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SUMMARY OF COMMENTS RECEIVED REGARDING
PROPOSED AMENDMENTS TO 11 CSR 10 AND RESPONSES
OF THE WEST VIRGINIA BOARD OF MEDICINE

On June 29, 2021, the West Virginia Board of Medicine filed a Notice of Comment
Period on a Proposed Rule, 11 CSR 1. Series 10 is the Board's rule with regard fo practitionsr
requirernends for accessing the Controlled Substance Monitoring Program Database. The Notice
established a thirty day conument period on the proposed rule, which concluded at 4:30 pm on
July 29, 2021, During the comment period, the Board received two comments.’ The Board has
reviewed the comments received, and on July 29, 2021, the following responses were authorized
by the Board. A copy of this summary is being provided to the commenters,

Commenier Date Recsived

1. Bavid M. Glener, MI3, June 29, 2021

Dy, Glener’s communication to the Board asks for clarification of the propossd
amendment and reguests that the Board consider 2 carve-out exception in certain circumstances.
Specifically, Dr. Glener commented:

I am a2 West Virginia bicensee but have never practiced in WV, | am in the
process of obtaining hospital privileges Im WV. | am board-certified in
anesthesiology and will imit my practice to the hospital, administering anesthesia
in the operating room. 1 will not be issuing prescriptions of any kind for
preoperative or postoperative usage.

My question: Do I stil need to register for the WVCSP database? If so, am |
obligaied by law to check the database prior to administering any anesthetic, since
the vast majority entail the adminisiration of s controlled substance?

i 1 am requived 1o do so, please advise and I will comply. However, might 1
suggest ap excepiion to the above rule for the administration of anesthesia?

Pa copy of The Comments reeelved by IBe Doard a5a e Bourd’s responses therets ney peacked o fuiy
SUBNNErY.
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Imagine this scenario: T am called to labor and delivery for a stat Cesarean
sectionn. This ig a lifesaving action for the child and sometimes the mother.
Seconds count. Do [ say to the patient and the obsietrician, "Sorry, T must first
log outo the WVISP database to check the patient's history of controlled
substance prescriptions since T will be administering controlled substances during
the anesthetic?” This scenario is not limited to parturients. Suppose there is a
ruptured aortic aneurysm or a trauma patient? A paticnt having a seizure that
requires sccuring their airway? The time needed to find & computer to check a
database could cost a patient their life.

I respectfully request language be added to the amendment to specifically address
this situation. I always want io do what is best for the patient; it seems unfair to
ask a well-meaning physician o violate the rules and place themselves at risk for
discipline 1o provide optimal patient care.

Respense: This rule conforms fo the statutory requirements set forth in W. Va. Code § 604-9-
Sa, which provides:

(2} All practitioners, as that term is defined in §684-2.281 of this code whe
preseribe or dispense Schedule U, I ¥V or V controlled substances shall
register with the West Virginia Controlicd Substaneces Monitoring Program
and obtzin and maintain enline or other elecironic access fo the program
database: Provided, Thal compliance with the provisions of this subsection must
be accomplished within 30 days of the praciitioner obiaining a new license:
Provided, however, That the Board of Pharmacy may renew 3 practitioner’s
license without proof that the practitioner meet the requirements of this
subsection,

(b) Al persons with prescriptive or dispensing authority and in possession of
% valid Drog Enforcement Administration registration identification number
and who are licensed by the Board of Medicine as set forth in §30-3-1 7 seq. of
this code, the Board of Registered Professional Nurses as set forth in §30-7-1 e
seq. of this code, the Board of Dental Examiners as set forth in §30-4-1 ¢f geq. of
this code, the Board of Osteopathic Medicine as set forth in §30-14-1 7 seq. of
this code, the West Virginia Board of Optometrists as set forth in §30-8-1 er seg.
of this code, and a pharmacist licensed by the West Virginia Board of Pharmacy
as set forth in §30-3-1 ¢f seq. upon initially preseribing or dispensing any
Schedule 1T comivolled substamce, any opieid or sny benzodiazepine fo a
patient whe is el suffering from a termingl iliness, and at least apnaally
thereafter shonld the praciitioner or dispenser continue to treat the patient
with a controlled subsfance, shall access the West Virginia Contrelled
Substances Mounitering Program Database for information regarding specific
patienis. The information obtained from accessing the West Virginia Controlled
Substances Monitoring Program Database for the patient shall be documented in
the patient’s medical record maintained by a private prescriber or any inpatient
facility lhicensed pursuant to the provisions of chapter 16 of this code. A pain-
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relieving controlled substance shall be defined as set forth in §30-3A-1 of this
code,
{¢} The various boards mentioned in §60A-9-5(b) of this vode shall amend s
legislative rules pursuant © the provisions of §29A-3-1 ef seq. of this code to
effectuate the provisions of thig article.

