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Tuesday, February 10, 2009

9:00 a.m. to 11:00 a.m,.

Earl Ray Tomblin
ex officio nonvoting member

Senate

Minargd, Chairman

Legiglative Rule-Making
Review Committee

{(Code §29A-3-10)

Richard Thompson
ex officio nonvoting member

House

Brown, Chairman

Fanning, Vice Chair Absent Poling, Vice Chair
Prezioso 2bsent Miley

Unger Talbott

Boley Overington
Facemyer Absent Sobonya

The meeting was called to order by Senator Minard, Chairman.

Delegate Brown moved that the minutes of the January 12, 2009,
meeting be approved. The motion was adopted.

Jay Lazell, Associate Counsel, explained his abstract on the
rule propcsed by the Office of the Department of Environmental
Protection on Air Quality, Control and Reduction of Nitrogen Oxides
from Non-Electric Generating Units as a Means of Mitigate Transport
of Ozone Precursors, 45CSR1.

Delegate Brown moved that the proposed rule be approved. The
motion was adopted.

Mr. Lazell, reviewed his abstract on the rule proposed by the
Office of the Department of Environmental Protection on Air
Quality, Nox Budget Trading Program as a Means of Control and
Reduction of Nitrogem Oxides from Electric Generating Units,
45CSR26.

Delegate Brown moved that the proposed rule be approved. The
moticn was adopted.

Rita Pauley, Assocliate Coungel, explained her abstract on the
rule proposed by the West Virginia Development Office, Brownfield
Economic Development Districts, 145CSR11, stated that the Office

has agreed to technical modifications, and responded to gquestions
from the committee.

Delegate Brown moved that the proposed rule be approved as



modified. The motion was adopted.

Brian Skinner, Associate Counsel, reviewed his abstract on the
rule proposed by the West Virginia State Fire Commission, Standards
for the Certification and Continuing Education of Municipal,
County, and other Public Building Code Officials, Building Code
Inspectors and Plans Examiners, 87CSR7, stated that the Commission
has agreed to technical modifications and responded to questions
from the committee.

Anthony Carrico, Deputy State Fire Marshall, responded to
questions from the committee.

Delegate Brown moved that the proposed rule be approved as
modified. The motion was adopted.

Mr. Skinner, Associate Counsel, explained his abstract on the
rule proposed by the West Virginia State Fire Marshall, Supervision
of Fire Protection Work, 130CSR3, stated that the Marshall has
agreed to technical modifications and responded to questions.

Delegate Brown moved that the proposed rule be approved as
modified. The motion was adopted.

Ms. Pauley, Associate Counsel, reviewed her abstract on the
rule proposed by the Governor’s Committee on Crime, Delinquency and
Correction, Law Enforcement Training Standards, 143CSR2, stated
that the Committee has agreed to technical modifications and
answered questions from the committee.

Delegate Brown moved that the proposed rule be approved as
modified. The motion was adopted.

Ms. Pauley addressed the committee again about subpoena powers
and whether or not to draft a bill specifically stating those
powers.

Ms. Pauley, Associate Counsel, explained her abstract on the
rule proposed by the West Virginia Division of Highways, Use of
State Road Rights of Way and Adjacent Areas, 157CSR6, and stated
that the Division has agreed to technical modifications.

Paul Mattox, Commissioner of Highways, addressed the
committee, showed an example of what a memorial sign would look
like, and answered questions from the committee.

Ms. Pauley then responded to questions from the committee.

Delegate Brown moved that the proposed rule be approved as
modified. The motion was adopted.

Ms. Pauley, Associate Counsel, reviewed her abstract on the



rule proposed by the West Virginia Division of Highways,
Transportation of Hazardous Wastes Upon the Roads and Highways,
157CSR7.

Delegate Brown moved that the proposed rule be approved. The
motion was adopted.

Ms. Pauley, Assocliate Counsel, explained her abstract on the
rule proposed by the West Virginia Insurance Commission,
Coordination of Health Benefits, 114CSR28, stated that the
Commission has agreed to technical modifications, and responded to
guestions,

Delegate Brown moved that the proposed rule be approved as
modified. The motion was adopted.

Ms. Pauley, Associate Counsel, reviewed her abstract on the
rule proposed by the West Virginia Insurance Commission, Zong-Term
Care Insurance, 114CSR32, stated that the Commission has agreed to
technical modifications and answered questions from the committee.

Tim Murphy, Associate Counsel for the West Virginia Insurance
Commission, responded to questions.

Delegate Brown moved that the proposed rule be approved as
modified. The motion was adepted.

Ms. Pauley, Associate Counsel, explained her abstract on the
rule proposed by the West Virginia Insurance Commission, Actuarial
Opinion and Memorandum Rule, 114CSR41l, stated that the Commission

has agreed to technical modifications and responded to guestions
form the committee.

Delegate Brown moved that the proposed rule be approved as
modified. The motion was adopted.

Ms. Pauley, Associate Counsel, reviewed her abstract on the
rule proposed by the West Virginia Insurance Commission, Viatical
Settlements, 114CSRB0, stated that the Commission has agreed to

technical modifications and vresponded to questions £from the
committee.

Tim Murphy, Associate Counsel for the West Virginia Insurance
Commission, answered questions from the committee.

Delegate Brown moved that the proposed rule be approved as
modified. The motion was adopted.

Ms. Pauley, Associate Counsel, explained her abstract on the



rule proposed by the West Virginia Insurance Commission, Discount
Medical Plan Organizations and Discount Prescription Drug Plan
Organizations, 114CSR83, and stated that the Commission has agreed
to technical modifications.

Delegate Brown moved that the proposed rule be approved as
modified. The motion was adopted.

Ms. Pauley, Associate Counsel, explained her abstract on the
rule proposed by the West Virginia Insurance Commission,
Professional Employer Organizations, 114CSR85, and stated that the
Commission has agreed to technical modifications.

Tim Murphy, Associate Counsel for the West Virginia Insurance
Commissicn, addressed the committee and responded to guestions.

Delegate Brown moved that the proposed rule be approved as
modified. The motion was adopted.

Mr. Lazell, Associate Counsel, explained his abstract on the
rule proposed by the Department of Environmental Protection Mining
and Reclamation Division, West Virginia Surface Mining Reclamation
Rule, 38CSR2, stated that the Department has agreed to technical
modifications and responded to guestions from the committee.

Delegate Miley moved that the proposed rule be approved as
modified. The motion was adopted.

Senator Minard moved that the WV/NPDES Rules for Coal Mining
Facilities, 47CSR30, from the Department of Environmental
Protection be moved up on the agenda to right after item o, West
Virginia Surface Mining Reclamation Rule, 38CSR2.

Mr. Lazell, Associate Counsel, reviewed his abstract on the
rule proposed by the Department of Environmental Protection Water
Resources Division, WV/NPDES Rules for Ccal Mining Facilities,
47CSR30, stated that the Department has agreed to technical
modifications and answered questions from the committee.

Delegate Poling moved that the rule be approved as modified.
The motion was adopted.

Ms. Pauley, Associate Counsel, reviewed her abstract on the
rule proposed by the West Virginia Board of Pharmacy, Board of
Pharmacy Rules Regarding Licensure and the Practice of Pharmacy,
15CSR1, and stated that the Board has agreed to technical
modifications.

Senator Minard moved that the proposed rule be approved as



modified.
Ms. Pauley answered guestions from the committee.
The motion was adopted.

Ms. Pauley, Associate Counsel, explained her abstract on the
rule proposed by the West Virginia Board of Pharmacy, Board of
Pharmacy Rules Regarding Immunizations Administered by Pharmacists,
15CSR12, and stated that the Board has agreed to technical
modifications.

Senator Minard moved that the proposed rule be approved as
modified. The motion was adopted.

Ms. Pauley, Associate Counsel, reviewed her abstract on the
rule proposed by the West Virginia Board of Pharmacy, Regulation of
Charitable Clinic Pharmacies, 15CSR13, and stated that the Board
has agreed to technical modifications.

David Potters, Executive Director and General Counsel of the
West Virginia Board of Pharmacy, addressed the committee and
responded to questions.

Delegate Brown moved that the proposed rule be approved as
modified.

Delegate Brown then proposed an amendment to the rule, 15CSR13
LRMRC AM#l, Pauley 7815.

David Potters addressed the committee again stating that he
was in opposition to the amendment and responded to questions.

Delegate Sobonya addressed the committee also in opposition to
the amendment.

Jeff Graham, CEC of Beckley Healthrite, addressed the
committee in reference to the propesed amendment.

Ms. Pauley then answered questions from the committee.

Delegate Brown tock a vote on the amendment and it was
rejected by the committee.

Delegate Brown then moved that the proposed rule be approved
as modified. The motion was adopted.

Senator Minard moved to direct staff to prepare a final report
and bills of authorization for introduction into the Senate and
House of Delegates. The motion was adopted.

