University of California, Berkeley — Animal Care and Use Program

Version: 1.3 USE OF NON- Supercedes
A PHARMACEUTICAL GRADE | Document Dated:
Effective Date: 1/1/2025 COMPOUNDS 4/1/2022

Background

Federal regulations require the use of pharmaceutical grade compounds in
animals used for research and teaching unless those compounds are not
available or are otherwise inappropriate for the aims of the proposed animal use.

Policy

Non-pharmaceutical-grade compounds cannot be used in animals unless; a) the
compound is not available as veterinary-grade or pharmaceutical-grade and
there are no suitable alternatives; or, b) use of the non-pharmaceutical grade
compounds is a scientific necessity. Use of non-pharmaceutical grade
compounds, diluents, and reagents must be described in the Animal Use
Protocol (AUP) and must be approved by the Animal Care and Use Committee
(ACUC). Cost savings are not ordinarily adequate justification for using non-
pharmaceutical grade compounds. However, the ACUC may determine that
unavailability or shortages of pharmaceutical-grade substances justifies the use
of the non-pharmaceutical-grade substitution.

Definitions

A. Pharmaceutical-grade compound — Any active or inactive drug, biologic,
reagent, etc., manufactured under Good Manufacturing Practices (GMP)
which is approved, conditionally approved, or indexed by the Food and
Drug Administration (FDA) or for which a chemical purity standard has been
written or established by a recognized compendia (e.g., United States
Pharmacopeia-National Formulary (USP-NF), British Pharmacopeia (BP).

B. Compounding — The customized manipulation of an approved drug by a
veterinarian, or by a pharmacist upon the prescription of a veterinarian, to
meet the needs of a research study.

C. Bulk Chemical Agents - An analytical grade bulk chemical agent that has
not been formulated for the production of medicine. Compounds distributed
by “chemical vendors” (e.g., Fisher Scientific, Sigma-Aldrich) are not
pharmaceutical grade.

Responsibilities

A. ACUC and the Office for Laboratory Animal Care (OLAC) — As part of
protocol review, the ACUC and OLAC veterinarians must consider the
health and well-being of the animals while aiding the researcher in
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minimizing potentially confounding experimental variables and maximizing
reproducibility of the research.

Office for the Environment, Health & Safety (EH&S) — EH&S must review
the protocols and assess the human safety of chemicals and agents used in
the research or instruction.

Principal Investigator (P1) — The Pl is responsible for identifying any drug,
biologic or reagent administered to animals. If these agents are not human
or veterinary pharmaceutical-grade substances, the investigator must
provide a scientific justification for their use and describe the methods that
will be used to ensure appropriate preparation, administration, storage, and
safety.

V. Uses & Considerations

A.

Pharmaceutical-grade compounds must be used if available and suitable
for the research purpose. If non-pharmaceutical-grade compounds are
requested to be used, the ACUC must consider the following factors:

1.
2.

An adequate scientific justification is provided;

The chemical properties of the compound are appropriate for the
study and the route of administration, including: formulation, grade of
compound (analytical, etc.), adverse reactions, side effects, and
compatibility with other compounds, osmolality, pH, purity,
pharmacokinetics, pyrogenicity, safety and efficacy of the compound,
the method of preparation (i.e., sterility, preparation, shelf-life),
labeling, routes of administration, and storage should be
appropriately considered with the aim of maintaining the stability and
quality (i.e., to prevent inadvertent co-administration of infectious
agents or contaminants); and,

Adequately trained and experienced personnel are responsible for
the preparation, administration and experimental evaluation of
compounds.

Appropriate justifications for use of non-pharmaceutical-grade compounds:

1.

2.

3.

Non-availability of an acceptable veterinary or human
pharmaceutical-grade compound;

Pharmaceutical grade formulation or concentration is not appropriate
for dosing in the intended species;

Non-availability of an acceptable alternative pharmaceutical-grade
compound; and,

Scientific justification (e.g., use of the compound is required to
generate data that are part of an ongoing study or that is necessary
to compare to previous work)
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VI. Compounding

A. Compounding of investigational agents or the customized manipulation by
dilution or addition of vehicles to pharmaceutical-grade substances by the
investigator, veterinary staff, or licensed pharmacist for administration to
animals must be described in the AUP.

B. Compounding pharmacies may be a useful resource to animal care and use
programs and investigators seeking to acquire pharmaceutical-grade drugs
in unique combinations or concentrations for therapeutic or research
purposes.
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