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Re: WVBOP - 15 CaR ]

The Board has declined 1o accept auy revisions 1o 15 CSR 1 as proposed by the agency.

TSG Copsulting Comment: A grace period for comphance for USP standmrds is
uawarranted. USSP already receives comments on proposed standards. Additionally, USP generally
gives six mondhs for facilities to become compliant from the time the revised stendards become
official.

American  Academy of Dersaatolegy Association/West Virginis Medical
Assoriation/ American Society for Dermastological Surgery Asseciation Coemment: USSP
standards apply to all compounding facilities. Thus, the Board does nol foel that carve outs at the
state level are appropniate.

{VE Health Conument, Pharmacy techndcians may not transfer presoription orders per
WY code.
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July 26, 2018

Ryan Hatfield, General Counssl
West Virginia Board of Pharmacy
2310 Kanawha Bhvd E.
Charleston, WV 25311

Dear Mr. Hatfield:

On behaif of the undersigned organizations representing nearly 50 dermatologists in
West Virginia and approxdmately 14,000 dematologists nationwide, we appreciate the
opportunity to provide commenis on a proposal that would require the West Virginia
Board of Phamacy 10 enforce all standards adopted by the U.8. Pharmacopeial
(convention (USP) concerning sterile compounding. This proposal may potentialiy
impact dermatology’s decades-long record of safely preparing and administering low-
risk medications in the office setlting.

One in four Americans suffers from a skin disease. Dematologisis diagnose and treat
miore than 3,000 diseases, including skin cancer, psoriasis, immunologic diseases, and
many genetic disorders. As dermatologists on the front lines fighting skin cancer and
treating numerous skin diseases, we advocate for our patients to have access fo
compounded medications, especially in-office preparations.

The undersigned demmatology organizations are actively engaging with USP regarding
the in-office preparation of buffering lidocaine with epinephrine in order io establish at
ieast a 12-hour exemplion. Thersfore, we urge the Board fo refrain from adopting
Section 1.3 Immediate Use of Chapter 787 - Sterile Compounding until the issue is
finalized.



Reguiring USP Compliance for Physician Practives s Unreasonable and
Burdensome

O June 1, the USP finalized its revigions to Chapter 797, which provides compounded
steriie prepargtion standards. This chapler explicilly applies to physicians when a
ragulatory body, such a pharmacy board, adopts such standands. it is relevant io
germatology and other specialties that require in-cffice preparations, such as buflersd
lidocaine composed of lidocaine with epingphrine and soditm bicaronale, to perform
office-based procedures. Complisnce with the full chapter is unreasonable and
burdenzome for clinical setlings. Reguirements include performing manipulations inside
a2 cariified 180 % area, conducting routine snvironmential monitoring, and conducting
persommasl sampling (including glove fingertip sarmpling). Chapter 797 includes a time-
based exarmption, which may be workable for some specialties, bul #imposes
significant restricts on dermatology's ability 1o provide safe and effective care to owr
patients, as outlined below.

Patient Neesd for Buffered Lidooaine and Preparation in the Clinical Betting

An in-office preparation especially important lo the practice of dermateingy is bufierad
idocaing. The two medications that comprise huffered lidocaine, lidooaine with or
without apinephrine and sodium bicarbonate, are both approved by the FDA, Sodium
bicarbonates s added to lidocaine with or without epinephrine using aseptic technigue to
neuiralize the pH of the praparation. This process is "buffering.” The buffering of
lidocaine significantly decreases the subjective pain of the injection and increases the
onset of the jpos) anesthesia for the patient.! According to the American Acadeny of
Darmatology’s "Guidelines for the use of local anesthesia in office-basad dennatologic
surgery’: “The addition of sedium bicarbonate {o beal anesthelic, pariculaly lidocaine
with epinephyine, i recommended to decrease the pain of delivery by subcutansous or
intradermal infillration.”® The strength of this recomimendation was given an "A" in this
guideling meaning that the “Fecommendation {is] based on consisent and good guality
patieni-oriented evidence.” After this local anesthelic takes effect, dermatologists are
then able to perform procedures such as blopsies, excisions, or Mohs micrographic
SUrgery.