Senator Minard moved to adjourn the meeting. The motion was
adopted. '



FEBRUARY INTERIM ATTENDANCE
Legislative Inferim Meetings
February 8,9 and 10, 2009

Tuesday, February 18, 2009

9:00 am - 11:00 am Legislative Rule-Making Review Committee
Earl Ray Tomblin, ex Thompson, ex
officio nonvoting member officio nonvoting member

Senate House

Minard, Chair Brown, Chair

Fanning, Vice Chair Miley, Vice Chair

RN
R, |

Prezioso Poling, Danie!
Unger Talbott

Boley Overington
Facemyer Scbonya

I certify that the attendance as noted above is correct.

) L

! Statf Person

Debra Graham : 0('

Please return to Brenda in Room 132-E or Fax to 347-4819 ASAP, due to payroll deadline,



TENTATIVE AGENDA
LEGISLATIVE RULE-MAKING REVIEW COMMITTEE
Tuesday, February 10, 2008
9:00 a.m. to 11:00 a.m.
Senate Judiciary Committee Room

Approval of Minutes - Meetings of January 12, 2008

Review of Legislative Rules:

a.

Air Quality, Office of - DEP

Control and Reduction of Nitrogen Oxides from Non-Electric
Generating Units as a Means of Mitigate Transport of Ozone
Precursors

45CSR1

Air Quality, Office of - DEP

NOx Budget Trading Program as a Means of Control and
Reduction of Nitrogen Oxides from Electric Generating Units
45CSR26

Development Office, WV
Brownfield Economic Development Districts
145CSR11

Fire Commission, WV State

Standards for the Certification and Continuing Education of
Municipal, County, and other Public Building Code Qfficials,
Building Code Inspectors and Plans Examiners

87CSR7

Fire Marshall, WV State
Supervision of Fire Protection Work
130CSE8R3

Governor’s Committee on Crime, Delinquency and Correction
Law Enforcement Training Standards
149CSR2

Highways, WV Division of
Use of State Road Rights of Way and Adjacent Areas
157CSR6

Highways, WV Division of

Transportation of Hazardous Wastes Upon the Roads and
Highways

157CSR7




i. Insurance Commission, WV
Coordination of Health Benefits
114CSR28

3. Insurance Commission, WV
Long-Term Care Insurance
114CSR32

k. Insurance Commission, WV
Actuarial Opinicn and Memorandum Rule
114CSR41

1. Insurance Commission, WV
Viatical Settlements
114CSR80

m. Insurance Commission, WV

Discount Medical Plan Organizations and Discount Prescription
Drug Plan Organizations
114CSR83

n. Insurance Commission, WV
Professiconal Employer Orxrganizaticns
114CSR85

o. Mining and Reclamation -~ DEP
West Virginia Surface Mining Reclamation Rule
38CSR32

P- Pharmacy, WV Board of
Board of Pharmacy Rules Regarding Licensure and the Practice
of Pharmacy
15CSR1

q. Pharmacy, WV Board of
Board of Pharmacy Rules Regarding Immunizations Administered
by Pharmacists

15CSR12

r. Pharmacy, WV Board of
Regulation of Charitable Clinic Pharmacies
15CSR1Z2

8. Water Resources - DEP
WV/NPDES Rules for Coal Mining Facilities
47CSR30

Other Business



TENTATIVE AGENDA
LEGISLATIVE RULE-MAKING REVIEW COMMITTEE
Tuesday, February 10, 2009
9:00 a.m. to 11:00 a.m.
Senate Judiciary Committee Room

1.

2.

Approval of Minutes - Meetings of January 12, 2008

Review of Legislative Rules:

a.

Air Ouality, Office of - DEP

Control and Reduction of Nitrogen Oxides from Neon-Electric
Generating Units as a Means of Mitigate Transport of Ozone
Precursors

45CSR1

. Approve

Air Quality, Office cf - DEP
NOx Budget Trading Program as a Means of Control and

Reduction of Nitrogen Oxides from Electric Generating Units
45C8R26

. Approve

Development Office, WV
Brownfield Economic Development Districts
145CSR11

. Approve as Modified

Fire Commission, WV State

Standards for the Certification and Continuing Education of
Municipal, County, and other Public Building Code Officials,
Building Code Inspectors and Plans Examiners

87CSR7

. Approve as Modified
Fire Marshall, WV State
Supervision of Fire Protection Werk

130CSR3

. Approve as Modified




Governor’s Committee on Crime, Delinquency and Correction

Law Enforcement Training Standards
149CSR2

. Approve as Medified
Highways, WV Division of
Use of State Road Rights of Way and Adjacent Areas
157CSRé6

. Approve as Modified
Highways, WV Division of
Transportation of Hazardous Wastes Upon the Roads
Highways
157C8R7

. Approve
Insurance Commission, WV
Coordination of Health Benefits
114CSR28 .

. Approve as Modified
Insurance Commission, WV
Long-Term Care Insurance
114C8R32

o Approve as Modified
Insurance Commission, WV
Actuarial Opinion and Memcrandum Rule
114CSR41

. Approve as Modified
Insurance Commission, WV
Viatical Settlements
114CSR80

. Approve ags Modified

Insurance Commission, WV

and

Discount Medical Plan Organizations and Discount Prescription

Drug Plan Organizations
114CSR83

. Approve as Modified



3.

Insurance Commission, WV
Professional Employer Organizations
114CSR85

. Approve as Modified

Mining and Reclamation - DEP
West Virginia Surface Mining Reclamation Rule
38CSRA2

. Approve as Modified

Pharmacy, WV Board of

Board of Pharmacy Rules Regarding Licensure and the Practice
cf Pharmacy

15CSR1

o Approve as Modified
Pharmacy, WV Board of
Board of Pharmacy Rules Regarding Immunizations Administered
by Pharmacists
15C8R12
. Approve as Modified
Pharmacy, WV Board of
Regulation of Charitable Clinic Pharmacies
15CSR13
. Approve as Modified
Water Resources - DEP
WV/NPDES Rules for Coal Mining Facilities
4'7CSR30

. Approve as Mcdified

Other Business

Direct staff to prepare final report and bills of authorization
for introduction into the Senate and House of Delegates.
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. TENTATIVE AGENDA
LEGISLATIVE RULE-MAKING REVIEW COMMITTEE
Tuesday, February 10, 2009
9:00 a.m. to 11:00 a.m.
Senate Judiciary Committee Room

1. Approval of Minutes - Meetings of January 12, 2008
2. Review of Legislative Rules:

1L ixyxﬂlﬁff/ Air Quality, Office of - DEP

PGK' Control and Reduction of Nitrogen Oxides from Non-Electric
Generating Units as a Means of Mitigate Transport of Ozone
Precursors
45CSR1

o Approve

‘P(D\?M Air Quality, Office of - DEP

NOx Budget Trading Program as a Means of Control and

Reduction of Nitrogen Oxides from Electric Generating Units
. 45C8R26
o Approve

Development Office, WV

{l Brownfield Economic Development Districts
8 NO& 9\ 145CSR11

. Approve as Modified

ﬁk Fire Commission, WV State
{chjzmhs Standards for the Certification and Continuing Education of
o« Municipal, County, and other Publi¢ Building Code Cfficials,
Fs M Building Code Inspectors and Plans Examiners
87CSR7
. Approve as Modified

Fire Marshall, WV State
?\ g Supervision of Fire Protection Work

@.ﬁ"‘ 130CSR3

. Approve as Modified



bﬁ/./ Governor’s Committee on Crime, Delinguency and Correction .
‘lgxxa}gcﬁﬂ S\ Law Enforcement Training Standards
vINT

—_ moci 149CSR2 .

. Approve as Modified

Lgf’ Highways, WV Division of
@vppﬁwei Use of State Road Rights of Way and Adjacent Areas

as M g‘ﬁ.écals’?CSRG
. Approve as Modified

> v Highways, WV Division of
Transportation of Hazardous Wastes Upon the Roads and
Highways
157CSR7

. Approve

{ Liff/ Insurance Commission, WV

Coordination of Health Benefits
o Res~114C8R28 2

ﬁ}qgf@'-)
a5 Mo

. Approve as Mcodified

Insurance Commission, WV

QDP@UEOL Long-Term Care Insurance
as ook Red11acsraz

. Approve as Modified

Q—p ‘QQDUCCDUC’:/ Insurance Commission, WV
1&& @ Actuarial Opinion and Memorandum Rule
as mock 114CSR41

. Approve as Modified

{ / Insurance Commission, WV
. Viatical Settlements
&‘& 14CSR80

Appo

s O

: . Approve as Modified

étmﬁh Ingsurance Commission, WV
@'ﬁﬂ"oﬂe g Disccunt Medical Plan Organizations and Discount Prescripticn

: Drug Plan Organizations
ws mOC@«‘g\\‘ 14CSR83

. Approve as Modified



% ({’*Ff/ Insurance Commission, WV
f%jalz ofessional Employer Organizations

C,L“Qdiiaxcsms

. Approve as Modified
O Mining and Reclamation - DEP
p‘0{ 0 ' . ]
dQ West Virginia Surface Mining Reclamation Rule
as ™o 8CSR32
. Approve ags Modified

q_ ppm&(g/ Pharmacy, WV Board of

wpi 9 Board of Pharmacy Rules Regarding Licensure and the Practice
PR (TﬁZQ cf Pharmacy

15CSR1
. Approve as Modified
Q ALQ' Pharmacy, WV Board of
O ?ﬁc&ﬂ Board of Pharmacy Rules Regarding Immunizations Administered
by Pharmacists

15CBR12

. . Approve as Modified

(’ﬂd w@{b@”"/ Pharmac}.[, WV Board of

Regulation of Charitable Clinic Pharmacies
15CSR13

. Approve as Modified

F¥f@xT(ZJLbﬂ{f Water Resourceas - DEP
/NPDES Rules for Coal Mining Facilities

&~ med.+ 47CSR30

. Approve as Modified
3. Other Business

Direct staff to prepare final report and bills of authorization
for introduction into the Senate and House of Delegates.
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Delegate Brown moves to amend the rule on page four , section
four, by adding a new sub-section 4.6 to read as follows:

4.6. Any other rule not withstanding, the label affixed to a
container in which a drug is dispensed by a charitable clinic
pharmacy may omit the name of the prescribing practitioner, but

shall include the phone number of the charitable clinic.

