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July 287, 2022

Mark A, Spangler, MA

West Virginia Beard of Medicine
101 Dee Drive, Sute 103
Charleston, WV, 25311

Re: Proposed amendment 1o the exigling legisialive rules for Collaborative Pharmacy Practice, title-series 11-
08, statdory authonty W, Va, Code §30-5-7{¢).

Dear Mr. Spangler,

The Fharmacy Enferprise of WV Medicine is pleased o submil sormmments regarding the proposed amandment
o the exisiing legisiative rulss for Collaborative Pharmacy Practice. The Fharmacy Enlsrprise comprises
pharmacy departments from 14 Wast Virginia-based member hospitais of the WY Health System and is led by
Chiaf ?harmaay Ufficer Todd Kampinskd, PharmD. With a rapidly expanding dlivical pharmacist presence in
ambulatory clinics, we are excifed 10 see the updates to the Coillaborative Pharmacy Fraclics rules and ook
forward fo parinering with physicians across the stale to enhance patient care. The VWU Medicine Prarmacy
Entarprise thanks the West Virginia Board of Medicine for the cpporiunity 1o commerd on the proposed rule, We
hope that cur fesdback will assist you in refining these rules 1o meet our shared patisnt care and quaiity goals,

»  Saction 2.8.4: Recommend using the terminoiogy “drug specific monitoring tests” instead of laboratory fesfs.
Cerlain medications reqguire close cardiac montoring such ag EKGs which are not considered laboratory
teats, and & would imprave patient safety if pharmacists could order thern since they are routingly missed.

+  Bection 3.7/Section 4.7.7: Recommend clarifying if the practice notificalion/fes iz a ane-lime reguirement
upon the commencement of & collaborative pharmiacy pracice agresment (CPPA), or T it s required evary
two vears when the “collaborative drug tharapy management protocol’ is reviewed/updatedire-axecuted.

+  Section 3.8.4e; Clarfy what qualifies as “informead consent” Recommand that informed consent may be
verbaily oblained, and then verbal consent may be documented in the medical record by the pharmacist. If
net, state that a signed consent form requirad,

+  Seotion 4.7.% Recommend using terminclogy "drug classes” rather than “drug or drugs’. Since new
medications are approved by the FDA continuously (parlicudarly oncology sgenis) #f would creale a
significant burden to keep the CPPA updated as wiiten with the current language. Anecdotally, physicians
at WYL Madicing clinics have wanded to use full drug classes versus listing individual drugs when drafiing
CRAs with pharmacisis.

«  Section 4.7.1a Clarify that protocols may authorze initiation of drug tharapy. Section 4.7.1 permits therapy
iniliation, so assuming initiation is permitted par protocol.

We appraciate the opportunity to offer our input and suggestions on the proposed rule. If we can provide further
‘rafmmcatmn ﬁs‘ assist the agency in any way piease do not hesitale to contact me at 304-548-4 148 exiension
T332 ar : 4 3

Sinceraly,

Ashley Straet, PharmD, MEMA
Asgistant Director of Phammacy, Adult
WL Madicing ~ WYL Hospitalg
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Ke: Proposed Amendments {6 W, Va, Code R, § 11.8.1 ¢f seq.

Prear D, Sureet

G behalf of the West Virgima Board of Meadicine, the West Vunima Board of
Ciateopathic }‘vmdmme and the West Vi reinia homd of Pharnracy (the Boards™, thaok you =m
faking the tme {o roview and comment on the proposad amendments to Joiot Role 11 CSR
Coligborative Pharmacy Practice,

Traring the 2022 legislative session, the West Virginia Legistature passed House il
4323, which modified W, Va, Code §§ 30-5-4 and 30-5-19 1o modernize colizborative pharmacy
practice and 1o streamiine procedures refating o the registration of collaboration with the Boaras.
To implement these changes, on June 29, 2022, the Boards filed a Notive of Comment Periodd tor
proposed woendments to 11 CBR B, Collaborarive Phgrsacy Practice. The Notce gstablished #
thirty-day comynent period on the proposed amended rule, which concluded at 900 an oday,
July 29, 2022, The conunents vou submified on helalf of the Ph rarmacy Enterprise of WVU
Medicing were the only covunenis recelved on this rule. As this Is a jomi role, ali proposed
modifications must be jolntly agreed upon by the Board of Medicine. the Boeard of Osteopathic
Madivine and the Board of Pharroacy. Dach of the boards have reviewed the comments that you
submitted, Your comments and the Boards” responses are provided below,

L omment (kae

Section 2.8.4; Reconwnerndd waing the terminology “drug specific monitoring tosts”™ instead of
faboratory tests. Certain medications require close vardiac m{miu\f’u‘&q such as EKGs Whis‘:h arg
not considersd laboratory tests, and it would improve patient safety if pharmacists comid order
them since they are rogtinely missed.

