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Tuesday, February 10, 2OO9

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

Earl Ray Tomblin
ex officio nonvoting member

Leqislat,ive Rule -Making
Review Commi-ttee
(Code S294-3-L0)

Richard Thompson
ex officio nonvoting member

House

Brown, Chaj-rman
Poling, Vice Chair
Miley
Talbott
Overington
Sobonya

Senate

Minard, Chaj-rman
Fanning, Vice Chair
Prezioso
Unger
Boley
Facemyer

Absent
Absent

Absent

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

Delegate Brown moved that the minutes of t,he ,January L2, 2009 ,

meet,ing be approved. The motion was adopted.

Jay Laze11, Associate Counsel, explained his abstract on the
rule proposed by the Office of the Department of Environmental'
Protection on Air Qual.ity, Coatrol aard Redztct-joa of Nitrogen Oxides
from Noa-EJaectz,lc Gereratiag Ilaits as a Meaas of Mitigate Tzaasport
of Ozone Precuzsots, 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 Departnent of EnvironmentaL Protection on Air
Quality , Nox Budgret Tzadiag Pzogzaa. as a Mear,s of Coatzol and
Reductj,on of Nitrogea Oxides from Electric Geaeratiag Aaits,
45CSR26.

Delegate Brown moved that t,he proposed rule be approved. The
motion was adopted.

Rita Pauley, Associat,e Counsel, explained her abst,ract on the
rule proposed by the Tlest Virginia Development Office, BrowafieLd
Ecoaomic DeveTopneat Districts, 145CSR11, stated that the Office
has agreed to technical modifications, and responded to guestions
from the commlttee.

Delegate Brown moved that, the proposed rule be approved as



modified. The motion was adopted.

Brian Skinner, Associat,e Counsel, reviewed his abstract on the
rule proposed by the West Virginia State Fire Comnission, Staadards
for tbe Ceztif icatj,on ' aad Coatiaaiag Educatioa of I'tunicipaL,
County, arld other Publie B:uiJ;djrag Code Of f icial-s , BtziJ,d:ing Code
Iaspectors anid PJ.aas Examinersr 8?CSR?, stated that the Commissj-on
has agreed to technical modifications and responded to quesLions
from the committee.

Anthony Carrico, Deputy State Fire Marshall, responded to
guestions 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 , SlopeJrlr,isj.or:
of Eire Protec:tj,oa Wozk, 13OCSR3, stated that Lhe Marshall 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 Governort s Comnittee on Cri'ne, Delinquencly and
Correction, Law Eafoz.c.anteat Tzaiaiag Staada,zd"s, 149CSR2, stated
that the Committee has agreed to tectrnical modif icat, j-ons and
answered guestions from the committee.

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

Ms. pauley addressed the commiLtee agaj-n abouE 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 Rj,ghts of Way aad Adjacent Areas, 15?CSR6, and stated
that the Division has agreed t,o tecLrnical modif ications.

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

Ms. Pauley then responded to guestions 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'
Traaeportatj,on of Hazardoue Wastee tJpoa the Roads aad Eighways I
157CSR7.

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

Ms. Pauley, Associate Counsel, explained her abstract on the
rule proposed by the glest Virginia Insurance Comission,
Coozrrinati,oa of Eeal-th Beaef,its, 114CSR28 | st,ated that the
Commission has agreed to technical modifications, and responded to
guest.ions.

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

Ms. Pauley, Associate Counsel, reviewed her abstract on the
rule proposed by the Vlest Virginia Insurance Commission, Long-Tem
Care Iastzz.aaee, 114CSR32, st,ated that the Commission has agreed to
technical modifications and answered guestions from the committ'ee.

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

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

Ms. pauley, Associate Counsel, explained her abst,ract on t'he
rule proposed by the West Virginia Insurance Commission, Actuarial
Opiaioa alld I'Ierroz,arrdum RuIe, 114CSR41, stated that Lhe Commission
has agreed to technical modificat,ions and responded to guesLions
form the committee.

Delegat,e Brown moved. that t,he 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-
Settleneate, 114CSR8O, sLat,ed that the Commission has agreed to
technj-ca1 modifications and responded to guestions from the
committee.

Tim Murphy, Associate Counsel for the West Virginia Insurance
Commission, answered guest,ions 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, Diseount
ttledical PJ,aa Ozgaaizatioas and Diecount Prescriptioa Dnzg PIaa
Orgaaizatioas, 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 abst,ract on Ehe
rule proposed by the ?Iest Virginia Insurance Commission,
P16ofessj'onaJ- @tloyer Orgaaizations, 114CSR85, and stated that the
Commission has agreed to technical modifications.

Tim Murphy, Associate Counsel for the West, Virginia fnsurance
Commission, addressed the committee and responded to questions.

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

Mr. Laze11, Associate Counsel, explained his abstract on the
rule proposed by the Department of EnvironmentaL Protection Mining
and Reclanation Division, West Virginia Surface Mining Reclamatj-on
Rule, 38CSR2, stated that t,he Department has agreed to technical
modifications and responded t,o guesLions from the commiLtee.

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

Senator Minard moved that the WV/NPDES 8;rzLes for CoaJ- Miaiag
I':acj'Lj.ties, 4?CSR3O, from the Department of Environmental
Protection be moved up on the agenda to right after item o, West
Vizginia Sartace Miaing RecJamatj,oa RaIe, 38CSR2.

Mr. Lazell, Associate Counsel, reviewed his abstract on the
rule proposed by the Departnent of Environnental Protection Water
Resources Division , WVI/NPDES RuJ.es for CoaJ- Miaiag Facil-ities,
4?CSR3O, stated that the Department has agreed t,o technical
modificat,ions and answered guestions from the committee.

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

Ms. Pauley, Associate Counsel, reviewed her abstract on the
rule proposed by the West Virginia Board of Pharmacy, Boazd of
Phamacy RuJ'es Regardiag Lj.eer,su.rcr ar,d tbe Praetiee of Phamacy',
15CSR1, and stated that the Board has agreed to Eechnical
modifications.

Senator Minard moved that the proposed rule be approved as



modified.

Ms. Pauley answered questions from the committee.

The motion was adopted.

Ms. pauley, Associate Counsel, explained her abstract on the
rule proposed by the West Virginia Board of Pharma'cy, Board of
Phamacyr Rules Regardj-rlg Imtaizations Arlmi r'i,stez.ed by Pha''uacj,sts ,

15CSR12, and stated that the Board has agreed to technical
modifications.

Senator Minard moved that the proposed rule be approved as
modified. The motj-on was adopted.

Ms. pauley, Associate Counsel, reviewed her abstract on the
rule proposed by the West Virginia Board of Pharmacty', t;egruLation of
Chari/cabJ;e CJ-iaic Pbana.cj.es, 15CSR13, and st,ated that the Board
has agreed to technical modifications.

David potters, Executive Director and General Counsel of the
West Virginia Board of Pharmacy, addressed Lhe committee and
responded to guestions.

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

Delegate Brown then proposed an amendment to the rule, 15CSR13

LRMRC Alt#l, PauJ.ey 7815.

David potters addressed the committee again sLating that he
was in opposition to the amendment and responded to guestions.

Delegate Sobonya addressed the committee also in opposiEion to
t,he amendment.

.fef f Graham, CEO of Beckley Healt,hrite, addressed the
committee in reference to the proposed amendment.

Ms. Pauley then answered guestions from Lhe committee.

Delegate Brown took a vote on the amendment and it was
rej ected by t,he committee.

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

Senator Minard. moved Lo direct staff to prepare a final report
and bilIs of authorizati-on for introduction into the Senate and
House of Delegates. The motion was adopted.

Senator Minard moved, to adjourn the meeting. The motj-on was
adopted
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ot TENTATTW AGENDA

I,EGISI.ATI\ZE RT'LE-INKING REVIEW COM!{ITTEE
Tuesday, February 10, 2OO9

9:00 a.m. to 11:00 a.&.
Senate Judiciary Conmittee Room

1. Atrrproval of Minutes - Meetings of January 1-2, 2008

2. Review of LegisJ.ative Rules:

a. Air Quafiry, Office of - DEP
Control and Reduction of Nitrogen Oxides from Non-E1ect,ric
Generatj-ng Units as a Means of Mitigate Transport of Ozone
Precursors
45CSR]_

b. Air Quality, Office of - DEP
NOx Budget Trading Prograth as a Means of Control and
Reduction of Nitrogen Oxides from Electric Generating Units
4scsR25

c. DeveJ-opment Office, IIV
Brownfield Economic Develonment Districts
145CSR11

d. Fire Comnission, W\I State
Standards for the Certification and Continuing Education of
Municipal, County, and other Public Building Code Officials,
Building Code Inspectors and Plans Examj-ners
87CSR7

e. Fire t'larshall, lil\f State
Supervision of Fire Protection Work
13 0CSR3

f. Governor's Committee on Crime, Delinquency and Correction
Law F:nforcement Training Standards
1-49CSR2

g. Highways , I,iMivision of
Use of State Road Rights of Way and Adjacent Areas
Ls7CSR5

h. Highways, W Division of
Transportation of Hazardous Wastes Upon the Roads and
Highways
L57CSR7

o
o

o
o



i. Insurance Commission, IiIV
Coordinat.i-on of Health Benefits
114CSR28

j . Insurance Comission, WV
L,ong-Term Care Insurance
1l_4CSR32

k. Insurance Coqrission, W
Actuarial Opinion and Memorandum RuIe
L14CSR4L

1. Insurance Comission, Mf
Viatical Settlements
r-14CSR80

m. Insurance Comission, I'iI\f
Discount Medical Plan Organizations and Discount Prescription
Drug Plan Organi-zatj-ons
1L4CSR83

n. Insurance Comission, I,iI\f
Professional Employer Organizations
l_r_4csR85

o. Mining and Reclanation - DEP
West Virginia Surface Mining Reclamation RuIe
38CSR32

p . Phar:macy, W Board of
Board of Pharmacy Rules Regarding Licensure and the Pract.ice
of Pharmacy
15CSRI_

q. Pharmacar, V[\f Board of
Board of Pharmacy Ru1es Regarding Immunizations Administ.ered
by Pharmacist.s
1-5CSRL2

r . Pharmacy, W Board of
Regulation of Charitable C1inic Pharmacies
15CSRL3

s. Water Resources - DEP
I^IV/NPDES Rules for Coal Mining Facilities
47CSR30

3. Other Business

o
o

o
o

o
I



TEIf:TATTW AGEIVD,A

I.EGI SI,ATIVE RT'LE-IIAKING REiVIE9g COMMITTEE

Tuesday, February 10 | 2OO9

9:00 a.m. to 11:00 a.m.
Senate iludiciary Co'nmittee Room

ApprovaL of !4lnutes - Meetings of .fanuary 12, 2008

Review of Legislative Rules:

Air Qua1ity, Office of - DEP
Control and Reduction of Nitrogen Oxides from Non-Electric
Generating Units as a Means of Mitigate Transport of Ozone
Precursors
45CSR1

Approve

1.

