b MAC WARNER. 8/29/2024 3:24:19 PM
e i Office of West Virginia
ADMINISTRATIVE LAW DIVISION | Secretary Of State

NOTICE OF AGENCY APPROVAL OF A PROPOSED RULE AND FILING WITH THE LEGISLATIVE RULE-
MAKING REVIEW COMMITTEE

AGENCY: Pharmacy TITLE-SERIES: 15-15

RULE TYPE: Legisiative Amendment to Existing Rule:  Yes Repeal of existing rule: NGO

RULE NAME:  15-15 Regulations Governing Pharmacy Permits

PRIMARY CONTACT

NAME: Krista Capehart
ADDRESS: 1207 Quarrier St 4th +oor

Charleston , WV 25301
EMAIL: Krista.d.capehart@wv.gov

PHONE NUMBER: 304-206-5767

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:

IS THIS FILING SOLELY FOR THE SUNSET PROVISION REQUIREMENTS IN W. VA, CODE §28A-3-19(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? No

DATE eFiled FOR NOTICE OF HEARING OR PUBLIC COMMENT PERIOD: 7124/2024
DATE OF PUBLIC HEARING(S} OR PUBLIC COMMENT PERIOD ENDED: 8/23/2024

COMMENTS RECEIVED:  Yes

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

PUBLIC HEARING: No



(IF YES, PLEASE UPLOAD IN THE PUBLIC HEARING FIELD PERSONS WHQO 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:

STATEMENT OF CIRCUMSTANCES WHICH REQUIRE THE RULE:

1. Addition of definition section {o alliow for iockers at pharmacies for pick up after hours

2. Renumbering bc of adding definition section

3. Language to permit secure locker systems, in permitted pharmacies, with video/audio and constant
surveillance 1o permit rx pickup when the store is open and the pharmacy is closed. A pharmacist would still
have {0 be available to provide counseling. The BOP has had interest from health systems, ¢hain and
independent for this service. | am attaching a picture of what one could ook iike.

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

A. ECONOMIC IMPACT ON REVENUES OF STATE GOVERNMENT:
0

B. ECONOMIC IMPACT ON SPECIAL REVENUE ACCOUNTS:

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



D. FISCAL NOTE DETAIL:

Effect of Proposal Fiscal Year
2024 2025 Fiscal Year {Upon
Increase/Decrease |Increase/Decrease Full
(use "-") {use "-") Implementation)
1. Estimated Total Cost | O 0 0
Personal Services 0 0 0
Current Expenses 0 0 0
Repairs and Alterations | O 0 0
Assets O 0 o
Other 0 0 0
2. Estimated Total 0 0 0
Revenues

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

N/A

BY CHOOSING 'YES', | ATTEST THAT THE PREVIOUS STATEMENT 1S TRUE AND CORRECT.

Yes
Krista Capehart -- By my signature, 1 certify that | am the person authorized to file legislative rules, in

accordance with West Virginia Code §29A-3-11 and §39A-3-2.






15CSR15
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 -- May3:2024.
1.4. Effective date -- May3-2024

1.5. Sunset Date -- This rule shall terminate and have no further force or effect on Aupustd—2034
August 1., 2035.

&815-15-2. Definitions.

2.1. “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:

2.1.1. in-person dispensing to a patient by pharmacy personnel inside a pharmacy. or

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

2.1.3 shippme through common carrier to a patient or to a health care provider ireating that
patient.

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

2.2. “Home pharmacy’ means the pharmacy responsible for dispensing drugs. devices or medical
equipment through a DTP system.

2.3. “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.

2.4. “Pharmacist” means an individual currently licensed by this state to engage in the practice of
pharmacist care.

2.5. “Pharmacist Care” means the provision bv 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

disease, elimmation, or reduction of a patient’s symptoms, or arresting or slowing of a discase process
and as provided for in West Virginia Code § 30-5-10.
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2.6. "Pharmacisi-in-charge” means a pharmacist currently licensed 1n this state who:

2.6.1. 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:

2.6.2. has the responsibility for the practice of pharmacist care., as defined m this rule, at the
pharmacy for which he or she i1s 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:

2.6.3. Work requirements as required in 15 CSR 1-2.42.¢c-d.

$H515215-15-3. Registration.

243.1. 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.

223.2. 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.

2:23.2.1. The application for a new registration shall be completed on a form prescribed and

furmished by the Board.

223.2.2. Each pharmacy shall make a separate application and a separate registration shall be
issued for each pharmacy.

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

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

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

§1515315-15-4. Issuance of Permit.

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

324.2. The registration is not transferrable. It 1s issued on the jont 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.