Dermatoiogists buffer Hdocaine ahead of their palient visits for the day because mulliple
buffered lidocaine syringes are frequently adminisiered throughout the day to perfonm
procedures such as skin biopsies and skin cancer surgery. A four-hour examplion is
included, but four hours will not faciiitate sccess 1o bufferad ldocaine especially during
skin cancer curative Mohs surgery, which usually last much longer than an hour. The

+ Afotabi O, Murphy A, Chung B, Lalende DH. The effact of buffering on pain and duration of local
anesthetic in the face: A double-biing, randomized controfied trisl Can | Plast Surg. 2013 Winten21{4):
209212,

2 Rouba DU, LoPicenio 80, Alam M, Bordeaux IS, Cohen 8, Hanke OW, et al. Guidelines for the use of
focal anesthesiy in office-based dermatologic surgery. § Am Acad Dermatol, 2016 Feb 27, pi:s0180-
G&22{18]00074,



Mohs surgeon or his or bar clinical staff would have lo exit the sterile field, buffer the
lidocaineg, and then re-enter the sterile field. Having physicians, who ara compounding a
simall volume of low-risk sierlle preparations for their own patients as a pard of patlents’
treabment plans that same day, comply with the chapter's full reguiraments as if thay
were pharmacies of outsourcing facilities is unreasonable and burdensomes. Without
inciuding an accommoedalion for dermatologists, we will likely be forced o forge
buffaring docaing resulting in significanily increased patient-reporied pain when
administering lidoecaine with or without epinephring. Patients may also be forced fo refer
their patients {0 surgeons who can have an anssthesiologist administer general
anesthesia i 2 hospital setling.

Reguiring demaiolegists o obtain buffered lidocaine from pharmacies or sulsourcing
facilities is both cost-prohibitive and not logistically Teasible espacially for dermatologists
who are in private practics. While rermaining safe, we recognize that huffered and
diuted idecaine with epinephrine beging 1o lose its vasoconstictive efficacy after seven
days.? While it is the best practice o use huffered Hdocaine prior to this amount of time,
requiring transit time betwaen the phamacy or cutsourcing facility is unreasonable and
can result in madical wasts if the buffered lidocaing is not used prior io the beyond-uss
date (BUD} determined by the pharmacy or oulsouscing facility. in addition, cur
crganizations cannot in good {aith encourage our membser detmaiologists o use
cutsourcing faciities that have deficiencies that FDA inspeciors ciled in 3 Form FDA-
483 issued including those who have advertised dermmatology products to ouwr general
mentberships.® Conseguently, as they have done safely for years, dermatologists need
0 ba able to continua to safely prepare buffersd idooaine and administer it 1o their own
patients in the clinical sedting without unreasonable burdens,

Physician Offices Should Not Be Treated the Bame as Larger Compounding
Facilities

Relessad in January 2018, FDA’s 2018 Compounding Policy Friorities Plan provided, i
part:

These guidance docurnenis will be followed by revised draft guidance describing
siamples of conditions that the FDA considers 10 be insanitary and in violation ¢of
the FORC Act. This guidance will address concems raised by some providers
who compound small guantities of drugs in their offices for patient use, and as
part of their routine dlinical praciice. This came up in the selting of cerlain
denmnatoiogical procedurss, for exxample. The FDA plans o belter define the
circumstances under which we belisve drugs are being mixed and applied in a

* paseuet E, Donnelly RE, Garceau B, Vaillancourt R, Buffered lidocaine Hydrochioride Solution
Wwith and Withoul Epinephrine: Stability in Polypropyiens Syringes. The (anadian lournal of
Hospital Pharmacy. 2009;62{51375-80

