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BE IT HEREBY KNOWN that the West Virginia Board of Pharmacy approves the filing of the

following modified rules with the Secretary of State and the Legislative Rulemaking and Review

Committee:

(1)  Sereies 1 regarding with modification regarding clectromic prescribing (per SB 1001,
2007 1% Special Session) and regulation of charitable clipic pharmacies (per 5B 722,

2008 Regular Session);
(2)  Pharmacist Administration of Jmmunizations (per HB 3056, 2008 Regular Session); and
3) Regulation of Charitable Clinic Pharmacies (per SB 722, 2008 Repular Scssion).

Signed this 20th day of February, 2009,

BY: )ﬁ@w \//WL

Georgl Karos, Presidén
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BE IT HEREBY KNOWN [that the West Virginia Board of Pharmacy approves the filing of the
following modified rules with the Secretary of State and the Legislative Rulemaking and Review

Committee:

(1) Sereies 1 regarding with modification regarding electronic prescribing (per 8B 1001,

2007 1% Special Sessi
2008 Regular Session

on) and regulation of charitable clinic pharmacies (per 8B 722,
‘).

(2) Pharmacist Administré’tion of Immunizations (per HB 3056, 2008 Regular Session); and
(3)  Regulation of Charitable Clinic Pharmacies (per 8B 722, 2008 Regular Session).

Signed this 20th day of February, 2009,

BY: Qﬁfiﬂv@e@ ﬁm

Charles Woolcock, Secretary
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LICENSU]
§15-1-1. General.

1.1. Scope. -- This rule provid
for Board operation; establish

TITLE 15
LEGISLATIVE RULE
/IRGINIA BOARD OF PHARMACY

SERIES 1
BE AND PRACTICE OF PHARMACY

es definitions of many terms and establishes general provisions
es internship requirements; provides the requirements for

application as a pharmacist, including examination requirements, renewals, and reinstatement of

lapsed licenses; establishes the
requirements for a foreign pharn
establishes how drugs may be t
prescription orders, including es
electronic prescribing and disp

prescribing and Electronic Datad

returned; states the requirement
requirements for pharmacy pel
professional work environment;

required by a pharmacy; esta

pharmaceutical compounding;
establishes the sanitary requirems
pharmacists; establishes the dutie
manner of issuance of a presct
requirements and responsibilitie
specialized dispensing systems, i
places that need to obtain a contrq

qualifications for obtaining a license by reciprocity, including
nacy graduates; establishes proceedings for disciplinary action;
ransferred and the restrictions on refilling and transferring of
stablishing communications requirements for the manual and
ensing of prescription drugs, specifically providing for E-
Intermediaries; establishes how drugs and devices may be
s for drug product selection and substitution; establishes the
rmits, including the minimum requirements, security, and
states the required equipment, facilities, and record systems
blishes the requirements for a permit to conduct sterile
establishes licensure and control of nuclear pharmacies;
>nts in a pharmacy; establishes rules of professional conduct for
s and responsibilities of a pharmacist-in-charge; establishes the
iption; states different labeling requirements; establishes the
s of a consultant pharmacist; establishes different types of
ncluding the use of emergency kits; states the requirement for
blled substance permit, including the fees for such permit.

Code 30-5-12C(d), 30-5-14, and 30-5-19

1.2 Authority — W.Va
1.3 Filing date —
1.4 Effective date --

§15-1-2. Definitions.

2.1. The following words and phy
2.1.1. "Act" or "Uniform Control

seq.

2.1.2. "Administer" means the d
subject by injection, inhalation, in
2.1.3 “Automated pharmacy sys
activities, other than compoung

dispensing, or distribution of
transaction information.

2.1.4. “Board of Pharmacy" or "k

rases as used in this Rule have the following meanings:
led Substance Act" means to West Virginia Code § 60A-1-1, et

irect application of a drug to the body of a patient or research
\gestion or any other means.

tem” means mechanical systems which perform operations or
ding or administration, relative to the storage, packaging,
medications, and which collect, control, and maintain all

doard" means the West Virginia state board of pharmacy.
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2.1.5. "Compounding" means:

a. The preparation, mixing, assembling, packaging, or labeling of a drug or device:

1. As the result of a practitioner's prescription drug order or initiative based on
the practitioner/patient/ pharmacist relationship in the course of professional practice for
sale or dispensing, or

2. For the purpose of, or as an incident to, research, teaching or chemical analysis
and not for sale or dispensing, or

3. The preparation of drugs or devices in anticipation of prescription drug orders
based on routine, regularly observed prescribing patterns.

2.1.6. "Confidential information" means patient-identifiable information maintained by the
pharmacist in the patient record or which is communicated to the patient as part of patient
counseling, or which is communicated by the patient to the pharmacist.

This information is privileged and may be released only to the patient or to other
members of the health care team and other pharmacists where, in the pharmacist's professional
judgement, such release is necessary to the patient's health and well-being; to health plans, as
that term is defined in 45 CFR § 160.103, for payment; to such other persons or governmental
agencies authorized by law to receive such privileged information; as necessary for the limited
purpose of peer review and utilization review; and as authorized by the patient or required by
court order. Appropriate disclosure, as permitted by this rule, may occur by the pharmacist either
directly or through an electronic data intermediary.

2.1.7. "Controlled Substance" means a drug, substance, or immediate precursor in Schedule I
through Schedule V of either the Federal Controlled Substances Act, 21 USC Section 801, et
seq., or the West Virginia Uniform Controlled Substances Act, West Virginia Code Section 60A-
1-1, et seq.

2.1.8. The term "Cosmetic" means:

a. Articles intended to be rubbed, poured, sprinkled or sprayed on, introduced into, or
otherwise applied to the human body, or any part of the human body for cleansing, beautifying,
promoting attractiveness or temporarily altering the appearance;

b. Articles intended for use as a component of those articles, except that the term shall not
include soap; and

c. shall be held to include "dentifrice” and “toilet articles”

2.1.9. "Deliver" or "delivery" means the actual, constructive or attempted transfer of a drug or
device from one person to another, whether or not for a consideration.

2.1.10. "Device" means an instrument, apparatus, implement or machine, contrivance, implant
or other similar or related article, including any component part or accessory, which is required
under federal law to bear the label, "Caution: Federal or state law requires dispensing by or on
the order of a physician" or the language or symbol as determined by the U. S. Food and Drug
Administration.

2.1.11. “Direct supervision” means that a licensed pharmacist is physically present in the
pharmacy and is available to verify the accuracy of a prescription before it is dispensed.

2.1.12. "Dispense" or "dispensing" is that aspect of the practice of pharmacy concerned with the
preparation, verification of contents, and delivery of a drug or device in an appropriately labeled
and suitable container to a patient or a patient's representative or surrogate pursuant to a lawful
order of a practitioner for subsequent administration to, or use by, a patient. Dispensing has not
occurred until the drug is actually delivered to the patient or patient’s representative.

2.1.13. "Distribute” means the delivery of a drug or device other than by administering or
dispensing.

