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NOTICE OF RULE MODIFICATION OF A PROPOSED RULE

AGENCY: Pharmacy
RULE TYPE: Legislative TITLE-SERIES:  15-15
RULE NAME: Regulations Governing Pharmacy

Permits

CITE AUTHORITY: §§ 30-5-7

The above proposed Legisiative rules, following review by the Legislative Ruie Making Review
Committeg, Is hereby modified as a result of review and comment by the Legislative Rule
Making Review Committee. The attached modifications are filed with the Secretary of State.

BY CHOOSING 'YES', | ATTEST THAT THE PREVIOUS STATEMENT IS TRUE AND CORRECT.
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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 -- May2-2023
1.4. Effective date -- May2-2023

1.5. Sunset Date -- This rule shall terminate and have no further force or effect on August 1,
20232034,

§15-15-2. Registration.

2.1. 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.

2.2. A pharmacy shall obtain a registration biennially. Not more than one registration may be issued
in any one name in 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.

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

furnished by the Board.

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

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

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

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

§15-15-3. Issuance of Permit.

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

3.2. The registration is not transferrable. It is 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
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of the federal and state laws, rules and regulations.
3.3. Aregistration shall be posted in a visibly conspicuous place.
§15-15-4. Renewal of registration.

4.1. The bicnmial renewal of a registration takes place on the first day of July of cach year. The fee
for the biennial renewal 1s $150.00. Registrations expire on the thirtieth day of June of each calendar
year. Renewal applications shall be completed and submitted 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
vear 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
$150.00 in addition to the application fec of $150.00, for a total amount of $300.00.

4.2. If a pharmacy does not make application for renewal by the first day of August eachear
biennially, to renew an expired registration the Board shall re-inspect the pharmacy and the permittee
shall pay the required renewal fee and late fec totaling $300.00 for the registration, and $300.00 for the
re-inspection, for a total amount of $600.00.

§15-15-5. Surrender of registration.

5.1. When a pharmacist-in-charge changes at a pharmacy, both the pharmacist-in-charge and
pharmacy must notify the Board in writing within fourteen (14) days. The original 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 ten-dollar ($10.00) fee for the new registration reflecting the new
pharmacist-in-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 sixty (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

1s designated.

5.2. 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.

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

§15-15-6. Security.

6.1. 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.

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

6.2.1. The device shall be maintained in functioning order and shall have an auxiliary source of
power;
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6.2.2. 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

6.2.3. This subsection does not apply to pharmacies which are open and staffed by pharmacists
twenty-four (24) hours a day;

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

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

6.3.2.  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:

6.3.2.a. drugs are properly labels;

6.3.2b. only prepackaged drugs are available, in amounts sufficient for immediate
therapeutic requirements;

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

6.3.2.d. all drugs in the cabinet are inventoried no less than once per week;

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

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

6.3.3. 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 commaittee of the mstitution, 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”;

6.4.In the absence of a pharmacist, a sign with a mimmum of four (4) 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;

6.5. Except as provided in Title 15, Series 14, for central prescription filling, completed prescription
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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 identification card,

6.6. Dispensing does not occur until the drug 1s actually picked up by or delivered to the patient or
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, or to transfers of
prescription drugs by a retail pharmacy to alleviate a temporary shortage; and

6.7. 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.

§15-15-7. Professional Work Environment

7.1 A pharmacist, pharmacy intern, and pharmacy technician who works eight continuous hours or
longer per day shall take, at a minimum, one thirty-minute uninterrupted meal break during that work
period. If such a pharmacist, pharmacy intern, or pharmacy technician is required to work twelve continuous
hours per twenty-four hours, at a minimum, the individual qualifies for an additional twenty-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 twenty-minute break, before being given the
opportunity to take a thirty-minute uninterrupted meal break.

7.2 A pharmacy shall not require a pharmacist, pharmacy mntern, or pharmacy technician to work longer
than twelve continuous hours per twenty-four-hour period, inclusive of the required breaks under 7.1.

7.3 A pharmacy shall keep and maintain a complete and accurate record showing 1ts pharmacists' daily
break periods.

7.4 In the case of an emergency, as deemed by the professional judgement of the pharmacist, a pharmacist,
pharmacy intern, or pharmacy technician may work longer than twelve 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 twelve hours limit or breaks
missed along with the reason and make it available to the Board.

7.5 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.

7.6 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.

