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\VVeterinary-Client-Patient Relationship
VCPR

o (Operatesin avery distinct manner from a physician-patient relationship
e Defined at both the Federal and State Level
o Federal definitions supersede in a conflict

o \eterinarians must comply with the federal VCPR definitions where
they apply




\VVCPR - Colorado
Colo. Rev. Stat. Ann. 8 12-315-104

“Veterinarian-client-patient relationship” means that relationship established when:

(a) The veterinarian has assumed the responsibility for making medical judgments
regarding the health of an animal and the need for medical treatment, and the
owner or other caretaker has agreed to follow the instruction of the veterinarian;

(b) There is sufficient knowledge of an animal by the veterinarian to initiate at least

a general or preliminary diagnosis of the medical condition of the animal, which
means that the veterinarian has recently seen and is personally acquainted with the
keeping and care of the animal by virtue of an examination of the animal or by
medically appropriate and timely visits to the premises where the animal is kept;
and

(c) The practicing veterinarian is readily available, or has arranged for emergency
coverage, for follow-up evaluation in the event of adverse reactions or failure of the
treatment regimen.
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VCPR - Federal

~ederal Food Drug and Cosmetic Act / Regulations
~ederal Virus-Serum-Toxin Act / Regulations

Horseracing Integrity and Safety Act / Regulations




VCPR - FDA
21 CFR 530.3(i)

(1) Veterinarian has assumed the
responsibility for making medical
judgments and the client has agreed
to follow the instructions of the
veterinarian;

Veterinarian has sufficient
knowledge to make a general or
preliminary diagnosis of the medical
condition of the animal; and

The practicing veterinarian is readily
available for followup.
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*Such a relationship can exist only
when the veterinarian has recently
seen and is personally acquainted
with the keeping and care of the
animal by virtue of examination of
the animal, and/or by medically
appropriate and timely visits to the
premises where the animals are
kept.”




FDA - V(PR
87 Fed. Reg. 78111 (Dec. 21, 2022)

“Given that the Federal veterinarian-client-
patient relationship (VCPR) definition (21
CFR 530.3(i)) requires animal examination

and/or medically appropriate and timely
visits to the premises where the animal(s)
are kept, the Federal VCPR definition cannot
be met solely through telemedicine.”




Where does the FDA VCPR Apply?
ELDU (“Off-Label”)

e Any use of an FDA-approved human drug in animals, including over-the-
counter (OTC) human drugs. 21 USC 360b(a)(5)

e Any use of an FDA-approved animal drug in any manner that differs from
its approved labeling. 21 USC 360b(a)(4)

e |ncludes: a different frequency of administration, different dose,
different medical indication for use, different route of administration,
Or use in a different species.




Where does the FDA VCPR Apply?
VFDs & Compounded Drugs

Veterinary Feed Directives
e Authorization of a Veterinary Feed Directive. 21 USC 354; 271 CFR 558.6

Drugs Compounded from Bulk

e Use of drugs compounded from bulk active ingredients by veterinarians.
FDA GFI# 256

These (ELDU, VFDs, Compounding) are very common occurrences in the
day-to-day practice of veterinary medicine.




Federal Food Drug & Cosmetic Act

Consequences of disregarding

Any particular use or intended use of an FDA-approved drug for
animals that does not comply with the approved labeling or that
does not follow the FDA VCPR requirements for ELDU or VFDs
causes the use of the drug to be deemed unsafe and the drug

adulterated by the Federal Food, Drug & Cosmetic Act. If the drug is
In animal food/feed, then the feed iIs deemed unsafe and adulterated
as well.

e Can be enforced by FDA
 Can be used in private civil litigation
 (Can be used by state licensing boards for discipline




Prescribing Requirements

\Veterinary Medicine Human Healthcare

21 USC 353(f) 21 USC 353(b)
« Veterinary prescription drugs « Human prescription drugs are

are limited to use “under the
professional supervision of a
licensed veterinarian”

“shall be dispensed only by or
upon the lawful written or oral
order of a licensed veterinarian
In the course of the
veterinarian’s professional
practice.”

Dispensing in violation causes
the drug to be deemed
misbranded.
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limited to use “under the
supervision of a practitioner
licensed by law to administer
such drug.”

shall be dispensed only upon a
written or oral prescription (or
refill) of a “practitioner licensed
by law to administer such .”

Dispensing in violation causes
the drug to be deemed
misbranded




Prescribing Implications

On-Label Use of an Animal Drug
* Must be under the professional supervision of a licensed veterinarian

 May only be dispensed by or on the order of a licensed veterinarian in the course of their
professional practice

Off-Label Human or Animal Drug

e Requires physical examination by a licensed veterinarian or medically appropriate & timely
visits to the premises where the animals are kept

Consequences

e Sale of misbranded drugs

o Sale of unsafe and adulterated drugs and animal feed
e C(Civil & Criminal penalties under the FDCA

o (ivil Litigation & Disciplinary action by licensing boards
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Insurance & Liability

e Claims involving telemedicine / electronic interactions

e Unresolved Insurance concerns - MLP

 Employee vs. Supervision

o Would a MLP be assisting the veterinarian in the delivery of professional care or
would the veterinarian be supervising someone else delivering care

e Strict liability on the part of the supervising veterinarian
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Questions?

¥ AVMA
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