2.

a.

a
o

b.

c.

d.

Air Quality, Office of - DEP
NOx Budget Trading Program as
Reduction of Nitrogen Oxides from
45CSR26

a Means of ConLroI and
Electric Generating Units

Approve

Deve1opment Office, WV
Brownfield Economic Development Districts
145CSR]_l_

Approve as Modified

Fire Comnission, ![V State
Standards for the Certification and
Municipal, County, and other hrblic
Building Code Inspectors and P1ans
87CSR7

Continuing Education of
Building Code Officials,
Examiners

o
o

Approve as Modified

Fire l.tarshall, W\f State
Superwision of Fire Protect,ion Work
130CSR3

Approve as Modified



f. Governor' s Comittee on Crime, DeJ-inquency
Law Enforcement Training Standards
149CSR2

and Correction

Approve as Modified

g. Eighways, Il\r Division of
Use of State Road Rights of Way and Adjacent Areas
1s7CSR5

o Approve as l"lodified

Highways, IiMivision of
Transportation of Hazardous Wastes Upon the Roads and
Highways
l_57CSR7

Approve

Insurance Comission, W
Coordination of Health Benefits
L1-4CSR28

Approve as Modified

Insurance Comission, IiI\r
Long-Term Care Insurance
1_L4CSR32

Approve as Modified

k. Insurance Comnission, I'illf
Actuarial Opinion and Memorandum RuIe
1L4CSR4l_

. Approve as Modified

Insurance Comission, WV
Viatical Settlements
1_L4CSR80

Approve as Modified

Insurance Commission, I{V
Discount Medical PIan Organizations
Drrrg Plan Organizat.ions
1.L4CSR83

and Discount Prescription

a
O

l.

h.

t-.

1.

m.

o
O

Approve as Modified



o.

n.

r.

s.

Insurance Commission, Mf
Prof essional Employer Organizations
l_1-4CSR85

. Approve as Modified

t'lining and Reclanation - DEP
West Vrirginia Surface Mining Reclamation RuIe
38CSR'2

p.

Approve as Modified

Pharmaca', Iillr Board of
Board of Pharmacy Rules Regarding Licensure and the Practice
of Pharmacy
15CSR1

Approve as Modified

Pharmacy, W Board of
Board of Pharmacy Rules Regarding Immunizat,ions Administered
by Pharmacists
1_5CSR12

Approve as Modified

Phamacy, W Board of
Regulation of Charitable Clinic Pharmacies
15CSR13

' Approve as Modified

Water Resources - DEP
W/NPDES Rules for Coal Mining Facilities
47CSR3 0

Approve as Modified

q"

O
o

3. Other Business

Direct staff to prepare final report
for introduction into the Senate and House

and biIls of authorization
of Delegates.

o
o
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E TENTATIVE AGENDA

LEGISI,ATI\IE RI'LE-TIAKING RE\TIEW COMIIITTEE

Tuesday, Februa:ry 10, 2OO9

9:00 a.m. to 11:00 a.m.
Senate Judiciary Connittee Room

1. ApprovaL of Minutes - Meetings of ,January 12, 2008

2. Review of Legislative RuLes:
/

Al -/.A Il va.
l+pffwea

Oe*n*Af

Air Quality, Office of - DEP
Control and Reduction of Nitrogen Oxides from Non-Electric
GeneraLing Units as a Means of Mitigate Transport of Ozone
Precursors
45CSR1

Approve

Air Quality, Office of - DEP
NOx Budget Trading Program as
Reduction of Nitrogen Oxides from
45CSR26

a Means of Control and
Electric Generating Units

Approve
-/

- .{\L6. DeveJ-opment Office, M/
6l,COfO,.f"An, 0 Brownf ield Economic Development, Districts
;T- ;tA .\'-cF r-4 scsR11

Approve as Modified

87CSR7

Approve as Modified

Tw*-& ( :il:ffii3l'l; H,:T::recrion work

_-*5r)-'fr?/ l-3ocsR3
It o APProve as Modified



n , 6 Governor, s Comnittee on Crime, DelinquencY and Correction
Hfl/laX.* N l Law Enforcement Training Standards

*i .1-t1*t ' AredLla ecsR2

A ,tK nigh':y", f;'"::'.::'ried
(*ppAaUr\ 

O 
use of State Road Rights of Way and Adjacent Areas

&-E {Y1.cfr-,{=J[ 
r s z csne

. Approve as Modified

Highways, W Division of
Transportation of Hazardous Wastes Upon the Roads and
Highways
157CSR7

Approve

^ tfrt rnsurance Commission, T{v/^ lJ

HWfoJe* o L Coordination of Health Benef its

^ 

rna4'Htsy'-- 
l-l-4csR28 '

Approve as Modified

n ^l tf Insurance Comnission, Iil\fHp@u. t-"h \ Long-Term Care rnsurance
ag finodLt KbcNrr+csR32

o
o

o Approve as Modified
A

OOC"Ar.l.,,edu( 
^ 

rnsurance commission, Ivv

-*'' --.--tr'.[*^ll) Actuari-a1 opinion and. Memorandum RuIe
ZLS r/tlccxtf\e-c' 114csR4l-

Approve as Modified

R - ^- A ,{ rnsurance comission, wHFP-@? n. llviatical Settlements
dls fnod. ${e6l\rr4csR8o

I
A \ud
{+ppr'a,teaq

and Discount PrescriPtion

I
o

' APProve as Modified
/

l@. Insurance Comission , I,il\f
q1}e6A 

,n Discount Medical Plan Organizations
, ft [-- -( orug Plan Organizations

fndd{-t$r\d\r+csnsr

Approve as ![odified



J^ ./
JZ K. Insurance Comission, !il\r
7 tHfqAa,e d-' ^ prof essionar Employer organizai,ions

O= rn a'4i.Ji"s,: I-14CSR85

' APProve as Modified

Notrurulrd , Mining and Reclamation - DEPl-r- \N 
-r[west Virginia Surface Mining Reclamation RuleAs ru*.rd,, R^"*, \8csR32

. Approve as Modified

A nn,-nnr| i/ . Phamaca,, lilv Board. ofFrfu'TN I aoara of pharmacy Rules Regarding Licensure and the Practice
eLt @L.dl5' cgn-"ot pharmacy

l_5csR1

. Approve as Modified

n fr o . Phar:mastr, 9I\I Board of
FlfOprAf"S- Jl aoara oi'ph-rrnacy Rules Regarding rmmunizat.ions Administered

AS nlr4/.'tV+d' bY Pharmacists
l_5csR12

. Approve as Modified

&**A*- iEffi:tr1flr"lillrlio,." crinic pharmacies
l5csR13

. Approve as Modified
h "r,z

WasAv*\ ffiffi"*:'ili33"r"Jt"3"t Minins Facilft ies
lta (rto4'-\t'r:c[ ; a;"r;-

o 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.

o
o
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15CSR13 LRMRC AM #1

Pauley 7815

Delegate Brown moves to amend the rule on page four , section

four, by adding a new sub-secti-on 4.6 to read as fol-lows:

4.6. Any other rul-e not withstandi-ng, 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- incl-ude the phone number of the charitable cl-inic.

Adopted

-61f onr od
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TITLE 15

LEGISLATIVE RULE
\4tsST VIRGINIA BOARD OF PHARMACY

SERIES 1

BOARD OF PHARMACY RIILES 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
requirements 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 fbr the manual and

electronic prescribine and dispensing of prescription drugs. specifically providing fior E-
plescribing and Electronic Data Intennediaries in accordance with SB 1001 passed during the

2007 I st 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 to conduct sterile pharmaceutical
compounding; establishes licensure and control of nuclear pharmacies; establishes the sanitary
requirements in a pharmac5,; 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 s)'stems, including the use of emergencl, kits; states the requirement for places that
need to obtain a controlled substance permit, including the fees for such permit.

1.2 Authoritr,- W.Va. Code 30-5-12CG) and 30-5-19

Filins date -June41-2003

I.4 Effective date --*un<r30.-j{Xl3

$15-l-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 an4+e{ers-W. Va. Code $60+-}--l
604'-l-1. et seq.

2.1.2. "Administer" means the direct application of a drug to the body of a patient or research

subject by injection, inhalation, ingestion or an)/ 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,

1.3
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dispensing, or distribution of medications, and which collect, conttol, and maintain all
transaction information.
2.L4. "Board of Pharmacy" or "Board" means the West Virginia state board of pharmacy.

2.l.5. "Compounding" means:
a. The preparation, mixing, assembling, packaging, or labeling of a drug or device:

1. As the result of a practitioner's prescription drug order or initiative based on

the practitioner/patient I pharmacist relationship in the course of professional practice for
sale or dispensing, or

2.For the purpose of, or as an incident to, research, teaching or chemical analysis

and not for sale or dispensing, or
3. The preparation of drugs or devices in anticipation of prescription drug orders

based on routine, regularly observed prescribing patterns.