4 Eg., W5 Food and Drug Administration Form FDA-483. Edge Pharmacy Services, LLC, Issued
dMarch B 2018, Available at
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manner that creates negligible patient rigk, and therefore wouldnt be subject o
the same complancs policy under the agency's risk-based approach to
implementing these remquirements S

The FDA specifically mentioned in-office preparations used in dermatclogicat
procedures, highlighiing that the medications prepared are in small quantities, in the
office setling, and for the physicians’ patient use, The FDA acknowisdged that the
mixing and application of these in-office preparations are of negligible patient risk and
physicians should not be subject {o the same standards as larger compounding
facilities. We ask that the USP consider the same faotors as FOA highlighted - namely:
smal! guantities, office seiting, own patiant use, routine clinical practice, negligible
patient risk ~ when deciding how 1o faciliiate patient access to C8Ps prepared in the
clinical setting, especially buffered lidocaine.

Pegr-Raoviewsd Journal Articles Support the Safety of Bulfered Lidocaineg
Dermatologisis share the Board’s concern about the safety of compounded sterile
preparstions and have performed and rely upon studies published in peer-teviewed
iournal articles supporting the safety of buffered lidocaine specifically. Pate et al found
that syringses fHled with fidocaing,; Bdocaine and epinephring; lidocaineg with sodium
hicarbonate; and lidocaine, gpinephring, and sodium bicarbonate and stored for up (o
four weaks, when prepared using aseptic technigue and when stored in confrolled roosm
and cortrolled cold temperatures, are not prone o bacterial or fungal confamination ®
Zere of the 180 samples showed growth where streaked. This study had a larger
sample size than 2 1998 study, where 386 syringes of buffered Edocaine with
epinephrine and sodium bicarbonate stored in room temperature ware also noiprong o
hacteral or fungal contamination.”

Lidocaine and other local anesthetics used in demnatclogy have antimicrobial
oroperties. ® The sodium bicarbonate that the lidocaing with epinephrine s mixed with
has been found o enhance the bactericidal effect of lidocaine F Dematologists,

g U 5. Fcaud and Deug Adm;mgtrat:wn 2018 Cﬂmpoundmg Polscy Priorities Plan, Available at:
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. Pate DA, Shim;?u i, Akin R, Snodgrass K, Emrick A, Safety of Prefilled Buffered Lidocaine
Syringes With and Without Epinephring, Dermato! Surg. 2036 Mar;42{31361-65.

T paelnan [, Slegel DM, Prefilled Syringes: Safe and Effactive. 1993 Dermatol Surg 25(61:492-93.
5 johnson 5M, Saint lobn BE, Dine AP, Local Anesthetics as Antimicrobial Agents: A Review, Surg
infect, 2008;9:205-213.

* Thompson KD, Welykyi 5, Massas MO, Antibacterial activity of lidocaineg in combination with a
sicarbonate buffer. } Dermatol Surg Ongol. 1593 Marn 13{31216-20.



pharmacists, and other researchers have also performed other studies that support
slability’® as well as effectivensss of buffered lidocaing, 1 14 13, 1815, 18

Car organizations appreciate the opportunity fo comment on this proposal, and we
share the Board's concemns aboul the safely of the medications prepared and
adminisiered o patients. Should the Board adopt USP standards, we urge the Board i
set forth an exemption of at least welve-hours for bulfered lidocaine. This does not
present a risk to patient safely when prepared in the clinical setling but would adversely
impact patienis i not accessible. As explained above, this allows buffered lidocaine io
be prepared ahaad of patient visits for that day i help ensure valuable time is not takan
away from patient inferacton.