2.1.14. “Distributor" means a person licensed as a wholesaler.
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2.1.15. "Drug" means:
a. Articles recognized a

S

drugs by the U. S. Food and Drug Administration (FDA) or

published in such references as the USP-NF, Facts and Comparisons, Physicians Desk Reference

or supplements thereto, for use
disease in human or other animal
b. Articles, other than foq
human or other animals; and
c. Articles intended for u
(c) of this section.
2.1.16. "Drug regimen review" i
Evaluation of prescription ord
Known significant allergies;
Rational drug therapy and con
Reasonable dose and route of
Reasonable directions for use.
. Evaluation of readily availabl
therapy;
c. Evaluation of the prescription
but are not limited to, any of the
1. Drug-drug;
2. Drug-food;
3. Drug-disease; and
4. Adverse drug reactions.
d. Evaluation of the prescription
over utilization, under utilization
2.1.17. "Electronic data intermed
a computer system, hand-held el
practitioner with a computer syst
the secure transmission of:

ghwWwemp

in the diagnosis, cure, mitigation, treatment or prevention of

S5
»d, intended to affect the structure or any function of the body of

1se as a component of any articles specified in subsection (b) or

ncludes, but is not limited to, the following activities:
ers and patient records readily available to the pharmacist for:

traindications;

administration; and

e prescription drug orders and patient records for duplication of

drug for interactions and/or adverse effects which may include,
following:

drug orders and patient records for proper utilization, including
and optimum therapeutic outcomes.

iary" means an entity that provides the infrastructure to connect
sctronic device or other electronic device used by a prescribing
em or other electronic device used by a pharmacist to facilitate

a. An electronic prescription order;

b. A refill authorization reg
¢. A communication; or
d. Other patient care infor;
2.1.18. "E-prescribing" means 1
prescription-related information
or health plan as defined in 45
intermediary. E-prescribing inclu
point of care and the pharmacist,

prescription” or "electronic order?.

2.1.19. “Inpatient pharmacy" m
other place where patients stay at
areas of the institution for admini
2.1.20. "Inspector" means an age
Board to conduct periodic inspeq
the Board.
2.1.21. “Institutional facility” m
physical environment for patient

hospital, convalescent home, n;

quest;

mation.

the transmission, using electronic media, of prescription or
between a practitioner, pharmacist, pharmacy benefit manager
CFR §160.103, either directly or through an electronic data
ides, but is not limited to, two-way transmissions between the
E-prescribing may also be referenced by the terms "electronic
eans the area within a licensed institution; i.e., a hospital, or
least one night, where drugs are stored and dispensed to other
stration to the patients by other licensed health care providers.
nt of the Board, who is a licensed pharmacist, appointed by the
itions of permittees and perform other duties as designated by

eans any organization whose primary purpose is to provide a
s t0 obtain health care services, including but not limited to a
ursing home, extended care facility, mental health facility,
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rehabilitation center, psychiatric center, developmental disability center, drug abuse treatment
center, family planning clinic, correctional facility, hospice, public health facility, or athletic
facility.

2.1.22. “Institutional pharmacy” means that physical portion of an institutional facility that is
engaged in the compounding, dispensing, and distribution of drugs, devices, and other materials
used in the diagnosis and treatment of injury, illness, and disease and which holds a pharmacy
license from the Board. ‘

2.1.23. "Intern" means an individual who is:

a. Currently licensed by the Board to engage in the practice of pharmacy while under the
supervision of a licensed pharmacist and is satisfactorily progressing toward meeting the
requirements for licensure as a pharmacist;

b. A graduate of an approved college of pharmacy or a graduate who has established
educational equivalency by obtaining a Foreign Pharmacy Graduate Examination Committee
certificate, who is currently licensed by the Board for the purpose of obtaining practical
experience as a requirement for licensure as a pharmacist;

c. A qualified applicant who is licensed by the Board and is awaiting examination for
licensure; or

d. An individual participating in a residency or fellowship program.

2.1.24. "Labeling" means the process of preparing and affixing a label and the affixing of
auxiliary labels to a drug container exclusive, however, of a labeling by a manufacturer, packer
or distributor of a nonprescription drug or commercially packaged legend drug or device. The
label shall include all information required by federal law or regulation or state law or rule.
2.1.25. “Mail order pharmacy" means a pharmacy, regardless of its location, which dispenses
greater than ten percent (10%) prescription drugs in the United States Mail or other mail or
package delivery service.

2.1.26. "Manufacturer”" means a person engaged in the manufacturing of drugs or devices.
2.1.27. "Manufacturing”" means production, preparation, propagation or processing of any drug
or device, either directly or indirectly, by extraction from substances of natural origin or
independently by means of chemical or biological synthesis and includes any packaging or
repackaging of a substance or labeling or relabeling of its contents and the promotion and
marketing of a drug or device. Manufacturing also includes the preparation or repackaging, and
promotion of commercially available products from bulk compounds for resale by pharmacies,
practitioners or other persons.

2.1.28. "Nonprescription drug" means a drug which may be sold without a prescription and
which is labeled for use by the consumer in accordance with the requirements of the laws and
rules of this state and the federal government.

2.1.29. “Nuclear pharmacist” means a pharmacist who has been certified in the specialty of
nuclear pharmacy.

2.1.30. "Nuclear pharmacy" means a place where radioactive drugs are prepared and dispensed
and which operates under specialized rules.

2.1.31. "Original License" means a license issued by the Board to an applicant when:

a. the applicant is a new business;

b. the applicant is an established business that is transferred to a successor;

c. the applicant is an established business in which fifty percent (50%) ownership or
more is transferred to a new owner;

d. the applicant is an established business in which control of pharmaceutical services is
transferred; not including a change in pharmacist-in-charge; or

e. the applicant is an established business which moves to a new location.
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2.1.32. "Outpatient pharmacy’
where drugs are dispensed and §
of pharmacy is conducted and p
where drugs are dispensed and
residents of this state.

means any pharmacy, apothecary, or place within this state

old at retail or displayed for sale at retail and where the practice

armaceutical care is provided; and anyplace outside of this state
e practice of pharmacy and pharmaceutical care is provided to

2.1.33. "Over-the counter drug”|or "OTC drug” means any drug that is not a prescription drug or

legend drug.

2.1.34. "Patient counseling" means the oral communication by the pharmacist of information,
which may include supplementa] media according to the pharmacist’s professional judgement, to

the patient or care giver, to ens
2.1.35. "Permit" means any lig
board to any person for the purpq
and the holder of the permit is
operated or a service is provided
more than one location.
2.1.36. "Person" means an indj
entity, including government.
2.1.37. "Person Addicted" mean
controlled substances or other a
self-control.
2.1.38. "Pharmaceutical care" is
care services intended to achieve
a. The cure or prevention of a di
b. the elimination or reduction
c. the arresting or slowing of a
2.1.39. "Pharmacist" or "registe
state to engage in the practice of
2.1.40. "Pharmacist-in-charge" n
a. Accepts responsibility
and federal laws and rules perting
b. has the responsibility
pharmacy for which he or she
responsibility for all other fung
pharmacist-in-charge may advis
operational matters. The pharn
does not follow the written advic
c. works at least 30 how
days per week, in that pharmacy,
That, in any pharmacy which is
he or she must work in the phart
open 20 hours per week, the pl
pharmacy); and
d.
position may be filled by a co
responsibilities of the required p
of subsection ¢, above, with regd
average of more than 40 hourg
committee must work at least 8 h

e the proper use of drugs and devices.

