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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 -- 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. “Board” means the West Virginia Board of Pharmacy.

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

2.3. “Direct-to-patient system” or “DTP system” means any delivery system throuch which a
pharmacy dispenses drues. devices. or medical equipment to a patient through anv 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 carc 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 anvy license or permit from the Board shall participate in anvy arrangement whereby
prescriptions may be left at, picked up from. accepted by, or delivered to any other place. The only DTP
svstem 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 discase process
and as provided for in West Virginia Code § 30-5-10.

2.8. "Pharmacist-in-charge" means a pharmacist currently licensed in 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 1s pharmacist-in-charee. 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
1s not legally responsible if the permit holder does not follow the written advice:

2.8.3. Work requircments as required in W.Va. §15 CSR 1.2.42.¢c-d.

§15145-215-15-3. Registration.

2343.1. 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.

2:23.2. A pharmacy shall obtain a registration biemtally-annually. 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.

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

furnished 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 imtial 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.

$515315-15-4. Issuance of Permit.

334.1. 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 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

of the federal and state laws, rules and regulations.

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

4345.1. The bienntal annual renewal of a registration takes place on the first day of July of cach year.
The fee for the biennial annual rencwal is $356-00575.00. Registrations expire on the thirticth 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 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 $450-8875.00 in addition to the application fee of $458-8675.00, for a total
amount of $3066-00150.00.

425.2. If a pharmacy does not make application for renewal by the first day of August bienntally
annually. 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 $360-861350.00 for the registration, and $366-66130.00
for the re-inspection, for a total amount of $686300.00.

§4515-515-15-6. 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 feurteen{ 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-deHar £€$10.003 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 sity—€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.

526.2. 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.

627.2. 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
mndustry standards, and are subject to the following conditions:

6-27.2.1. The device shall be maintained in functioning order and shall have an auxiliary source
of power;

627.2.2. 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

3
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6-27.2.3. This subsection does not apply to pharmacies which are open and staffed by
pharmacists sventyfeur243 hours a day;

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

63-1.7.3.1. Only licensed pharmacists may possess any keys to the prescription area;

63-2.7.3.2. 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;

6-3-27.3.2.b. e Only prepackaged drugs are available, in amounts sufficient for immediate
therapeutic requirements;

62-2-7.3.2c. w Whenever access to the cabinet occurs, written practitioner’s orders and
proof-of-use are provided;

63:27.3.2.d. a All drugs in the cabinet are inventoried no less than once per week;

63-27.3.2.¢. & A complete audit of all activity concerming the cabinet is conducted no less
than once per month; and

63-27.3.2.f. w Written policies and procedures are established to implement the patient care
provisions of this subdivision.

6:3-37.3.3. 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”;

6-4.7.4. In the absence of a pharmacist, a sign with a minimum of four €43 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;

6:57.5. 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 is
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
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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

6-F7.7. Emergency facilitics 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.

F38.1. A pharmacist, pharmacy intern, and pharmacy technician who works eight continuous hours or
longer per day shall take, at a minimum, one 30thirty-minute uninterrupted meal break during that work
period. If such a pharmacist, pharmacy intern, or pharmacy techmcian 1s required to work twelwe 12
continuous hours per twenty—four 24 hours, at a minimum, the individual qualifies for an additional
tventr20-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 20twesty-minute
break, before being given the opportunity to take a-thirty30-minute uninterrupted meal break.

728.2. A pharmacy shall not require a pharmacist, pharmacy intern, or pharmacy technician to work

longer than #webe 12 continuous hours per #wentr—feur24-hour period, inclusive of the required breaks
under 7.1.

F38.3. A pharmacy shall keep and maintain a complete and accurate record showing its pharmacists'
daily break periods.

F48.4. 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 tweb+e 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 twebee 12
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.

F78.7. 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:

F48.7.1. Are false, fraudulent, deceptive, or misleading;

F78.7.2. Include any claim regarding a professional service or product or the cost or price thereof
that cannot be substantiated by the licensee.

F88.8. A pharmacy shall not require a pharmacist to participate m the use or distribution of
advertisements.
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798.9. 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:

798.9.1. e Employing sufficient personnel to prevent fatigue, distraction or other conditions that
mterfere 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;

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

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

F98.9.3.a. & Drug utilization review;

F98.9.3.b. I Immunization;

7.9:8.9.3.c. ¢ Counseling;

798.9.3.d. ¥ Verification of the accuracy of a prescription;

798.9.3.¢. & All other duties and responsibilitics of a pharmacist as listed in the rules of the
Board.

§1515815-15-9. Notification.
£19.1. The violation of any of these rules shall be considered cause for disciplinary action.

8€:29.2. 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.

839.3. 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.

§15-15915-15-10. Whistleblower protection.

8110.1. 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.

$5151015-15-11. Temporary, Permanent, or Emergency Closure of a Pharmacy.

