VIRGINIA BOARD OF VETERINARY MEDICINE
USP AD HOC COMMITTEE
MEETING MINUTES
October 2, 2019

TIME AND PLACE: The Board of Veterinary Medicine’s (Board) United States Pharmacopeia (USP)
Ad Hoc United States Pharmacopeia (USP) Committee (Committee) meeting was
called to order at 12:00 p.m., at the Department of Health Professions (DHP),
Perimeter Center, 9960 Mayland Drive, 2* Floor, Board Room 1, Henrico,
Virginia and Virginia-Maryland College of Veterinary Medicine, 205 Duck Pond
Drive, Room 131, Blacksburg, VA 24061.

PRESIDING OFFICER: Autumn Halsey, LVT, Committee Chair
COMMITTEE MEMBERS: Ellen Hillyer, DVM, Board Member
Jason Bollenbeck, DVM, Virginia Medical Association of Virginia
(VVMA)

Nathaniel Burke, DVM, VVMA

Sammy Johnson, Pharmacist, Deputy Executive Director, Virginia Board of
Pharmacy

Maureen Perry, Pharmacist, Pharmacy Supervisor, Virginia-Maryland College of
Veterinary Medicine {participated from Blacksburg, Virginia location)

OTHER MEMBERS Steve Karras, DVM, Board Member (participated from Blacksburg,
PRESENT: Virginia location)
STAFF PRESENT: Leslie L. Knachel, Executive Director

Anthony C. Morales, Licensing/Operations Manager

Elaine Yeatts, Senior Policy Analyst, (Joined the meeting at 12:25p.m.)
Laura Paasch, Administrative Assistant

Kelly Gottschalk, Veterinary Review Coordinator

OTHERS PRESENT: Gigi Davidson, Pharmacist, Chair, USP Compounding Expert Committee

Susan Seward, VVMA

Robin Schmitz, VVMA

Ed Fallin, DVM, Veterinary Referral and Critical Care {(VRCC)

Kim Gemeinhardt, DVM, North Carolina Board of Veterinary Medicine
(participated from Blacksburg, Virginia location)

John Wilson, DVM, West Virginia Board of Veterinary Medicine,
(participated from Blacksburg, Virginia location)

ORDERING OF AGENDA: Ms. Knachel identified that Ms. Autumn Halsey would be handling “Public
Comment.”

PUBLIC COMMENT: There was no public comment from either site.

INTRODUCTIONS: Ms. Halsey asked Committee and Board Staff to introduce themselves.

DISCUSSION ITEMS: Presentation on the USP Compounding Requirements — Gigi Davidson

Ms. Davidson provided a PowerPoint presentation on the current USP
Compounding Requirements, (See Attachment 1),

Compounding in Virginia Veterinary Practices



NEW BUSINESS:

NEXT MEETING:

ADJOURNMENT:

Ms. Knachel and Ms. Yeatts provided information on the Virginia laws related to
veterinary compounding and options for going forward. The Committee discussed
the issue and requested that staff draft a document for the full Board’s
consideration of frequently asked questions (FAQs) related to USP as an
educational tool. The consensus of the Committee was to take no further, other
than the FAQs, until the Virginia Board of Pharmacy determines its course of
action.

No new business was presented.
No new meeting was scheduled at this time.
With all business concluded, the meeting adjourned at 2:11 p.m.
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Leslie L. Knachel, MP.H

Exﬁ've Director _ :

Date



Attachment 1

USP Compounding
Standards and
Veterinary Practice

Who is USP?
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Role of USP Quality Standards and Law

Asan Independent nonprofit organizationr, USP has shared & close relationship and
collabarative history withthe FDA and states for more than A century

USF atandards are recognized in federal lbw
— 1538 Federal Food, Drug, and Cosmetfo Act
— 1887 FDA Modernization Act

=201 3 Drug Quality and Security Act

= FDA Guidanos: 5l g of ML man Froduols Lo j A o’ g Feders!
Ecod. Crug, ang Coppelip ASt:
= Draft Guidanee for ndusiny #230: Compounding Arvmai Drugs
USP standanda are also reccgnized in many stats awa