334.3. A registration shall be posted in a visibly conspicuous place.
§1515415-15-5. Renewal of registration.

445.1. The bienmial renewal of a registration takes place on the first day of July of each year. The
fee for the bicnnial renewal is $150.00. Registrations expire on the thirticth day of June of cach calendar

vear. Renewal applications shall be completed and submitted to the Board office by the fifteenth day of
2
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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
$150.00 in addition to the application fec of $150.00, for a total amount of $300.00.

4:25.2. If a pharmacy does not make application for renewal by the first day of August bienmally, 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 $300.00 for the registration, and $300.00 for the re-inspection,
for a total amount of $600.00.

§1515515-15-6. Surrender of registration.

536.1. 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 i1s designated who 1s 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.

3:26.2. 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.

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

§$1515-615-15-7. Security.

617.1. 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.

6:27.2. 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
mdustry standards, and are subject to the following conditions:

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

6:27.2.2. 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 1s 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 retrievable to the Board; and

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

63.7.3. The door keys and alarm activation and de-activation codes to the prescription areas are
subject to the following:
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63-1.7.3.1. Only licensed pharmacists may possess any keys to the prescription area;

6-3-2.7.3.2. 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:

63-27.3.2.a. drugs are properly labels;

63-27.3.2.b. only prepackaged drugs are available, in amounts sufficient for immediate
therapeutic requirements;

63-2- 7.3.2¢c. whenever access to the cabinet occurs, written practitioner’s orders and
proof-of-use are provided,

6-3-27.3.2.d. all drugs in the cabinet are inventoried no less than once per week;

63:27.3.2.¢. a complete audit of all activity concerning the cabinet is conducted no less
than once per month; and

6-3-27.3.2.f. written policies and procedures are established to implement the patient care
provisions of this subdivision.

63-37.3.3. Whenever any drug 1s not available from floor supplies or mght cabinets, and the
drug 1s 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 eight-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™;

64.7.4. In the absence of a pharmacist, a sign with a minimum of four (4) inch letters shall be
prommently 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;

6:57.5. 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 1s
unknown to the pharmacist, then his or her identity shall be established by photo identification card;

6:67.6. Dispensing does not occur until the drug is 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, direct-to-patient delivery
svstems operated in accordance with this rule, or to transfers of prescription drugs by a retail pharmacy to
alleviate a temporary shortage; and
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677.7. 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.

§1515-715-15-8. Professional Work Environment.

F348.1. A pharmacist, pharmacy intern, and pharmacy technician who works eight continuous hours or
longer per day shall take, at a mmnimum, 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.

F28.2. 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.

738.3. A pharmacy shall keep and maintain a complete and accurate record showing its pharmaecists'
daily break periods.

#48.4. 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.

758.5. 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.

768.6. 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.

F38.7. 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:

F78.7.1. Are false, fraudulent, deceptive, or misleading;

F#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.

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

7.98.9. 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:

F98.9.1. employing sufficient persomnel 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

5
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records and current patient care responsibilities;
798.9.2. Providing appropriate opportunitics for uninterrupted rest periods and meal breaks;

F98.9.3. Providing adequate time for a pharmacist to complete professional duties and
responsibilities, including but not limited to:

798.9.3.a. drug utilization review;

798.9.3.b. immunization,

79.8.9.3.c. counseling;

F98.9.3.d. verification of the accuracy of a prescription;

#98.9.3.¢. all other duties and responsibilitics of a pharmacist as listed in the rules of the
Board.

§$1515-815-15-9. Notification.

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

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

£39.3. 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.

§$1515915-15-10. Whistleblower protection.

9110.1. A permit or license holder of the Board who is found to be in violation of 11 (c¢) CFR 1977.3
or §6C-1 known as the “Whistle-blower law” may be subject to disciplinary action by the Board.

9:210.2. 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.

§H5454015-15-11. Temporary, Permanent, or Emergency Closure of a Pharmacy.

+0-311.1. For a temporary closure of a pharmacy, the pharmacy shall:

30311.1.1. Fast natificaizon of closure on cach phammacy enlrance as soon as the need to deviate
from the posted howrs is known by the pharmacy, bat no later than 2 hwuors after the temporary closars
bezts, The posting roust molude:

0-311.1.1 4. BEstimatad period of time the phasnacy will be closed; and

H6-411.1. 1., Optrons for prescoption puck-up {e.g, another local phanmacy, contact
prescriber for new prescripiion, reverse processed prescrpiions).