The undersigned dermatology organizations conlinue to work ciosely with USSP on the
in-office preparation of buffering lidocaine with epinephrine, and the need for physicians
o prepare bufferad lidocaine ahead of patient visits to facilitale access and avoid
interruption of longer procedures such as Mohs surgery, Our organizations are working
o1 establishing af least o 12-hour exemption. The ravisions adopted by USPE include an
examption for compounded medications administered within four hours after
preparation, sfiective December 1, 2818, Because our work with USP is ongoing and
has not yet been finalized, we urge you 1o refrain from requiring dermatalogists o
comphy with Section 1.3 Immediate Use [Compounded Sierile Preparations] of USSP
Chapter 797 — Slerile Compounding.

It vou have any questions or would ke addifional information or o discuss, please
contact the staff representalive to the undersigned organizations, Lisa Alkany, JD,
direcior, stale policy et plaviiaad og or U2 V12-2615.

Sinceraly,

American Academy of Darmatology Assodiation
American Sociely for Dermatologic Surgety Association
West Virginia State Medical Association

¥ Larson PO, Rag! 3, Swandby M, Darcay B, Polzin 45, Carey P. Stability of buffered Hdocsine and epinephrine ussed
fgr loval anesthesia, | Dermatel Surg Oncol, 1991 Maw; 17{50411-14,

¥ Colaric KB, Overton DT, Moors K. Pain reduction in lidecaine administration through bufering and warming. am
§ Emerg dMed. 1998 Jul15{4):353-58.

2 parifiatd I, Homer RI, Ford 0T, Stermklar P Bufferad lidocaing as a (ocsf anesthetic: an investigation of sheif
fife. Ann Emerg hed, 1592 lan;21{1):16-19.

¥ wicKay W, Maorris R, Mushlin ¥, Sodium Bicarbonate Attenuates Pain on Skin infiltration, Anasth Analg. 1987
JarRe(RLEY 74,

¥ paartin A, pH-Adjustment and Discomfort Caused by the Intradermal Injection of Ugnocaine, Anaesthesia, 1930
NovaR1Ina75-78,

35 adomssn O, Roman OM, Mohammed BA, Andersan G, {Neutralizabion of lidovaine-adrenaline. A sirple method
for less painful application of local anesthesial. Ugeskr Lasger. 20005162{33) 4331,

¥igpo-faner G, Padial M, Sanchez J1, Less Painful &ternatives for Local Anesthesia. § Dermatol Surg Oneol. 1993
dharl9§3n287-40



WOWH
John Long
Tiiveotor Regulntury Alfals, QWS Haalh
O CVE Drlvs
Weoongooked, Rl Q3808

R 814-B72-8608
¥ 8147588087

john dongdhovshaaith.com

Yin Elactronic Mail

Junge 25, 2018

Mr. Ryan Hatfieid

General Lounse

West Virginia Board of Pharmacy
2310 Kanawha Bled, Bast
Charieston, West Virginia 25311
Ryarn, L. Hatfiekd@wy.gov

RE: €VS Health commants in regards to amandments 10 Board of Pharmacy Rules:

Title 15 Sevies 7 BOARD OF PHARMALY RULES FOR REGISTRATION OF PHARMALY
TECHRICIANS;

Thiie 15 Series 1 LICENSURE AND PRACTICE OF PHARMALY

Tidde 15 Series 12 BOARD OF PHARMACY RULES FOR IMMUNIZATIONS
ADMIMISTERED BY PHARMACISTS AND PHARMALY IMTERNS,;

Titie 15 Serdes 15 REGULATIONS GOVERNING PHARMALY PEBRMITS:

Dear Mr. Hatfigid,

I am writing 0o you in my capadity as Pharmaly Reguiatory Affairs Director for CVS Health and ks
family of pharmacies located across the country, TS Haalth approcistes the opportunity to sebmit
comments on the Wast Virginia Board of Pharmacy ("Soard”} proposed sdministrative reguiation and
would ke to thank the Board for their constant vigilance to continuoushy improve requlations that
gnhance patient care and gulde the practice of pharmacy In Wast Virginia. Through our ntegrated
cfferings across the spectrum of pharmacy care, we are uniguely positioned to provide greater atcess
i carg, angase plan marnbars in bahaviars that improve thelr heaith, and lower overall costs for
heaith plans and thelr members. CV¥S Health provides muitiple points of care to patients via our retail,
mail, infusion, long-term-care, specisity pharmacies and MinuteClinkcs.