USP Council of Experts
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Healthcare Quallty & Safety Standard-Setting Process
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USP Compounding Standards
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General Chapters Numbering and Legal Significance

General Chapters can:
+ Be state requirements and be compeandially required if:
Numbered bHelowvs«?G0 7> AND are;

Made appticable through reference in Genara/ Noiices, a8 monograph, oranother
applicable chapter numberned below<1000>

+ Be Informational:
- Numbered «1000> to «19858>

 Be specific for dietary supplements:
- Numberad above «<2000>

Terminology

- Must === Requiremenia

v Stioutd — Recommendations




Compendial Applicabllity of USP Compounding Standards to
Veterinary Practice

» FD&C Acts 1806, 1938

- Defined a “drug™ as anything liated in USP

- Dafined adulteration and misbranding as anything nqt complying with USP atendards
» 1997 Food and Drug Modernization Act Section 503A

- Required that compounding comply with USP atandards (monographs and General Chapisrs)
+ Statutory reference to USP Compounding Chapters {797 and 795) in DQSA

- DQSA applles only to compounding for humans

» 797 and 795 are called out in the USP General Notices as applicable to
compounding

» 797 and 795 are currently postponed due to appeals by stakeholders
¢+ B0O will become “official” December 1, 2019

Overview of T95—Non-sterlle compounding

» Scope: all persons and all places where compounding ocecurs

» Standards for;
Peraonnel fraining &nd competency
Compounding garb and hyglene
Compounding spaces and equipment
Clsaning and sanitizing
Documentation (SOPs. Recordkeeping, and lebeling)
Agsigning beyond-use-Jates and packaging
Complaints, recal, and adveras svenis




Overview of T9T—Sterlle compounding

» Scope: all persons and all places where compounding occurs

v Standards for:
- Peraonnel training and competency

Compounding garb and hygiene
Compounding apaces and equipment
Cleaning and disinfecting
Sterlization methods and teating
Doecumentation (SOPs. Recordkseping, and labeling)
Aassigning bayond-uss-dates and peckaging
Complaints, recall, 2nd adverse events

Overview of 800—Handling Hazardous Drugs in Healthcare Settings

+ Scope: all parsons and all places where hazardous drugs are handled

» Standards for:

Types of exposura and lat of hazardous drugs

- Personnel tralning, competency, and responsibllities
Hazardous drug receipt, siorags, and dispoaal

- Hezardous drug engineering controls
Manlpulation ofhazardous drugs and assesamant of riak
Deactivstion, decontamination, cleaning and apil control
Documantation (SOPs, recordkeaping, labaing)




Impact of USP Standards on Veterinary Practice

» 797 and 795 declare adminlistration to be not compounding and “out of scope®
- E£.9. drawingup a doae to gve io & single patlent
» 797 allows for compounding for immediate use
- MWixing 3 or fewer sterile drugs to administer {o a patient within4 houra
— Not subject to full requirsments of 787
» Compounding activities that are subject to full requirements of 785 and 797:
- Preparing compounds for more than one patient
Preparing compounds with beyond-uss-daiss oflonger than 4 hours

Compllance vs. Best Practices

r 795 and 797 postponed indefinitaly
Pharmacy practice now reverts back to “old™ 795 and 797 [ca. 2008)
- “old* 797 and 785 make no mention of 800—disconnect
Compounding qualy is directly stiributable to patient outcomes
Veterinarians may not sasoclats poor drug response wkh compound qualtty
+ 800 becomes official December 1, 2019

- Hazerdous druegs do not becoma hazardous on Decamber 1, 2019—thay have always basn
hazardous

» Enforcement of standards in pharmacy and medical practice—up tothe states

» FDA could move in to regulate compounding if USP standards are frozen in time
and states do not step up to regulate




Potantlal Next Steps?

» Survay stakeholdaers for extent of compounding in their practices
- Compounds purchased from pharmaciss
- Compounds prepared by veterinary praclice
+ Evaluate use of “administration® and “immadiate use” to meet practice needs

» ldentify bast compounding and hazardous drug handling practices for
veterinarians

+ Consider inspection checklist/inspector training

Discussion




