (2. another lecal pharmacy, condact prosertber
OF W Drosy L, TOWOERG Provossol Prosariiions .,
for new preseriphion, reverse proeessed presanplions )

“*rzi'in.sz and pharmacy opc‘;t‘atccﬁ miernet
sible. The posling wust include:

11.1.2. Post notification of closure on cach tolephons
{e.g., website, social media, mobile applications) as soon 33 pos:

11.1.2.a. Estinated peried of thoe the pharmacy will be closed; and

11.1.2.%. Options for presceripiion pick-up (e g., another local pharmacy, contact prescriber
sed prescriptions ).

for now presor Ep’[li"iiﬁ FOVQERC PO

11,12, fthe pharmacy s temporanby closed groater than two consecutive busimoss davs or has
planned Ensurm greater than two davs in a seven dav pertod doviating from the regular business hours,
notily the board office as soon as possible but ao later than 72 houors alter the Lemporary ¢ closurs begas
with the date and time the closurs bepan, anticipated date and tirne of re-opening, and the reason for the
terapotary closurs.

11.2. For a pomosscot closurs of a pharmascy, the pharmacy shall:
11.2.1, Poer to closing. the pharmacy wust comply with the followmg:
11.2.a Provids sotufication of the closing to cach paticnt who has filled 2 prescription at
that ph.asm.sf owithin the previous 12 months, This notification must beveade a mminmm of 14 calondar
days prior ie clostng and maust include:

1L2.5.a b, The fast day the pharmacy widl be open,

11.2.1.a.2. Name, address, and telephone number of the phammacy that will take
possession of the pharmacy records or the porson who will serve as the custodien of records;

11.2.3.a.3. Instroctions on how patienis can arvange for transfor of thoir phaneacy

records 0 a phanmacy of thewr choies; and

1.2 Lad The last day 3 transfer may be insiated.
11.2.1.5. The notilication must be mads via:

112001, Dastibution by direct mail, electronic mail, phone, text, or written notros with

cach presonptios dispensed; and

L2302, Pablic antice 8 a newspaper, online, or print, of general cwenlation, if
available, n the arca served by the pharmacy; and

112803, Postingac g notice oo each pharmacy cntrance, on each telephons
grecting, and pharmacy-oporatod indernst (o, website, seoal media, raobide applications).

O3

112, ¢ Provide any new patients filling prosoriptions during the M-calendar dav peoiod
prior fo the phanacy clestog with writlen sotification that inclades:

11.2.3.e.t. The last day the pharmacy will be open

11.2. e 2, Name, address, and telophons rumber of the pharmmacy to which phanmacy
records will be transferred or the person who will serve as the custodian of pharmacy records;

~
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11.2. .3, instructions on how pationts can arrange For rans
records to a phst}"ﬂhii.}' 03 heir choice; and

or of thew pharmacy

112004, The last day a transfor may be iruhiated.

5, 45 debmed by W, Va, Code 60A-2.201 of
K 1301.52.

11213 Noufy DEA of any controlled substanc
saq., bemy ransferred to another registrant as spectfied in 21 CF

11.2.2, Onthe date of closing or up to 24 honrs after the permanent closure bogins, the
pb.a.ma.ac.lst»mmch.arg»: must comply with the following:

11.2.2.a Complete and document an mventory of all controlled substances

11220, ihe pharmacy dispenses prescriptions:

112201, Transter the proscription diug order Liles,
pationt medication records 1o a beensed pharmacy pursuant to W.Wa, E:’ IR G W hu W sli SETVE
as the costodian of records;

d

11.2.20.2. Updete the pharmacy operating slatus with cach electrome preseribing
vendor, and

11.2.2.8.3. Remove all signs and symbols mdicating the presence of the pharmacy
wmoiudmg pharmacy-operated mlemet (e.g., wobside, social media, mobte applications).

S0

11.2.2.c. Notify the Hoard of the closing of the pharmacy.

11230 After closing, Watlun 30 calendar davs after the closing of the pharmacy, the phanmacist-
mi~charge must

11234 Compiete and document an noventory of all nov-controlled drugs and devicss,

11.2.20. Remove all presenption and son-presaription drogs, deviees, and related supplies
from the pharmacy by one or a combination of the followmp mesthoeds:

112301, Retum to manufacturer or supplisr (credit or disposal);

11.2.3.0.2. Transfor to a Heensed healtheare professional or cutlet who is begally
authorized to possess drugs; or

onttrolied
21 OFR

Drestroy and document the destruction by bwo Board b
subsiznees, the J"L.«‘_E:aﬁ:'ﬂi'if must coraply with 21 CFR 130421, 21 CFR 130422, 21 CF
1317.80 d]id 21OFR 1317.95,

,-°-. =]
\.v'b £

11.2.3.¢c. Provide the board a written notice of the closmg on a Board proseribed form
available af wiuch inchudes the following information