7.7 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:
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7.7.1 Are false, fraudulent, deceptive, or misleading;

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

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

7.9. A pharmacy shall provide a working environment for all pharmacy personnel that protects the
health, safety, and welfare of a patient, which includes, but is not limited to:

7.9.1 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 paticnt care as determined by the pharmacist-in-charge or pharmacists based on prior dispensing
records and current patient care responsibilities;

7.9.2 Providing appropriate opportumties for uninterrupted rest periods and meal breaks;

7.9.3 Providing adequate time for a pharmacist to complete professional duties and responsibilities,
meluding but not limited to:

7.9.3.a. drug utilization review;

7.9.3.b. immunization;

7.9.3.c. counseling;

7.9.3.d. venfication of the accuracy of a prescription;

7.9.3.e. all other duties and responsibilities of a pharmacist as listed in the rules of the Board.
§15-15-8. Notification.

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

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

8.3. 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.

§15-15-9. Whistleblower protection

9.1 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.

9.2 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.
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8§15-15-10 Temporary, Permanent, or Emergency Closure of a Pharmacy

10.1. For a temporary closure of a pharmacy. the pharmacy shall:

10.1.1. Post notrfication of closurs on cach pharmacy entrancs as soon as the need to doviate from
the posted hours s known by the pharmacy, but no later than 2 hours after the temporary closure begins.
The postme must include:

10,814, Estimaled penod of me the phanmacy will be ¢losgd; and

16.1.L.b. Options for pre
for now pressriphion, Feverss Brog

wraption mck-up {e.r. another local pharmacy. contact prescriber
o proseriptions),

10.1.2. Post notiication of closure on each telephone orecting and pharmmacy opsrated infernst
{e.e0, websie, social media, roobile applications) as soon ag posstble, The posting mast inghude:

160.1.2.8 Hatimaded pennd of bme the phacmacy will be closed; and

16.1.2.b, Ovbons for prescrption pick-up {e.r.. ancther local pharmacy. contact preseriber
for now prescrption, reverss processed preserptionss,

1.1 3 1f the pharaacy is temmorardy closed ereater than bwo conseouiive business davs or has
planned closures sreater than two davs I a 7-dav peried doviating from the rooular busmess hours, notify
the board office as soon as possible but no later than 72 hours alier the temporary closure bexins with the
date and time the closure boean, anticipated date and time of re-openrong, and the reason lor the temporary
closure,

102 For g permanent closure of a pharmacy, the pharmacy shall:

10.2. 1, Pror to elosme, the phanvacy mast comply with the followine:

16,218, Provide notification of the closing to cach patient who has Glled a preseription at
that nharmacy withm the previous 12 months, This notification must be made a mmenam. of 14 calendar

davs pror to vlosing and st ioclude:

14.2.1.a. 1. The last dav the pharmaey will be opens

18.2. a2 Mame, address, and telephong number of the pharmacy that will take
pogsession of the nharmacy records or the person who will serve a8 the custodian of rocords;

132122 Instructions on how patients can arransgs for ranster of ther pharmacy records
toa phammany of their chodes and

10.2. a4, The Jast dav a ramsfor may be mbiated,

10.2. 16 The notificalion maust be mads via;

10.2.1.5.1. Dnstmbuion by direct mail, electrorue mail, phone. text, or written notice with
cach prescription dispensed: and

10,2 1 5.2 Pubhic nolice m g sowapaner, onhne, or prmi of seneral cueulation, if
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available 1 the arca served by the phamuacy, and

102 163 Postine aclosine nobice on cach pharmacy entrance. on cach ielenhone
crecting, aod phamaacv-operated mbornet (.o website, social media, mobils applications),

16.2.1.¢. Provide any new patiends hilline prescnstions durine the 14-calendar dav perind
prict o the pharmacy closine with wrillen notification that includes:

10.2.1.¢. 1, The last dav the pharmaey will be opens

102,102, Mame, address, and telephong number of the pharmacy to which pharmacy
records will be transferred or the permon who will serve as the custodian of pharmaoy rec

ords:

10.2.1.¢.3, Instructions on bow pationts can arranss for transtor of thew pharmacy reconds
to a phapmacy of their cholce and

10.2. 1 c.d. The last dav a transfor mav be nutiated,

10,2, 1.4 Moty DEA of anv controlled substances, asn delined by W, Va, Code 60A-2. 201 of
seer, bang transiorred to another yomistrant as spectiied m 21 OFR 1301 4

"2

10.2.2. U the date of closime or up {o 24 hours after the permanent closure besins, the
pharmacisi-m-charee must comply with the followme;

16.2.2.a Complets and docmaent an wventory of all controllsd substances.