sense, registration, or other privilege granted or issued by the
sse of providing a business or service to individuals or the public

the "permittee”. No permit will be issued unless a business is

l. Not more than one permit may be issued in any one name in

vidual, corporation, partnership, association or any other legal

s one who has acquired the habit of using alcoholic beverages or
cents to such an extent as to deprive him or her of reasonable

the provision of drug therapy and other pharmaceutical patient
outcomes related to:

sease;

i

a patient’s symptoms; or
isease process.
red pharmacist" means an individual currently licensed by this

pharmacy and pharmaceutical care.
neans a pharmacist currently licensed in this state who:

for the operation of a pharmacy in conformance with all state

snt to the practice of pharmacy and the distribution of drugs;
s for the practice of pharmacy, as defined in this rule, at the

is pharmacist-in-charge. The pharmacy permit holder has
tions, administrative and operational, of the pharmacy. The
s the pharmacy permit holder in writing of administrative and
jacist-in-charge is not legally responsible if the permit holder
e;
rs a week, with the pharmacist-in-charge working at least three
including the use of any accrued annual or sick leave; Provided
open on average less than 40 hours per week in a calendar year,
macy a majority of the hours that the pharmacy is open (e.g., if
harmacist-in-charge must work 11 hours per week within the

With regard to majnpha.rmacist-in-charge in a Charitable Clinic Pharmacy, this

ittee of up to three (3) pharmacists who accept as a group the
harmacist-in-charge. Further notwithstanding the requirements
rd to a Charitable Clinic Pharmacy, if the pharmacy is open an

per week, the pharmacist-in-charge or pharmacist-in-charge

lours per calendar month; if the pharmacy is open on average at
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least 30 and up to 40 hours per week, the pharmacist-in-charge or pharmacist-in-charge
committee must work in the charitable clinic pharmacy at least 6 hours per calendar month; if the
pharmacy is open on average at least 15 and up to 30 hours per week, the pharmacist-in-charge
or pharmacist-in-charge committee must work in the charitable clinic pharmacy at least 4 hours
per calendar month; if the charitable clinic pharmacy is open on average at least 5 and up to 15
hours per week, the pharmacist-in-charge or pharmacist-in-charge committee must work in the
charitable clinic pharmacy at least 2 hours per calendar month; and, if the charitable clinic
pharmacy is open less than 5 hours per week, the pharmacist-in-charge or pharmacist-in-charge
committee must work in the charitable clinic pharmacy the lesser of 2 hours per month or 50% of
the hours the charitable clinic pharmacy is open.

Charitable Clinic Pharmacy hours per week | Hours required by PIC per month
More than 40 8
30 to 40 6
15 to 30 4
5t0 15 2
Less than 5 The lesser of 2 or 50% of hours open

2.1.41. "Pharmacy technician" means registered supportive personnel who work under the direct
supervision of a pharmacist, and who have passed an approved training program; Provided That,
in a Charitable Clinic Pharmacy, when no pharmacist is on-site, a pharmacy technician may
work under the direct supervision of a prescribing practitioner who is licensed as a prescribing
practitioner who is licensed as such in the State of West Virginia.
2.1.42. “Pharmacy technician trainee” means an individual currently engaged in a pharmacy
technician training program which has been approved by the Board and who is under the direct
supervision of a pharmacist.
2.1.43. "The practice of pharmacy" is the personal health 3service concerned with the preparing,
compounding and dispensing of drugs and medical devices used in the diagnosis, treatment or
prevention of disease, dispensed on the prescription of a practitioner, or otherwise legally
dispensed or sold and shall include the proper and safe storage of drugs, the maintenance of
proper records and the dissemination of information to other health care professionals and proper
counseling to the patient concerning the therapeutic value and proper use of drugs and devices.
2.1.44. '"Practitioner" or “prescribing practitioner” means an individual currently licensed,
registered or otherwise authorized by any state, territory or district of the United States to
prescribe and administer drugs in the course of professional practices, including allopathic and
osteopathic physicians, dentists, physician assistants, optometrists, veterinarians, podiatrists and
nurse practitioners as allowed by law.
2.1.45. "Preceptor” means an individual who is currently licensed as a pharmacist by the board,
meets the qualifications as a preceptor under the rules of the board, and participates in the
instructional training of pharmacy interns. :
2.1.46. "Prescription drug" or "legend drug" means a drug which, under federal law, is required,
prior to being dispensed or delivered, to be labeled with any of the following statements or the
language or symbol as determined by the U. S. Food and Drug Administration.

a. "Caution: Federal law prohibits dispensing without prescription".

b. "Caution: Federal law restricts this drug to use by, or on the order of, a licensed
veterinarian"; or a drug which is required by any applicable federal or state law or rule to be
dispensed pursuant to a prescription drug order or is restricted to use by practitioners only.
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2.1.47. "Prescription" or "Pres¢ription order" means a lawful order from a properly licensed
practitioner to a pharmacist for a/drug or device for a specific patient and transmitted by:
a. Written order;
b. An oral order to a phatmacist who shall immediately:
1. Reduce it to writing which becomes the original order;
2. Hand initial it {o identify the receiver; and
3. Show the date,|time and name of person transmitting the order;
c. An electronic transmission which has the capability to produce a printed copy, and
shows the date, time and name of person transmitting the order; or
d. other methods of transmission approved by the Board.
2.1.48. "President" means the President of the West Virginia Board of Pharmacy.
2.1.49. "Sample" means a package of a legend drug provided by a manufacturer on the request
of a practitioner or charitable clinic to be given to a patient without charge in accordance with
federal law.
2.1.50. An approved or recognized "School of Pharmacy" means a school of pharmacy
accredited by the American Council on Pharmaceutical Education.
2.1.51. "Secretary" means the Secretary of the West Virginia Board of Pharmacy.
2.1.52. "Vice-President" means the Vice-President of the West Virginia Board of Pharmacy.
2.1.53. A "Wholesaler" is a person or entity licensed by the Board to distribute, by sales or
otherwise, prescription legend drpigs to persons other than a consumer or patient.

§15-1-20 Duties and Responsibilities of the Pharmacist-in-Charge.

20.1. A pharmacy may not operate without a pharmacist-in-charge (hereinafter “PIC”), who
shall be designated on the application for a pharmacy license, and in each license renewal. A
pharmacist may not serve as PIC unless he or she is physically present in the pharmacy a
sufficient amount of time to provide supervision and control. A pharmacist may not serve as PIC
for more than one pharmacy at any one time; Provided that, he or she may volunteer as the
pharmacist-in-charge at a charitable clinic pharmacy while serving as a PIC in another pharmacy.