Fharmanists provide high gquality, accessible patient care services, including medicalion management,
immunizations, preventive soreenings, and chronic care management. Desgite s growing need for
incressed access to patient care services, community pharmacists spend only 21% of their
professional fime performing patiant care services that are not associgted with dispensing
prescriptions.? To further anhance and optimize patient care services delivered at community
pharmacies, leveraging and expanding current roles of the pharmacy technician should be considered
i community pharmacies, This means working towards 2 unified visien for pharmacy technitian
practice, which aligns phermacy technitlen roles rafated 1o dispensing medications and supporting



WY Health

patient care services with thelr current education and training.”? Increasing the scope of pharmacy
technician praction to include admindstrative and supportive tasks For pharmacist-providad patlent care
services will gliow pharmacists to more effectively and efficiently provide for patients” medication-
related needs.? Most importantly, some states have a satient safety track record of success with
sxpanded pharmacy technicians rolas thal spans over four decades.t

The national pharmady landscape reveals an overwhelming safety track record of success and shift
towards pharmacy tachniciang:

s Accenting verbal prescrplions

s Parforming and recelving presoription transtfers

»  Performing technician product verification

« Lontacting prascriber offices for clarifications

e Administering immunizations

Ve reguest that the Board consider amending additiorsal sections of rutes to allow for pharmagy
technicians o recelve oral prescription orders, perform and receive prescription transfers, perform
techniclan product verification, perform non-ciinical clarifications of crders and administer
immunizations,  Supplemenial sbudies to support the reguested amendments for the supansion of
pharmacy technicdan funciions, allowing phamacists to focus on higher onder of ciinical care sich as
coliaborative pharmacy practice or paticipation i statewids protocols, 578

Please find comments and suggested revisions in blue below added o your draft amendments.
PFHARMATY TECHNICIANS

BOARD OF PHARMACY RULES POR REGISTRATION OF PHARMADY TECHMNICEANS

$55-7-8. Duties and Restrictions of 2 Pharmaoy Techricisn and Pharmaoy Tachnician
Treines.

5.1, A pharmady technician or ghammacy technician trainge may nol

LT -

e B e Rt i
LIRS

R R ey

5.1.0. interaret and evaluste presoription drug arders;
5.1.¢. sedect drug products;
5.1.4. interpret patlent medication records and parform deug regiman reviews;

8,16 deliver the prescription to the patient befors & pharmadist performs the final chadk of the
dispensed prascription to ensure that the presoripticn has baes dispensed accurataly as grescribed;

5
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5.1.F communioate to the patient or the patient’s agent, informetion sbout the prescription druy
or device which in the exercise of the pharmacist’s professional judgrnent, the pharmadist coasiders
significant;

5.L.g communicate o the patient or the patient's agent, information concerning any gresoription
crugs dispensed 10 the patient by the pharmacy; oF

= T P T e e et S i : S andden
5OLh, sasheaeowe ot anl TP RN EN Pty

STy
SRR S

DANRY

.
PR TRV
SR RRRNREG LR

oy
WA RS

8.2. The dutles of = registered pharmacy techniclan or pharmasy technician traines may inclute,
bart are not Himited, to the following:

5.2.8. the placement, receipt, unpacking and storage of drug ordeds:
5.2.b. maintenance of the work ares and eguipment in & dhean and arderly condition
5.2.¢. the grdering and skocking of ail pharmacy supplies;

5.2.4, the checking of all prescription and non-preseription stork for outdates and the processing
of sutdated refums;

