BOARD MEMBERS
John J. Bernabei

1y,

STAFF
Michael L. Goff,

James Rucker * NECGTd Executive Director &

Jenna Misiti * Q:f CSMP Administrator

Sam Kapourales N2

David Bowyer P . John Smolder,

Dennis Lewis nr CFO/CO0

Rob Duncan

( *Public Member) Krista D. Capehart, Dir. Of
Professional & Regulatory
Affairs

Office Address Phone

1207 Quarrier St, 4 Floor
Charleston, WV 25301

WWW, WYHEN, Com

(304) 558-0558
(304) 558-0572 (fax)

August 29, 2024

SUMMARY OF COMMENTS RECEIVED REGARDING
PROPOSED RULE FOR 15 CSR 2 AND
RESPONSES OF THE WV BOARD OF PHARMCY

The proposed rules for 15 CSR 2 were filed for a Notice of Comment Period of proposed
rule 15 CSR 2 on July 23, 2024, 4PM and the comment period closed August 22, 2024, at 5SPM.
The Board received two comments on the proposed rule (all exactly the same.) A copy of this
summary is being provided to the two commenters.

Commenter 1: Jordan Carter, PharmD, MS
Director of Pharmacy, Acute Care Operations
WVU Medicine - WVU Hospitals
1 Medical Center Drive, PO Box 8045
Morgantown, WV 26500

Commenter 2: Todd Karpinski, PharmD, MS, FASHP, FACHE
Chief Pharmacy Officer & System Vice President - WVUHS
Hospital Administration
WVU Medicine
Box 8059
Morgantown, WV 26506-8059

Comment 1:

e 9.2.3 — Destruction of “abandoned” individual patient medications not supplied by

the hospital

WVU Hospitals has a policy around abandoned medications left at the facility following patient
discharge from their hospital stay. For reasons outside of the patient’s control, sometimes
medications are not returned to the patient prior to discharge, and they return to the hospital to
retrieve them. We consider patient’s own medications “abandoned” 30 days post-discharge, and
at that point destroy them.

We agree that documentation of destruction should occur. However, it is routinely not possible to
document cach of the proposed items, such as when medications are brought into the facility
with pill boxes.



Currently, WVU Hospitals documents:

1. Patient Medical Record Number (MRN)
2. Medication name

3. Medication strength

4. Amount destroyed

5. Date of destruction

6. Pharmacist

7

Witness (licensed pharmacy emplovee)

WVU Hospitals requests the documentation requirements be the seven items above, not
including the prescription number and the filling pharmacy. Signatures should also not be
required as this information may be stored electronically through vendor automation that does
not permit signature capture (employee and witness identity maintained through biometric
identification within vendor automation). Additionally, we request the requirement of two
pharmacists to document destruction be modified to the following: two pharmacists, or one
pharmacist and one certified pharmacy technician, or one pharmacist and one nurse.

Response 1: The Board appreciates your recommendation and practical application of the rule.
After consideration of the comments, the Board will be making the following changes to the
proposed rule as below:

9.2.3.a. Drugs listed in Schedules L I1. II1. IV, V of the Federal Comprehensive Drug Abuse Prevention
and Control Act of 1970. as amended. or by W.Va. Code §60A-1 et seq. shall be destroved in the
presence of two pharmacists., a pharmacist and pharmacy technician, or a pharmacist and a registered
nurse emploved by the hospital. The name of patient or patient medical record number, the name and
strength of the drug, the amount destroved. the date of destruction, and documentation of the required
witnesses shall be recorded and maintained in the medical record. The destruction should also be
recorded without patient specific information and maintained with the pharmacy’s controlled substance
records.

Comment 2: WVU Hospitals also requests the addition language against storage of controlled
substance medications at the bedside during admission of a hospital stay.
» Reference the verbiage below from California:
B0 CGE S TOYES
§ 707683, Phanraceutes! Sarvice Generat Ragoirements.
£ Madications shsl not be nftat the patienis hedsice urdass the sresonier so ordevs, Buch badsde roedications
anall be Kept it a cabinal, drawer or i pogsession ofthe pe t. Drugs shall 9ot ba left at tha begside which are listed

i Bohadates BB and WV ovthe Federal Compeshen sive Drug Abuse Prevention and Sontrol &ot of 1970 a% amandad. 1
the hosnital peemits badsids "TOE'BCfa of r*&{iiicmims-. wirittan policies and proceduras shatt be astablishad for tha
dispensing, storage ant recards of use, of such medication

Response 2: The Board appreciated the comment and recommends that this language would be
appropriate in a hospital written policy and procedure manual as these medications have been
legally dispensed to the patient.
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Carter, Jordan <jordan.carer1@wvumedicine .org> Fri, A
To: "Capehatt, Krista D" <krista.d.capehart@wv.gov=

Good afternoon,
Please see comments below from WAU Medicine — \WWA/U Hospitals related to these proposed changes. Please let me know if there is any additional clarification | can provide.