20.2. The pharmacist-in-charge has the following responsibilities:

20.2.1. The pharmacist-in-charge shall be responsible for the practice of pharmacy, as
defined in this rule, at the phanmacy for which he or she is the pharmacist-in-charge. The
pharmacy permit holder shall be responsible 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;

20.2.2. The pharmacist-in-charge shall notify the pharmacy permit holder of potential
violations of any statute, rule or ¢ourt order existing within the pharmacy. If appropriate action
has not been taken within a reasgnable amount of time the pharmacist-in-charge shall reduce to
writing the above and submit ta the pharmacy permit holder with a copy to the Board. No
pharmacist-in-charge shall be sanctioned by the Board for any violation of any statute, rule or
court order if they have previously given this written notice to the pharmacy permit holder. The
pharmacy permit holder shall be responsible for such violations;




20.2.3. Implementing quality assurance programs for pharmacy services designed to
objectively and systematically monitor and evaluate the quality and appropriateness of patient
care, pursue opportunities to improve patient care, and resolve identified problems. Quality
assurance programs shall be designed to prevent and detect drug diversion;

20.2.4. The PIC shall implement, and maintain a Pharmacy Technician Training Manual
for the specific practice setting of which he or she is in charge. He or she shall supervise a
training program conducted pursuant to the training manual for all individuals employed by the
pharmacy who will assist in the practice of pharmacy. The PIC shall maintain a record of all
technicians successfully completing the pharmacy’s technician training program and shall attest
to the Board, in a timely manner, those persons who, from time to time, have met the training
requirements necessary for registration with the Board;

20.2.5. Implementing policies and procedures for the procurement, storage, security, and
disposition of drugs and devices;

20.2.6. Assuring that all pharmacists and interns employed at the pharmacy are currently
licensed and that all pharmacy technicians employed at the pharmacy are currently registered
with the board;

20.2.7. Notifying the board immediately of any of the following changes:
a. Change of employment or responsibility as the PIC;
b. Change of ownership of the pharmacy;
c¢. Change of address of the pharmacy; or
d. Permanent closing of the pharmacy;

20.2.8. Making or filing any reports required by state or federal laws, rules, and
regulations;

20.2.9. Responding to the board regarding any warning notice issued by the Board. The
Board shall provide notification of the issuance of the warning notice to the pharmacy permit
holder;

20.2.10. Implementing policies and procedures for maintaining the integrity and
confidentiality of prescription information and patient health care information, or verifying their
existence and ensuring that all employees of the pharmacy read, sign, and comply with the
established policies and procedures; and

20.2.11. Providing the board with prior written notice of the installation or removal of an
Automated Pharmacy System. The notice shall include, but is not limited to:

a. The name and address of the pharmacy;
b. The location of the automated equipment; and
c. The identification of the responsible pharmacist.
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20.3. The PIC shall be assisted |
as may be required to competent]

by a sufficient number of pharmacists and pharmacy technicians
y and safely provide pharmacy services.

intain and file with the Board, on a form provided by the Board,
inicians assisting in the provision of pharmacy services.

20.3.1. The PIC shall m4
a current list of all pharmacy tect

20.3.2. The PIC shall im
be performed by pharmacy techr
be consistent with their training z
pharmacy technicians are to be
within the same work area who I
of pharmacy technicians, and th

plement written policies and procedures to specify the duties to
ricians. The duties and responsibilities of these personnel shall
ind experience. These policies and procedures shall specify that
personally and directly supervised by a pharmacist stationed
\as the ability to control and who is responsible for the activities
1at pharmacy technicians are not assigned duties that may be

performed only by a pharmacist.

§15-1-21. Manner of Issuance @

21.1. A prescription, to be v

f a Prescription.

id, shall be issued for a legitimate medical purpose by a

practitioner acting within the course of legitimate professional practice.

21.1.1. A pharmacist shall receive the communication of a prescription. A pharmacist

may accept a prescription, inclu
V, that is communicated in wr
prescription, including that for a
certain situations, that for a con
orally (including telephone voici
than E-prescribing.

21.1.2. If communicated
prescribing, the pharmacist shal
maintained for the time period 1
laws and rules.

21.1.3. A prescription fo
orally or by way of electronic
situations and with the followi
controlled substance shall be com

a. A prescription for

the practitioner o

provided the origi

to the pharmacist
substance, except

original, written px

1. the pre
compounded for tl

intramuscular, sub

ing that for a controlled substance listed in Schedules II through
itten form or by E-prescribing. A pharmacist may accept a
controlled substance listed in Schedules III through V, and, in’
itrolled substance listed in Schedule II, that is communicated
e communication) or by way of electronic transmission other

orally or by way of electronic transmission other than E-
| immediately reduce the prescription to a form that may be
equired by any applicable federal and State of West Virginia

r a Schedule II controlled substance may be communicated
transmission other than E-prescribing only in the following
ng restrictions. Otherwise, a prescription for a Schedule II
imunicated in written form or by E-prescribing.

a Schedule II controlled substance may be communicated by
r the practitioner's agent by way of electronic transmission,
nal written prescription, signed by the practitioner, is presented
for review prior to the actual dispensing of the controlled
the hard copy of the electronic transmission may serve as the
escription in the following instances:

sscription for a Schedule II narcotic substance is to be
ne direct administration to a patient by parenteral, intravenous,
cutaneous, or intraspinal infusion;




2. the prescription for a Schedule II controlled substance is for a resident
of a Long Term Care Facility; or

3. the prescription for a Schedule II controlled substance is for a patient
under the care of a hospice certified by Medicare or licensed by the state. The
practitioner or Practitioner's agent shall note on the prescription that the patient is
a hospice patient.

21.1.4. In the case of an emergency situation, a prescription for a Schedule II controlled
substance may be communicated by the practitioner orally or by way of electronic transmission,
provided that if the prescribing practitioner is not known to the pharmacist, he or she shall make
a reasonable effort to determine that the eral-authorization came from a registered practitioner,
which may include a callback to the practitioner using the practitioner's phone number as listed
in the telephone directory and other good faith efforts to insure his identity; and:

a. the quantity prescribed and dispensed is limited to the amount adequate to treat
the patient during the emergency period (dispensing beyond the emergency period must
be pursuant to a written prescription signed by the prescribing practitioner);

b. the orally communicated prescription is immediately reduced to writing by the
pharmacist, or, if necessary, the prescription communicated by way of electronic
transmission is immediately reduced to a hard copy;

c. within seven (7) days after authorizing an emergency oral prescription, the
practitioner has a written prescription for the emergency quantity prescribed delivered to
the dispensing pharmacist. The prescription shall have written on its face "Authorization
for Emergency Dispensing”" and the date of the orally or electronically transmitted
prescription. The written prescription may be delivered to the pharmacist in person or by
mail, but if delivered by mail, it must be postmarked within the seven (7) day period.
Upon receipt, the dispensing pharmacist shall attach this written prescription to the
emergency oral prescription which had earlier been reduced to writing or to the hard copy
of the electronically transmitted prescription. The pharmacist shall notify the nearest
office of the U.S. Drug Enforcement Administration if the prescribing practitioner fails to
deliver a written prescription.

21.1.5. A prescribing practitioner may authorize his or her agent to communicate a
prescription orally or by way of electronic transmission either directly or through an electronic
data intermediary to a pharmacist in a licensed pharmacy, provided:

a. the identity of the transmitting agent is included in the order;

b. the prescription is transmitted either directly or through an electronic data
intermediary to a pharmacist in a licensed pharmacy of the patient's choice with
no unauthorized person having access to the prescription;

c. the prescription identifies the transmitter's phone number for verbal
confirmation, the time and date of transmission, and the identity of the pharmacy
intended to receive the transmission, as well as any other information required by federal
or state law;

10




WEST ¥

LICENSU]
§15-1-1. General.