2.1.6. "Confidential information" means patient-identifiable information maintained by the

pharmacist in the patient record or which is communicated to the patient as part of patient

counseling, or which is communicated by the patient to the pharmacist.
This infomration is privileged and may be released only to the patierft 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 pa.vment: to such other persons or governmental

agencies authorized by law to receive such privileged information; as necessary for the limited
purpose of peer review and firlization review; and as authorized by the patient or required by
court order. Appropriate disclosure. as pennitted bv this section. ma.r, occulbv the pharmacist

either directly or tlrouqh an electlonic data intermediary.
2.1.7. "Controlled Substance" means a drug, substance, or immediate precwsor in Schedule I
through Schedule V of either the Federal Controlled Substances Act or the West
Virginia Uniform Controlled Substances Act.
2.1.8. The term "Cosmetic" which shall be held to include "Dentifrice" and "Toilet articles"
means:

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

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

2.1.9. "Deliver" or "delivery" means the actual, constructive or attempted transfer of a drug or
device from one person to another, whether or not for a consideration.
2.1.10. "Device" means an instrumerrt, apparafiis, implement or machine, contrivance, implant
or other similar or related article, including any component part or accessory, which is required
under federal law to bear the label, "Caution: Federal or state law requires dispensing by or on

the order of a physician" or the language or symbol as determined by the U. S. Food and Drug
Administration.
2.1.n. "Direct supervision" means that a licensed pharmacist is physically present in the

pharrnacy and is avulable to verifu the accuracy of a prescription before it is dispensed.

2.1.I2. "Dispense" or "dispensing" is that aspect of the practice of pharmacy concerned with the
preparation, verification of contents, and delivery of a drug or device in an appropriately labeled

and suitable container to a patierfi. or a patient's representative or surrogate pursuant to a lawful
order of a practitioner for subsequent administration to, or use by, a patient. Dispensing has not
occurred until the drug is actually delivered to the patient or patient's representative.



2.1.13. "Distribute" means the delivery of a drug or device other than by administering or
dispensing.
2.1.14. Distributor" means a person licensed as a wholesaler.
2.1.15. "Drug" means:

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

b. Articles, otheL 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
(c) of this section.
2.I.16. "Drug regimen review" includes, but is not limited to, the following activities:
a. Evaluation of prescription orders and patient records readill, available to the pharmacist for:
1. Known significant allergies;
2. Rational drug therapy and contraindications;
3. Reasonable dose and route of administration; and
4. Reasonable directions for use.

b. Evaluation of readily available prescription drug orders and patient records for duplication of
therapy;
c. Evaluation of the prescription drug for interactions andlor adverse effects which may include,
but are not limited to, any of the following:
1. Drug-drug;
2. Drug-food;
3. Drug-disease; and

4. Adverse drug reactions.
d. Evaluation of the prescription drug orders and patient records for proper utilization, including
over utilization, under utilization and optimum therapeutic outcomes.
2.L17. "Electronic data intermediarv" rleans ar entity tlrat plovides tlte inft'astrucfure to connect

a cornputer svstem. hand-held electlonic device clr othel electronic device used b.v a prescribing
practitioner rvith a computel st'stenr or othel electronic device used b), a phannacist to facilitate
the secure trausrnission of:

a. An electronic prescription ot'der:

b. A refill ar,rthorization lequest;
c. A cornmunication: or
d. Otlier patient care infonnation.

2.,l.18. "E-prescribing" means the transmission. using_electronic media. of prescription or
prescription-related information befween a plactitioner" pharnacist. 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 befween the

point of care and the pharmacist. E-prescribing ma)' also be referenced by the terms "electronic
prescription" or "electronic order".
2w...lnpatientpharmacy''meanStheareawithina]icensedinstitution;i.e.,ahospital,
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.



H+2J20.. "Inspector" means an agent of the Board, who is a licensed pharrnacist, appointed
by the Board to conduct periodic inspections of permittees and perform other duties as

designated by the Board.

W...Institutionalfacility,'meanSanyorganizationwhoseprimarypurposeisto
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 health
facility, rehabilitation center, psychiatric center, developmental disability center, drug abuse

treatment center, family planning clinic, penal institution, hospice, pubiic health facility, or
athletic facility.
2Jw...lnstitutiona1pharmacy,'meartsthatphysicalportionofaninstitutionalfacility
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.
z-W. "Intern" means an individual who is:

a. Currently licensed by the Board to engage in the practice of pharmacy whiie under the

supervision of a licensed pharmacist and is satisfactorily progtessing toward meeting the
requirements for licensure as a pharmacist;

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

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

d. An individual participating in a residency or fellowship program.
+,w.''Labeling''meanStheprocessofpreparingandaffrxingalabelandtheaffixingof
auxiliary labels to a drug container exclusive, however, of a labelingby 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.
z,W...Mailorderpharmacy''meansapharmacy,regardlessofitslocation,which
dispenses greater than ten percent (10%) prescription drugs in the United States Mail or
otherwise.
W2J25. "Manufacturer" means a person engaged in the manufacturing of drugs or devices.

W.''Manufacfuiing''meansproduction,preparation,propagationorprocessingofany
drug or device, either directly or indirectly, by extraction from substances of natural origin or
independently by means of chemical or biological syrthesis 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 includes the preparation or repackaging,
and promotion of commercially available products from bulk compounds for resale by
pharmacies,
practitioners or other persons.

W.''Nonprescriptiondrug''meanSadrugwhichmaybesoldwithoutaprescription
and which is labeled for use by the consumer in accordance with the requirements of the laws
and rules of this state and the federal government.

w..Nuclearpharmacist',meanSapharmacistwhohasbeencertifiedinthespecialty
of nuclear pharmacy.
M 2.1.30. "Nuclear pharmacy" means a place where radioactive drugs are prepared and

dispensed and which operates under specialized rules.
2.W.''originalLicense''meanSa1icenseissuedbytheBoardtoanapplicantwhen:

4



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

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

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

e. the applicant is an established business which moves to a neu,location.

- . "Outpatient pharmacy" means any pharmacy. apothecaryl 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 practice of pharmacy and pharmaceutical care is
provided to residents of this state. The temrs plrarrnaey, dn*g sterre, orrpertlteeal*' der not ineltrde

ru.''over-tlrecounterdrug''or''oTCdrug''meanSanydrugthatisnotaprescription
drug ol legend drug.
W_2J.34. "Patient counseling" means the oral communication by the pharmacist of
information, which may include supplemental media according to the pharmacist's professional
judgement, to the patient or care giver, to ensure the proper use of drugs and devices.

W.''Permit''meanSanylicense,registration,orotherprivilegegrantedorissuedby
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 "perrnittee". 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
more than one location.
2'w.''PerSon''meanSanindividua1,corporation,partnership,associationoranyother
legal entity. including government.
IJAW. "Person Addicted" means one who has acquired the habit of using alcoholic
beverages or controlled substances or other agents to such an extent as to deprive him or her of
reasonable self-control.
2={-36-2#8. "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 ofa disease;

b. the elimination or reduction of a patient's symptoms; or
c. the arresting or slowing of a disease process.
W2.1.39. "Pharmacist" or "registered pharmacist" means an individual currently licensed b1'

this state to engage in,the practice of pharmac)'and pharmaceutical care.

2W.''Phannacist-in-char.ge''meanSapharmacistcurrentlylicensedinthisstatewho:
a. Accepts responsibility for the operation of a pharmacy in conformance with all state

and federal laws and rules pertinent to the practice of pharmac), and the distribution of drugs;
b. has the responsibilit), for the practice of pharmacy, as defined in this rule, at the

pharmacy for which he or she is pharmacist-in-chalge. The pharmacy permit holder has

responsibility for all other functions, administrative and operational, of the pharmacy. The
pharmacist-in-charge may advise the pharmacy permit holder on administrative and operational

matters but following such advice shall not be legall)'+eq*irce1-ryspanslbie;-a'nd
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 i+liat. in an.t,phannacv'u'hich is open on average iess thzut 40 hours per"week in a

calendar vear. he or she mr,rst rvork in the ]rharrnac), a majorit]' of the hours tirat the phannacy is



open (e.g.. if open 20 horns periveek. the pharmacist-in-charge must work I I hours per \^,eek

vr,ithin the phannac).): and

d. S,/itil regard rc a lilt;lnnzrcisl-in-clry'"ge ill a Chal'ilableClinielrharma
positiorr nia). b* filled h), a con.rmittee 01'ull t* thr',ie (3J phamracists urho accepr n-q a group tlte
resJlonsibilities eil"the reguilecJ lrhar:macist-in-chargc. Frnthet"notrvithstiut,.ling the reqrriretnents

oJ'subsection c. ahove. N'itl: regarcl tcl a Charitable:,f linic Plum
averase of more than 40 hours per week" the pharmacist-ili-charge or pitarnlacist-in-cherge
comrnittee must work at least 8 hours per calendar month: if the pharmacy is open on arretage at

least 30 and up to 40 hours pel' rveek" flle pharmacist-in-charge or pharntacist-in-ch:rrue

comrnitt*e must work in the charitable clinic pharmac), at least 6 hours per calenda:' month: if the

phannac,r' is open on average at least 15 and up to 30 hours per rveek. the pharmacisl-in-charge

or phamracisl-in-c,hiirge eommittee must l,vork in tire charitable clinic pharmacy at least 4 hours
per calendar month: if the charitable clinic pha'rnacy is open on average at least 5 and up to I5
hours per week. the phalln acist-in-c.harge conrmitlee tnust work in the

cdraritahle clinic pharrnac), at least 2 hours per czrlendar month: and. if the charitable clinic
pharmacy is open less than 5 hours per rryeek. the pharmacist-in-charge or pharmacist-in-charge

comnrittee must work in the oharitable clinic phannac.v* the lesser of 2 houls per rnonth or 50%o of
the hours the charitable clinic pharmac)'is open.