30-111.1. For atemporary closure of a pharmacy, the pharmacy shall:

F0111.1.1. Post nohification of closwre on cach pharmacy entrance as soon as the need to deviate
from the posted howrs is known by the pharmacy, bl ne later than 2 fwo hours afier the temporary
closure begins. The posting wust melude:
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H3411.1.1.a. Estimated period of ttme the phanmacy will be closed; and

4e311.1. 1.5, Options for preserption pick-up {o.g., another local phammacy. contact

preseriber for now prescription, reverss processed prosoriptions ).

s natificazon of closure oo each telephons greeim é sl phannacy operatad
wfernet (s.g., we b site, social media, mobile applcations) as soon as possible. The posbing must include:

FE-311.1.2 2. Hetimated period of time the pharmacy will be closed; and

prascriber for new prescripbion, reverse procossed preseriptions).

46:411.1.2. 5. Options for prescoiption picleup (0., another bocal phameacy, contact

has p],zmnc,d »is)surf,:, grmta;r ﬂ‘!B.l‘i tov() d:s.ys 2 scv;,n-?aday p@riod devmi,mg fmm Ehﬁ) mgui:sr busmcss
hours, notify the board offics as scon as possibie but no later than 72 hours after the terporary closwrs
begms with the date and tine the closwre began, anticipated date and tune of re-opening, and the reason
for the temporary closure,

FH

the pharmacy shail:

For a permanent clesure of a phaooacy,

H3211.2. 1 Priorte closing, the pharmacy roust comply with the followmng:

o cach patient who bas filled 2 presariplion
al that pharmacy withan the previens 12 months, Thus nolification must be made g murumum of 14
calendar dayvs poor to clesing and mest welode:

2112 La, Provide notification of the closme

462112, 1.a.1. The last day the pharmacy will be open:

82112122, Name, address, and tslephone number of the pharmacy that will iake
possession of the phanmacy records or the person who will serve as the custodian of records;

2112123 Instructions on how patients can arrange for transfor of their pharmacy
records o a pharmacy of their choics: and

4211, 2. 1.a.4 The last day & transfer may be mntiated.
46:211.2.1.b. The notification st be made via:

482112101, Distribution by direct mail. elsctronic mail, phone, text, or written notice
with sach preseoption dispensed; and

Fh 1820 Public notice in a newspaper, ondhwe, or prat, of geseral circulation, o
available, in the ares served by the phaonacy; and

¥

182
grocting, and phanoa

2. Eh 3, Posting a closmg notice on each pharmacy ontrance, on sach telephone
'--opc.-ias,ad marnet {o.g., website, social roadi, mobils applications).

Fe211 2.1 .00 Provide any now pationts fidling proscriptions during the 14-calendar day
period prior o the p%mmm.,‘y s rwﬁh written nolification that inclades:
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Fe211 01020 Nane, address, and iclephone oumber of the phacmacy to which
pharmacy rocords will bo ir dﬂ:‘)&;[f\yd or the porson who will serve as the custodian of pharmacy records;

records to a pharmacy of their choie

230 Instractions on how patients can amange Tor transfor of their phanmacy
and

62112 1040 The last day a transfer may be mitiated.

2112014 Notify DEA of any controlied substances, as defined bv W, Va, Code 604
2201 et seg., bomng transtored to another rogistrant as specified 10 21 CPR 130152,

4e:211.2.2. Orthe date of closing or up to 24 hoows after the pormanant closure begius, the
pharmacist-in-charge must comply with the follow g

A8:211.2. 2.8, Complete and document as inventory of all controlied substances,

t. 1F the pharmacy disperses prescripiions.

281, Transfer the prescnption drag order files, eliding refil] infonmation,
ordds to a lioensed pharoacy purseaot to W Va, 15 CSE 152 er seg. who will

z

and patient medication
serve as the custodian of records;

2112202, Update the pharmacy operating status with sach electronde proseribing
vendor, and

3231 2203, Remove all signs and symabol mdicating the presences of the pharmacy
melnding phatmacy-operated mtf;‘-rn:’:t (o, we Jsurﬂ., social meda, mobile apphications).

2o Netify the Board of the elosing of the phannany.

4

F:211.2.3, Aftor closmg. Within 30 calendar days afler the closmg of the phanuacy, the
pharmacis 1~1.ﬁnyhdr0;ﬁ rust;

46:211.2.3.a8. Complete and document an inventory of all nen-condrolled drugs and devices

3211030, Hemove all prescriphion and non-presceription drugs, devices, and related

supplics from the pharmacy by one or a combmation of the following methods:

3621

301 Return to mannfacturer or supphier {(credit or disposaly,

H

2302 Transter to 2 bosnsed healthoare profossional or outlet whe s togally
ed £0 possess drmr 3, 01

awthoric

324112303, Deostroy and document the destruction by two Board Licensess, For
controlled substances, the registrant must comply with 21 CFR 1304.21, 21 CFR 130422, 21 CFR
1317.08, 21 CFR 1317.90 and 21 CFR 1317.95,