1.1. Scope. -- This rule provid
for Board operation; establish

TITLE 15
LEGISLATIVE RULE
/IRGINIA BOARD OF PHARMACY

SERIES 1
BE AND PRACTICE OF PHARMACY

es definitions of many terms and establishes general provisions
es internship requirements; provides the requirements for

application as a pharmacist, including examination requirements, renewals, and reinstatement of

lapsed licenses; establishes the
requirements for a foreign pharn
establishes how drugs may be t
prescription orders, including es
electronic prescribing and disp

prescribing and Electronic Datad

returned; states the requirement
requirements for pharmacy pel
professional work environment;

required by a pharmacy; esta

pharmaceutical compounding;
establishes the sanitary requirems
pharmacists; establishes the dutie
manner of issuance of a presct
requirements and responsibilitie
specialized dispensing systems, i
places that need to obtain a contrq

qualifications for obtaining a license by reciprocity, including
nacy graduates; establishes proceedings for disciplinary action;
ransferred and the restrictions on refilling and transferring of
stablishing communications requirements for the manual and
ensing of prescription drugs, specifically providing for E-
Intermediaries; establishes how drugs and devices may be
s for drug product selection and substitution; establishes the
rmits, including the minimum requirements, security, and
states the required equipment, facilities, and record systems
blishes the requirements for a permit to conduct sterile
establishes licensure and control of nuclear pharmacies;
>nts in a pharmacy; establishes rules of professional conduct for
s and responsibilities of a pharmacist-in-charge; establishes the
iption; states different labeling requirements; establishes the
s of a consultant pharmacist; establishes different types of
ncluding the use of emergency kits; states the requirement for
blled substance permit, including the fees for such permit.

Code 30-5-12C(d), 30-5-14, and 30-5-19

1.2 Authority — W.Va
1.3 Filing date —
1.4 Effective date --

§15-1-2. Definitions.

2.1. The following words and phy
2.1.1. "Act" or "Uniform Control

seq.

2.1.2. "Administer" means the d
subject by injection, inhalation, in
2.1.3 “Automated pharmacy sys
activities, other than compoung

dispensing, or distribution of
transaction information.

2.1.4. “Board of Pharmacy" or "k

rases as used in this Rule have the following meanings:
led Substance Act" means to West Virginia Code § 60A-1-1, et

irect application of a drug to the body of a patient or research
\gestion or any other means.

tem” means mechanical systems which perform operations or
ding or administration, relative to the storage, packaging,
medications, and which collect, control, and maintain all

doard" means the West Virginia state board of pharmacy.
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2.1.5. "Compounding" means:

a. The preparation, mixing, assembling, packaging, or labeling of a drug or device:

1. As the result of a practitioner's prescription drug order or initiative based on
the practitioner/patient/ pharmacist relationship in the course of professional practice for
sale or dispensing, or

2. For the purpose of, or as an incident to, research, teaching or chemical analysis
and not for sale or dispensing, or

3. The preparation of drugs or devices in anticipation of prescription drug orders
based on routine, regularly observed prescribing patterns.

2.1.6. "Confidential information" means patient-identifiable information maintained by the
pharmacist in the patient record or which is communicated to the patient as part of patient
counseling, or which is communicated by the patient to the pharmacist.

This information is privileged and may be released only to the patient or to other
members of the health care team and other pharmacists where, in the pharmacist's professional
judgement, such release is necessary to the patient's health and well-being; to health plans, as
that term is defined in 45 CFR § 160.103, for payment; to such other persons or governmental
agencies authorized by law to receive such privileged information; as necessary for the limited
purpose of peer review and utilization review; and as authorized by the patient or required by
court order. Appropriate disclosure, as permitted by this rule, may occur by the pharmacist either
directly or through an electronic data intermediary.

2.1.7. "Controlled Substance" means a drug, substance, or immediate precursor in Schedule I
through Schedule V of either the Federal Controlled Substances Act, 21 USC Section 801, et
seq., or the West Virginia Uniform Controlled Substances Act, West Virginia Code Section 60A-
1-1, et seq.

2.1.8. The term "Cosmetic" means:

a. Articles intended to be rubbed, poured, sprinkled or sprayed on, introduced into, or
otherwise applied to the human body, or any part of the human body for cleansing, beautifying,
promoting attractiveness or temporarily altering the appearance;

b. Articles intended for use as a component of those articles, except that the term shall not
include soap; and

c. shall be held to include "dentifrice” and “toilet articles”

2.1.9. "Deliver" or "delivery" means the actual, constructive or attempted transfer of a drug or
device from one person to another, whether or not for a consideration.

2.1.10. "Device" means an instrument, apparatus, implement or machine, contrivance, implant
or other similar or related article, including any component part or accessory, which is required
under federal law to bear the label, "Caution: Federal or state law requires dispensing by or on
the order of a physician" or the language or symbol as determined by the U. S. Food and Drug
Administration.

2.1.11. “Direct supervision” means that a licensed pharmacist is physically present in the
pharmacy and is available to verify the accuracy of a prescription before it is dispensed.

2.1.12. "Dispense" or "dispensing" is that aspect of the practice of pharmacy concerned with the
preparation, verification of contents, and delivery of a drug or device in an appropriately labeled
and suitable container to a patient or a patient's representative or surrogate pursuant to a lawful
order of a practitioner for subsequent administration to, or use by, a patient. Dispensing has not
occurred until the drug is actually delivered to the patient or patient’s representative.

2.1.13. "Distribute” means the delivery of a drug or device other than by administering or
dispensing.

2.1.14. “Distributor" means a person licensed as a wholesaler.
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2.1.15. "Drug" means:
a. Articles recognized a

S

drugs by the U. S. Food and Drug Administration (FDA) or

published in such references as the USP-NF, Facts and Comparisons, Physicians Desk Reference

or supplements thereto, for use
disease in human or other animal
b. Articles, other than foq
human or other animals; and
c. Articles intended for u
(c) of this section.
2.1.16. "Drug regimen review" i
Evaluation of prescription ord
Known significant allergies;
Rational drug therapy and con
Reasonable dose and route of
Reasonable directions for use.
. Evaluation of readily availabl
therapy;
c. Evaluation of the prescription
but are not limited to, any of the
1. Drug-drug;
2. Drug-food;
3. Drug-disease; and
4. Adverse drug reactions.
d. Evaluation of the prescription
over utilization, under utilization
2.1.17. "Electronic data intermed
a computer system, hand-held el
practitioner with a computer syst
the secure transmission of:

ghwWwemp

in the diagnosis, cure, mitigation, treatment or prevention of

S5
»d, intended to affect the structure or any function of the body of

1se as a component of any articles specified in subsection (b) or

ncludes, but is not limited to, the following activities:
ers and patient records readily available to the pharmacist for:

traindications;

administration; and

e prescription drug orders and patient records for duplication of

drug for interactions and/or adverse effects which may include,
following:

drug orders and patient records for proper utilization, including
and optimum therapeutic outcomes.

iary" means an entity that provides the infrastructure to connect
sctronic device or other electronic device used by a prescribing
em or other electronic device used by a pharmacist to facilitate

a. An electronic prescription order;

b. A refill authorization reg
¢. A communication; or
d. Other patient care infor;
2.1.18. "E-prescribing" means 1
prescription-related information
or health plan as defined in 45
intermediary. E-prescribing inclu
point of care and the pharmacist,

prescription” or "electronic order?.