102,20 I the phannagy isponscs prescriptions,

e

100.2.2.5.1. Transter the nrescription drue order files. moluding refill h‘sf'n‘nm-;i}(m. and
patient mmedication records o a West Vooma Beensed pharreacy pursuant fo W Va. 15 U8B 15-2 ar
. wio will serve as the custodian of records;

Eindate the sharmacy operatioe status with oach clecironic preseribine vendor

10.2.2.5.3. Bemove all signs amd syvinbols indicating the presence of the phanvacy
mehrding pharmacy-operated internst {e. o webarle social media. mobile apnlications

10,7 2 ¢ Motify the Board of the closing of the nharmacy,

1322 Alter closing, Wikun 30 calendar davs after the closing of the pharmacy, the vharmacst-
m-charee must,

160,234, Complele and document an ipventory of all sone-controlled drues and dovigss,

]f‘ 2.3 b Remove all preseripbion and non-prescriphion druss, devices, and related supplics
from the pharmacy bv one or a combination of the following methods:

10,2 3.5, 1 Beturn to manuiacturer or suopher foredd or disposall,

10.2.3.5.2 Transfer to a Leensed bealtheare professional or outlet who s lemally

-
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authorized o possess dryvs: or

1023535 Destrov and document the destruction by two Board licensees, For controlled
substaoees, the registragt mest comnly wih 2L CFR 13042 L 21 OFR 1360422 21 CFR 1337.058. 21 OFR
1.-;‘ 17.5 cmd 21 CFR 1317 9%

160,23 ¢ Ps‘o"ida-: the board s wittieon notice of the closing on a Board yeesenbed fonm
availabie al wwyw wybon, which meludes the following imndormation;

10.2.2.¢. 1. Date of closme fo the public and discontimuance of the busmess:

10,22 o2 Diate and e the inventory of all prescription drues and devices was

10.2.3 .3 Mame, address, shone namber, and apelicable reoistration ramber where all
soerit and controlisd substances posssssed by the pharmacy were fransferred or disposed,

;»\

10,2 3 ¢4, Hdruos werg destroved, name and Heonse nurbers of mdividuals that who
witnessod the destruction;

10.2.2.¢.5. 1 the phenmacy 38 regmistored to possess gontrolled substances. confiimation
that the pharmacy complied with all applicable federal requivernents 1 21 CFR 1301 32 for disgontmuing
operaiton as a pharmacy that dispeoses contrelled substancss,

1(0.2.3.¢.6. The name. address, and phone number of the pharmacy that took possession of
the pharmacy regords or the heensed pharmacist who 13 serve as the custodian of pharmacy rocords whach
must be mamtamed accordime o WoVa, 15 OSR 4.1 et sey

10,

7. Condrmation all pharmiacy labels and blank orescripions were destroved:

10.2.3 ¢ 8. Confirrastion all siens and symbols indicating the vresence of the pharmacy
mciudime pharmacv-operated inlemect (0,0, websie, social media, mobile applications) have boen
Teave

22 09 Confingtion that each reostration cortificate msued to the pharmacy by the
Board has been maded to the board office.

10.2.3.4, Unee the phermagy has notified the Boerd that the phanmagy 1s pennanently slosed,
the Deense mav not be renowed,

16.2.3 ¢ Unless a remisiyation has expired, the remistration will remam active until the board

10.2.3.f. The pharmacist-in-charee may be permitted. by written permission from the Board,
an extension for compliance with Section 10.2.3 if the requestor shows good cause for the extension.

1.3, Emerpency closime. I a phamaacy 15 clesed suddenly due fo five. destruction, natural disaster,
death, proncrty seizpre, ovichion. bankruntey, imcloment weather, or other cmerseney cremnstancss and
the phanmacist-in-charee cannot provide notficalon as roquwred i sebsocton 10.1, the pharmacst-ine-
charee must comply with the provisions of subsectzon 10,3 as far 1w advance or as soon afler

the closine

8
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gz allowed by the corcnmstanees,

104, Non-residert pharmacics, as defined by W.Va, 15 CSR 6-2.2. are exempt from subssctions 10,1,
16,2, and 10.3 and moust follow Laws and rules i the shermacy's stale of residenes pedanung o
tomporary. permana and emereencey closures, The von~resident pharmacy must provide the Board a
written nofice of the cosine withun 30 calendar davs on a form prescribad by the board avadable at

waww, wybonconywhich includes the followings mbormalion:

10,41 Brats of closing €0 the public and discombinuance of the busmess;

10.4.2, I the phapmagy dizspenses prescriptions, the name, address and phong number of the
pharmasy or lsoused shanmacst who will serve a5 B costodian of records for West Viteida patisnts o

which the prescriphions, moludme refil] infonnation, and patient medication records were ranslarred, and

b remistration cortificate issuved 1o the pharmacy by the Board has

10.4.3, Confumatonthat s
been marled 1o the board office,

all requirements in

1003, The Hoard mav conduct an nspection of the pharmacy and records o veriby