112.3.¢ b Baate of closing to the public and discontinuance of the busmess;

112322, Date and fime the woventory of all prescoption drags and devices was
condncted;
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11.2.3.03, Name. address
togond and cortrolled substances posses

ph ene nomabor, and applicable rogistration number whe
v the pharmacy were transferted or disposed,

11.2.3.e4 Hdrags were destroved, name and Beanse numbers of individuals that who

wiingssed the deslmotion;

112305, ihe pharmacy s remstored to possess cordrolied uni tances, conlirmation
that the phansaey complied with all applicable federal requirernents 1o 21 CFR 120152 for discontimuming
operation as a phararmcy that dispenses controlled substances.

11.2.3.¢.6, The name, address, and phone number of the phamnacy that took possession
ot the plarmmacy records or the licensed pharmacist who serves as the custodian of pharmacy records
which must be maintained according to W.Va. 15 CER 4.1 &/ seg.;

11227, Confirmation alt pharmacy labels and biank prescriptions were destroyved:
11.2.3.c.8. Confirmation all signs and symbols indicating the presence of the pharmacy

melnding phatnacy-operated intorn i, social racdia, mobile applcations) uve been
removed; and

11.2.3.¢.8. Confumation that cach rogistraion certificate wsued to the pharmacy by the
to the board office.

Board has boon mails

11234, Onee the pharmacy has polified the Boand that the pharmacy s permanently closed,
the License may not be ronswed.

11230 Unless a rogistrabion has expired, the registration will ramain active unttd the board
straut that the aotice of permanent closure bas been recerved and the regstration has

hias notified the rog
been lapsed.

11.2.3.f. The pharmacist-in-charge may be permitted, by written permission from the Board,
an extension for compliance with Section 11.2.3 if the requestor shows good cause for the extension.

11.3. Emergency closing. If a pharmacy 15 closed suddenly due 1o five, destroction, natural disaster,
death, proporty setzure, eviction, besderspiey Insolveney, inclement weather, or other smergoney
cireumstances and the pharmacist-in-charge cannot prov ni,, potfication as vequived 1t subsection 11,1, the
phatnaciat-in-chargs most comply with the provisions of subseetion 111 a8 1ar i advancs or a8 soon

after the closing as allowed by the cironmstances.

i1.4. Now-resident pharmacies, as dofined by W.Va, 15 CSR 6-2.2, pi from subscctions
1L, 102, and 113 and must follow laws and ruies in the pharnacy's sicdance pertainmg o
temporary, pennanent sud emergency closures. The non-resident ph_aj‘m-_acy st pr-:)w_d\:, the Board
writlen notics of the © (nmo w ;ﬂm’: %U *ait.ﬁddr d:t s on a fomm proseabed by the board available at

AT AT WY 1"\

11.4.1. Date of closing to the public and discontimuance of the busme

1142, Ifthe phaguacy disponses preseriptions, the name, address and phone number of the
phavmacy or h‘c'“‘m{*ei pharmacist who will serve as the custodian of rocords for West Vigima pationts to
which the proseriptions, inchrding ref3ll information, and pationt medication rocor db were transforred; and

1143, Confirmation that each regisbration cortificate tssued o the phaomacy by the Board has
been mailed o the board office.
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115, The Board may condact an mepoction of the pharmacy and vecords fo verdy all requiremends m
this subsection.

§15-15-12. Direct-to Patient Delivery Systems.

12.1. Any DTP system located within West Virgima (lockers) shall meet the following
requirements:

12.1.1. Before any drugs, devices, or medical equipment may be picked up from a DTP system,
the home pharmacy shall have been issued a pharmacy permit by the Board.

12.1.2. The home pharmacy shall notify the Board via the form on the website at
www.wvbop.com prior to beginning to use any DTP system. The home pharmacy shall notify the Board
within 10 days after discontinuing patient use of any DTP system.

12.1.3. Any DTP system shall be located at the physical address of the permitted home
pharmacy.

12.1.4. The home pharmacy shall prohibit access to the DTP system and its contents by
unauthorized personnel and maintain confidentiality of patient information. The DTP system shall be
under the continuous supervision of a pharmacist employed by the home pharmacy or under contract with
a licensed pharmacy, which may be satisfied by real-time remote supervision of the pharmacy through
video and audio connections.

12.1.5. The home pharmacy shall ensure that there is continuous, recorded video surveillance of
the DTP system and any persons using or accessing the DTP system. It shall maintain any recordings for
a minimum of 90 days.

12.1.6. The home pharmacy shall develop, maintain, and follow a manual of policies and
procedures that includes policies and procedures for:

12.1.6.a. Maintaining the security of the DTP system and the drugs, devices, and medical
equipment within the DTP system.