Charitable Clinic Flaarnnaev houns sle! weeld F{ouns necuined bv FtrC Den mom€h

N4ore than 40 oo

30 to 40 6

15 to 30 -
5 to 15 .!.

Less than 5 Thelesser@

LWJAL. "Pharmacy technician" means registered supportive personnel who work under

the direct supervision of a pharmacist, and who have passed an approved training program;;
Provided That. in a Charitable Clinic Fharmac-v-. rvhen no pharmacist is ori-site. a pharmacy

technician rna]' work under the direct supervision of a prescribine practitioner who is licensed as

a prescribing prirctilioner rr.'ht, is licensecl as sucir irilhe $iate of 1&en VirEinia.

LWW. "-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.
2W.''Thepracticeofpharmacy''isthepersonalhealth3serviceconcernedwiththe
preparing, compounding and dispensing of drugs and medical devices used in the diagnosis,

treatment or prevention of disease, dispensed on the prescription of a practitioner, or otherwise

legally dispensed or sold and shall include the proper and safe storage of drugs, the maintenance

of proper records and the dissemination of information to other health care professionals and

proper counseling to the patient concerning the therapeutic value and proper use of drugs and

devices.

W. i*e

the eew'se elf pre*bssionai praeti'e€s' as alf€)li'eql t),r, la*'' "Ilractiljltner" ot' "plescribing
practitioner" rneiurs ari ind:ividual cun'enti"v license,;i. t'egistered qJt' trthenryise authorized [-]]_- an]'

state. ten'itor.v ol districl of ihe Linitecl States tc Jrrc:rcrill* and aclnrilrister drugs ilt the ccrurse ol'



al:;islayzi:; '.tilit:tinei:'i:,2s. t;t:r:t:rntatiart:;. F':diairistf',
zW'''Preceptor''meanSanindividua]whoiscurrentlylicensedasapharmacistbythe
board, meets the qualifications as a preceptor under the rules of the board, and participates in the
instructional training of pharmacy interns.

W.''Prescriptiondrug''or''legenddrug''meanSadrugwhich,underfedera]1uq',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 iicensed

veterinarian"; or a drug which is required by any applicable federal or state law or rule to be

dispensed pursuant to a prescription drug order or is restricted to use by practitioners only.
}w.''Prescription''or''PreScriptionorder''meanSalawfulorderfromaproperly
licensed practitioner to a pharmacist for a drug or device for a specific patient and transmitted
by:

a. Written order;
b. An oral order to a pharmacist who shall immedixely:

1. Reduce it to writing which becomes the original order;
2. Hand initial it to identifi'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.

W.''President''meanSthePresidentoftheWestVirginiaBoardofPharmacy.
z,w.''Sample''meanSapackageofalegenddrugpror,idedbyamanufactureronthe
request of a practitioner ,$_*'nnli4t_ctvyt_to be given to a patient without charge i* ';t'^:;":ttrctrzznr:t

'yt*tAax*:i,,: 
,

z,W'Anapprovedorrecognized''SchoolofPharmacy''meanSaschoo1ofpharmacy
accredited by the American Council on Pharmaceutical Education.
zW.''Secretary''meanStheSecretaryoftheWestVirginiaBoardofPharmacy.
2-,.w.''Vice-President''meanStheVice-PresidentoftheWestVirginiaBoardof
Pharrnacy.
Z)+AJ;3. A "Wholesaler" is a person or entity licensed by the Boald to distribute, by sales

or otherwise, prescription legend drugs to persons other than a consumer or patient.

S15-l-20 Duties and Responsibilities of the Pharmacist-in-Charge.

20.1. A phannacy may not operate without a phnmacist-in-charge (hereinafter "PIC"), who
shall be designated on the application for a phannacy license, and in each license renewal. A
pharrnacist may not serve as PIC unless he or she is physically present in the pharmacy a

sufficient amount of time to provide supen,ision and control. A phannacist may not serve as PIC
for more than one pharmacy aI any one time; Prorridecl that. he or she ma]' volr-mteer as the

pirannacist-in-chalge at a charitable clinic pharmaq' rvhile serving as a PIC in zurother pharmac.r,.

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



20.2.1. The pharmacist-in-charge shall be responsible for the practice of pharmacy, as

defined in this rule, at the pharmacy for which he or she is the pharmacist-in-charge. The
pharmacy permit holder shall be responsible for all other functions, administrative and

operational, of the pharmacy. The pharmacist-in-charge may advise the pharmacy permit holder
on administrative and operational matters but following such advice shall not be legally+eE*i+ed
r*sponsible.

20.2.2. The pharmacist-in-charge shall noti8/ 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 pharrnacist-in-charge shall reduce to

writing the above and submit to the pharmacy permit holder with a copy to the Board. No
pharmacist-in-charge shall be sanctioned by the Board for any violation of any statute, rule or
court order if they have previously given this written notice to the phannacy permit holder. The
pharmacy permit holder shall be responsible for such violations.

20.2.3. Implementing quality assurance progrums for pharmacy services designed to
objectively and systematically monitor and evaluate the quality and appropriateness of patient
care, pursue opporfunities 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 Teehnician Training Manual
for the specific practice setting of which he or she is in charge. He or she shall supervise a
training program conducted pursuant to the training manual for all individuals employed by the
pharmacy who will assist in the practice of pharmacy. The PIC shall maintain a record of all
technicians successfully completing the pharmacy's technician training program and shall attest

to the Board, in a timely manner, those persons who, from time to time, have met the training
requirements necessary for registration with the Board;

20.2.5. implementing policies and procedures for the procurement, storage, security, and

disposition of drugs and devices;

20.2.6. Assuring that all pharmacists and intems 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. Notifuing 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 repofis required by state or federal laws, rules, ffid
reguiations;



20.2.9. Responding to the board regarding any r"o*'ttg 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 verifuing 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 Pharmacv Svstem. The notice shall include. but is not limited to:

". 
; name and address of the pharmacy;

b. The location of the automated equipment; and

c. The identification of the responsible pharmacist.

20.3. The PIC shall be assisted by a sufficient number of pharmacists and pharmac). 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 specifu 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 specifi' that
pharmacy technicians are to be personally and directly supervised by a pharmacist stationed
within the same u,ork area who has the abilitS'to control and u'ho is responsible for the activities
of pharmacy technicians, and that pharrnacy 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, to be valid, shall be issued for a legitimate medical purpose by a

practitioner actingwitiiin 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
1/, that is communicated in written form or irv E-plescribing. 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

orallS' (including telephone voice communication) or by way of electronic transmission other

than E-plesclibing.

21.1.2. If communicated orally or by
presclibing, the pharmacist shall immediatell,

wav of electronic transmission other than E-

reduce the prescription to a form that may be

9



maintained for the time period required by an-r.' ap

laws and rules.

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

orally or by way of electronic transmission other thal E-prescribing only in the following
situations and with the following restrictions. Otherwise, a prescription for a Schedule II
controlled substance shall be communicated in written form or b)'E-plescribfu.

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 e 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 transmission may serve as the original, written prescription in the

followins instances:

1. the prescription for a Schedule II narcotic substance is to be

compounded for the direct administration to a patient by parenteral, irrtravenous,

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.

2I.1.4.In the case of an emergency situation, a prescription for a Schedule II controlled
substance may be communicated by the practitioner orally or by way of electronic transmission,
provided that if the prescribing practitioner is not known to the pharmacist, he or she shall make

a reasonable effort to determine that the oraf-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 ernergency period must
be pursuant to a written prescription signed by the prescribing practitioner);

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

c. within seven (7) days after authoizing an emergency oral prescription, the
practitioner has a written prescription for the emergency quantity prescribed delivered to
the dispensing pharmacist. The prescription shall have written on its face "Authonzatron
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 postrnarked within the seven (7) day period.

10



Upon leceipt. the dispensing pharmacist shall attach this written prescription to the
emergenc)/ oral prescription which had earliel been reduced to writing or to the hard copy
of the electronically transmitted prescription. The pharmacist shall notifli the nealest
office of the U.S. Drug Enforcement Adminisffation if the prescribing practitioner fails to
deliver a written prescription.

21.1.5. A prescribing practitioner may atrthorize his or her agent to commurucate a

prescription orally or by wa)/ of electronic transmission either directly or through an electronic
data intermediar)'to a pharmacist in a licensed pharrnacl,, provided:

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

b. the prescription is transmitted diree+ly either directl), or through an electronic data

intermediary to a pharmacist in a licensed pharmacy of the patient's choice with
no unauthorized .interveni*g person having access to the prescription;

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

d. the pharmacist exercises professional judgment regarding the accuracy,
validity, and authenticity of the prescription communicated by way of elecffonic
transmission; and

e. all electronic equipment for receipt of prescriptions communicated by way of
electronic transmission is maintained so as to ensure asainst unauthorized access.

2 1 . 1 .6 Electronic Data Internrediaries

a. Elecffonic 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 pharrnacy of the patient's choice.

b. Electronic data iritennedialies shall meet the following requirements for
electronically transmitted prescription orders. refill autlrorization requests.

oommr"urications and other transmitted patient care information:

(l) Maintain the confidentialiqv and securit.v- of transmitted information as

lequired by applicable federal and state laws.

(2) Transmit prescriptions to the phannac,v* of the patient's choice.

(3) Maintain the integritv. eensder+tiali,ryprir.ac]'. and security of archived
copies of the elecfi'onic infonnation related to the transrnissions as required b)'
applicable state and federal laws" including maintainitrg them as confidential
infonnation.

11
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TITLE 15
LEGISLATI\A RUI.E

\4'EST \4RGINIA BOARD OF Ptr{ARMACY

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. Authoritv. -- These regulations are promulsated in accordance with the authoritv
granted b], Senate Bill 722 passed during the 2008 Regular Legislative Session and enacted into
law. which amended certain sections of the West Virginia Code. at $30-5-i. et seq.. providing for
oversight and regulation of Charitable Clinic Pharmacies..