Adopted

. V/R/ejected
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TITLE 15
LEGISLATIVE RULE
WEST VIRGINIA BOARD OF PHARMACY

SERIES 1
BOARD OF PHARMACY RULES REGARDING LICENSURE AND THE PRACTICE
OF PHARMACY

§15-1-1. General.

1.1, Scope. ~ This rule provides definitions of many terms and establishes general provisions
for Board operation; establishes internship requirements; provides the requirements for
application as a pharmacist, including examination requirements, renewals, and reinstatement of
lapsed licenses; establishes the qualifications for obtaining a license by reciprocity, including
requirerments for a foreign pharmacy graduates; establishes proceedings for disciplinary action;
establishes how drugs may be transferred and the restrictions on refilling and transferring of
prescription orders. including establishing communications requirements for the manual and
electronic prescribing and dispensing of prescription drugs. specifically providing for E-
prescribing and Electronic Data Intermediaries in accordance with SB 1001 passed during the
2007 1st Special Legislative Session; establishes how drugs and devices may be returned; states
the requirements for drug product selection and substitution; establishes the requirements for
pharmacy permits, including the minimum requirements, security, and professional work
environment; states the required equipment, facilities, and record systems required by a
pharmacy; establishes the requirements for a permit tc conduct sterile pharmaceutical
compounding; establishes licensure and controt of nuclear pharmacies; establishes the sanitary
requirements in a pharmacy; establishes rules of professional conduct for pharmacists;
establishes the duties and responsibilities of a pharmacist-in-charge; establishes the manner of
issuance of a prescription; states different labeling requirements; establishes the requirements
and responsibilities of a consultant pharmacist; establishes different types of specialized
dispensing systems, including the use of emergency kits; states the requirement for places that
need to obtain a controlled substance permit, including the fecs for such permit.

1.2 Authority — W.Va. Code 30-5-12C(d) and 30-5-19
1.3 Filing date —hune 252002
1.4 Effective date --June 302602

§15-1-2. Definitions.

2.1. The following words and phrases as used in this Rule have the following meanings, unless
the context otherwise requires:

2.1.1. "Act” or "Uniform Controlled Substance Act” means anpd-refers-W, Va, Code §68a—1-1
60A-1-1. el seq.

2.1.2. "Administer" means the direct application of a drug to the bedy of a patient or research
subject by injection, inhalation, ingestion or any other means.

2.1.3 “Automated pharmacy system” means mechanical systems which perform operations or
activities, other than compounding or administration, relative to the storage, packaging,




dispensing, or distribution of medications, and which collect, control, and maintain all
transaction information.

2.1.4. “Board of Pharmacy” or "Board" means the West Virginia state board of pharmacy.

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 imitiative 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 saie or dispensing, or

3. The preparation of drugs or devices in anticipation of prescription drug ordets
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 pavment; to such other persons or governmental
agencies autherized 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 section. 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 or the West

Virginia Uniform Controlied Substances Act.

2.1.8. The term "Cosmetic" which shall be held to include "Dentifrice” and “Toeilet articles”
means:

a. Articles intended to be rubbed, poured, sprinkled or sprayed on, intreduced 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; and

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

2.1.9. "Deliver" or "delivery” means the actual, constructive or atiempted 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: Fedcral or state law requires dispensing by or on
the order of 2 physician” or the language or symbol as determined by the U. 8. Food and Drug
Admirnistration.

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
prepatation, 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 tc 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.

2.1.15. "Drug" means:

a. Articles recognized as drugs by the U. S. Food and Drug Administration (FDA) and/or
published in such references as the USP-NF, Facts and Comparisons, Physicians Desk Reference
or supplements thereto, for use in the diagnosis, cure, mitigation, treatment or prevention of
disease in human or other animals;

b. Articles, other than food, intended to affect the structure or any function of the body of
human or other animals; and

c. Articles intended for use as a component of any articles specified in subsection (b) or
(¢} of this section.

2.1.16. "Drug regimen review” inctudes, but is not limited to, the following activiiies:
Evaluation of prescription orders and patient records readily available to the pharmacist for:
Known significant allergies;

Raticnal drug therapy and contraindications;

Reasonable dose and route of administration; and

Reasonable directions for use.

. Evaluation of readily available prescription drug orders and patient records for duplication of
therapy;

¢. Evaluation of the prescription drug for interactions and/or adverse effects which may include,
but are not limited to, any of the following:

1. Drug-drug;

2. Drug-food;

3. Drug-disease; and
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. Adverse drug reactions.
. Evaluation of the prescription drug orders and patient records for proper utilization, including

over utilization, under utilization and optimum therapeutic outcomes.
2.1.17. "Electronic data intermediary” means an entity that provides the infrastructisre to connect
a computer svstem. hand-held electronic device or other electronic device used by a prescribing
practitioner with a compuier svstem or other electronic device ysed by a pharmacist to facilitate
the secure transmission of:

a. An electronic prescription order:

b. A refil] authorization request:

¢. A communication: or

d. Other patient care information.
2.1.18. "E-prescribing” means the transmission. using electronic media. of prescription or
prescription-retated information between a practitioner. pharmacist, pharmacy benefit manager
or health plan as defined in 45 CFR §160.103, either directly or through an electronic data
intermediary. E-prescribing includes. but is not limited to. two-way transmissions between the
point of care and the pharmacist. E-prescribing may also be referenced by the terms "electronic
prescription” or "elecirgnic order”.
23447-2.1.19. “Inpatient pharmacy” means the area within a licensed institution; i.e., a hospital,
or other place where patients stay at least one night, where drugs are stored and dispensed to
other areas of the institution for administration to the patients by other licensed health care
providers.




2.3:48-2.1.20. "Inspecior” means an agent of the Board, who is a licensed pharmacist, appointed
by the Board to conduct periodic inspections of permittees and perform other duties as
designated by the Board.

23392121, “Institutional facility” means any organization whose primary purpose is to
provide a physical environment for patients to obtain health care services, including but not
limited to a hospital, convalescent home, nursing home, extended care facility, mental heaith
facility, rehabilitation center, psychiatric center, developmental disability center, drug abuse
treatment center, family planning clinic, penal institution, hospice, public health facility, or
athletic facility,

2.3-26-2.1.22. “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-+232.1.23. "Intern" means an individual who is:

a. Currently licensed by the Board 1o 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
gxperience as a requirement for licensure as a pharmacist;

¢. 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.
24:22-2,1.24, "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.
2.3.23-2.1.25. “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
otherwise.
2:1:24-2.1.26. "Manufacturer” means a person engaged in the manufacturing of drugs or devices.
21425-2.1.27. "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 the substance(s) or labeling or relabeling of its contents and the promotion and
marketing of the drugs or devices. Manufacturing also inciudes the preparation or repackaging,
and promotion of commercially available products from bulk compounds for resale by
pharmacies,
practiticners or other persons.
2-3:26-2.1.28. "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 requircments of the laws
and rules of this state and the federal government.
2.3:29-2.1.29. “Nuclear pharmacist” means a pharmacist who has been certified in the specialty
of nuclear pharmacy.

2128 2.1.30. “"Nuclear pharmacy"” means a place where radioactive drugs are prepared and
dispensed and which operates under specialized rules.
23202 1.31. "Original License” means a license issued by the Board to an applicant when:
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a. the applicant is a new business;

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

¢. 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

¢. the applicant is an established business which moves to a new location.
2:3:30-2.1.32. "Outpatient pharmacy" means any pharmacy, apothecary, or place within this
state where drugs are dispensed and sold at retail or displayed for sale at retail and where the
practice of pharmacy is conducted and pharmaceutical care is provided; and anyplace outside of
this state where drugs are dispensed and the prd.ctlce of pharmacy and pharmaccuticdl care is
pr0v1ded to reSIdents of th1s state. :

2+34+2.1.33, ”Over—the counter drug” or "OTC drug means any drug that is not a prescription
drug or legend drug.