W. Va. Code § 60A-9-3a (emphasis added), The Uniform Controlied Substance Act defines the
term “dispense” to include the administering of a controlled substance.

“Trspense” means to deliver a controlled substance to an wltimate user or research
subject by or pursuant to the lawful order of a practitioner, including the
prescribing, administering, packaging, labeling or compounding necescary to
prepare the substance for that delivery.

W. Va. Code § 60A~101-1() {emphassie added). The Board’s definition of “dispense™ in 11 C8R
1$ ig consistent with the statrtory definition.

In conformity with statute, 11 C8R 10 reguires Board of Medicine lcensees and
registranis who prescribe or dispense {which includes administering) controlled substances o
register with the Controlled Substance Monitoring Program and to obtain and maiotain online or
other access (o the CSMP. Bee the amendments to section 3 of 11 CSR 10, Likewise, section 4
of the rule requires providers to access the USMP before initially providing a patient any
Schedude 1T controlled substance, any opicid, or any benzodiazepine.

The Board does not have the diseretion to implement the proposed exception identified
by Dr. Glener, as the statite is clear on who must obtain access {o the CSMP and when it must be
accessed by providers. However, the Board appreciates Dr. Glener’s concerns, and Board stafY
conducted cuireach fo the West Virginia Board of Pharmacy regarding USMP use and access in
hospital settings. Hoard staff were able to confirm that some hespitals in West Virginia have
real-time access to the CSMP data for hospitalized paticnts as a functionality built into the
glectronic health record system. If this is the case, the practitioners who provide patients with
Schedule [ controlled substaneces, opioids and/or benzodiazepines “socess” the CSMP datg
dirgetly in the patient clectronic medical record.  Additionally, providers routinely utilize
delegates to conduct the actual CSMP data search. This can also oceur in hospital settings,
where the results can then be made available to all prescribing/dispensing/administering
providers. There are important public safety objectives underpinning the requirements of W,
Va Code § 60A-9-5a. A review of a patient’s controlied substance prescription history may be
highly relevant fo whether 8 patient should be provided cevtaln confroiled substances in a
bospital setting. While there may be emergency siluations where 2 lack of patient identity
mformation may impede compliance W, Va. Code § 60A-9-5a, the advancement of hospital
electronic health records to include real-time access to the C3MP data and the use of delegates
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weigh against the need for a specific carve-out for providers of anesthesiology. Regardless, any
such exception would be the province of the Logislature as it would require a statutory change.

Commenter Bate Recsived

1. Richard Topping, MDD Toly 28, 2021
Legislative Chairman
West Virginia Orthopaedic Socisty

The West Virginia Orthopasdic Society ("WVOS") submitted a comment addressing two
of the Board’s proposed rules, With regard to 11 CSR 10, WVOS wrote:

First, in the prescribing of narcotic rules for utflization of the data bank, 1 see no
clarification if this includes the emergency room and operating room seiting. It
would be very difficult to add this to the must do st during on call visits o
reduce fractures and providing other emerpent call without the support of office
staff. The same applies to the operating room setting. Freguently, there is
minimal time to complele orders and other already required paper work before
starting another surgery. This is especially so for private practice based surgeons
without residents io assist in such requirements. The office setting has multiple
tiers of siaff to assist for patients in that setting.

Response: For all of the reasons set forth in response to the first comument, this rule conforms to
the statutory requirements set forth in W, Va, Code § 60A-9-5a, which does not incorporate an
exception for providing Schedule U controlled substances, opioids or benzodiazepines 1o patients
in the emergency room or operating room.  In conformity with statute, section 4 of 11 CSR 10
requires providers to access the USMP before initially providing a patient any Schedule I
controfled substance, any opioid, or any benzodiazepine.

The Board does net have the discretion to implement the proposed exception identified
by WVOS, as the statude is clear on who must oblain access to the CSMP and when it must be

accessed by providers.