1.3. Filins Date. - Julv 30. 2008.

1.4. Effective Date. --

1.5 PREAMBLE: The West Virginia Board of Pharmacy exists to protect the public
health. safet),. 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 b), 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 s)'stem of Basic Public Health Senices as defined and set forth in
\\/.Va. Code $ 16-1-l et seq. Pursuant to its commitment to the citizens of its state. the West
Vilginia Leeislature. acting through of WV Depaftment of Health and Human Resources. created
the Prirnary Care Support Program pursuantto 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
dental 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
Pharmac), requirements for the practice of pharmacy. including. but not limited to" sanitary
practices. proper storage and handling of drugs" counseling. and providing correct treatment as

prescribed are essential to ensure proper therapeutic outcomes which involve pharmaceutical
care. These requirements can onl)' 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 Pharmac)'. the West Virginia Legislature determined that the role of



i
the nonprofit- comrnunit),-based free health and dental clinics of providing no cost drug theraPies

to it, puti"nt* ,r""dJ t6-b. fo.r*li1, ,""ognir.d und *ud" putt of ih. t.gtlutory fr*"*otk of O
the State of West Virginia. Accordinel]'. the West Virginia Legislature created a new

@e regulatoru framework already existing for pharmacies. the "charitable

Clinic-pharrnacies". to continue the delivery of druq therapies to those citizens who meet the

requirements of the primary Care Support Proeram and to receive free medical and dental

seil[es under guidelines esiablished and enforced b], the West Virginia Department of Heaith

und Hurnan Resour.ces. Such Charitable Clinic Pharmacies were created pursuant the enactment

oi Senate Bill No. 722. which passed the West Virginia Legislature on March 8. 2008.

It is in the interest of both the charitable clinic pharmacies and their clients to Provide those

clients the sarne minimum protection afforded all other citizens of West Virginia as reQuired bY

the statutes and regulations applicable to the practice of pharmacy in this State. The Board of
pharmac), recogniies that the charitable clinics and their pharmacies op?rate on limited grant

funding aiong with donations from man]' professionals and suppliers of materials" time. and

monetarT, support. Therefore. necessaril)'. the), operate on tightly controlled and limited bud8ets.

As such. given the unique nature of the free clinics and the valuable service theY Provide to the

comrnunitv. these regulations applicable to charitable clinic pharmacies are designed to Protect

the freaitfr. safeqv. and welfare oi the public whiie relieving the clinics frqm. due to the limited

nature of their practice of pharmac)'. certain unnecessar.v regulatory burdens. Providing these

limited exemptions. the Board of Pharmac), believes. will not infringe on safe-guarding the

pharmaceutical care provided to the clients of the free clinics. and will allow the clinics the

ier.ssurv l""wals tolffiand effectiv. care on their limited resources. O
$ 1 5-1 3-2. Definitions.
ll The following terms and phrases as used in this Ruie shall have the following meanings.

unless the context otherwise requires:

-t.i. 

"ctt-tt"ut.
profit corporation that offers pharmaceutical care and dispenses prescriptions free of charge to

Ippropriatel), screened and qualified patients. A charitable clinic pharmacy shall meet the

ilililum standards for a pharmac)' as set forth in this article and by legislative rule promul9ated

bv the Bioard J Pharmac)r. b,rt ma]' not b" charg"d any applicabl. licensiqg fees. A charitabl"

clinic pharmacy ma), have pharmacists-in-charge. as that term is defined in this section" who

,roluntlers his or hei services. A charitable clinic may also receive donated drugs. It is not the

intent of tiris regulation to affect anlr organizations which are merely operatine a prescribing

practitioner's or clinic free sample drug room.

-t.r. 

"chrlt"ut. "reil
organized as a not-for-profit corporation which is qualified as a charitable organization pursuant

to Section 501(c)(3) of the Internal Revenue Code. or its successor.

2.1.3. 'ilegend drug sarnple" for purposes of this Series means an unopened package of a

*a:rufacturers legend druA product that has been distributed to either a practitioner or the

"har.itable 
clinic pharmac)' in-accordance with the provisions of the Prescription Drug Marketing

Act of 1987. 21 U.S.C. $301 et seq. or its successor.

2.1.4. "Oualified patient" means a patient of the charitable clinic pharmacy that has been

."r""n"d *d uppror,ed bi th" 
"h-itubl. 

oGunirution u, ,*"tingJh. org*itution't *ittion of O



providing pharmaceutical care to those who are rryithout sufficient funds to obtain needed legend
drugs. o,:\'hih z'tttt-,ireirtanL*; z*tc s':reetfng '.&"t.tc:.-"StSrdgEr! i.t:,' titt t:ita't'tni:it'. *r'{atuzaii,"rn rnusl"

he u't ztr:;tlda"t+':: u'iLi: tJ -: "'{-iti&;:}ines"" err', '.:"',lte".' 3sr:tg';zu\: rtquiv.:tlrnr:. d*'le\<t

T;rittsir>r o{' Yrnnert {-'"ar-:" I'ar eli*ihiii1,t: ttt rcceivt tttttcling a:; a ""T:ree Cbnic'" l'ot'

"linl:.<tnlp*:t,satei-l d.x't: anri Vtfirpnterf" ztnil {.a"lsttttl CosL:; Funtlimg^'.

Section $ I 5-1 3-3. Charitable Clinic Pharmac), Permit Required.
3.1. A charitable clinic phannac)' is considered to be a pharmac)' and must follow all federal and
state laws. rules. and regulations that pertain to pharmacies and the practice of pharmacy" except
as othen'ise provided specificall), herein, As such. a charitable clinic pharmacy permit shall be
required for a charitable organization to operate a pharmac), in this State to dispense prescription
drugs to qualified patientsi.*-+]+i*-$+*+e. No fee shall be required to apply for or obtain the
permit.
3.2. Permits obtained pursuant to this section shall expire on June 30 of each calendar year.

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 ma), 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 requirement for weights and measures if no
compoundins is to be done. the requirement for separate securiqv 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 pharmac)'shall not purchase. possess. trade. distribute. or dispense
controlled substances.
4.2. Patient Dispensine. Prescriptions filled in a chadtable clinic pharmacy may only be
dispensed to qualified patients of that pharmac)' on lawful orders or prescriptions of
practitioners authorized b)'law to prescribe or administer said drugs.

4.2.1. All prescriptions filled by the charitable clinic phannacy must be checked bv a
pharmacist or a @**'l*=:# .t+s+++t*v-1st'ts':rihing ,pvacrtiti*rtetlic.ensr:d z* stt*h

in tl:t* Stittc: r":'f'V7esi 'vtirginiz: @prior to being dispensed: tr>rtn'ii*C 7'"tut r,';t7;

presc";lbin* p'rttc';iiioner \ic*";tsr:d in thts !,LLti* nay acc.els ihe ,:h'en1;iLb|e clini': p\1tx'ff11t:l Lo lill"
tn*;;. or a:: ' prescripii*nt: 'tt: his r.sr 'Le:; atan: pz*ienLs vb,:n na pi|tztm'n':isi. i:; ?teseni.
1tl'ttz'idt1. thzu'; l'it ,;sr :thr: inssrc:: ittqtaz-lgly

4.2.2. Any other rule notwithstanding" *-***:#
*qrxr-@}**r-r*Leh-+1ew:*al+,:'*-h*-+tx*","Aedv,**n@v. a*4-<**-yftee#a'Aw'
&le,r+x+Wr-Jyx*dewr*se+-ei.W:iZ@',+>+-:*ffi x*&
W***re*awaf's-1*:lteikv;+x inthe
absence of a pharmacist. sd&-a r,tr*:;c:;lning practitioner who t:" jicen:;ed in r"he lilaie o1'Y\'''tsi
YirJin:'tt ffi-a-1*'dWJ*et"*t :-e:**ry**i+:4,1Ti"*ffit-may also swewise the work of pharmac:,
technicians within tlre pharmacy. sui:l: tlL:r i" 'i1r1::' 111.1: t{r1i\rnuc: tt-j wtJt:L; d.u1"i1"tg tlti\1. pd'ii{d ol"1,itrte.

4.2.3. An], other rule notwithstanding. if there is no pharmacist or prescribinq
practttioner who islicensed in tL:* ltnte '.ti Vte:,,"t\.:irginia"

d+neM^+e+ar-ar--*.+*t+rn+k*t-p@pr esent \Et

|;',u},}Tt'ise11wll1larrtacvt*,t:|uzit:'iant,,1h',:ri1i'arrl'a.t"l'ie:ehnietensn1a-\'cL)nLinLwt{}1t1.{,Cesy;atlljj1i

a



prescriplions. ancl lrel.fbnn aii q.lthel' .lutics \o.liicit nt.L], hre per{olrned h)"- a pharn:arc,v tecLurician.

6iup io t'wo hours during the charitable clinic pharmacy's regular hours of operation. ,p@
rovided

that noectual dispensing ma). occur until the prescriptions filled are checked in accordance with

subsection 4.2. I above.
4.3. The charitable clinic pharmac), shall not charge any fee for the dispensinB of

Orescription drug sampLes or prescription legend drugs to qualified patients of the charitable

llinic p-harmac]r. Fkn*T.r,er,,er. rhis ruli shall nort pralent a charitable clinic or cha:'itable qlinic

,rhu.*ilr, finm ieq}esting i,r:luntar.ri clonari{rns fi'i,rn its }raiierrts H'ho r:eceive plescfiptiqrns.

Fi*id*,d rl*t u uigiliu "iiit i" pnut*ol in u 
"*no'rir,,rous 

locatiott statiug that a donation is trot

i'eclrtired 1tr reoe ir.e presct'iption clntcs.