2.1.19. “Inpatient pharmacy" m
other place where patients stay at
areas of the institution for admini
2.1.20. "Inspector" means an age
Board to conduct periodic inspeq
the Board.
2.1.21. “Institutional facility” m
physical environment for patient

hospital, convalescent home, n;

quest;

mation.

the transmission, using electronic media, of prescription or
between a practitioner, pharmacist, pharmacy benefit manager
CFR §160.103, either directly or through an electronic data
ides, but is not limited to, two-way transmissions between the
E-prescribing may also be referenced by the terms "electronic
eans the area within a licensed institution; i.e., a hospital, or
least one night, where drugs are stored and dispensed to other
stration to the patients by other licensed health care providers.
nt of the Board, who is a licensed pharmacist, appointed by the
itions of permittees and perform other duties as designated by

eans any organization whose primary purpose is to provide a
s t0 obtain health care services, including but not limited to a
ursing home, extended care facility, mental health facility,
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rehabilitation center, psychiatric center, developmental disability center, drug abuse treatment
center, family planning clinic, correctional facility, hospice, public health facility, or athletic
facility.

2.1.22. “Institutional pharmacy” means that physical portion of an institutional facility that is
engaged in the compounding, dispensing, and distribution of drugs, devices, and other materials
used in the diagnosis and treatment of injury, illness, and disease and which holds a pharmacy
license from the Board. ‘

2.1.23. "Intern" means an individual who is:

a. Currently licensed by the Board to engage in the practice of pharmacy while under the
supervision of a licensed pharmacist and is satisfactorily progressing toward meeting the
requirements for licensure as a pharmacist;

b. A graduate of an approved college of pharmacy or a graduate who has established
educational equivalency by obtaining a Foreign Pharmacy Graduate Examination Committee
certificate, who is currently licensed by the Board for the purpose of obtaining practical
experience as a requirement for licensure as a pharmacist;

c. A qualified applicant who is licensed by the Board and is awaiting examination for
licensure; or

d. An individual participating in a residency or fellowship program.

2.1.24. "Labeling" means the process of preparing and affixing a label and the affixing of
auxiliary labels to a drug container exclusive, however, of a labeling by a manufacturer, packer
or distributor of a nonprescription drug or commercially packaged legend drug or device. The
label shall include all information required by federal law or regulation or state law or rule.
2.1.25. “Mail order pharmacy" means a pharmacy, regardless of its location, which dispenses
greater than ten percent (10%) prescription drugs in the United States Mail or other mail or
package delivery service.

2.1.26. "Manufacturer”" means a person engaged in the manufacturing of drugs or devices.
2.1.27. "Manufacturing”" means production, preparation, propagation or processing of any drug
or device, either directly or indirectly, by extraction from substances of natural origin or
independently by means of chemical or biological synthesis and includes any packaging or
repackaging of a substance or labeling or relabeling of its contents and the promotion and
marketing of a drug or device. Manufacturing also includes the preparation or repackaging, and
promotion of commercially available products from bulk compounds for resale by pharmacies,
practitioners or other persons.

2.1.28. "Nonprescription drug" means a drug which may be sold without a prescription and
which is labeled for use by the consumer in accordance with the requirements of the laws and
rules of this state and the federal government.

2.1.29. “Nuclear pharmacist” means a pharmacist who has been certified in the specialty of
nuclear pharmacy.

2.1.30. "Nuclear pharmacy" means a place where radioactive drugs are prepared and dispensed
and which operates under specialized rules.

2.1.31. "Original License" means a license issued by the Board to an applicant when:

a. the applicant is a new business;

b. the applicant is an established business that is transferred to a successor;

c. the applicant is an established business in which fifty percent (50%) ownership or
more is transferred to a new owner;

d. the applicant is an established business in which control of pharmaceutical services is
transferred; not including a change in pharmacist-in-charge; or

e. the applicant is an established business which moves to a new location.
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2.1.32. "Outpatient pharmacy’
where drugs are dispensed and §
of pharmacy is conducted and p
where drugs are dispensed and
residents of this state.

means any pharmacy, apothecary, or place within this state

old at retail or displayed for sale at retail and where the practice

armaceutical care is provided; and anyplace outside of this state
e practice of pharmacy and pharmaceutical care is provided to

2.1.33. "Over-the counter drug”|or "OTC drug” means any drug that is not a prescription drug or

legend drug.

2.1.34. "Patient counseling" means the oral communication by the pharmacist of information,
which may include supplementa] media according to the pharmacist’s professional judgement, to

the patient or care giver, to ens
2.1.35. "Permit" means any lig
board to any person for the purpq
and the holder of the permit is
operated or a service is provided
more than one location.
2.1.36. "Person" means an indj
entity, including government.
2.1.37. "Person Addicted" mean
controlled substances or other a
self-control.
2.1.38. "Pharmaceutical care" is
care services intended to achieve
a. The cure or prevention of a di
b. the elimination or reduction
c. the arresting or slowing of a
2.1.39. "Pharmacist" or "registe
state to engage in the practice of
2.1.40. "Pharmacist-in-charge" n
a. Accepts responsibility
and federal laws and rules perting
b. has the responsibility
pharmacy for which he or she
responsibility for all other fung
pharmacist-in-charge may advis
operational matters. The pharn
does not follow the written advic
c. works at least 30 how
days per week, in that pharmacy,
That, in any pharmacy which is
he or she must work in the phart
open 20 hours per week, the pl
pharmacy); and
d.
position may be filled by a co
responsibilities of the required p
of subsection ¢, above, with regd
average of more than 40 hourg
committee must work at least 8 h

e the proper use of drugs and devices.

sense, registration, or other privilege granted or issued by the
sse of providing a business or service to individuals or the public

the "permittee”. No permit will be issued unless a business is

l. Not more than one permit may be issued in any one name in

vidual, corporation, partnership, association or any other legal

s one who has acquired the habit of using alcoholic beverages or
cents to such an extent as to deprive him or her of reasonable

the provision of drug therapy and other pharmaceutical patient
outcomes related to:

sease;

i

a patient’s symptoms; or
isease process.
red pharmacist" means an individual currently licensed by this

pharmacy and pharmaceutical care.
neans a pharmacist currently licensed in this state who:

for the operation of a pharmacy in conformance with all state

snt to the practice of pharmacy and the distribution of drugs;
s for the practice of pharmacy, as defined in this rule, at the

is pharmacist-in-charge. The pharmacy permit holder has
tions, administrative and operational, of the pharmacy. The
s the pharmacy permit holder in writing of administrative and
jacist-in-charge is not legally responsible if the permit holder
e;
rs a week, with the pharmacist-in-charge working at least three
including the use of any accrued annual or sick leave; Provided
open on average less than 40 hours per week in a calendar year,
macy a majority of the hours that the pharmacy is open (e.g., if
harmacist-in-charge must work 11 hours per week within the