FE-311.1.2. Post notification of closvrs on cach telephone grecting and pharmacy operarsd

6
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mternal (e.g., website. social media, motsls applications) as soon as possible. The posting must 1eciade:
4e:311.1.2.8. Hatimated poriod of e the pharmacy will be closed; and

F3-411.1.2 5, Options for prescripton pick-up {e.g., another local pharmasy, conlact
prescriber for new preseriplinn, 1overss processed p n[moms

031113 H the pharmacy 1s temporarily closed greater than two consecutive busmess days or
has planned closures greater than two days in 3 7-day period deviating from the regular business hours,
noiify the board office as soon as possible bot no Inter than 72 hours afier the temporary closure begins
with the date and time the closurs began, anticipated dats and time of re-opening, and the reasen for the
ternporary closure

211,22, For a permwanent closurs of & pharmacy, the pharmacy shall:

Prior to closing, the phaomacy must comply with the following

La, Frovide gotdfication of the closing to cach patient who has filled a presoniption
at that pharmacy within the previous 12 months, This notification must be made a minumuwm of 14
catendar days prior to clostng and nost include:

4

112 1a 1. The last day the phasuacy will be open:

4211, 20142, Name, addeess, aod lelephons vumber of the phammacy that will take
stom of the pharmacy 3'f::ccards ar the person who will serve as the custodian of reconds;

[rOssL

23120145 Instructions on how pationts can arvange for transfor of their phaneacy
records to a pharmacy

of thewr choics; and
3211 2.1 a4 The last day 3 transfer may be mitiated,
J0.211.2. 15, The notification must be made via:

23121510 Distribution by divect mail, electronic mail, phone, text, or writien notics
with sach preseription dispensed; and

02112 1032, Poblic uotics in a newspapsr, onling, or print, of general circulation, if
avaiizble, in the arca served by the pharmacy: and

402112 1. b3, Posting a closing notics on cach pharmacy entrance, on sach telephons
grecting, and pharmacy- pvumml tdernst {o.g., websile, sooial mudsd miabile applications}.

[

32112 Lo Provide any new patients Dlwyg preseriptions durmg the H-calendar day

perind prioy o the pharmacy closmg with written notiication that inclad

Fhe last day the phanwacy will be apen;

phavacy records w 1EE b::, 1‘1 aﬁu:’,iwrwnl or ﬂ’;;c. pc,:i'soﬂ Wh.u W iE Fsarve as E,hs.; c.u,.atudjaﬂ of p ghat’mauy rocords;

Fe211. 2103, Instroctions on ow palients can arrange for franstor of their phatmacy
records t0 & pharmacy of their choics; and
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A2l 1o 4 The last day & transtor may be sotiated.

4e211.2. 1.4, Wotly DEA of any controlied substances, as defined by W, Va, Code 60A-
2201 of seq., boing ransfered to another rogistrant as spocfied in 21 CFR 130152,

462411220 Onthe date of elosing or up to 24 hours after the permanent closwre begius, the

pharmacist-in-chargs most comply with the followmg:

2112028 Complete and document an tvventory of all controlled substances.

46:211.2.2.0. If the pharmacy dispenses prescriptions:
46:211.2.20.1. Transfer the prescription diug order files, including refill sformation,
awd patent medwation records o o Leensed pharmacy puessant to W.oWVa, 15 CSR 15-2 ef seq. who will

serve as the custodian of records;

bt} 2

2. Update the phanmacy operating status with sach electronic progoribing

vendor, and

3. Remove all siges and symbels indicating the prosence of the pharmacy
umlwlimg pharmacy- ﬂp%l’df&‘-j mfernst {e.g.,0 He, social media, mobile applications ).

Ho11.2.2.¢. Notify the Board of the closing of the phammacy.

46:211.2.3. Afler clostag, Withan 30 calendar days efter the closiog of the pharmacy, the

pharrnacist-in-chargs muost:

21103 8 Complete and document an trventory of all nos-controtled droags and devices,

46211 235, Remove all prescription and nos-pres Mpti(zri drugs, devices, and rslated
supplies Bom the pharmacy by one o1 a combmation of the follewinye methods:

46211, 2.3 0 1. Return to manufacturer or suppher (credit oy disposaly;

Travsfor to a leensed healthears profossional or eutlet whe s bogally

L2353, Destroy and docimment the destruction by two Board hoensees. For
controlled substances, the re ;_},;_tmm raust comply with 21 CFR {36421, 3V CFR 130422, 21 CFR
1317.05, 21 OFR 131790 and 21 CFR 131795,

4112 3.0, Provide the board a written notice of the closing on 3 Board presciibed form
availabie al wwy v which includes the llowing information:

1. Date of closing to e public and discontinpance of the business;

de:211 203,020 Date and time the oventory of all prescoiption dings and deviees was

zondncted;
2112503, Name, ddda(‘“ phone number, and apphicable regisiration number whore
all legend and controlled aubsmn es possessad En the pharmacy were fimnsiorrad o1 disposed;

211 23 c 4 Hdrugs wers destroved, name and license numbers of individuals that

8
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whe witnessed the destrwctipn,

3211 2.3.¢.5. Hihe phavpacy is registered to possess controlled substances,
confirmation that the pharrmacy complicd with alf a aphf.,ﬁ’ﬁ} ¢ federal requirements 1 21 CFR 130152 for
discontinuing operalion as 4 }‘}Fdi‘l‘l’m"" that dispenses condmlied subsiapces.