++, sa;et -dad';td,d
v

W
U,etwwfi *e eh'erlte,ble eLtffi*#','*T# y +ed,*
-t+
&porl-fcq*est;

4.4 Ar:y other rule nonn,ithstancling. a charitable clirric pharmac)' lnay allorv conrple#d

pl.*s.ripti,rn o,rder* to bi diupr*ue,J to itr puti*nm b] pennitting a phannac]' technician or othel"

iiccn-seb health care proviti..r working on hehali of the charirable elinic io rransPori the

ilmpieteqprescriptionto auother l'entote clirue operated b-n- tlre chariftihle clinic. Frovicled That:" 
u. the completed prescripticxrs are kept in a. Iocked tote or other sucll slorase cOntainer

and r:ernainin the possession o1'the licensed heaith car"e prcivider until suqlt tirne as the)' al"e

ac'.tr"raij, dispensecl eiirecth, to the patient or sorneoni, plgking up on hreh4lf !l the Patielit:

b. the compleieel prescri!:iions a:'e accomp;;:tiecl bv a rnanii'esi futdicating the contelits of

tlre tote at the tin:e tlte.l' leave ilte lihat'mac:,';

-; 

tU- g"uaA r* :qcription on beiralf'eif'the patient signs firr

receipt o1' the ]rrescription: attd

cl. anv presciiirtions rvhi*h ar"s not e{islrelrsed at the remote clinic site are }:elut'ned in tlle

loclteoj rote tolie charirable riinic Jrluurnuc,o" along witlr the manif'est. b.t' a iicensed irealth care

provider u,orking on behalf o1-the charitzrble clinic" zu-id are reconciled by tlr* piranllac)''

Ts,i:' Char.italle ciinic pharmacies are exempt from the restrictions in Section 15-1.19.10

inso,far as the charitable ciinic pharmac)' may provide prescription bla!51 lmprinted with its

@ng in the clinic to write prescriptions to be filled at the charitable

clinic pharmacy.

S15-13-5. PrescriptionDrugSamples.

5.1. Except insofar.as it malr conflict with federal law. charitable clinic Phannacies are exemPt

finnn an],Statelaw or rule which restricts who may receive sample drugs from a manufacturer.

Spucifrcall)'. unless it conflicts with federal law" a charitable clinic pharmacY maY accePt

dinated prescription drugs in their unbroken orieinal packaging from pharmacies. licensed

Gscribeis. whiGsders. or manufacturers provided appropriate records o! transfer. donation.

ild receipt are maintained: Provided That the samples have been stored under the ProPer

,onditioni required qv the manufacturer and applicable law to prevent deterioration or

o

o

o



ltt rl"i'u.se'.1. rttsme:!" tv" Ttt'tl:fe:1y, '|is?rrsed tr!'b:' iTt-; ':1zztt-itztblt e:]init islt',rrmt:t3'.

contamination. However. a charitable clinic pharmac)' shall only receive. possess. and dispense

prescription drug samples if the follou,ing conditions are satisfied:
(a) The samples are dispensed at no charge to qualified patients of that charitable clinic
pharmacJ,:
(b) The samples are possessed in compliance with the Federal Prescription Drug Marketing Act
of 1987. 21 U.S.C. $301 et seq" or its successor:
(c) The samples are in the ori"inal container in which thev were placed by the manufacturer and

the container is clearl], marked sample:
(d) Prior to being fumished or dispensed. the samples have been stored under the proper

conditions to prevent deterioration or contamination:
(e) The samples are clearly marked with an expiration date and lot number:
(fl The samples are not expiled: and
(g) The samples are not a controlled substance.
5.? -li' 

dttn*.tt,J snz\:!A; ar': i-*":tiz,ri:'t. t^;1tii:.LlL,

:35"3. A charitable clinic pharmac)'shall not sell. purchase. or trade prescription drug samples.

5=3:,.4. Dispensing A Sample Drug B), A Charitable Clinic Pharmacy shall comply with the

following:
5.3.1. A pharmacist in a charitable clinic pharmac)'must have a valid prescription prior to

dispensing a sample drug to a patient.
5.3.2. The charitable clinic pharmac), must determine the eligibilifv requirements for a

patient to receive a sample drug.

@
+iJS"1j"3. The sample drug is dispensed:
(a) In the original container in which it was placed by its manufacturer where the container

is clearly marked as sample: or
(b) B), removing the sample drug from the original container only if the prescription label

on the appropriate container. pursuant to rule 4729-9-02 of the Adrninistlative Code.

clearly states that the drug dispensed is a sarnple drug.
3.3.4.. li*iiilng;,sllzi:; ruir :;hall vtstt:t;:i. zi f.,r';:stti?:tngT.tracti';titzter {rqtn^t pt"':z'iLlt:nl.:;ztl:tliiles

in t'itu:i-' r.trigntai c*f';'J.i",1'*r t-raf1 b':iTt'; iJi'"!*I'j

f't:tiet'i:ri iatl,'.

$ 1 5-i 3-6. Pharmacist-ln-Charge Responsibilities.
6.1. The pharmacist-in-charge at the charitable clinic pharmacy shall be responsible for
implementing policies and procedures and a quality assulance proeram for operation of the

charitable clinic pharmac)r.

6.2. The pharmacist-in-charge at the charitable clinic phannacy shall ensure through
implementation of policies and procedures that the followins occurs at the charitable clinic
pharmacy:
(a) donated drugs dispensed from pharmac),are properly labeled;
(b) donated drugs that ale expired. adulterated. misbranded. recalled. deteriorated. not kept

under proper conditions. ol did not have the identif,,ing drug information on them as required are

not dispensed to patients:
(c) donated drugs are inspected prior to dispensing to determine that the donated drugs meet all
federal and state reguirements for product integritv;



(d) donated drues that are expired. adulterated. misbranded. recalled. deteriorated. not kept

under proper conditions-a-rc-des+rey*ti. or did not have the identifting drug information on them

as required are clestroyed: and
(e) manifests for donated drugs that are dispensed a*--des*reyedpursuanr rq.] prescr:iirtions froltt
iire cluuitable clinic pharnt;ic.l' are created ander maintained at the charitable clinic pharmacy as

recluired fiir' ;rl I prescrilltior.: records-ib**+l*r43)-*+*r+@iry4.
(0 dispensing errors are documented and reported monthiy 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 Pharmacv shall not accept lost identitv or unknown drugs.

5.4 No misbranded drugs shall be accepted b]'the Charitable Clinic Pharmacy.

5.5 A Charitable Pharmac), ma), 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 bv other means. provided
appropriate records of receipt are maintained.

$15-13-8. Continuing Education Credits for Volunteering 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 eigiht hours worked in a charitable clinic phannacy as the PIC. the

PIC ma), earn one hour of live continuing education credit. For ever.v ten hours worked in a

charitable clinic pharmac)' 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 Pharmac)' 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-lb and established by S.B. 722.

9.2 Upon receipt of the completed inspection form. the Board of Pharmacy and any

appointed Oualit)' Control Committee or other such bod), of the Charitable Clinic 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 necessarv. corrective plans may result from such meeting(s)

with timeframes established b)' the Board of Phannac)' for the resolution of Oualitv control
measures.
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The Advisorv Conrmittee on Itnmunizatiou Pracrices (ACIP)

annr-rallv reviervs tlre recomnrended Adult Immunizarion
Schedule to ensllre thar the schedule reflects currenr recom-
mendatious for the licensed vaccines. In C)ctober 2008, ACIP
approved tire Aclult Immunizrcion Schedule for 2009. No
new' vaccines were aclded to the schedule; however, several

ind.ications vvere added to rhe pneumocorcal polysacchar'de
vaccine footnote, clarifications were made to the footnores for
h uman papillornavirus, varicella. and meningococcrl vaccines,

and schedule information was added to the hepatiris A and
hepatitis B vaccine foornotes.

Additional information is available as folloq,s: schedule (in

English and Spanish) a r h rtp ://u'rnnr,. cdc. sov/vaccin es/recs/

schedules/adult-schedule.htm; adult vaccinatjon ar htrptl I
wv'lr,.cdc.gor'/vaccinesi default.htm; ACIP staremen cs for spe-

ci fi c vaccin es at h rry://u'r'r'lv. cdc.gov/vaccine/p ubsi acip-list.
hrm; and reporting adverse events at http://wrwr,,vaers.hhs.
go\/ or hy telephone, 800-822-7 967 .

€Faemges 6o1 2OQ9

Formot Chonges (Figures t ond 2)

To make the figrrres easier to understanc{, several format-
ting changes were implenrented to borh the age gr:ou5ba^sed
schedule and the medical and othel indicarions schedule.

The changes include l ) increasinu the number of aqe qr:oups;

2) deleting the hatched 1'ellorv l':ar for lelanlrs, diphth.er:ia,
pertussis (Td/Tdap) r'accine '*'hile addiug explanator;, text
to che Td/Tdap bar; 3) simplifring the figure.s b1' removinq
schec{ule rext from rhe vaccine bars; 4) revising the crrder of
rhe vaccines to more appropriatelv group the vaccines, and

5) adding a legend box to clarifi, rhe meaning oFblank spaces

in the table,

The Rccomnrendel Adult Immuniarion Schedule h,u* lreen approred h; rhe Advimn'
Conrnitree orr lnrmunizariou l)racdces, rireAmerican Acadcmv of Familv Pirysicians,
the American Collqe of Obserricians an<{ Gy'nccologisr-s, arrd thc Anrericrur Collegc
of Ph),siciatts.

SugAesrccl cirrriorr: Celrers for Diseuc Control rrrd l'rocnrion. Reconrrnerrdcd adulr
inrnrunizariol rchcdule-Unired Srates, 2u09. i\,{M\YR 2008;57(531.

Foofnote (Figures I ond 2)
o The human papillonravirus (HP\/) Footnote (#2) has

language added to indicate chat irealclt-care Personnel are

not at increased risk because of occupariotral exposure,

bur they should be 'r,accinated con.sistenr wich aee-based

recommendacions. Also, rexr has been added to indicate rhat
vaccination wirh HPV may begin ar aqe 9 t'ears.