5.2.6. the operstion of the cash register. Howaver the phacmscy technician shall

5.2.e.1. anly handle the complete trensaction on refill prescriptions when specificaliv reguested
to do so by the pharmacist and when the patient has no questions for the pharmacist;

5.2.e.2. only handle the transactions on new prescriptions after counseling by the pharmacist has
teen offered; and

5,2.6.3. refer 3 quastions regarding over the counter and prescription drug product saiection or
advice o the pharmacist;

. & e SRR A T At F N N R S S Y SO L OOy N
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5.2 the piacament of complated prasgription orders on the will-call shelf;

5. 2.0 the wrapping of completed orders for malling and the logging of mailed and deliversd
orders Inko 2 record:
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5.2.1. the printing of third-party billings, the processing of the billings for matling and the
transmission of electronically handled third-party billings:

5.2.1. the reconcillation of third-party pavments;

5.2.K the contacting of third-party billers and payers if problems arise while handiing s patient's
insurance transmissions;

I.2.0 the posting of patiant purchases to private charge scoounts and assisting with the printing
and distribution of the monthly statements;

S.2.m. the handiing of non-professional ghore ¢ails to o from;

5.2.m.4. patients requesting refilis of prescriptions by number and patient name;

S.?.mn

ARSI
N

2. physiclang' offices suthorizing refills, &

SoTiendt i
PSR

5.2.m.3. patients concamning price information that has been calculated by computer;

B.2.m.4, patients concerning business hours, mailing andg delivery services, and the avatiabiliby of
goods and services;

5.2.m.5, patients asking I thelr prescriptions are refillable and the number of refills remaining.
Any interpretation of the proper length of time between refills must be handied by the pharmacist:

5.2.m.%, wholesalers and distributors dealing with the ordering of goods and supplies; ang

5.2.m. 7. physicians' offices regarding patient profile information, where no interpretation or
fndgmant is necassary and only after the pharmecy tachaitian verifies o whom the information s
being given,

5.2.11. the acceptance of refill requests and the accaptance of new written prescrigtions from
patienis or their agents after determining the following: the patient’s correct name, address, phons
nueriber, birth date, droug aliergies, dissase state(s), and the method of payrnent;

5.2.0. the entering of prasoription dats and patlent profile dats into the computer, The pharmaoy
sechniciza shall refer any idoemation needing cladfication or interpretation o the pharmadist. The
sharmacy technician or pharmacy lechnician traines shall

5.2.0.1. Monitor the label printing; and

§.2.0.2, Alert the pharmadist toe any duplication of medication, drug therapy overap, drug
interactions, drug-disease state intersctions, and any questions that arise from antering the
information.



WY Heakth

3.2.0. the parformance of tasks under the pharmatist’s supervision, such a3 obtaining stock
botiles for prascoription Alling:

3.2.q. the counting and pouring from stock bottles for individual prescriptions only under the
direct suparvision of a pharmacist, The pharmacist shall initial the hard copy of the prescription and
thee fabed to sccount for the accuracy of the presoription contents and the asouragy of the labeling:

5.2.r, the reconstitution and resteration of the original form of medication praviously altared for
preservation and storage by the addition of 8 specific quantity of an appropriate diluent regulring ne
calculations. The phammacy techmician or pharmaay technician frainee may assist o tha prsparatﬁan of
sterie-parenteralfenterai-grodusts omananded Slaris raesraiian under the divrect supervision of 2
pharmacist. [n all casas, the gaharmarist shaii check and vszrsfy the accuracy of the pharmacy
rechnician or pharmacy techniclan traines; sad

5.2.5, the weighing or measuring of specific ingredisnts for the pharmacist to use In
SXTernpOrananus compiunding, In all cases the accuracy of the weighing and measuring must be
verified by the pharmacists |
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Bi1%~13~2. Dafinitions.
2.1, "Bosrd" means the West Virginis Roard of Pharmacy.