8211 2.3 0.6 The name, addrsss, and phone sumber of the phammacy that took
possesston of the phanmacy records or the Beensed pharmacist who 18 serve as the enstodian of pharmacy
records which must be manstamed accordmp to W.Va, 15 O85E 4.1 af sag.;

2112307 Contirmation all pharmacy labels and blank prescriptions were
deatroyad;

21125308, Conliomation all sigus and symbols indicating the presence of the
pharrnacy including pharmacv-operated mtornet {o.g., website, social media, mobile appiications) have
been removed; and

I

¢.2. Cogfirneation that cach registeation cortificate isswad fo the phamoacy by

the Board has been mailed to the board office.

Ld. Once the pharmeacy has notifiod the Board that the pharmacy s permanendiy
closed, e boeonss may vot be renewed.

F2112 3 e Undess a regstration has expued. the regsiration wil remam active unul the
board hes notified the registrant that the nolice of permanent closure bas beon received and the
registration has beon lapsed.

+3-211.2.3.f. The pharmacist-in-charge may be permitted, by written permission from the
Board, an extension for compliance with Section $811.2.3 if the requestor shows good cause for the
cxtension.

4113, Emergency closing. If a phaomacy 13 closed suddenly due to five, destruction, natural
disaster, death, property seiznre, oviction, bankruptey, incloment weather, o other erecrgavy
circmmstances and the pharmacist-in-charge cannot provide notification as required in sabsection 464
11.1, the phaoacist-in-charge must L,ﬂmpiy with the provisions of subsection 33 111 as far e advance

or as soon afier the closing as allowed by the cronmsiances.

46411 4 \](-iz-rw 1::’;;53& pl mmm;;s, as defined by W, \1 13 OS8R 6-2. 2 are s—:\:@mpi from subsections

{osures. iEaaﬁ Fedol o mid m phdi macy rmust g:a;’{)vi{if: the Board a
30 calondat days on a form preseribed by the board avadable at
s Fellowing iformation:

40-411 4.1 Dade of closing to the public and discontimnance of the busimess;

48-411.4.2 i the pharmacy dispenses ;aa escniptions, the name, address and phone namber of the
pharmany or lsensed phalmda.,m who will serve as the costodian of tecords for West Virgiraa patents £o
which the prascriptions, mohuding refidl infoomation, and pationt medication records weore ansforved, and

:411.4.3, Confirmation that cach registration certificate sned to the pharmacy by the Board

bias been mailed to the board office
465115, The Board may conduct an nspection of the phammacy and records to verify all

9
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requirargents e this subsection.

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

12.1. Anv DTP svstem located within West Viremia (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
harmacy.

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 svstem shall be
under the continuous supervision of a pharmacist emploved by the home pharmacy or under contract with
a licensed pharmacy., which mav 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 1s continuous, recorded video surveillance of
the DTP system and any persons using or accessing the DTP system. It shall maintain anv 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 applving criteria regardine which drugs, devices, and medical
equipment are appropriate for placement in the DTP svstem and which patients are elieible 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 thev do not become adulterated and to ensure that they
arec transported and stored in accordance with manufacturer's specifications. if anv. 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 bevond use
date during the period when the patient is to use the item.

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

12.1.6.f. Orenting participating patients on use of the DTP system; notifving patients when
expected drugs. devices. or medical equipment are not available in the DTP system or when the DTP
system 1s not functioning and notifyine them of alternate methods for having those prescriptions filled:
and ensuring that patient use of the DTP system does not interfere with the delivery of drugs. devices,
and medical equipment to patients.
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12.1.6.¢. Inspecting the DTP system during each required mspection.

12.1.7. The written manual of policies and procedures shall be reviewed and updated annually.

12.1.8. The home pharmacy shall comply with anv 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 drues covered by that statute from a
DTP svystem, 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 resistered
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 anv 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 affirmative 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 svstem 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 emploved 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 anv drugs. devices. and medical equipment picked up from a DTP svstem
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 anv drugs, devices. and
medical equipment picked up from a DTP svstem in compliance with Statc and federal law.

12.1.16. The DTP sysiem 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 emploved 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 hink at least dailv 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

the DTP system. A pharmacist who is responsible for counseling may not provide that service for more
than three sites simultaneously. 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
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equipment.

12.1.18. The home pharmacy shall record and review anv 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 mav be
returned to stock under the same conditions as if the item had been maintained m 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 mav not be collected by the home pharmacy through the DTP

system.
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