. The varicella footnote (#3) has language added ro clari$,
thar adults vvho previously received only J dose of racciue
sh<luld receive a second dose.

n Asrhma and cigarette smoking have been added as indications
for pneumococcal polvsaccharide vaccinarion (#7). Also, tex
has been added to clarifr'r'accine use in Alaska Nadves and

American Indians.
. The Hepatiti.s A fcrocnote @t)1 has additional schedule

inFormatjon for che 4-dose combined hepacitis A./hepacids

B vaccine.

" The Hepatiris B footnote (#10) has additional schedule

informarion for rhe 4-dose combinecl hepariris A/hepatiris
B vaccine, and a clarification of schedule informarion for
soecial formuladon indications has been added.

" The rneningcrcoccal vaccine foornote (#l 1) clarifies thar che

revaccination interva.l is 5 vears.
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FIGURE 1. Recommended adult irnmunization schedule by vaccine and age group - United Sates,2O09

VACCINE V AGE GROUP F 19-26 yearc 27-49 yaars 5lF-59 vsars 61F64 years e65 ysars

Tstanus, diphtheria, pertussls

(Td/IdaP)t '.
Substttute l-tlme dose of tdaptorfA Ooost€r; then boost wlthTd every !O yl I lq.ooostcrr 

Il- every 10 yrs 
-J

Human paplllomavirus (HPV)z'. | 3d."." (temales) |

Varicella3' :2:rloses:: i:t::

Zoste14 'I;dose

Msasles. mumns. rubslla {MMR)5' '1,or2 doses 1 dose

lnfluenza6.* I.dose annually

Pneumococcal (polysaccharlde)7'8 1 or 2 doses I taoee I

Heoatllis As'* 2 dosss

HePatltis B1o'" 3.do6es

Meningococcall l'* il<rr,more doses ,:l
'covsr8d by lhe Vaccln0 Iniury Compsnsation Program.

NOTE: The above recommendations must be read along with the footnotes on Pages Q2-O4 of this schedule.

For all p8nom ln lhb ralegory r,rh0 rnoel lhs sgo f--l Beoommendod ll mmo oftsr dok laohr is

Eqllmmsnls and who laek svldoncB ol immrnlty l-J pmtrl (s.9., 0n lhe hasis 0l msdiml,
(0.[., leck dmumontalion ol va$instion or bilB Drlpalional, lllsslylB, 0t lthEr IndimliolE)
m flidmDo ol prior inloc-lion)

f 
Horeoommendatioa

1. Tetanus, dlphtherla, and acellular pertussls (TdlTdap) vaccinatlon
Tdap should replace a single dose ofTd for adults aged 19 lhrough 64 years

who have not received a dose ofTdap previously
Mults with uncerlain or incomplete history of primary vaccination series with

tetanus and diphtheria 1o)@id-tontaining vaccines should begin or complete
a primary vaccination series. A primary series for adults is 3 doses of tetanus
and diphtheria toxoidrontaining rraccines; administer the tirst 2 doses al least
4 weeks apart and the third dose &-12 monlhs after lhe second. However,
Tdap can substitute lor any one of the doses of Td in the 3-dose primary series.
The booster dose of letanus and diphtheria toxoid-containing vaccine should
be administered to adulls who have completed a primary series and lf the last
vaccinalion was receiv€d 10 or more years previously.Tdap orTd vaccine may
be used, as indicaled.

lf a woman is pregnant and received lhe lasl Td vaccination 10 or more years
previously, adminislerTd duringthe second orthirdtrimaster. lf lhe woman received
the last Td vaccination less than 10 years previously, administerTdap during the
immediale poslpartum period. A dose ol Tdap is recommended for postpartum
women, close contacts of infanls aged less than 12 months, and all heallh-care
personnel with direct patient contacl if they have not previously received Tdap.
An interval as short as 2 years lrom the last Td is suggested; shorter iniervals
can be used. Td may be defened dudng pregnancy and Tdap substituted in the
immadiate postpartum period, or Tdap may be adninistered instead of Td to a
pregnant woman after an inlormed discussion with the woman.

Consult the ACIP statement for recommendalions ior administering Td as
prophylais in wound managemenl.
2, Human paplllomavlrus (HPV) vacclnation

HPV vaccination is recommsnded lor all lemales aged '11 throwh 26 yearc

land may begin at age I y€ars) who have not completed the vaccine series.
History ot genital warts, abnormal Papanicolaou test, or positive HPV DNA test
is not eMdence of prior inteclion wilh all taccine HPV lypes: HPV vaccination is
recommended for persons with such histories.

ldeally, vaccine should be administered before potential exposure tre HPV
through sexual activity howwer, lemales who are sexually active should still be
vaccinaled consistent lvllh ag+basd recommendations. Sexually active females
who have not been intected with any of the lour HPV vraccine typos recoive the
tull benefrt of the vaccination. Vaccinatton is less beneficial ior females who have
already been infected wilh one or more of lhe HPV vaccine types.

A complete series consists of 3 doses. The second dose should b€
administerod 2 months atter the first dose; the third dose should be adrninistered
6 monlhs atter lhe first dose.

HPV lracdnation is not specifically recommended lorfemales with the medical
indications described in Figure 2, 'Vaccines that might be. indicated for adults
basd on medcal and other indications.'Because HPV vaccine is not a live-virus
vaccine, it may be administered to persons with the medical indications described
in Figure 2. However, ihe immune respons€ and vaccine eflicacy might be less
for penons vrfth the medical indications described in Figure 2 than in persons

who do not have the medical indicalions described or who are immunocompetenl.
Heallh-care personnel are not at increased risk because ol occupational exposure,
and should be vaccinated consislent with agebased recommendations.
3. Varlcella vaccination

All adults wilhout evidence of immunity to varicella should recei\re 2 doses of
single-antigen varicella vaccine ll not previously vaccinaled or the second dose lf
they have received only one dose, unless they have a medical contraindication.
Special considemtion should be given to those who 1) have close conlact with
persons al high risk for severe disease (e.9., health-care personnel and lamily
conlacts of persons with immunocompromising conditions) or 2) are at high risk
tor exposure or lransmission (e.9., leachers; child care employees; resid€nts and
statf members of institutional settings, including coneclional institulions; college
students; military personnel; adolesceils and adults living in households with
children; nonpr€gnant women of cttildbearing age: and internalional travelers).

Evidence ol immunily to varicella in adults includes any ot the fdlowing: 1)

documentation of 2 doses of varicella vaccine at least 4 wseks apart;2) U.S.-bom
betore 1980 (although for heallh-care personnel and pregnant women, birth belore
1980 should not be considered evidence ot immunity); 3) history o{ vadcella based
on clagnosis or veritication of laricella by a heallh-care provider (for a pati€nl
reporling a history o1 or presenting with an atypical case, a mild case, or both,
health-care providers should seek either an epidemiologic link to a lypical laricelh
case or to a laboratorycotfirmed case or evidence of laboratory confirmation, lf
it was perlorrned at lhe time of acule disease);4) history of herpes zoster based
on health-care provider diagnosis or verification of herpes zoster by a health-care
provider; or 5) laboratory evi&rce ol imnutnity or labotatory confirmation of
drsease.

Pregnail women should be assessed for evidence of varicella immunity.
Women who do not have widence of immunity should receive the firsl dose

o
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FIGURE 2. Vaccines that might be indicated for adults based on medical and other indications - United States, 2oog
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I

Human pap illomavirus (HPV)2J 3 doses tor females'through age26 vrs

Varice lla 3'" Wi 2 doses

Zosler 4 W, 1 dose

Measles, mumps, rubBlla (MMRls'. Mi 1 or2 doses

lnflue nza6'"
-1 doseTlV-
I or.LAlv I

l.elnve!!v..L
.1 dose'iIlV annually

Pneumococcal (polysaccharide)7'8 I or2 doses

Hepalilis Ae'* 2 doses

HePatftis Blo'* 3 doses

Meninuococcalll'n 1 or more dosss I

| 'coverod rvthevacc'ne Injur compsnsarion Prosram t] :flitfl$lH::::'-,ii:f"Ti'"11f,f l-l n"'Jli:T:i,ll;T;:i5l*'iJ,:i:'- f:] Nor@nmondation
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no evidencs ol prior inlsclion)

NOTE: The above recommendations must be read alonE with the footnotes on PaEes A2-O4 of this schedule.

of r,aricella vaccine upon complelion or lermination of pregnancy and before
discharge from the health-care facility. The second dose should be adminislerod
4-€ weeks after lhe first dose.
4, Herpes zoster vacclnation

A single dose of zoster vaccine is recommended for adults aged 60 years
and older regardless of whether lhey report a prior episode ol herpes zosler.
Perons wilh chronic medical conditions may be vaccinated unless their condition
conslitutes a contraindication.
5. Measles, mumps, rubella (MMR) vaccination

Measles component: Adults bom befote 1957 generally are considered
immune lo measles. Adults born during or after 1957 should receive 1 or more
doses o{ MMFI unless they have a medical contraindication. documentation of 1

or more doses, history of measles based on health-care provider diagnosis. or
laboratory evidence of immunity.

A second dose of MMB is recommended for adults who 1) have been recently
exposed to measles or are in an outbreak setting:2) have been vaccinaled
previously with killed measles vaccine; 3) have been vaccinated with an unknown
type ol measles vaccine during 1963-1967;4) are sludents in postsecondary
educational institulions; 5) work in a health-care lacilityi or 6) plan to travel
intemationally.

Mumps component:Adults born belore 1957 generally are considered immune
to mumps. Adults born during or after 1957 should receive 1 dose of MMB unless
they have a medical contraindicalion, history of mumps based on health-care
provider diagnosis, or laboratory evidence ol immunity.

A second dose ol MMR is recommended tol adults who 1) live in a communily
experiencing a mumps outbreak and are in an affecled age group;2) are students
in postsecondary educational institulions: 3) work in a healthcare facility; or 4)
plan to travel intemationalll'. For unvaccinated health-care personnel born before
1957 who do not have other evidence of mumps immunity, administering 1 dose
on a routine basis should be considered and adminislering a second dose during

)an oLrtbreak should be strongly considered.