2432-2.1.34, "Patient counseling” means the oral communication by the pharmacist of
information, which may include supplemenial media according to the pharmacist’s professional
judgement, 1o the patient or care giver, to ensure the proper use of drugs and devices.
23.33-2.1,35. "Permit" means any license, registration, or other privilege granted or issued by
the board to any person for the purpose of providing a business or service to individuals or the
public and the holder of the permit is the "permittee”. No permit will be issued unless a business
is operated or a service is provided. Not more than one permit may be issued in any one name in
motre than one location.

2+34-2.1.36. "Person” means an individual, corporation, partnership, association or any other
legal entity, including government.

2335-2.137. "Person Addicted" means one who has acquired the habit of using aleoholic
beverages or controlled substances or other agents to such an extent as to deprive him or her of
reasonable seif-control.

2136-2.1.38. "Pharmaceutical care” is the provision of drug therapy and other pharmaceutical
patient care services intended to achieve outcomes related to:

a. The cure or prevention of a disease;

b. the elimination or reduction of a patient’s symptoms; or

¢. the arresting or slowing of a disease process.

2.1:37-2.1.39. "Pharmacist" or "registered pharmacist" means an individual currently licensed by
this state to engage in the practice of pharmacy and pharmaceutical care.

2.1382.1.40. "Pharmacist-in-charge" means a pharmacist currently licensed in this state who:

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

b. has the responsibility for the practice of pharmacy, as defined in this rule, at the
pharmacy for which he or she is pharmacist-in-charge. The pharmacy permit holder has
responsibility for all other functions, administrative and operational, of the pharmacy. The
pharmacist-in-charge may advisc the pharmacy permit holder on administrative and operational
matters but following such advice shall not be legally-required responsible:-and

c. works at least 30 hours a week. with the pharmacist-in-charge working at least three
days per week, in that pharmacy, including the use of any accrued annual or sick leave::
Provided Tihat, in any pharmacy which is open on average less than 40 hours per week in a
calendar vear. he or she must work in the pharmacy & majority of the hours that the pharmacy is




open (e.g0.. if open 20 hours per week. the pharmacist-in-charge must work 11 hours per week
within the pharmacy): and

d. With recard 10 g pharmacisi-in-cheree 1n g Charitable Clinie Pharmacey, this
nosition may be filled by a commitiee of up 1o three (3) pharmacists who accept as a group the
responsibilities of the reguired pharmacist-in-charpe. Further notwithstanding the reguirements
of subsection ¢, above. with recard to a Charitable -Jlinic Phannacy. if the pharmacy is open an
average of more than 40 hours per week, the pharmacist-in-charge or pharmacist-in-charge
commitiee must work at least 8 hours per calendar month: if the pharmacy is open on average at
least 30 and up to 40 hours per week, the pharmacist-in-charge or pharmacist-in-charse
committee must work in the charitable clinic pharmacy at least 6 hours per cajendar month: if the
pharmacy is open on average at least 15 and up 1o 30 hours per week. the pharmacisi-in-charge
or pharmacisi-in-charse committee must work in the charitable c¢linic pharmacy at least 4 hours
ver calendar month: if the charitable clinic pharmacv is open on average at least 5 and up to 15
hours per weck. the pharmacisi-in-charge or phapuacisi-in-charee commitice must work in the
charitable clinic pharmacy gt 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 pharmacisi-in-charge
commiitee must work in the charitable clinic pharmacy the lesser of 2 howrs per month or 50% of
the hours the charitable clinic pharmacy is open.

Charitable Clinic Pharmacv_hours per week | Hours required by PIC per month
More than 40 ]
30 t0 40 6
15 to 30 4
Sto15 2
Less than 5 The lesser of 2 or 50% of hours open |

21392 141. "Pharmacy technician" means registered supportive personnel who work under
the direct supervision of a pharmacist, and who have passed an approved training programs;
Provided That, in a Charitable Clinic Pharmacy, when no pharmacist is on-site. a pharmacy
technician mav work under the direct supervision of a prescribing pragtitioner who is licensed as
a prescribine praciittoner who is licensed as such 11y 1he State of West Virginia.

2.3.40-2.142, “-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.

24-41-2.1.43. "The practice of pharmacy” is the perscnal 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 inciude 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.

2342-2.1.44. ‘Praectitonerneans—eandiudua €

SRR b LY

: e - : JT-TORY: sd—by—dawe "Practitioner” _or “prescribing
practigoner. means an individual currently licensed, revisiered or otherwise authorized by any
state. tertitory or district of the United States o preseribe and administer drugs in the course of
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24-43-2.1.45, "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.

24442146, "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
vetetinarian®; 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.
2:445-2.1.47. “Prescription" or "Prescription 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. Writlen order;
b. An oral order to a pharmacist who shall immediately:
1. Reduce it to writing which becomes the original order;
2. Hand initial it to 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.
24-462.1.48. "President” means the President of the West Virginia Board of Pharmacy.
2:+472.149. "Sample” means a package of a legend drug provided by a manufacturer on the
request of a practitioner o ¢haritable cliniz to be given to a patient without charge in accordanes
witl federal jaw.
21-44-2.1.50. An approved or recognized "School of Pharmacy” means a school of pharmacy
accredited by the American Council on Pharmaceutical Education.
23492 1.51. "Secretary” means the Secretary of the West Virginia Board of Pharmacy.
21.36-2.1.52. "Vice-President” means the Vice-President of the West Virginia Board of
Pharmacy.
2-+54-2.1.53. A "Wholesaler” is a person or entity licensed by the Board to distribute, by sales
or otherwise, prescription legend drugs 1o 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 cach 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 onc time; Provided that. he or she mav_volunteer as the
pharmacist-in-charge at a charitable clinic pharmacy while serving as a PIC in another pharmacy.

20.2. The pharmacisi-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, ai the pharmacy for which be 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
on administrative and operational matters but following such advice shall not be legally-regured

respensible.

20.2.2. The pharmacist-in-charge shall notify the pharmacy permit holder of potential
violations of any statute, rule or court order existing within the pharmacy. If appropriate action
has not been taken within a reasonable amount of time the pharmacist-in-charge shall reduce to
writing the above and submit to the pharmacy permit holder with a copy to the Board. No
pharmacisi-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, pursuc 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 neccssary 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
¢. The identification of the responsible pharmacist.

20.3. The PIC shall be assisted by a sufficient number of pharmacists and pharmacy technicians
as may be required to competently and safely provide pharmacy services.

20.3.1. The PIC shall maintain and file with the Board, on a form provided by the Board,
a current list of all pharmacy technicians assisting in the provision of pharmacy services.

20.3.2. The PIC shall implement written policies and procedures to specify the duties to
be performed by pharmacy technicians. The duties and responsibilities of these personnel shall
be consistent with their training and experience. These policies and procedures shall specify that
pharmacy technicians are 1o be personally and directly supervised by a pharmacist stationed
within the same work area who has the ability to control and who is responsible for the activities
of pharmacy technicians, and that pharmacy technicians are not assigned duties that may be
performed only by a pharmacist.

§15-1-21. Manner of Issuance of a Prescription.

21.1. A prescription, 1o be valid, 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, including that for a controlled substance listed in Schedules II through
V, that is communicated in written form_or by E-prescribing. A pharmacist may accept a
prescription, including that for a controlled substance listed in Schedules III through V, and, in
certain situations, that for a controlled substance listed in Schedule II, that is communicated
orally (including telephone voice communication) or by way of electronic iransmission_other
than E-prescribine.,

21.1.2. If communicated orally or by way of electronic transmission_other than E-
prescribing, the pharmacist shall immediately reduce the prescription to a form that may be



maintained for the time period required by anyv_applicable federal and State of West Virpinia
laws and rules.

21.1.3. A prescription for a Schedule I controlled substance may be communicated

| orally or by way of electronic transmission_other_than E-prescribing only in the following

situations and with the following restrictions, Otherwise, a prescription for a Schedule II
controlied substance shall be communicated in written form_or by E-prescribing.

a. A prescription for a Schedule II controlled substance may be communicated by
the practitioner or the practitioner's agent by way of electronic transmission,
| provided the original werittensigned-preseriptien-the original written prescription,
signed by the practitioner, is presented to the pharmacist for review prior to the
actual dispensing of the controlled substance, except the hard copy of the
electronic fransmission may serve as the original, written prescription in the
following instances:

1. the prescription for a Schedule II narcotic substance is to be
compounded for the direct administration to a patient by parenteral, intravenous,
intramuscular, subcutaneous, 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 controiled
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 ot 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 elecironic
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 guantity 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.
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Upon receipt, the dispensing pharmacist shall attach this writien prescription fo the
emergency oral prescription which had earlier been reduced to writing or to the hard copy
of the electronically transmitled 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 cither 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 transmitied direetly either directly or through an electronic data
intermediary to a pharmacist in a Jicensed pharmacy of the patient's choice with
no unauthorized intervenine person having access to the prescription;

¢. 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;

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 equipment for receipt of prescriptions communicated by way of
electronic transmission is 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. Electronic data intermediaries shall meet the following requirements for
electronically  transmitied  prescription  orders. refill authorization  requests,
communications and other transmitted patient care information:

(1} Maintain the confidentialitv 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 inteprity, cenfidentiabitvprivacy, and security of archived
copies of the electronic information related to the transmuissions as required by
applicable state and federal laws. including maintaining them as confidential
information.