12.1.6.b. Determining and applying criteria regarding which drugs, devices, and medical
equipment are appropriate for placement in the DTP system and which patients are eligible to use the
DTP system.

12.1.6.c. Maintaining any drugs, devices, and medical equipment at temperatures, humidities
and other environmental conditions to ensure that they do not become adulterated and to ensure that they
are transported and stored m accordance with manufacturer's specifications, if any, for those items.

12.1.6.d. Removing outdated drugs, devices, and medical equipment from the DTP on a
regular basis so that patients do not receive drugs, devices, and medical equipment with a beyond use
date during the period when the patient is to use the item.

12.1.6.c. Describing the assignment of responsibilities to, and training of, pharmacy
personnel regarding the maintenance and filling procedures for the DTP system.

12.1.6.f. Orienting participating patients on use of the DTP system; notifying patients when
expected drugs, devices, or medical equipment are not available in the DTP system or when the DTP
system is not functioning and notifying them of alternate methods for having those prescriptions filled;
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and ensuring that patient use of the DTP system does not interfere with the delivery of drugs, devices,
and medical equipment to patients.

12.1.6.g. Self-inspection of the DTP system for required compliance with West
Virginia Code and the Rules of this Board and all Federal laws and regulations.

12.1.7. The written manual of policies and procedures shall be reviewed and updated annually
by the pharmacist-in-charge of the home pharmacy.

12.1.8. The home pharmacy shall comply with any federal and state controlled substance laws
and rules before any controlled substances are picked up from any DTP systems. The home pharmacy
shall comply with WV Code §60A-3-308.d.2.B in delivering any drugs covered by that statute from a
DTP system and shall visually confirm that the person seeking the dispensation is the same as the person
on the government issued photo identification.

12.1.9. Only pharmacy personnel who are licensed with this Board as pharmacists or registered
with this Board as pharmacy technicians, pharmacy technician trainee, or pharmacy interns may stock
prepared drugs, devices, and medical equipment in, or remove drugs, devices, and medical equipment
from the inventory of a DTP system. The home pharmacy shall maintain records of any access to the
DTP system by pharmacy personnel stocking or otherwise accessing the DTP system.

12.1.10. Before a home pharmacy allows pick up of drugs, devices and medical equipment to a
patient through a DTP system, the home pharmacy shall secure the written consent of the patient to use
the DTP system.

12.1.11. The dispensing pharmacist on any drugs, devices, or medical equipment picked up
from a DTP system in West Virginia shall be licensed with this Board.

12.1.12. The counseling pharmacist on any drugs, devices, or medical equipment picked up
from a DTP system in West Virginia shall be licensed with this Board or be employed at a non-resident
pharmacy licensed with this Board.

12.1.13. Before a prescription is picked up from the DTP system, the dispensing pharmacist
shall verify each prescription and shall conduct a drug utilization review and otherwise assure that the
drug, device, or medical equipment may safely be picked up by the patient.

12.1.14. The labels of any drugs, devices, and medical equipment picked up from a DTP system
shall be labeled for the individual patient and contain all information required by law.

12.1.15. The home pharmacy shall create and maintain records for any drugs, devices, and
medical equipment picked up from a DTP system in compliance with State and federal law.

12.1.16. The DTP system shall have a means to identify each patient (or that patient's authorized
agent) and release only that patient's prescription drugs, devices, or medical equipment to the patient (or
the patient's authorized agent).

12.1.17. The DTP system shall convey the home pharmacy's offer to counsel a patient as
required by W.Va. 15 CSR 1.15.13.6 and shall provide the ability for the patient to have an immediate
real-time consultation with a pharmacist licensed by this Board and employed by the home pharmacy
who has access to all of the home pharmacy's information related to the patient. The communication link
shall protect the confidentiality of the patient’s information. The home pharmacy shall check the
communication link at least daily and the DTP system shall be closed if the link malfunctions or if a
licensed pharmacist is not available for counseling, unless a licensed pharmacist is physically present at
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the DTP system. A pharmacist who is responsible for counseling may not provide that service for more
than three sites simultancously. If the dispensing pharmacist has determined that the patient should
receive counseling before the prescription is dispensed, the DTP system shall provide the ability for the
pharmacist to force counseling before the DTP system allows pick up of the drug, device, or medical
equipment.

12.1.18. The home pharmacy shall record and review any incident involving a complaint,
delivery error, or omission regarding a DTP as part of the home pharmacy's quality assurance program.

12.1.19. Drugs, devices, or medical equipment that are not picked up by a patient may be
returned to stock under the same conditions as if the item had been maintained in the pharmacy, as long
as the requirements of this Rule for operating the DTP system have been followed.

12.2. This Rule does not alter the method by which patients or providers shall transmit prescriptions

to the home pharmacy. Prescriptions may not be collected by the home pharmacy through the DTP
system.
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