I Rubella componenl: 1 dose of MMR vaccine is recommended for women

- 
whose rubella vaccinalion history is unreliable or who lack labomtory evidence
ol immunity. For women of childbearing age, regardless ol brth year, rubella

immunity should be determined and women should be counsel€d regarding
congenital rubella syndrome. Women who do not have evidence of immunity
should receive MMB vaccine upon complelion or termination of prognanry and
betore discharge |rom the health-care facility.
6. lnfluenza vaccinatlon

Medical indications: Chronic disorders ol the cardiovascular or pulmonary
syslems, includingasthma;chronic metabolicdiseases, including diabotesmellitus,
renal or hepatic dystunclion, hemoglobinopathies, or immunocompromising
concllions (inc,luding immunocompromising conditions caused by medcalions or
human immunod€ficiencyvirus IHlV]);any condition thst compromises respiratory
function or the handling ol respiralory secrelions or lhat can increase the risk of
aspiration (e.9., cognilive dysfunction, spinal cord iniury, or sezure disorder or
other neuromuscular disorder); and pregnancy during the influenza season. No
data exist on the risk for severe or complicated influenza disease among petsons
with asplenia; however, influenza is a risk laclor for secondary bacterial inlections
that can cause severe disease among persons with asplenia.

Occupational indications:Atl health-care personnel. including those employed
by long,term care and assisied-living facilities, and caregivers of children less
than 5 years old.

Other indications; Fesidents of nursing homes and other long-term care and
assisted-living facilities: persons likely to transmit influenza lo pelSons al high risk
(e.9., in-home household contacts and caregivers of children aged less than 5
years old, persons 65 years old and older and persons of all ages with high-risk
conditionls]);and anyone who would like 10 decrease their risk of getting inf luenza.
Healthy, nonpregnanl adults aged less lhan 50 years without high-risk medical
conditions who are not contacts of severely immunocompromised persons in

special care units can receive efther intranasally administered live. atlenuated
influenza vaccine (FluMisq or inaclivated vaccine. Other persons should receive
the inactMat6d vaccine.
7. Pneumococcal polysaccharide (PPSV) vaccinatlon

Medical indications: Chronic lung disease (including asthma); chronic
cardiovascular diseases; diabetes mellitus: chronic liver diseases, cirrhosis;
chronic alcoholism, chronic renal lailure or nephrotic sTndrorne: lunclional or
anatomic asplenia (e.g., sickle c€lldisease orspleneclomy [if eleciive splenectomy
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is planned, vaccinate at least 2 weeks before surgeryl); immunocompromising
conditions: and cochlear implants and cerebospinal fluid leaks. Vaccinate as
close 1o HIV diagnosis as possible.

Other indications: Rosidents ol nursing homes or other long-term care facililies
and persons who smoke cigarettes. Routine use of PPSV is not recommended
tor Alaska Native or American Indian persons younger than 65 years unless they
have underlying medical condtions lhat are PPSV indications. However, public
heafth aulhorities may consider recommending PPSV for Alaska Natives and
American lndhns aged 50 through il. years who are living in areas in which the
risk of invasive pneumococcal disease is increas€d.
8. Revacclnatlon wlth PPSV

One-time rernaccination atter 5 years is recommended for persons with
chronic renal failure or nephrotic syndrome: lunctional or anatomic asplenia (e.9..
sickle cell disease or splenectomy); and for persons wilh immunocompromising
conditions. For porsons ag€d 65 years and older, one-lime revaccination if they
were vaccinated 5 or rnore years previously and were aged less lhan 65 yeats at
the time ot primary vaccination.
9, Hepatltls A vacclnatlon

Medical indicalions: Persons with chronic liver disease and persons who
receive clotting lactor concentrates.

Behavionl indications: Men who have sex with m€n and p€rons who use
illegal drugs.

Occupational indications: Pesons working with hepatitis A virus (HAVFinlected
primates oI with HAV in a research laboratory s€tting.

Olher indications: Persons lraveling to or working in countri€s that have high
or intermediate endemicity ol hepaiitis A (a list o1 counlries is available at http://
wwwn.cdc.gov/iraveycontentdigeases.aspx) and any person seeking protection
irom HAV infedion.

Single-antigen vaccine lormulations should b€ admanistered in a zdose
schedule at either O and 6-12 monlhs (Hawix$, or 0 and 6-1s months (Vaqta$.
lf the combined hepatitis A and hepalitis B laccine ffwinrifE) is used, adminisler
3 doses al 0, 1, and 6 months; altematively, a 4-dose schedule, administer€d on
days 0, 7 and 2 l to 30 followed by a booster dose at month 12 may be used.
10, Hepatltis B vaccination

Medlcal indications: Persons wiflr end-stage renal disease, including palients
receMng hemodialysis; penons with HIV infection; and persons with chronic liver
disease.

Occupational indications: Heallh-care personnel and pub'ic-satety workers
who are exposed to blood or olher potentially infectious body fluids.

Behavioral indications: Sexually active persons who are not in a long-lerm,
mutually monogamous relationship (e.9., persons wilh more than 1 sex partner
during the previous 6 months); persons seeking evaluation or lreatm€nt for a
serually transmitled disease (STD);cunent or rec€nt injectiondrug users; and
men vyho have ssx wfth men,

Other indications: Household contacts and sex partners of persons wilh
chronic hepatitis B virus (HBV) infectionl clients and stafi members of instilutions
for persons wilh d€velopmenlal disabilities; intemational lravelets to countries
with high or inlermediate pretalence of chronic HBV inlection (a lisl ol counlries

is available at htp/iwwwn.cdc.govRraveycontentdiseases.aspx); and any adult 1
*"1[3#",iT'H:''#'ifX 

[:*'J"nded ror ail adutts in the toilowing u"ning,,It
STD treatment facillties; HIV testing and ireatment facilities; lacilities providing
drug.abuse treatmenl and prevention services; healtl'rcare settings targeting
services to injection-drug users or men who have sex wilh msn; correctional
lacilities; endstage ronal disease prognms and lacilities lor chronic hemodialysis
palients; and institutions and nonresidential daycare facilities for p€rsons wilh
develoomental disabilities.

lf the combined hepatitis A and hepatitis B vaccine ffwinrifl is used,
administer 3 doses at 0, 1, and 6 months; allernatively. a 4-dose schedule,
administered on days 0, Z and 21 to 30 followed by a booster doso al month 12
may be used.

Special formulation indications: For adult patients receiving hemodialysis or
wjth other immunocomprcmising condilions, 1 dose ol 4O yglmL (Recombivqx
HB@) administ€rod on a &dose schedule or 2 doses ot 20 ltglmL (Engerix-B$
administered simuhaneously on a 4-dose schedule at 0,1,2 and 6 months.
11. Meningococcal vaccination

Medical indications: Adults with anatomic or {unctional asplenia, or terminal
complement component def icioncies.

Other indications: Firsl-year college students living in dormitoriss;
microbiologisls routinely exposed to isolat€s of Neisseria meningitidis; military
recruits; and persons who travel to or live in countries in which meningococcal
disease is hyperendemic or epidemic (e.9., the "meningt'tis belt" ol sub-Saharan
Atrica during the dry season [December-June]), particularly it their contact with
local populations will be prolonged. Vaccination is required by the government of
SaudiArabia lor all travelers to M€cca during the annual Hajj.

Meningococcal conjugate vaccine (MCV) is prefened Joradults with any of lhe
preceding indications who are aged 55 years or younger, aithough meningococcal
polysaccharide laccine (MPSV) is an acceptabe alt€mative. Revaccination with
MCV atter 5 years might be indicated for adults previously vaccinaled with MPSV
who remain at increased risk tor infection (e.9., persons residing in areas in which
disease is epidemic).
12. Selected condttlons lor which Haemophllus Influenzae type b (Hlb)
vacclne may be used

Hib Vaccine generally is nol recommended for p€6ons aged 5 years
and older. No ellicacy data are available on which to base a recommendalion
conceming use of Hlb vaccine lor older children and aduhs. However, studies
suggest good immunogeniclty in patients who have sickle cell disease, leukemia, I
or HIV infection or who have had a splenectomy; administering 1 dose of vaccine f
to th€se Datienls is not contraindicated.
13. lmmunocompromlsing condltions

Inactirrated vaccines generally are acceplable (e.9., pneumococcal,
meningococcal, and influenza [tri\talent inactivaled inlluenza vaccine]) and
live laccines generally ars avoid€d in persons wilh immune deficiencies or
immunocompromising condilions. Information on specific conditions is available
at http://www.cdc. gov^|accinedpubs/aciplisl.htm.

Thse schcdule indicare rhe rccomr

arcnorcotrtnindiarcd.Fordcrailcdrcommendationso
packa1;cinscnsrrdtltccomplctesrntcntctttsfrrrtrlrcAdvisoryConrmittesonItrtnruniariottPracrice.

RcportallcIiniul|1'signifcant;rsnaccinarionrocrionstorheVaccincAdvereEr,enrRe1rning5ystent(VAERS)
available a r hrtp;/hru..',vaen.h hr.gov o r b,v relephone, 80o -822-7 967

InforrmriononltovrofileaVaaineInjuryCompenmtion[)rogmmailll
vacine iniurlr contacr the U.S. Coun of Federal Claims.T 17 lr'ladison Ploce , N.Vl. \i/rohingron, I).C. 20005: relephone, 2lJ2-357-(400.

CDCJNFO Conrac Centcr ar 800-CDC-INFO (8oU2324616 in English and Spanish, 2.1 houn r dar', 7 d*r a rvcck.

Use of rmde rrama cnd commercial murcs is for idenrificarion only aud doe nor inrplv cndorsqment bv the U.S. f)epanmenr of Hmldr aud Huntan Sen'ics.
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