11
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TITLE 15
LEGISLATIVE RULE
WEST VIRGINIA BOARD OF PHARMACY

SERIES 13
BOARD OF PHARMACY RULES
Charitable Clinic Pharmacies

£15-13-1. General.

1.1. Scope. -~ To establish rules for charitable clinic pharmacies to operate in West

Virginia to prepare and dispense prescriptions to patients of the clinics in this State.

1.2. Authority. -- These regulations are promulgated in accordance with the authority
granted by Senate Bill 722 passed during the 2008 Regpular Legmslative Session and enacted into
law, which amended certain sections of the West Virginia Code. at §30-5-1. et seq.. providing for
. oversight and reculation of Charitable Clinic Pharmacies..

1.3, Filing Date. — Julv 30. 2008,

1.4, Effective Date, --

1.5 PREAMBLE: The West Virginia Board of Pharmacy exists to protect the public
health, safetv. and welfare through, among other things. the regulation of pharmacies.

pharmacists, technicians. drug distributors, and places that stock controlled substances. The
Board also enforces requirements established by the FDA, USP. DEA, EPA, and the CPSC for
the storage, delivery. dispensing. and destruction of drugs and construction of sterile preparation
areas and nuclear pharmacy facilities within this State.

Under the auspices of the West Virginia Department of Health and Human Resources. the West
Virginia Legislature created a svstem of Basic Public Health Services as defined and set forth in
W.Va. Code § 16-1-1 et sea. Pursuant to its commitment to the citizens of its state. the West
Virginia Legislature. acting through of WV Department of Health and Human Resources. created
the Primary Care Support Proeram pursuant to W.Va: Code § 16-2-H-1 et seq. The Primary
Care Support Program has been and continues to be instrumental in providing basic medical and
denta] services to West Virginia residents that do not have sufficient access. As such. there are
numerous facilities in West Virginia which operate tax exempt free clinics and free clinic
pharmacies to provide free medical care and drug therapies to their clients. The Board of
Pharmacy requirements for the practice of pharmacy. including, but not limited to, sanitary
practices. proper storage and handline of drugs. counseling. and providing correcl freatment as
prescribed are essential to ensure proper therapeutic outcomes which involve pharmaceutical
care. These requirements can only be accomplished by the presence of a properly licensed and
trained pharmacist to oversee the delivery of the pharmaceutical care provided. After receiving

the direct input and advice of the West Virginia Department of Health and Human Resources and

the West Virginia Board of Pharmacy. the West Virginia Lesislature determined that the role of




the nonprofit. community-based free health and dental clinics of providing no cost drug therapies
10 its patients, needed to be formally recognized and made part of the regulatory framework of
the State of West Virginia. Accordingly, the West Virginia Legislature created a new
desionation within the regulatory framework already existing for pharmacies. the “Charitable
Clinic Pharmacies”. to continue the delivery of drug therapies to those citizens who meet the
requirements of the Primary Care Support Program and to receive free medical and dental
services under guidelines established and_enforced by the West Virginia Depattment of Heatth
and Human Resources. Such Charitable Clinic Pharmacies were created pursuant the enactment
of Senate Bill No. 722. which passed the West Virginia Legislature on March 8. 2008.

Tt is in the interest of both the charitable clinic pharmacies and their clients 1o provide those
clients the same minimum protection afforded all other citizens of West Virginia as required by
the statutes and repulations applicable to the practice of pharmacy in this State. The Board of
Pharmacy recognizes that the charitable clinics and their pharmacies operate on limited grant
fundine along with donations from many professionals and suppliers of materials. lime, and
monetary support. Therefore, necessarily, they operate on tightly controlled and limited budgets.

As such. piven the unigue nature of the free clinics and the valuable service they provide to the
community. these regulations applicable to charitable clinic pharmacies are designed to protect
the health. safetv, and welfare of the public while relieving the clinics from, due to the limited
nature of their practice of pharmacy, certain unnecessary regulatory burdens. Providing these
limited exemptions. the Board of Pharmacy believes, will not infringe on safe-guarding the
pharmaceutical care provided to the clients of the free clinics, and will allow the clinics the
necessary leeway to provide safe and effective care on their limited resources.

§15-13-2. Definitions.
2.1. The following terms and phrases as_used in this Rule shall have the following meanings,
unless the context otherwise requires:

2 1.1. "Charitable clinic pharmacy” means a clinic or facility organized as a not-for-
profit corporation that offers pharmaceutical care and dispenses nrescriptions free of charge to
appropriately screened and qualified patients. A charitable clinic pharmacy shall meet the
minimum standards for a pharmacy as set forth in this article and by legislative rule promulgated
by the Board of Pharmacy, but may not be charped any applicable licensing fees. A charitable
clinic pharmacy may have pharmacists-in-charge, as that term is defined in this section, who
volunteers his or her services. A charitable clinic may also receive donated drugs. It is not the
intent of this regulation to affect any organizations which are merely operating a prescribing
practitioner’s or clinic free sample drug room.

2 1.2. "Charitable organization” means an organization which operates a clinic or facility
oreanized as a not-for-profit corporation which is qualified as a charitable oreanization pursuant
to Section 501{c)(3) of the Internal Revenue Code, or its successor.

2.1.3. "Legend drug sample” for purposes of this Series means an tmopened package of a
manufacturers legsend drug product that has been distributed to either a practitioner or the
charitable clinic pharmacy in accordance with the provisions of the Prescription Drug Marketing
Act of 1987. 21 U.S.C. §301 et seq, or its SUCCESSOL.

2.1.4. *Oualified patient” means a patient of the charitable clinic pharmacy that has been
screened and approved by the charitable organization as meeting the organization’s mission of
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Section §15-13-3. Charitable Clinic Pharmacy Permit Required.

3.1. A charitable clinic pharmacy is considered to be a pharmacy and must follow all federal and
state laws, rules. and regulations that pertain to pharmacies and the practice of pharmacy. except
as otherwise provided specifically herein. As such, a charitable clinic pharmacy permit shall be
required for a charitable organization {o operate a pharmacy in this State to dispense prescription

drugs to gualified patients—w—tris—te. No fee shall be reguired to apply for or obtain the
permit.

3.2. Permits obtained pursuant to this section shall expire on June 30 of each calendar vear,
Renewal will be conducted in accordance with the laws and rules for renewing pharmacy permits
as outlined in this Title,

3.3, Charitable Clinic Pharmacies may petition the Board for exemptions from portions of the
regulations set forth in Title 15 which are not addressed here on a case by case basis, including.
but not limited to. for such things as the reguirement for weights and measures if no

compounding is to be done. the requirement for separate security features and alarms if they are
available on the clinic building as a whole, and other such requirements.

§15-13-4. Controlled Substances Restricted: Prescriptions to qualified patients.

4.1. A charitable clinic pharmacy shall not purchase. possess, trade, distribute. or dispense
conitrolled substances.

4.2. Patient Dispensing. Prescriptions filled in a charitable clinic pharmacy may only be
dispensed 1o qualified patients of that pharmacy on lawful orders or prescriptions of
practitioners authorized by law to prescribe or administer said drugs.

4.2.1. All prescriptions filled by the charitable clinic pharmacy must be checked by a
pharmacist or a medical doctor-orosie r&“-‘*ré—i%%ﬂ"hl"% ribine pracutioner lcensed a8 sweh
in the State of Wesi Vireinig peegeribina seadiansar nrior 10 being dispensed: Provided T hat any
preseribing pracitionsr Heensed o this Siaie mes access the charttable clinie pharmacy 1o 1
check, or dispanse preseripions e his or her own padents when ne pharmagist 18 preseni.
mwovided that he or she 1nsures nroper lbeline and dos L1T]1C1h_)_1in‘ﬂ ol the disponsine,

4.2.2. Anyv other rule notwithstanding. s—orestabins-prastieneswhe—t—Hrensedas 3
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absence of a pharmacwt % —a nraseriblige pracutlonel who s iv;,nsed i the Staie of We
Virginia ass—nedies docioror-osteonmbic-shaseinn-may also supervise the work of nharmacy
technicians within the pharmacy. suck thas they may continue 1o work during that nenoc of time,

4.2.3.  Any other rule notwithstanding, if there is no Dharmacmt or nrescrlbmg

practitioner who is licensed i the Sate of Wegl Virginla as-s-dismensimrs H-er-ethe
5%&%%%&&%m%&ﬁm—%wwwﬁﬁ%—ﬁ%ﬂmwmesem i
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nrescriptions. and perform all other duties which may be performed by a pharmacy lechnician,
for up to two hours during the charitable clinic pharmacy’s regular hours of operation. pharmeacy
rechnicians mav—continte o provessandHi-preserintonsduring thai pepied-of-gmeprovided
that 1o actual dispensing may occur until the prescriptions filled are checked in accordance with
subsection 4.2.1 above,

43. The charitable clinic pharmacy shall not charge any fee for the dispensing of
prescription drug samples or prescription legend drugs to qualified patients of the charitable
clinic pharmacy. However. this_rule shall not prevent a charitable clinic or charitable clinic
pharmacy from reguesting voluntary donations from 1ts nattents. who receive prescriptions,
provided that a sign is visibly posted in a conspicuous location stating thal a_donation is not
reguired 1o recelve preseription drugs.
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44 Anv other rule notwithstanding, a charitable clinic pharmacy mav allow completed
prescription orders to be dispensed 1o its patients by permitting a pharmacy technician or othet
licensed health care provider working on behalf of the charitable clinic to wansport the
completed prescription to another remote clinic opersted by the charitable clinic. Provided That:

a. the conmpleted preseriptions are kept in a jocked tote or other such storage conlainer
and remain in the nossession of the licensed health care provider until such time as they are
actually dispensed directly to the patient or someone pickinge up on behalf of ihe patient;

b. the compleied prescriptions are_accompanied by a manifest indicating the conients of
the toie al the time they leave the pharmacy:

¢. the patient or persen picking up the prescription on behalf of the patient signs for
receipt of the prescription: and

d. anv prescriptions which are not dispensed at the remote clinic site are reiurned in the
Jocked 1ote to the charitable clinic pharmacy. along with the manifest. by a licensed health care
provider working on behal{ of the charitable clinic, and are reconciled by the pharmacy.

