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VETERINARY SERVICES MEMORANDUM NO. 800.210

TO: VS Management Team (VSMT)

Directors, Center for Veterinary Biologics

Biologics Licensees, Permittees, and Applicants
FROM: John R. Clifford /s/ John R. Clifford

Deputy Administrator

Veterinary Services
SUBJECT: Minor Temperature Deviations of Biological Products
I. PURPOSE

This memorandum provides guidance to licensees and permittees for processes to follow
when a minor temperature deviation occurs during the production, testing, storage, or
shipment of a veterinary biologic. These procedures apply to all products except those
containing rabies virus.

1. BACKGROUND

Title 9, Code of Federal Regulations (9 CFR), Part 114.11 states that biological products
will be protected at all times against improper storage or handling. The Center for
Veterinary Biologics (CVB) acknowledges that minor temperature deviations may occur
during the production, testing, storage, or shipping of biological products. A minor
temperature deviation is defined as one small in magnitude and/or short in duration, and
as such, could be defended on a scientific basis to have no material effect on the product.
To ensure that all products prepared meet APHIS standards, the following procedures
should be used when a minor temperature deviation has occurred.

I1l. PROCEDURES

A. ltis the responsibility of the licensee or permittee to evaluate whether the
magnitude or duration of the temperature deviation has adversely affected the
product or the testing of product, and to provide scientific justification for their
conclusion. This documentation is maintained by the licensee/permittee and
must be available for review by the CVB upon request.

1. A temperature deviation for which a disposition is determined prior to the
submission of samples to APHIS will not require notification of the CVB,
and shall be dealt with as follows:
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a. Product judged to be unsatisfactory or undesirable shall be disposed of
according to 9 CFR 114.15.

b. Product judged to be satisfactory despite a minor temperature deviation
may be considered eligible for release.

c. Test results judged to be valid despite a minor temperature deviation may
be used to determine eligibility of the product for release.

2. Atemperature deviation discovered after the submission of APHIS samples
shall be dealt with as follows:

a. Ifitis judged that the temperature deviation was minor and, therefore, did
not have an adverse effect, it will not be necessary to notify the CVB.

b. Ifitis judged that the temperature deviation either had or may have had
an adverse effect, the licensee/permittee shall notify the CVB within 3
business days of discovery of the deviation, and provide information
concerning the circumstances and the action taken, if any, per 9 CFR
116.5(b).

B. Documentation maintained by the licensee/permittee shall include:
1. A detailed summary of the deviation, including root cause analysis;

2. A copy of the investigation report and all documentation, including testing,
used to support the disposition of the product/test; and

3. Corrective and Preventive Actions, including a review process for
effectiveness.

C. Failure to adequately document and/or investigate a deviation concluded to be
minor may result in one or more of the following:

1. Regulatory action mandated by APHIS; and/or
2. Revocation of the ability of the licensee or permittee to determine the final

disposition of a product or test involving any temperature deviation without
prior review by the Administrator.