2.2, "Immunizetions” means the action of making a person immune to infection, typicaly by
innculation,

2.3, "Parsonal supervision” means the supervising immunizing pharmacist is physicaily present in
the room during the administration of an immunization.

§15-12-3. Immmunizations,

3.1 The immunizations Hsted below may be administered by @ pharmacist or phammacy intern or
pRavRgy Wahnioin as follows:

“Et\:_ AR Y

3.1.a. o any persan sighteen years of age or oider, inchuding:
3.1.8.1. Influenza;

3.1.a.2. Preumonoosal;

3.1.8.3. Hepatitis A

3.5.24, Hepatitis B;

3.1.8.5. Harpes Zostar;

3.1.8.4. Tetanus, tetanus-diphtharia, commanly referred 1o as "Tg”, or tetanus-diphtheria-and-
partussis, commaniy referred to as "Tdap™,

3.1.8.7. Meningoroccal; and
3.1.a.8. Human Papilloma Yiras (HP)

3.2.5. {0 any person age sleven through slgbbesn ouaniae yvears of age, with writhen informed
parental consent, whan prasented with g presoription from a physician and there are no
contraindications 0 that patient receiving that immunization, induding:

3.2.0.1. Influsnta; and
3.2.8.2. Human Pagiiloma Wirus (FPYY
§18-1 24, Quaslifications.

4,5 & licensed phermacist as provided In section three provided the pharmacist has met ali of the
foblowing raguiramants:
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4.1.8, registerad with the board to administer Immunizations;

4.1.b, successfully compieted the American Pharmacists Association's {APRAY Immunization
tralning program, or obher immunization training course as may be approved by the Board, which
courses shall be based on the standards established for immunization tralning by the Centers for

Digease Controf and Prevention in the public health service of the United States Department of Haalth
angd Human Services:

4,10 maintaing current certification in basic fe-support training, including basic

cardiopulmonary resuscitation (CBFR}, from the American Heart Associalion, or the American Red
C3oss; and

4.1.4. complated 3 minimem of Bwo howrs of continuing pharmecy education refated to
immunizations each Boensing vear for 2 total of 4 four hours sach renewal period. The continuing

education shall be by a provider approved by the Accreditation Council for Pharmacy Education
{8.C.FE.).

4.2, A phanmady intern o pharmiacy Wahnician Heensed by the Board may sdrminister
immunizations a5 permitted by this mie prnvadeci that

4.2.8. the pharmacy infarn o oisn #0015 under the personal supenvision by &
pharmacist who g registered with the tmard o agminister immunizations: and

4 2. ta has wmpiet&d aii af the tralnhg anﬁ cn.m‘ent gertification yos

o s ferer st BOUTED A
SERGNGTIR TN SR SR R
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4_.3. It is unprofessions! conduct for 2 pharmadst or pharmacy infers of Bhavmany te b
gdminister an immunization, who 15 not in compliance with this nuig,

§15-12-8, Registration,

%.1. Prior to administering ammuniza&uan&, & pharmacist shall submit an application supplied by
the Ei}as‘d for review and approval of the Board, providing that all of the reguirements of Section 4.1,
have been met. The application shall be submitted alohg with & required fee of $10.00. Provided all
requirements of Ssction 4.1, have been met and the required fee s recelved, the Board shall issue a
registration to administer Immunizations. Registrations shall expire biennially on June 30 of vear in
whick the pharmacist's Hoense to practice pharmady expires.

§.2. The registration shall be posted conspicucusly at any location at which the pharmacist is
administering an immunization.