Joint Responses The bourds appreciate the intent of s comment bot are opable to adopt this
reconunendation. The language of ’5» ction 2.8.4 mirrors the language of W, Va, Code § 30-5-



Joint Response to 11 C8R & Comments
Fuly 28, "{‘?22

A2HD), which autborizes “laboratory tesis)”  Subsittoliog “drug speetfic monitoring tests”
would regaire 3 statiory change.

Comprent Two

Section 3.7/Rection 4.7.7: Recommend olarifving #f the practice notification/foe 1s a cve-time
reguirement upon the commencement of a collaborative pharmacy practice agreement {(UPPA),
or if it is required every two vears when the “colluborative drug therapy management protoco!”
is reviswed/opdated/re-exeomed.

Joint Response: The practice noufication fee is a one-time fee associated with the potice Siled
with the boards.  The two-year reguirement mr evig kmupé&iz.eﬁ.nf:‘-' ecution of the coilaborative
pharmaaey practice should ocour at the practice lovel and requires no fillng with the boards. To
further elanfy this point, the following modification to the nale Is made:

1.8, A complele practice notlivation ds effective upon ling, remains
valid ool the collaborative pharmacy practice agreement fevminaiss,
and is not subiee! to renewal or repewal foes,

ommaoent Three

Comment Three ~ Section 3.8.4¢; Clagtfy what aqualifies as “informed consert.” Kecommaend
that informed consent may be verbadly obtained, aiui then verbal consent may be documenied n
the medical record by the pharmacist. 1§ not, state that a signed consent form reguired

doint Resposser  As the boards understand 38, the purpose of House Bl 4324 (26372) was to
provide fur more robusi opportunities for colisborative 'pimmmm practice and to permif gwost
deciztons regarding the scope of the collabomstion w be wmade 4t de p actice level by the
collaborating health care professionals. The proposed amendments to this vule require the parties
to a collaborative pharmacy practice agreement o obtain inforoied consent from the patient prioy
o initiating collaborative practive.  The informed consent must be documented in the patient
vepord, The rule as propaos sed penmits the collaborating physicians and pharmacists 0 defermine
sccepioble methods for obtaining and recording informed comsend.  This approach provides
maxinaan Hexibility for the development of collaboration protocels which are appropriate for the
practice seiting.  Pursuant to Subdivision 4.7.6, procedures for docomenting the patient’s
informed consent must be inchuded 1o the collaborative pharmacy practice agreement profocols,
I oan effort to maimtain maxinum flexibility, the boards bave elected not © make any
modification to the nude based apon this commaent,



foint Response to HUOBR 8 Comments
Judy 29, 2022
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Comment Four

Section 4.7.1: Recommend using terminology “drug clas rather than “drug or drugs”, Since
aow predinstions we approved by the FDA Qanti_ﬂuméxL f\_ T

pa"t:cz.i.i:;:riy oncology agends)y, it would
reate a significant burden to keep the UPPA updated as written with the corvent language.
Anecdotally, physicts
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phvsicians of WYL Medicine clinies have waated 1o use fudl drug classes versy
Hating individual drags when drafiing CPAs with pharmacists
Jotnt Kesponse:

['he hoards appreciate the intent of this comment but are
recommendation. The

i > unabie to :uii}p'i this
fhe language of Section 4.7.1 murors the la

vuage of W, Va, Code § 30-3-
By 1), which requires the protocol o include “{tThe spec ita. duw or drisgs to be managed by
the pharmacist.” Notwithstanding, the boards do not believe that the proposed modification is
ascessary o pormut the identification of 8l drug classes, “Every drog which belongs o drug
class X7 adeguately ddentifies the specific drug or drugs to be managed.

Comment Five

Section 4.7 14 Clanly that protocols may sothoriee imllation of drog theraps
permits therapy tiation, so assuming initiation s permited per profocol
doint Responser The §

Hoards believe this is ©
provide additional clanity bave modified §

ov. Recthon 4.7.1

fearfv permitied in the rule, bt in an efftrt fo
\béw sionn 4.7 1.3 as follows:

4.7. 1.3, The protocols may agthorize implementation or modification of
drug dosages based on svoptoms or laboratory or natient evaluations
defined nthe

J.ﬂ.?‘.(}ﬁ..-i_i‘i‘

today  and  will bg  available
hittosfanns sos wy soviadlawiosyy
e svailab

L3R

Vhe agency-approved version of 11 CSR ¥ will be filed with the West Virginia Secretary
of Sie’s Office

for review on  their website at
The corpments that you provided, and this response will also
e on the Secretary of Btate's website,

hank you again for your participation in the rolemaking process and for vour comments,
which assisted the boards review of its proposed amended rule and resulted in modification
winch the Boards beliove improved the nule.
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Michael L, Goff, Exeoutive Dhrector & CEMP adms
West Virginist Board of Phannacy