Thanks!
$1 41 Comments due in writing by 8/22/24 5PM

+ 20.3.2 Beyond-use-date for non-aqueous solid dosage forms shall not exceed 130 days or the expiration date of the drug being repackaged, whichever is shorter
WU Hospitals is opposed to this change for two reasons:

1. USP-NF (1178) Good Repackaging Practices does state similar timelines to the proposed language, however, there is no scientific evidence referenced by USP to suppott this BUD de
a. There is no publishable data stating that a non-aqueous solid dosage form routinely loses any potency or stability when repackaged from a bulk bottle into unit dose (assuming ¢
repackaging practices are followed)
b. Instead of classifying BUD's (or expiration dates) for repackaged medications by theoretical rationale, we should instead be using the EXP date listed on the original manufactun
the only timeframe with actual scientifically studied data to support the dating (assuming all appropriate repackaging practices are followed)
2. Reducing the maximum expiration date (or BUD as proposed) from 12 months to 180 days will result in substantial cost increase due to:
a. Facilities being forced to purchase unit-dose products directly from manufacturers for low usage items that otherwise would expire (often 5-10x more expensive for a unit dose N
NDC)
b. Facilities seeing increased medication waste due to expiration dating / BUD being cut in half

Not only is this rule change is based on zero scientific, data-driven rationale, it is one that will lead to substantial cost increases for facilities when purchasing medications. More importantly, ul
of West Virginia will be the ones to incur the downstream impact of this increased cost.

15X Comments due in writing by 8/22/24 5PM
= 9.2.3 - Destruction of “abandoned” individual patient medications not supplied by the hospital

WV U Hospitals has a policy around abandoned medications left at the facility following patient discharge from their hospital stay. For reasons outside of the patient's control, sometimes medic
returned to the patient prict to discharge, and they return to the hospital to retrieve them . We consider patient's own medications "abandoned” 30 days post-discharge, and at that point destro

We agree that documentation of destruction should occur. However, it is routinely not possible to document each of the proposed items, such as when medications are brought into the facility
Currently, WU Hospitals documents:

. Patient Medical Record Number (MRN)
. Medication name

. Medication strength

. Amount destroyed

. Date of destruction

. Pharmacist

. Witness (licensed pharmacy employee)

Nk Wl =S

WU Hospitals requests the documentation requirements be the seven items above, not including the prescription humber and the filling pharmacy. Signatures should also not be required as
be stored electronically through vendor automation that does not permit signature capture (employee and withess identity maintained through biom etrie identification within vendor automation

Additionally, we request the requirement of two pharmacists to document destruction be modified to the following: two pharmacists, of one pharmacist and one certified pharmacy technician, ¢
and one nurse.

WV U Hospitals also requests the addition language against storage of controlled substance medications at the bedside during admission of a hospital stay.

= Reference the verbiage below from California:

Jordan Carter, PharmD, MS
Director of Pharmacy, Acute Care Operations
WU Medicine — VWWU Hospitals

5, PO Box 8045

Morgantown, W 26506
Office: (304) 598-4000 Ext. 79758
https://mail .google.com/mail/u/0/7ik=2eaf7c4 15e&view=pt&search=all&permthid=thread-f: 18075693 72268083044&simpl=msg-f. 1807569372268083044 12
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From: Jordan Carter <juriantieaiivrg
Sent: Friday, August 16, 2024 10:31 Al
To: Caner Jordan <pdmasaer &

Jordan Carter

Begin forwarded message:

From HERSAN AN \l““‘

To:: ¥
Subject W\I BOP July 2024 Newsletter

Good afternoon!

I hope this finds you all well and having a good summer 2024! Attached please find the "New Look” for the WY BOP Newsletter July 2024 Ed. Excited to feature new up-to-date content, frequ
questions, and WYV photos taken by our own pharmacists & pharmacy staff who love photography!

Also, we have enfered the Notice and Comment period for the 2025 Legislative session. There are proposed rule changes for 15-1, 15-2, and 15-15. These can can be viewed at the links b
be submitted in writing either to the WV BOP address to my attention or via email at xwisis o

§18 1 Comments due in writing by 8/22/24 5PM
%-1 Comments due in writing by 8/22/24 5PM
£14h.13 Comments due in writing by 8/23/24 9AM

Finally, | hope you enjoy the rest of the summer and the July Newsletter. !om out of the office until Monday, August 5, 2024. Should you have questions, | will be able to address any questions ft
information in the Newsletter ete after Monday, Aug 5, 2024.