5.3, Prioe to administering immunizations, 8 pharmacy infern oF phsrmagy g
pmvade Lo his oF her supsrvising pharmacist docurnentation that the ;aharmcacy Intaen
5 has completed il of the trelning and current certification required by subsections <
L, of this rule. The supervising pharmacist shalf mair’stain thig a’mumentatmn in the
pharmac‘,r where the pharmacist and pharmaey inlern o phavmsoy eah = who administers an

immunization is ampsayeﬁ or stherw!sa praﬂtic ing st the time any smmumzatmn iz administerad by &
pharmacy interm o gham

At SR

T
S T
WA

A \ax

B18~3 58, Immunizations.
&, 1. Immunizations autherized by this rule shall be administered;

&. 1.4, In accordance with definitive reatment guidelings for immunizations promuigatad by the
iatest notice from the LS, Deparbment of Healih and Humsn Services, Centers for Diseass Control
and Prevention (CDCY, cheding, i not imited to, COOs recommended immunization schedule for
adults and children ang adolescents, including the footnotes provided for each schedule, availlable at
bhos:/fvewnw oo govivactines/schedules/index. himl; or

&.1.h. in acoordance with an order from @ property suthorized practitioner for miners age sleven
through sighteen, the order shall be & preseription from an authorized physiclan.

§.2. Administrebon shalt be done in accordance with the training required by Section 4,16, of
this Serles, ncluding, but nob imited {0 indications, contraindications, route of administration, sanitary
smdronment for administration, specifics regarding sdministration, and storags reguiraments for each
spacific immunization authorized by this rule, snd, when done gursuant to g prascription, in
accordance therewith;

£.3, Administration shall include impleamentation of the COC's recommended appropriste
chseryvation for an adverse reaction of an indididual following an munization.,

6.4, Undar no cirgumstances may | pharmamﬁ é@i&gam his or her authort ty to administer
immuonizations 1o any other parsor, | HagBibabdaw seoheielan, except &
stherwise peevided hareln for a pmperiy pharmacv Interm or g sohengian who i ac!m!nistering
under the diract suparvision of the pharmadist.
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July 22, 2019

Ryan Hatfeld

West Virginia Bosrd of Pharmscy
3210 Kanawha Boulevard Tase
Charleston, WV 25301

Erezr Me, Harfinled
! am witting on behalf of Appalachian Regional Healthcare, which operates hospitals in Beckley and
Hinton, in regard to amendments o Legisiative Rule 39CRR1. We support the rule but have 2

nunor modification we ask the board to consider. The section of comcorn ia;

¥ 35-1-32. Sterile Pharmacestical Oompounding,

vad- e Board shall sofores sll spplicable standands set fivrth by the inited

Ot concern is that, when the United States Pharmacopeial Convention {USPC) updates standards
with the Iangnage that Is proposed, as well as the current rule, those standards become effective
irosmedistely with no state action. There is po time for phase-n to comply with the pew standasd
provided for i the new nde of the curtent rude, as 1 read ir.

Sometimes, the changes do not teguire signtficant capital investment, and in some rascs, they do.
Cuerently, thete are proposed changes that may become effective in December, and Beciley ARH is
spending in excess of 31 millicn to comply. We appredate the bosnds wilbugness to worh with
regulared entities 10 provide tme to comply with this set of updates to the standards.

One concern Is we do not see any language in the current rule or the proposed rude that officially
grants the hoard that sbility when there is 2 USPC update. We ask that a phase-in period be
established in the mle in the case of an USPC update or, 25 an aliernative, wording be inserted to the
proposed mule directing the board to provide & reasonable phase-in period when the USPC standards
are updated.

Other boards that have sitmilar federal guidelines aze roguired to come back to the legistature every
titme the new standards ate updated. We believe nur suggestion is a mid-ground approach that
protects the public’s safety and assists 2 regulated entity in makdng changes to comply new with
USPL standards,

Page | 1



4 background, ARH expects to be compliant with the new USPC srandards on or wear the first of
Deccmber, and we appreciate the support of the board’s 51268 in that endeavor. We are only lecking
to the next update and o provide a process for ransitdon,

Sncersly vours,

Tom Suseras

Tom Susman

Page | 2
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