F-211.2.3 2. Provide the board a wiitlen notice of the closing on a Board prescribed fonm
avauable st wow hopeont which includes the followmg eformaton:

Fe211. 2301, Date of closing to the public and discontinuance of the busiaes

21125020 Date and time the mvventory of all prescripiion drups and devices was

8
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vondacted,

SB211. 2303, MName, address
alt logend and controlied e.-u%hidncr:

. phone pumber, and appheable registration number where
s possesscd by the pharmacy were transfoved or disposed;

W drogs were desiroyed, name and heense nunbers of individuals that

who witnessaed the dmtrmtum

46:211.2.3.c. 3 [f the pharmacy 18 repisterad to possess controlled substances,
confirmation that the pharmacy complad with 2l applicable Tederal requiremients 1 21 CFR 130152 for
discontiouing oporation as a pharmacy that dispenses controlisd substances.

A6:211.2.3.¢.6. The name, address, and phone munber of the pharmacy that took
possession of the pliaomacy records or the beensed phdﬁ’}’hiki‘v? who i sarve as the costodian of pharmacy
records which must be ruaintained according to W.WVa, 15 CSR 4.9 ar seq

48211 ,2.3.2.7 Confrmation all pharmeacy Iabels and blank prescriptions we

destroyed,

pharmacy inchiding phar
boan romoved: and

2112540 Onee the pharmacy has notified the Board that the pharmacy is permmanently

closed. the hicense mayv not be renewed.

46211 2. 3.2, Unless a registration has expiied, the registration will remain active natil the
board has notified the .{ey&i}'mll that the notice of peomanent closure has boen recetved and the
regisivation has beon lapsed.

30-211.2.3.f. The pharmacist-in-charge may be permitted, by written permission from the
Board, an extension for compliance with Section #311.2.3 if the requestor shows good cause for the
extension.

48:311.5. Bmergency closmp. I a pharmacy is closed suddenly due to fire, destrocoon, natural
disasier, death, property serzure, svicton, bandruptey, mclement weather, or other eruergency
circumstance: and the pharmacist-in-charge cannot provide petification as required in subsastion 484
1L, the pharmacist-ie-chargs mast conp E‘ with the provisions of subsection M3 111 as far in advance

or a3 soon afler the closing as allowed by the crcurnstances.

Nom-remident pharmacies, as deflined by W.Va, 13 C5R 6-2.2, are exempt rom subsections
2, and +611.3 43111:1 must follow laws and roles o the pharmacy's state of restdence portaining
tn ‘sf.,mpnmr v, pt.,ra'rmtsgm and emergency closwres. The non- if‘\lduﬂi phar;rm'"u orust provide the Roard 4
writien ﬁom,; of the closwmg within 30 calendar days oo 2 fomn prosenbed by the board available at

woww wvbop.com which inctudes the followmg wformation:

+:411.4.1, Date of closing to the public and discontinuancs of the busmess;

4941147, Hthe pharmacy dispenses preseripiions, the name, address and phone oumber of the
pharrnacy or licensad pharmacist who will serve as the custedian of rocords for W g8t V irgimia paticnts (o

9
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which the presenpiions, inchuding reftdh infommation. and pationt medication records wore transforred: and

341143 Confirmation that cach registration certificate ssoed to e pharmacy by the Board

has been mailed o the board office,

53115, The Board may conduct an mspeclion of the pharmacy and records o venfy all
reguurements m {hus subsschion.

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

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

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

12.1.2. The home pharmacy shall notifyv 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 davys after discontinuing patient use of any DTP system.

12.1.3. Anv DTP system shall be located at the physical address of the permitted home
harmacy.

12.1.4. The home pharmacy shall prohibit aceess 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 i1s 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 svstem and the drugs. devices. and medical
equipment within the DTP system.

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

DTP system.

12.1.6.c. Maintaiming 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 in accordance with manufacturer's specifications. if anv, for those items.

12.1.6.d. Removing outdated drues. 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 filline procedures for the DTP system.

10
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12.1.6.f. Omneniing participating patients on use of the D'TP system; notifving patients when
expected drugs. devices. or medical cquipment 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:
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.c. Sclf-inspection of the DTP system for required compliance with West
Virgimia 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 1s the same as the
person on the povernment 1ssued photo identification.

12.1.9. Only pharmacy personnel who are licensed with this Board as pharmacists or registered

with this Board as pharmacy techmicians. 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 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 1n West Virginia shall be licensed with this Board or be emploved at a non-resident
pharmacv 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 safelv 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 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 emploved by the home pharmacy
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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 i1s physically present at
the DTP system. A pharmacist who 1s responsible for counseling may not provide that service for more
than three sites simultaneously. If the dispensing pharmacist has determined that the patient should
recelve counseling before the prescription 1s dispensed. the DTP system shall provide the abality 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 anv incident involvine 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 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.

12