With regard to majnpha.rmacist-in-charge in a Charitable Clinic Pharmacy, this

ittee of up to three (3) pharmacists who accept as a group the
harmacist-in-charge. Further notwithstanding the requirements
rd to a Charitable Clinic Pharmacy, if the pharmacy is open an

per week, the pharmacist-in-charge or pharmacist-in-charge

lours per calendar month; if the pharmacy is open on average at

5




least 30 and up to 40 hours per week, the pharmacist-in-charge or pharmacist-in-charge
committee must work in the charitable clinic pharmacy at least 6 hours per calendar month; if the
pharmacy is open on average at least 15 and up to 30 hours per week, the pharmacist-in-charge
or pharmacist-in-charge committee must work in the charitable clinic pharmacy at least 4 hours
per calendar month; if the charitable clinic pharmacy is open on average at least 5 and up to 15
hours per week, the pharmacist-in-charge or pharmacist-in-charge committee must work in the
charitable clinic pharmacy at least 2 hours per calendar month; and, if the charitable clinic
pharmacy is open less than 5 hours per week, the pharmacist-in-charge or pharmacist-in-charge
committee must work in the charitable clinic pharmacy the lesser of 2 hours per month or 50% of
the hours the charitable clinic pharmacy is open.

Charitable Clinic Pharmacy hours per week | Hours required by PIC per month
More than 40 8
30 to 40 6
15 to 30 4
5t0 15 2
Less than 5 The lesser of 2 or 50% of hours open

2.1.41. "Pharmacy technician" means registered supportive personnel who work under the direct
supervision of a pharmacist, and who have passed an approved training program; Provided That,
in a Charitable Clinic Pharmacy, when no pharmacist is on-site, a pharmacy technician may
work under the direct supervision of a prescribing practitioner who is licensed as a prescribing
practitioner who is licensed as such in the State of West Virginia.
2.1.42. “Pharmacy technician trainee” means an individual currently engaged in a pharmacy
technician training program which has been approved by the Board and who is under the direct
supervision of a pharmacist.
2.1.43. "The practice of pharmacy" is the personal health 3service concerned with the preparing,
compounding and dispensing of drugs and medical devices used in the diagnosis, treatment or
prevention of disease, dispensed on the prescription of a practitioner, or otherwise legally
dispensed or sold and shall include the proper and safe storage of drugs, the maintenance of
proper records and the dissemination of information to other health care professionals and proper
counseling to the patient concerning the therapeutic value and proper use of drugs and devices.
2.1.44. '"Practitioner" or “prescribing practitioner” means an individual currently licensed,
registered or otherwise authorized by any state, territory or district of the United States to
prescribe and administer drugs in the course of professional practices, including allopathic and
osteopathic physicians, dentists, physician assistants, optometrists, veterinarians, podiatrists and
nurse practitioners as allowed by law.
2.1.45. "Preceptor” means an individual who is currently licensed as a pharmacist by the board,
meets the qualifications as a preceptor under the rules of the board, and participates in the
instructional training of pharmacy interns. :
2.1.46. "Prescription drug" or "legend drug" means a drug which, under federal law, is required,
prior to being dispensed or delivered, to be labeled with any of the following statements or the
language or symbol as determined by the U. S. Food and Drug Administration.

a. "Caution: Federal law prohibits dispensing without prescription".

b. "Caution: Federal law restricts this drug to use by, or on the order of, a licensed
veterinarian"; or a drug which is required by any applicable federal or state law or rule to be
dispensed pursuant to a prescription drug order or is restricted to use by practitioners only.
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2.1.47. "Prescription" or "Pres¢ription order" means a lawful order from a properly licensed
practitioner to a pharmacist for a/drug or device for a specific patient and transmitted by:
a. Written order;
b. An oral order to a phatmacist who shall immediately:
1. Reduce it to writing which becomes the original order;
2. Hand initial it {o identify the receiver; and
3. Show the date,|time and name of person transmitting the order;
c. An electronic transmission which has the capability to produce a printed copy, and
shows the date, time and name of person transmitting the order; or
d. other methods of transmission approved by the Board.
2.1.48. "President" means the President of the West Virginia Board of Pharmacy.
2.1.49. "Sample" means a package of a legend drug provided by a manufacturer on the request
of a practitioner or charitable clinic to be given to a patient without charge in accordance with
federal law.
2.1.50. An approved or recognized "School of Pharmacy" means a school of pharmacy
accredited by the American Council on Pharmaceutical Education.
2.1.51. "Secretary" means the Secretary of the West Virginia Board of Pharmacy.
2.1.52. "Vice-President" means the Vice-President of the West Virginia Board of Pharmacy.
2.1.53. A "Wholesaler" is a person or entity licensed by the Board to distribute, by sales or
otherwise, prescription legend drpigs to persons other than a consumer or patient.

§15-1-20 Duties and Responsibilities of the Pharmacist-in-Charge.

20.1. A pharmacy may not operate without a pharmacist-in-charge (hereinafter “PIC”), who
shall be designated on the application for a pharmacy license, and in each license renewal. A
pharmacist may not serve as PIC unless he or she is physically present in the pharmacy a
sufficient amount of time to provide supervision and control. A pharmacist may not serve as PIC
for more than one pharmacy at any one time; Provided that, he or she may volunteer as the
pharmacist-in-charge at a charitable clinic pharmacy while serving as a PIC in another pharmacy.

20.2. The pharmacist-in-charge has the following responsibilities:

20.2.1. The pharmacist-in-charge shall be responsible for the practice of pharmacy, as
defined in this rule, at the phanmacy for which he or she is the pharmacist-in-charge. The
pharmacy permit holder shall be responsible 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;

20.2.2. The pharmacist-in-charge shall notify the pharmacy permit holder of potential
violations of any statute, rule or ¢ourt order existing within the pharmacy. If appropriate action
has not been taken within a reasgnable amount of time the pharmacist-in-charge shall reduce to
writing the above and submit ta the pharmacy permit holder with a copy to the Board. No
pharmacist-in-charge shall be sanctioned by the Board for any violation of any statute, rule or
court order if they have previously given this written notice to the pharmacy permit holder. The
pharmacy permit holder shall be responsible for such violations;




20.2.3. Implementing quality assurance programs for pharmacy services designed to
objectively and systematically monitor and evaluate the quality and appropriateness of patient
care, pursue opportunities to improve patient care, and resolve identified problems. Quality
assurance programs shall be designed to prevent and detect drug diversion;

20.2.4. The PIC shall implement, and maintain a Pharmacy Technician Training Manual
for the specific practice setting of which he or she is in charge. He or she shall supervise a
training program conducted pursuant to the training manual for all individuals employed by the
pharmacy who will assist in the practice of pharmacy. The PIC shall maintain a record of all
technicians successfully completing the pharmacy’s technician training program and shall attest
to the Board, in a timely manner, those persons who, from time to time, have met the training
requirements necessary for registration with the Board;

20.2.5. Implementing policies and procedures for the procurement, storage, security, and
disposition of drugs and devices;