44645 Charitable clinic pharmacies are exempt from the restrictions in Section 15-1.19.10
insofar as the charitable clinic pharmacy may provide prescription blanks imprinted with its
name for prescribers working in the clinic to write preseriptions io be filled at the charitable

clinic pharmacy.

§15-13-5. Prescription Drug Sampiles.

5.1. Except insofar as it may conflict with federal law, charitable clinic pharmacies are exempt
from any State law or rule which restricts who may receive sample drugs from a manufacturer.
Specifically. unless it conflicts with _federal law, a charitable clinic pharmacy may accept
donated_prescription drugs in their unbroken original packaging from pharmacies, licensed
nrescribers, wholesalers, or manufacturers provided appropriate records of transfer, donation.
and receipt are maintained; Provided That the samples have been stored under the proper
conditions required by the manufacturer and applicable Jaw to prevent deterioration _or




contamination. However. a charitable clinic pharmacy shall onlv receive, possess. and digpense

prescription drug samples if the following conditions are satisfied:
(a) The samples are dispensed al no charge to qualified patients of that charitable clinic

pharmacy:
{b)_The samples are possessed in compliance with the Federal Prescription Drug Marketing Act

of 1987. 21 U.8.C. 301 et seq. or its successor;

(¢} _The samples are in the original container in which they were placed by the manufacturer and

the container is ¢learly marked sample;

(d) Prior to being furnished or dispensed. the samples have been stored under the proper

conditions to prevent deterioration or contamination:

{e) The samples are clearlv marked with an expiration date and lot number;

{(f} The samples are not expired: and

() The samples are not a controlled substance.

2.2 Wdonaied samnlos are roceived which de not comph with Ssetion 15-15-3. 1, then they must

be refused. returmed. or nroperly disposed of by the charitable clinie pharmacy,

=25 3. A charitable clinic pharmacy shall not sell, purchase, or trade prescription drug samples.
557 4 Dispensing A Sample Drug By A Charitable Clinic Pharmacy shall comply with the

foﬂowmg.
5.3.1. A pharmacist in a charitable clinic pharmacy must have a valid prescription prior to

dispensing a sample drug to a patient.

5.3.2. The charitable clinic pharmacy must determine the eligibility requirements for a

patient to receive a sample drug.
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55-43 5.5, The sample drug is dispensed:

(a) In the original container in which it was placed by its manufacturer where the container
is cjearly marked as sample: or

{b) By removing the sample drug from the original container only if the prescription label

on the appropriate container. pursuanm to rule 4729-9-02 of the Administrative Code,

clearly states that the drug dispensed is a sample drug.
s 34 Nnt‘h?"w 15 1his rule shall restrict g preseribing practitioner from providing samplos

i Thel arioingl comtamey from beine siver o the pracitoner’s palients in accordance with

federal juw.

§15-13-6. Pharmacisi-In-Charge Responsibilities.

6.1.  The pharmacisi-in-charge at the charitable clinic pharmacy shall be responsible for
implementing policies and procedures and a guality assurance program for operation of the
charitable clinic pharmacy.

6.2. The pharmacist-in-charge at the charitable clinic pharmacy shall ensure through
implementation of policies and procedures that the following occurs at the charitable clinic
pharmacy:

{a) donated drugs dispensed from pharmacy are properlv labeled;

(b) donated drugs that are expired. adulierated. misbranded. recalled, deteriorated, not kept
under proper conditions. or did not have the identifying drug information on them as required are
not dispensed t¢ paticnts;

{c) donated drugs are inspected prior to dispensing to determine that the donated drugs meet all

federal and state requirements for product inteerity:




(d) donated drues that are cmxred adulterated. misbranded. recalled. deteriorated. not kept
under proper conditions-are-desiroved, or did not have the identifying drug information on them

as required are destroved: and

(e) manifests for donated drugs that are dispensed esdestrevedpursuant w prescriptions froin
the charitable clinic pharmacy are created ander maintained at the charltab]e clinic pharmacy as
required for all preseription recordsder-foatDvearir “Heh
H dispensing errors are documented and reported monthiv to the Board,

§15-13-7. Limitations of Charitable Clinic Pharmacies

5.2 All drug therapies and prescriptions shall be prescribed on an individual basis.

5.3 A Charitable Clinic Pharmacy shall not accept lost identity or unknown drugs.

5.4  No misbranded drugs shall be accepted by the Charitable Clinic Pharmacy.

5.5 A Charitable Pharmacy may accept donated and unadulterated prescription drugs in their
unbroken original manufacturer packaging from pharmacies, licensed prescribers. wholesalers or
manufacturers, the State of West Virginia. the Board of Pharmacy or by other means. provided
appropriate records of receipt are maintained,

§15-13-8. Continuing Education Credits for Volunieering in Charitable Clinic Pharmacy

78.1. A pharmacists who volunteers as a pharmacist-in-charge or a staff pharmacist in a

charitable clinic pharmacy may earn up to a maximum of six live continuing education credits
for such activities. For every eight hours worked in z charitable clinic pharmacy as the PIC, the

PIC may earn one hour of live continuing education credit. For every ten hours worked in a
charitable clinic pharmacy as a staff pharmacist, the pharmacist may earn one hour of live

continuing education credit.

15-13-9 Inspection and Investigation of Charitable Clinic Pharmacies

9.1 The Board of Pharmacy shall create and implement the use of an Inspection Form which

is consistent with the requirements under which a Charitable Clinic Pharmacy shall operate as
contemplated by W.Va. Code § 30-5-1b and established by 8.B. 722,

G.2 Upon receipt of the completed inspection form, the Board of Pharmacy and any
appointed Quality Control Committee or other such body of the Charjtable Clini¢c Pharmacy my
meet and confer to address and resolve issues which may impact the health and safety of the

pharmacy’s patients. To the extent necessary, cotrective plans may resuit from such meeting(s)

with titneframes established by the Board of Pharmacy for the resolution of Quality control
measures.
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The Advisory Commirtee on Immunization Practices (ACIP)
annually reviews the recommended Adult Immunization
Schedule to ensure that the schedule reflects current recom-
mendarons for the licensed vaccines. In October 2008, ACIP
approved the Adult Immunizadon Schedule for 2009. No
new vaccines were added to the schedule; bowever, several
indications were added to the pneumococcal polysaccharide
vaccine footnote, clarifications were made to the footnoses for
human papillomavirus, varicella. and meningococeal vaccines,
and schedule information was added to the hepatitis A and
hepatitis B vaccine footnotes.

Additional information is available as follows: schedule (in
English and Spanish} ar hup://www.cdc.govivaccines/recs/
schedules/adult-schedule.hun; adult vaccination ar huep://
www.cde.govivaccines/defaule. him: ACIP statements for spe-
cific vaccines at hrp//www.cde.govivaccine/pubsfacip-list.

him; and reporting adverse events at htep://wwwivaers.hbs.
gav or by telephone, 800-822-7967.

Changes for 2009
Format Changes {Figures 1 and 2}

To make the fignres easier to understand, several format-
ting changes were implemented to both the age group—based
schedule and the medical and other indications schedule.
The changes include 1) increasing the number of age groups:
2) deleting the hatched yellow bar for ectanus, diphtheria,
pertussis {Td/Tdap) vaccine while adding explanatory texc
to the TdfTdap bar: 3) simplifying the figures by removing
schedule text from the vaccine bars; 4) revising the order of
the vaccines 1o more appropristely group the vaccines, and
5) adding a legend box to clarify the mcaning of blank spaces
in the table.

The Recommanded Adulr I munizmeion Schedule fius buen approved by the Advisary
Committee on Immunizarion Practices. the American Acadetny of Famile Phivsicians,
the American College of Obsictricians 2nd Gynecelogises, and the Americau College
of Thysicians.