Conclusion
Inn conclusion, the Board has not made any changes to 11 CSR 10 in response to the
conunents received. The Board again expresses its appreciation o all who submitted comments,
which the Board carefully considered,
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Mark A. Spangler

Executive Director

West Virginia Board of Medicine

131 Dee Pirive, Suite 103

Charleston, West Virginia 25311
Telephone: (304) 558-2921 Ext. 49862
Facsitmife:  {304) 558-2084

The Information comtained in ihis efectronic message is legally privileged and confidential under appiicadle law and
is intended only for the use of the individual or entity named above. If the vecipient of this message is not the above-
named intended veciplent, you are hereby notified that any dissemination, copy or disclosure of this communicaion
is stvicily prokibited. [ you fiave received this communication in ervov, please notify the West Virginia Roard af
Medicing, (304) 335-2921, and pvge this communication immediciely withow making any copy or distribution.

From: David Glener <davidglener@yahoo.come»

Seni: Tuesday, june 29, 2031 4:38 P

Ta: Spangler, Mark A <Mark ASpangler@wv.govs

Subiects [External] Comment on proposed amendment to 11 CSR 10

CAUTION: External emmail: Do not click links or open attachments unless you verily sender.

Helio, Mr., Spanglar.

tread the proposed amendment and would fke io ask for clarification to the Bnguage in the proposed amandment, as s, and to make &
suggestion 1 carve ot an exceplion, if need be.

tam & West Virginis fcensse bul have naver practived in WY, {am in the process of oblaining hospiial priviteges in VWA¢ | am board-
carified in anesthesiviogy and will lirit my practive o the hoaplisl, adminjalerng anesthesis in the oparating roor. | will nat ke issuing
pragoiptions of any kind for precperativa or postoperstive usage.

My quastion: Do ! siill need t ragister for the WWLBP database? i so, am | abligated by iaw {o check the database prior i
sdminigiering sy snesthelic, singe the vast majority entail the sdministration of a controlied substance?

If { am requirad to do sa, ploese advise and | will comply. Howevér, might | suggest an exceplion to the sbove rile for the sdministration
of anasthesia?

Imiagine this scenanios | am calisd o labor and detivery for a siat Cesarean seotion. This i3 3 Wesaving ackian for the ohild and
sometimes e mother. Seconds count. Do say to the patient and the chstetrizian, "Sory, | must first iog onto fhe WVOBP detabase 1o
check the patient’s history of confroflad sisbetance prescriptions singe | will e administering controlied subsiances during the
aresthelic? This scenanic iz nol limited to parfurients. Suppose there S 2 ruplured sortic anaurysm oF a raus patient? A patient
h:.;ving & seizure that requires securing thelr airway? The time nestled to find & computer to check a dalskase could oot a patien thar
iife,

§ rogpectiully renuest ianguags ba added 1 the amendment 16 specifically address this situation. § slways want 10 do what is best for the
patient; it seems unfair to ask & wallmeaning physician to vidlate the rules and placs themselvas at risk for discipiine 1 provids optirmal

patignt came.



Thank you, Mr. Spangler, for your time and attention,
Ragards,

David M. Glener, M.IL.
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He: Proposed Amendments to West Virginis Beard of Medicine Bule 11 (SR 10

Dear D, Glener:

Thank you for taking the time to review and comment on the Board's proposed
amendments to 11 OS8R 10, Proctitioner Requiremems for Accessing the West Virginia
Controlled Substances Moniroring Program Database.

The Legislative Comumittee of the Bosrd met vesterday, July 29, 2021, to review and
consider all of the comments that were received. Discussion ogcurred, however, no modifications
were made to the proposed rude in response to the comments it received. Enclosed please find the
Board’ s Summary of Comments Received Regarding I1 CSR 10 and Responses of the Wext
Virginia Board of Medicine (without attachmenis}.

The apency-approved version of 11 TSR 10 will be filed with the West Virginia
Secretary of State’s Office todav and will bo available for review on their website at
hitps:fapes.sos. wy.gov/adlaw/csr/. The enclosed summary, along with all comments will also be
available on the Secretary of State’s website,

Thank vou again for your participation in the rulemaking process and for your comments.

