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and be considered by, the Adminis-
trator in connection with each applica-
tion for an additional product license.

(Approved by the Office of Management and
Budget under control number 0579-0013)
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§102.5 U.S. Veterinary
Product License.

Biological

(a) Authorization to produce each bi-
ological product shall be specified on a
U.S. Veterinary Biological Product Li-
cense, issued by the Administrator, and
supplementary to the U.S. Veterinary
Biologics Establishment License
named therein.

(b) The following shall appear on the
U.S. Veterinary Biological Product Li-
cense:

(1) The U.S. Veterinary Biologics Es-
tablishment License Number for the es-
tablishment from which the product is
released for marketing.

(2) The true name of the product.

(3) The product code number for the
product.

(4) The date of issuance.

(5) Any restrictions designated by the
Administrator under paragraph (e) of
this section.

(6) When necessary to comply with
§102.6 of this part, a termination date
and a brief description of requirements
to be met for reissuance.

(c) The following provisions shall
apply to all licensed biological prod-
ucts:

(1) Licensed biological products shall
be prepared as required by the regula-
tions and in accordance with a filed
Outline of Production as prescribed in
§§114.8 and 114.9 of this subchapter. No
change shall be made in the prepara-
tion of a biological product without
prior approval of the Administrator.

(2) In addition to restrictions im-
posed by the Administrator pursuant
to paragraph (e) of this section, bio-
logical products may be subject to re-
strictions which are imposed by any
State or other jurisdiction pertaining
to the distribution and use of such
products, based on local disease condi-
tions.

§102.6

(3) When requested by the Adminis-
trator, a licensee shall submit a list of
licensed biological products prepared
in the licensed establishment.

(d) Where the Administrator deter-
mines that the protection of domestic
animals or the public health, interest,
or safety, or both, necessitates restric-
tions on the use of a product, the prod-
uct shall be subject to such additional
restrictions as are prescribed on the li-
cense. Such restrictions may include,
but are not limited to, limits on dis-
tribution of the product or provisions
that the biological product is re-
stricted to use by veterinarians, or
under the supervision of veterinarians,
or both.

(e) Any person may request that the
distribution and use of a veterinary bi-
ological product be restricted if the re-
striction pertains to the protection of
domestic animals or the public health,
interest, or safety, or both. All re-
quests must be sent, in writing, to the
Director, Center for Veterinary Bio-
logics, Policy, Evaluation, and Licens-
ing, 1920 Dayton Avenue, P.O. Box 844,
Ames, TA 50010. Requests must specify
the restriction(s) being requested and
must explain why the restrictions are
needed. Copies of any supporting docu-
ments, such as scientific literature,
published or unpublished articles, or
data from tests, should be attached to
the request. When a decision is reached
regarding the request, the person sub-
mitting the request will be sent writ-
ten notification of such decision.
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§102.6 Conditional licenses.

In order to meet an emergency condi-
tion, limited market, local situation,
or other special circumstance, includ-
ing production solely for intrastate use
under a State-operated program, the
Administrator may, in response to an
application submitted as specified in
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