Supuested citarian: Centers for [iscase Contl wid Prevenrion. Reconnnended aduls
immunization schedube—Unined Sones, 2069, MMWE 2008;57(53)

Footnote {Figures 1 and 2j

The humab papillomavirus (HPV} footnote (#2) has
language added 1o indicate that bealeh-care personnel are
not at increased risk because of occupational exposure,
buc they should be vaccinated consistent with age-based
recommendations. Also, text has been added to indicate that
vaccinarion with HPV may begin at age 9 vears.

‘The varicella footnote (#3) has language added to clarify
that adults who previously received only 1 dose of vaccine
should receive a second dose.

Asthima and cigaretie smoking have been added as indications
for pneumococcal polysaccharide vaccination (#7). Also, text
has been added to clarify vaccine use in Alaska Natives and
American Indians.

The Hepatitis A footnote (#9) has additional schedule
information for the 4-dose combined hepatitis A/hepacitis
B vaccine,

The Hepatitis B {ootmote (#10} bas additional schedule
information for the 4-dose combined hepatitis A/heparitis
B vaccine, and a clarification of schedule information for
special formulation indications has been added.

‘The meningococcal vaccine footnote {#11) clarifies thar the
revaccination interval is 5 years.
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FIGURE 1. Recommended adult immunization schedule by vaccine and age group — United Sates, 2009
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NOTE: The above racommendations must be read along with the footnotes on pages Q2-Q4 of this schedule.

1. Tetanus, diphtherle, and acelluiar pertussis (Td/Tdap) vaccination

Tdap should replace & single dose of Td for adults aged 18 through 64 years
who have not received a dose of Tdap previously

Adufts with ungertain or incomplate history of primary vaccinalion serias with
totanus and diphtheria tooid-containing vaccines should begin or complate
a primary vaccinatlion sertes. A primary seties for adults is 3 doses of letanus
and diphtheria toxcid-containing vaccines: administar the first 2 doses at jeast
4 weaeks epart and the thid dose 612 months after lhe second. However,
Tdap can substitite for any one of the doses of Td i the 3-dose primary series.
The booster dose of tetanus ang diphtheria toxoid-containing vaccine should
be administerad to adults who have compicted a primary series and i the last
vaccination was recaivad 10 of mare years proviousty, Tdap or Td vaccine may
be used, as indlcated,

if & woman is pragnem and received 1he fast Td vaccination 10 or more years
previously, adrminister Taduting the second or third trimester. I the worman recaivad
the last Td vaccination less than 10 years previously, administer Tdap during the
immediate posipartum period. A dose of Tdap is recomnmencdad for postpariugm
waman, close contacts of infants aged less than 12 months, and all health-care
porsoanel with divect patient contact if they have not previously received Tdap.
An inlerval as short as 2 years from the last Td is suggested, shorter infervals
cap be used. Td may be deferred during pregnancy and Tdap substituted In the
immaediate postpartum period, or Tdap may be administered instead of Td o a
pregrant worman after an indormed discussion with the woman,

Gonsuit the ACIP statemant for recommendations for administering Td as
praphylaxis in wourkd management,

2, Human paplliomavirus {(HPV} vaceination

HPV vaccination is recormmended for il females aged 171 through 28 ysars
{and may begin & age O vears) who have not completed the vaccine series.
History of genital warts, abrormal Papanicolaou test, or positive HPY DNA tast
is not evidence of prior infaclion with all vaccine HPY typss, HPV vaccinalion is
recormmended for persons with such histores,

Ideally, vaccine should be administered before polential exposure o HPY
thtough sexual activity; however, females who are sexually aclive should stil be
vaccinaled consistent with age-based recommandations, Saxually aclive famales
who have not been infected with any ot the four HPV vaccine types recsive the
full henafi of the vaccination. Vaccination is less bensficial for famales who have
alveady been intected with one or move of the HPV vaccine types.

A complete series consists of 3 doses. The second dose should be
adrminisleved 2 months after the {irst dose: the third dese shoutd be adpinistsred
& maonihs after the first dose.

HPYV vaccination is not specifically racomimindad lor fommales with the medical
indications described in Figuse 2, “Vaceines that mighl be indicated tor aduits
based on medical and other indications.” Because HPY vaccine is not a live-virus
vacecine, it may be adminislerad lo persons with the medical indications described
in Figure 2, However, the immune response and vaccine efficacy might be less
for persons with the madical indications described in Figure 2 then in persens
who do not have the medical indications described or who are immunocompetent.
Heallh-came psrsonnal are not at increased risk because of occupational exposurs,
and should be vaccinated consistent with age-based recornmendations.

3. Vatlcella vaccitation

Al adults without evidence of immunity 1o vaticalla should recaive 2 doses of
single-antigen varicella vaccine i not previcusly vaccinated o the second dose if
thay have received only one dose, unless they have a medical contraindication.
Spacial consideration should be given to those who 1) have close contac! with
parsons at high risk for severe disease {e.g., heaith-care parsonngl and family
contacts of persons with imimunocompromising conditions) or 2} are at high risk
for exposure or transrmission {e.g., Wwachers; child care employees; residents and
stafl members of institutional satings, including comeclional institutions; college
students; military pevsonnal; adolescents and adults fiving in households with
childrar; nonpregrarnt women of childbearing age: and international travelers).

Evidence of immunity to varicella in adulls includas any of the following: 1}
documentation of 2 doses of varicella vaccing at loast 4 weeks apatt; 2) U.5.-bom
hetore 1980 {(afthough for heatlh-care personnal and pregnant wormen, birth before
1940 shauld not be considered evidenca ot immunity}; 3} history of varicella based
on diagnosts or verification of varicella by a healih-care provider (for & patient
reporting & history of or presenting with an atypical case, a mild case, or both,
heaith-care providers shoukd seek either an epidemiotogic lInk to a typical varicelia
case of lo a leboratory-confirmed case or avidence of laboratory contimation,
i was perlormed at the time of acute disease), 4) history of herpes zoster based
oh haalth-care provider diagnosis or verification of herpes zostar by a health-care
provider; or 5} leboratory evidence of immunity or ieboratory confitmation of
dispase,

Pragnant women should be assessed for evidence of varicella immunity.
Women who do nat have evidence of immunily shaldd teceive the firs! dase

»
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FIGURE 2. Vaccines that might be indicated for adults based on medical and other indications — United States, 2008
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of varicella vaccine upon complelion or termination of pregnancy and belore
discharge from the haalth-care facility, The satond dose should be administerad
4-8 weeks after the first dose.

4, Herpes zoster vaccination

A single dose of zoster vaccine is recommended for acults aged 80 vaars
and older regardiess of whether they reporl a prior episode of herpes zostar,
Persons with chronic medical conditions may be vaccinated urdass their condition
constitules a contraindication.

5. Measles, mumps, rubslla (MMRA) vaccination

Measles component; Adults bom before 1957 generally aere considered
immune to measles, Adults born during or after 1957 should receive 1 or more
dases of MR uniess they have a medical contraindication. documentation of 1
of more doses, history of measles based on health-care provider diagnosis, or
laboratory evidsnce of immunity.

A second dose of MMB is recommencded for aduils who 1) have basn recently
axposed to measles or are th an autbreak sefting: 2) have besan vaccinated
previcusly with killed measles vaccing: 3) have bean vaceinatad with an unkinown
type of measles vaccine during 1963—1967, 4) are students in postsecondary
educalional instiiutions: 5) work in a health-care facility; or 8) plan to travel
internalionaliy

Niumps cormponent: Adufts born batore 1957 generally are considered fmmune
to mumps. Aduits born during or after 1957 shauld tecaive 1 dose of MME unlass
they have a medical contraindication, histary of mumps based on health-care
provider diagnosis, of {aboratory evidence of immunity.

A second dose of MMR is recommiendad for adults who 1) live in 8 community
expariencing a mumps cutbreak and are in an aftected age group; 2) ate students
in postsecondary educalional institutions; 3) work in a health-care facility; or 4)
plan to travel internationally, For unvacainated health-care personnel born before
1057 who do nol have other evidance of mumps immunity, administering 1 dose
on a rouline basis should be constdared and adminisiaring a sacond dose during

Bubella corponent: 1 dose of MMR vaccine s recommended for women

.an outbreak should be strongly considered.

whose rubella vaccination history is unreliable or who lack laboratory avidance
of imrmunity. For women of childbearing age, regardiess of birth year, rubella

irmunity should be determined and women should be counseled regarding
cangenital rubelia syndromes. Women who do not have evidence of immunity
should raceive MMR vaccine upon complelion or termination of pregnancy and
before discharge fromm the health-care facility.

6. Infiuenza vaccination

Medical indications: Chronic disordars of the camdiovascular of pultmonary
systems, including asthma; chronic metabiolicdiseases, including diabetes metfitus,
renal or hepatic dysfunction, hemoglobinopathies, or immunocomprotmising
conditions (including immunocompromising conditions caused by medications or
human immunodeficiancy virus [HIV]); any condition thet cornpromises respiratory
function or the handiing ol mapivatory secrefions or that can increase Lhe risk of
aspitation (e.g., cognitive dysfunclion. spinal cord injury, of seizure disordsr or
cther neuiamuscular disorder); and pragnancy dwing the influsniza season. No
daty exist on the risk for severe or complicated influenza disease among persons
with asplenia; however, influenza is a risk factor lor secondary bacterial intections
that can cause severe diseasc among parsons with asplenia.