Sincerely, &

Hegrerrrer

MAS/icf
Enclosure
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Frame, Jamis C <Jamie.c.frame@wv.govs

Fwd: West Virginia Orthopaedic Society comments
1 message

Epangler, Mark A emark s spanglen@wvgovs Thu, Jul 28, 2021 at 9:48 Al
To: Jamie Alley <jamie.s.afley@wv gove, "Frame, Jamis C" <jamie.c frame@ww.gov>

This came in afier hours

Mark A. Spangler
Bxecutive Divector

West Vivginia Board of Medicine

102 Do Drive, Suite 103

Charleston, West Virginia 25311
Telepbone: {304} 558-2921 Ext. 49862

Facsimile: {304) 538-2084

The information contained in ihis eleciromic message is legally privileged and cornfidentiol under applicable law and is intended
only for the use of the indivicdual or estity nawed chove. I the recipient of this message is not the gbove-named mended recipien,
you ave hereby notified thai any dissersinafion, copy or disclosure of s covpmusication is strictly prohibited. If vow have
received this commuriceiion i evror, plecse notfy the West Vivgivia Soard of Medicine, (304} 558-3921, and purge this
communicaiion immediately without wmaking awy copy or distribution.

wammeense FOIYEGST MBESRYGE mrmveeom

From: r topping <retcoping@vyahoo.com>

Uete: Wed, Jul 28, 2021 at 447 PM

Sutsject Waat Virginia Othopasdic Sodety comments

To: Mark A Spangler@@we gov <Mark A Spangler@wy gov>
Gl wvoas@frontiencom <wvos@frontiar corm>

Dear Mr. Spangler,

Cuir sodiety has 2 concemns with the BOM proposals, First, in the prascribing of narcotic rides for ulilization of the dain
bank, | see no clarification if this includes the emergency room and operating room setting. it would be very difficult to add
ihis o the must do Ist during on call visits to reduce fractures and providing other emergent calf without the support of
office ataif. The same applies > the operating room setiing. Freguently, there is minimal $ime to complste orders and

ritps: fmall.google. convimeili D FieidhGhisdi2 &viewspi&ksearch=ai8permthid=thread-FA3ATTU662 7 19511 B35T 907U T Omeg- T34 1 TOBBZTIUB1185. .. 442



Pipitiirs! Slate of West Virginia Mall - Fead: West Virginfa Orthopasdic Society comments
ciher already required paper work before starting another surgery. This is espaciaiy ec for private practice based
surgeons without residents to assist in such reguirements. The office seifing has multiple tiers of staff o sesist for patients
in that sefting,
Alsp, the isisheaith bill coneeing us in specially care. We prectics on very tight marging in one of the poorest states In US.
Telgheslth would make it much easier for mega tertiary centers such ag UPMC and Claveiand Clinic to chedTy pick well
insured patients for arthopedic surgery. This would leave us tresting an aven higher parcentage of Medicare/Medicald

patients while we would still be stuck taking care of complications on those that left in our emeargency rooms. Further culs
from any reason would most fikely make it impossible to continue the private practice moded of orthopadic care in our

state,

Please feel fres to contact me for further details,

Richard Topping, MD
WAOE legisiative chairman

hitpss fmait googte.commalliu/UPik=fdn0b8d82 bview=pi&search=sliSpermihid=thread-A3A1 T0682T 105 11 5357807 % TCmeg-f430 1708527106 1153 . o/
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Rivhard Topping, MD

West Virginia Orthopacdic Society

TOIOT s Lo

He: Proposed Amendments to West Virginia Board of Medicine Rule 17 CSR 16
Diear D, Topping:

Thank you for taking the fime to review and commnent on the Board’s proposed
amendments to 11 C8R 10, Practitioner Reguirements for Accessing the West Virginia
Controlied Subsiances Monitoring Program Dotabase.

The Lepislative Commuttee of the Board met yesterday, July 29, 2021, to review and
consider all of the comments that were received, Discussion occwrred, however, no modifications
were rmade to the proposed rule in response to the comments it received. Enclosed please find the

Firginiag Board of Medicine (without attachments).

The agency-approved version of I1 CSR 10 will be filed with the West Virginia
Secretary of State’s Office today and will be available for review on their website at
hitns//apps.sos.wv. gov/adlawicst/. The enclosed summary, along with all conmments will also be
available on the Secretary of State’s website.

Thank you again for your participation in the rulemaking process and for yowr comments,
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Mark A. Spéngief\

MASAef
Enclosure