20.2.6. Assuring that all pharmacists and interns employed at the pharmacy are currently
licensed and that all pharmacy technicians employed at the pharmacy are currently registered
with the board;

20.2.7. Notifying the board immediately of any of the following changes:
a. Change of employment or responsibility as the PIC;
b. Change of ownership of the pharmacy;
c¢. Change of address of the pharmacy; or
d. Permanent closing of the pharmacy;

20.2.8. Making or filing any reports required by state or federal laws, rules, and
regulations;

20.2.9. Responding to the board regarding any warning notice issued by the Board. The
Board shall provide notification of the issuance of the warning notice to the pharmacy permit
holder;

20.2.10. Implementing policies and procedures for maintaining the integrity and
confidentiality of prescription information and patient health care information, or verifying their
existence and ensuring that all employees of the pharmacy read, sign, and comply with the
established policies and procedures; and

20.2.11. Providing the board with prior written notice of the installation or removal of an
Automated Pharmacy System. The notice shall include, but is not limited to:

a. The name and address of the pharmacy;
b. The location of the automated equipment; and
c. The identification of the responsible pharmacist.
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20.3. The PIC shall be assisted |
as may be required to competent]

by a sufficient number of pharmacists and pharmacy technicians
y and safely provide pharmacy services.

intain and file with the Board, on a form provided by the Board,
inicians assisting in the provision of pharmacy services.

20.3.1. The PIC shall m4
a current list of all pharmacy tect

20.3.2. The PIC shall im
be performed by pharmacy techr
be consistent with their training z
pharmacy technicians are to be
within the same work area who I
of pharmacy technicians, and th

plement written policies and procedures to specify the duties to
ricians. The duties and responsibilities of these personnel shall
ind experience. These policies and procedures shall specify that
personally and directly supervised by a pharmacist stationed
\as the ability to control and who is responsible for the activities
1at pharmacy technicians are not assigned duties that may be

performed only by a pharmacist.

§15-1-21. Manner of Issuance @

21.1. A prescription, to be v

f a Prescription.

id, shall be issued for a legitimate medical purpose by a

practitioner acting within the course of legitimate professional practice.

21.1.1. A pharmacist shall receive the communication of a prescription. A pharmacist

may accept a prescription, inclu
V, that is communicated in wr
prescription, including that for a
certain situations, that for a con
orally (including telephone voici
than E-prescribing.

21.1.2. If communicated
prescribing, the pharmacist shal
maintained for the time period 1
laws and rules.

21.1.3. A prescription fo
orally or by way of electronic
situations and with the followi
controlled substance shall be com

a. A prescription for

the practitioner o

provided the origi

to the pharmacist
substance, except

original, written px

1. the pre
compounded for tl

intramuscular, sub

ing that for a controlled substance listed in Schedules II through
itten form or by E-prescribing. A pharmacist may accept a
controlled substance listed in Schedules III through V, and, in’
itrolled substance listed in Schedule II, that is communicated
e communication) or by way of electronic transmission other

orally or by way of electronic transmission other than E-
| immediately reduce the prescription to a form that may be
equired by any applicable federal and State of West Virginia

r a Schedule II controlled substance may be communicated
transmission other than E-prescribing only in the following
ng restrictions. Otherwise, a prescription for a Schedule II
imunicated in written form or by E-prescribing.

a Schedule II controlled substance may be communicated by
r the practitioner's agent by way of electronic transmission,
nal written prescription, signed by the practitioner, is presented
for review prior to the actual dispensing of the controlled
the hard copy of the electronic transmission may serve as the
escription in the following instances:

sscription for a Schedule II narcotic substance is to be
ne direct administration to a patient by parenteral, intravenous,
cutaneous, or intraspinal infusion;




2. the prescription for a Schedule II controlled substance is for a resident
of a Long Term Care Facility; or

3. the prescription for a Schedule II controlled substance is for a patient
under the care of a hospice certified by Medicare or licensed by the state. The
practitioner or Practitioner's agent shall note on the prescription that the patient is
a hospice patient.

21.1.4. In the case of an emergency situation, a prescription for a Schedule II controlled
substance may be communicated by the practitioner orally or by way of electronic transmission,
provided that if the prescribing practitioner is not known to the pharmacist, he or she shall make
a reasonable effort to determine that the eral-authorization came from a registered practitioner,
which may include a callback to the practitioner using the practitioner's phone number as listed
in the telephone directory and other good faith efforts to insure his identity; and:

a. the quantity prescribed and dispensed is limited to the amount adequate to treat
the patient during the emergency period (dispensing beyond the emergency period must
be pursuant to a written prescription signed by the prescribing practitioner);

b. the orally communicated prescription is immediately reduced to writing by the
pharmacist, or, if necessary, the prescription communicated by way of electronic
transmission is immediately reduced to a hard copy;

c. within seven (7) days after authorizing an emergency oral prescription, the
practitioner has a written prescription for the emergency quantity prescribed delivered to
the dispensing pharmacist. The prescription shall have written on its face "Authorization
for Emergency Dispensing”" and the date of the orally or electronically transmitted
prescription. The written prescription may be delivered to the pharmacist in person or by
mail, but if delivered by mail, it must be postmarked within the seven (7) day period.
Upon receipt, the dispensing pharmacist shall attach this written prescription to the
emergency oral prescription which had earlier been reduced to writing or to the hard copy
of the electronically transmitted prescription. The pharmacist shall notify the nearest
office of the U.S. Drug Enforcement Administration if the prescribing practitioner fails to
deliver a written prescription.

21.1.5. A prescribing practitioner may authorize his or her agent to communicate a
prescription orally or by way of electronic transmission either directly or through an electronic
data intermediary to a pharmacist in a licensed pharmacy, provided:

a. the identity of the transmitting agent is included in the order;

b. the prescription is transmitted either directly or through an electronic data
intermediary to a pharmacist in a licensed pharmacy of the patient's choice with
no unauthorized person having access to the prescription;

c. the prescription identifies the transmitter's phone number for verbal
confirmation, the time and date of transmission, and the identity of the pharmacy
intended to receive the transmission, as well as any other information required by federal
or state law;
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d. the pharmacist exercises professional judgment regarding the accuracy,
validity, and authenticity of the prescription communicated by way of electronic

transmission; and

e. all electronic équipment for receipt of prescriptions communicated by way of
electronic transmission i$ maintained so as to ensure against unauthorized access.

21.1.6 Electronic Data Intermediaries

a. Electronic

data intermediaries may transmit electronic prescriptions,
prescription refill authorization requests, communications, and other patient care
information using a secure infrastructure between an authorized prescribing practitioner
and a pharmacy of the patient’s choice.

b. Electroniqd data intermediaries shall meet the following requirements for

electronically transmitted prescription

orders, refill authorization requests,

communications and other transmitted patient care information:

(1) Maintain the confidentiality and security of transmitted information as
required by applicable federal and state laws.

(2) Transmit prescriptions to the pharmacy of the patient’s choice.

(3) Maintain the integrity, privacy, and security of archived copies of the
electronic information related to the transmissions as required by applicable state
and federal laws, including maintaining them as confidential information.
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