Cccupational indications: All heaith-care personnel. including those employed
by long-term care and assistad-living facililies, and caregivers of children less
than & years old.

Other indications: Residents of rursing homes and other tonig-term care and
assisted-living lacllities; persons fikely to transmit influenza to persons at high risk
{0.q., in-home housshald contacts and caregivers of chifdren aged less than &
years old, persons 65 years old and older and persons of all ages with high-risk
condition[s]): and anvone wha would like 1o decrease their risk of getting influenza.
Healihy, nonpregnant adults aged less than 50 years without high-risk medical
conditions who are nol contacts of soveraly immunocompromiset persons in
spacial care units can recaive either intranasally administered live, allenuated
influenza vacdine {FlulMist™ or inactivated vaccine. Cther persons should receive
{he inactivated vaceine.

7 Pneumococeal polysaccharide {FPSY) vaccination

Medical indicalivns: Chronic lung dissase (including asthma); chronic
cardiovascular diseases; diabstes mellitus; chionic fiver diseasas, cirrhosis,
chronic aleoholism, etwanic renal fajlure or nephrotic syndrome: funclional or
anatomic aspienfa {e.q., sickle call disoase or splenectamy [if eleclive splenactomy
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is ptamned. vaccinate at laast 2 weeks belors surgeryl), immunocomipromising
conditions; and cochlaar inplants and cerebrospinal fiuld leaks. Vaccinate as
cloae to HIV diaghosis a5 possible,

Other indications: Residents of nursing homes or other long-term care facilities
and parsons who simoke clgarsttes, Routine use of PPSVY is not recommended
for Alaska Native or American Indian parsons younger than 85 years untess they
have underlying madical condtions (hat are PPSY indications. However, public
hiealth authorlies rmay consider recommending PPSY for Afaska Natives and
Amarican Indians aged 50 through 64 years who are living in areas in which the
risk of invasive pheurnacoccal diseass is increased.

8. Revaccination with PPSY

One-time revaccination after 5 years s recommendsd for persons with
chronic renal failure of nephretic syndrome: unclional or anatomic asplenia {e.q..
sickle cell diseass or splaneclomy); and for persons with immunccompromising
conditions. For persons aged 65 years and older, one-time revaccination if they
ware vaccinated 5 or more years previously and were aged lass than 65 years at
the time of primary vaccination.

4. Hepatitle A vacelnation

iedica! indications: Persons with chronic liver tlisease and persons who
receive clotting factor concentrates,

Behavioml indications: Man who have sox with msp and persons who use
illegal drugs.

Cocupationalindications: Personsworking with hepatitis Avirus {HAV-infactad
primates o witti HAV in a rasearch laboratory setting.

Cther Indications: Parsons fraveling to or warking in countries that have high
of intermediate endemicity of hepatitis A {a list of countries is available at hitp.y/
wiwwn,cdo,govitravelicontentdiseases.aspx) and any person seeking protsction
fromm HAV infection,

Single-antigan vaccine {ormulations should be administered in a 2-dose
schedule at either 0 and 6-12 months (Hawix®). or 0 and 6-18 months (Vaqta®),
if the combined hepatitis A and hepatitis B vaccine (Twinrix®) is used, administer
3 dosas at 0, 1, and 6 months; altematively, a 4-dose schedule, administerad en
days 0, 7. and 21 o 30 iollowad by & booster dose at month 12 may be used.

10. Hepatltis B vaccination

Medica! indications: Persons with end-stage renal disease, including pailonts
racenving hemodialysis; persons with HIV infection; and parsons with chronic liver
disease,

Oceupational indications; Health-care personne! and public-saloty workers
who ere oxpesed to blood or other potentially infectious body fluids.

Behavioral indications: Sexuafly aclive persons who are not in a long-termn,
mually monogamous relationship {e.g.. persons with more than 1 sex partner
during the pravious & ronths); persons seaking evalsalion or treatment for &
soxually transmifted disegse (STDjcurren! oF recant injection-drug users; and
men who have sox with men.

Other indications: Household contacts and sex partners of persons wilh
chironic hepatitis B virus {HBY) infection; clients and stafl members of institutions
for persons with devsiopmanlal disabifities; intemetional fravelers to countiies
with high or intermediate prevalence of chronic HBY infection (& fist of countiies

iz available at hitpdvavwn.ctie. govitravelicontentdiseases.aspx), and any adull
sasking protection {rom HBY infection,

Hepatitis B vaccination is recommendad {or al! adults in the {ollowing settings:
STD treabmant facillties; HIV testing and fraatmsant facilities; lacilities providing
druig-abuse weatment and prevontion services; health-cars ssitings targeting
senvices to injecton-drug users or man who have sex with men; corractional
{acilitias; end-stage renal disease programs end facilities for chronic hamotdialysis
patients; and institutions and nonresidential dayoars latilitiss for persons with
developmental disabiiities.

i the cambined hepatitis A and hepatitis B vaccine (Twini®) is used,
administer 3 doses at ©, 1, and & manths; alternatively, a 4-dose schedule,
administered on days G, 7, and 21 to 30 followed by & booster doss al month 12
may be tsed.

Spacial formutetion indications: For adult patients recsiving hermodialysis or
with other immunocompromising conditions, 1 dose of 44 ugiml (Recombivax
HE®) administered on a 3-dose schedule of 2 doses of 20 uginl {Engenx-8%)
administared sirullaneously on a 4-dose schedule at 0,1, 2 and 6 months.

11. Meningococcal vaccination

Medical indications: Adults with analomic or functional asplenia, of terminal
complament component deticiencies.

Other  indications; First-year college studenis living [0 dormitories;
microbiclogists routinely exposed to isolates of Neissetia meningitidis; military
recruits; and porsons who travel to or live in countries in which meningococcal
disease is hyperendemic or epidamic {e.g., the “meringilis balt" of sub-Saharan
Africa dusing the dry seasch [Decamber—iune]}, particularly if their contact with
iocal poputations will be prolonged. Viaccination is required by the government of
Saudi Arabia for sl travelers to Mecca during the anhual Haji.

Meningococcal conjugate vaccine {MCV} fs preferrad for aduits with any of the
preceding indications who are aged 55 years or younger, althcugh meningococcal
polysaccharide vaccine (MPSV) is an accepiable altemative. Revactination with
MCV alter 5 years might be indicated for adults previously vaccinated with MPSY
who remain af increasad wisk for infection {&.q., parsons rasiding in areas inwhich
disease is epidemic).

12. Selected sandiions for which Haemophilus intluenzae type b (Hib}
vaccine may be usad

Hib vaccine generafly is nol recommended for persons aged 5 years
and older. Mo efficacy data are avallable on which to base a racornmandation
concetriing use of Hib vaccine for older children and adutis. However, studies
suggest good immunogenicily in patients who have sickie cell disease, loukermia,
or HIV infection or who have had a splenectomy; administering 1 dosa of vaccine
to thase patients s not contraindicated.

13. Immunocompramlising conditions

nactivated vaccines genemlly are acceptable (eq. pheumococcal,
meningococcal, and influenza [trivalen! inactivated inffusnze vaccine]) and
live vaccines generally are avoided in persons with immune deficiencies or
immurocompramising conditions. Information on specific condilions is available
at htip:iwww.cde.govivaccinesfuubsizcip-fist.ntm.

available at hegpaffowweyaces. bl pov or by telephone, 80U-822-7967.

These schedules indieate the secommended age groups and medical indications for which wdminsuarion of currenty licensed vaccines is eommonly indicaved for adults ages 19 years

and older. as of Januzne 1, 2089, Licensed combination vaccines may b used whenever any compuarenis of the e
are nor contrindicared. For dewiled rrcommendasions ou all vaccines, including these used primarily for travelers e that are issucd during the year, consule the manufaciusers

package inserrs and the complete statenents from the Advisary Committer on Imemunization Pracoces {hoepsfifvve.ode povfvaccinesd puboiacip-Jis . hem).

Report all clinieally significant postvaccination rezetions o che Vaccine Adverse Evenr Reporting Sysiem (VAERSL Reporing forms and instruccions on filing o VAERS repoin are

Iaforsaation on how to file a Vacdine Injury Compensauon Progrm clains is availeble ac hetpefww i govfrageineaoupensation or by welephone, B00-338-2382. To file  chuitn for
vaccine injuny, contacr the ULS. Courr af Federal Claims. 717 Madison Place, MW, Washingron, 12.C. 20005 relepliane, 2(12-337-6400.

Additional informarion abour the waccines in this schedule, exient of avaitable data, and conrmindications for vaccinarion i also available ar linpfiwww.od govivacames or from the
CDCANFO Contaer Center ar 800-CDC-INFO (800-232-4636) in English and Spanish, 24 howrs a day, 7 dais o week,
Use of rrade nanies and commercial sources is for identificaiion only aud does not imply endorenent by the UlS. Department of Healch and Human Services.

ian are indicaced and when die vacelne other camponents
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