Thanks!
Krista Capehart, PharmD

Director of Professional and Regulatory Affairs, W BOP
Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and may contain confidential and privileged information. Any unauthorize
disclosure or distribution is prohibited. If you are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original message.

-.\j WVB OPQuarterlyNewsletterJuly2024FINAL.p df
891K

https://mail .google.com/mail/u/0/7ik=2eaf7c4 15e&view=pt&search=all&permthid=thread-f: 18075693 72268083044&simpl=msg-f. 1807569372268083044 2/12
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Capehart, Krista <kdcapehart@hsc.wvu.edu> Thu, Aug 22, 2024 at 3:06 PM

To: "Dr. Krista Capehart" <krista.d.capehart@wv.gov>
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T L4
\\v\ \,\
3N \‘.\x\.\\

ure of distributon by anyane other than the intended

Hon, Any unautharized review, use, disel

e contact the sender by reply e-mail and destroy all coples of the origingl

From: Karpinski, Todd <ioddd farping
Sent: Thursday, August 22, 2024 3:05 PIVI

To: Capehart, Krista <kdioapahani@@hso v edu»
Subject: 15-2 comments

Afternoon Krista. Please see our comments below.

183 Comments due in writing by 8/22/24 SPM

e 9.2.3 - Destruction of “abandoned” individual patient medications not supplied by the
hospital

VWU Hospitals has a policy around abandoned medications left at the facility following patient discharge
from their hospital stay. For reasons outside of the patient’s control, sometimes medications are not
returned to the patient prior to discharge, and they return to the hospital to retrieve them.

We agree that documentation of destruction should occur. However, it is routinely not possible to document
each of the proposed items, such as when medications are brought into the facility with pill boxes.

Currently, WVU Hospitals documents:

1. Patient Medical Record Number (MRN)
2. Medication name

3. Medication strength

4. Amount destroyed

2. Date of destruction

6. Pharmacist

7. Witness (licensed pharmacy employee)

https://mail .google.com/mail/u/0/7ik=2eafl7c4 15e&view=pl&search=all&permmsgid=msg-f. 1808 115801844327501&simpl=msg-f: 1808115801844327501

Capehart, Krista I <lvistad.capehant@uavgove
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VWU Hospitals requests the documentation requirements be the seven items above, not including the
prescription number and the filling pharmacy. Signatures should also not be required as this information
may be stored electronically through vendor automation that does not permit signature capture (employee
and witness identity maintained through biometric identification within vendor automation).

Additionally, we request the requirement of two pharmacists to document destruction be modified to the
following: two pharmacists, or one pharmacist and one certified pharmacy technician, or one pharmacist
and one nurse.

Todd Karpinski, PharmD, M3, FASHP, FACHE

Chief Pharmacy Officer & System Vice President - WVUHS
Hospital Administration

YW Maedicine

Box 8058

Morgantown, WY 26506-805%

304-588-6441
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To: Capehart, Krista <kdioapahani@@hso v edu»
Subject: 15-2 comments

Afternoon Krista. Please see our comments below.

183 Comments due in writing by 8/22/24 SPM

e 9.2.3 - Destruction of “abandoned” individual patient medications not supplied by the
hospital

VWU Hospitals has a policy around abandoned medications left at the facility following patient discharge
from their hospital stay. For reasons outside of the patient’s control, sometimes medications are not
returned to the patient prior to discharge, and they return to the hospital to retrieve them.

We agree that documentation of destruction should occur. However, it is routinely not possible to document
each of the proposed items, such as when medications are brought into the facility with pill boxes.

Currently, WVU Hospitals documents:

1. Patient Medical Record Number (MRN)
2. Medication name

3. Medication strength

4. Amount destroyed

2. Date of destruction

6. Pharmacist

7. Witness (licensed pharmacy employee)
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VWU Hospitals requests the documentation requirements be the seven items above, not including the
prescription number and the filling pharmacy. Signatures should also not be required as this information
may be stored electronically through vendor automation that does not permit signature capture (employee
and witness identity maintained through biometric identification within vendor automation).

Additionally, we request the requirement of two pharmacists to document destruction be modified to the
following: two pharmacists, or one pharmacist and one certified pharmacy technician, or one pharmacist
and one nurse.

Todd Karpinski, PharmD, M3, FASHP, FACHE

Chief Pharmacy Officer & System Vice President - WVUHS
Hospital Administration

YW Maedicine

Box 8058

Morgantown, WY 26506-805%

304-588-6441
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