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§116.4

(b) All labels printed shall be ac-
counted for and an inventory main-
tained.

Records shall include the disposition of
such labels including those not used in
labeling a product.

(Approved by the Office of Management and
Budget under control number 0579-0013)

[39 FR 16872, May 10, 1974, as amended at 48
FR 57473, Dec. 30, 1983; 61 FR 52874, Oct. 9,
1996; 66 FR 21064, Apr. 27, 2001]

§116.4 Sterilization and pasteurization
records.

Records shall be made by means of
automatic recording devices or an
equivalent accurate and reliable sys-
tem. Such records shall be identified
with the ingredients, equipment, or bi-
ological product subjected to steriliza-
tion or pasteurization.

(Approved by the Office of Management and
Budget under control number 0579-0013)

[39 FR 16872, May 10, 1974, as amended at 48
FR 57473, Dec. 30, 1983; 61 FR 52874, Oct. 9,
1996; 66 FR 21064, Apr. 27, 2001]

§116.5 Reports.

(a) When required by the Adminis-
trator, reports containing accurate and
complete information concerning bio-
logical products, including but not lim-
ited to, product development and prep-
aration, and market suspensions and
recalls, shall be prepared and sub-
mitted to the Animal and Plant Health
Inspection Service by the licensee, per-
mittee, or foreign manufacturer (whose
products are being imported or offered
for importation). Unless otherwise au-
thorized by the Administrator, records
necessary to make such reports shall
be maintained in each establishment.

(b) If, at any time, there are indica-
tions that raise questions regarding
the purity, safety, potency, or efficacy
of a product, or if it appears that there
may be a problem regarding the prepa-
ration, testing, or distribution of a
product, the licensee, permittee, or for-
eign manufacturer must immediately
notify the Animal and Plant Health In-
spection Service concerning the cir-
cumstances and the action taken, if
any. Notification may be made by mail
to Director, Center for Veterinary Bio-
logics, Inspection and Compliance, 1920
Dayton Avenue, P.O. Box 844, Ames, TA
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50010; by electronic mail to
(cvb@aphis.usda.gov); by fax to (515) 337-
6120; or by telephone to (515) 337-6100.

(Approved by the Office of Management and
Budget under control number 0579-0013)

[61 FR 52874, Oct. 9, 1996, as amended at 64 FR
43045, Aug. 9, 1999; 75 FR 20773, Apr. 21, 2010]

§116.6 Animal records.

Complete records shall be kept for all
animals at a licensed establishment.
Results of tests performed, antigens or
treatment administered, maintenance
and production records, disposition
records, necropsy records, if any, and
all other pertinent records shall be in-
cluded.

(Approved by the Office of Management and
Budget under control number 0579-0013)

[39 FR 16872, May 10, 1974, as amended at 48
FR 57473, Dec. 30, 1983; 61 FR 52874, Oct. 9,
1996; 66 FR 21064, Apr. 27, 2001]

§116.7 Test records.

Detailed records of all tests con-
ducted on each serial and each sub-
serial shall be maintained by the 1li-
censee. Summaries of such tests shall
be prepared from such records and sub-
mitted to the Animal and Plant Health
Inspection Service using APHIS Form
2008 or an acceptable equivalent form
prior to release of the serial or sub-
serial. Blank forms for such summaries
shall be available from Animal and
Plant Health Inspection Service upon
request.

(Approved by the Office of Management and
Budget under control number 0579-0013)

[39 FR 16872, May 10, 1974, as amended at 48
FR 57473, Dec. 30, 1983; 56 FR 66784, Dec. 26,
1991; 61 FR 52874, Oct. 9, 1996]

§116.8 Completion and retention of
records.

All records (other than disposition
records and adverse event records) re-
quired by this part must be completed
by the licensee, permittee, or foreign
manufacturer before any portion of a
serial of any product may be marketed
in the United States or exported. All
records must be retained at the li-
censed or foreign establishment or per-
mittee’s place of business for a period
of 2 years after the expiration date of a
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product or longer as may be required
by the Administrator.

(Approved by the Office of Management and
Budget under control number 0579-0013)

[83 FR 22836, May 17, 2018]

§116.9 Recording and reporting ad-
verse events.

(a) Licensees and permittees must
maintain a detailed record for every
adverse event report the licensee or
permittee receives for any biological
product it produces or distributes.
These records shall be maintained for a
period of 3 years after the date the ad-
verse event report is received. The ad-
verse event report form and guidance
on how to complete it, including guid-
ance specific to the various informa-
tion blocks on the form, is available on
the APHIS website at https:/
www.aphis.usda.gov/aphis/ourfocus/
animalhealth/veterinary-biologics or by
writing to APHIS Center for Veteri-
nary Biologics, 1920 Dayton Avenue,
P.O. Box 844, Ames, Iowa 50010.

(b) A report of all adverse events re-
ports received by a licensee or per-
mittee must be compiled and sub-
mitted to the Animal and Plant Health
Inspection Service. The frequency of
report submission is as follows:

(1) Immediate notification is required
if at any time there are indications
that raise questions regarding the pu-
rity, safety, potency, or efficacy of a
product, or if it appears that there may
be a problem regarding the prepara-
tion, testing, or distribution of a prod-
uct.

(2) Adverse event reports determined
by the licensee or permittee to be prod-
uct-related, serious, and unexpected
must also be reported immediately.

(3) All other adverse event reports
must be reported within 90 calendar
days of the date the report was first re-
ceived.

(Approved by the Office of Management and
Budget under control number 0579-0209)

[83 FR 22836, May 17, 2018]

PART 117—ANIMALS AT LICENSED
ESTABLISHMENTS

Sec.
117.1 Applicability.
117.2 Animal facilities.

§117.3

117.3 Admittance of animals.
117.4 Test animals.
117.5 Segregation of animals.
117.6 Removal of animals.
AUTHORITY: 21 U.S.C. 151-159; 7 CFR 2.22,
2.80, and 371.4.

SOURCE: 38 FR 15499, June 13, 1973, unless
otherwise noted.

§117.1 Applicability.

(a) All animals used in licensed es-
tablishments in the preparation or
testing of biological products shall
meet the regulations in this subchapter
and special requirements as may be
prescribed by the Administrator to pre-
vent the preparation, sale, and dis-
tribution of worthless, contaminated,
dangerous, or harmful biological prod-
ucts.

(b) Unless otherwise authorized or di-
rected by the Administrator, animals
used in the preparation or testing of bi-
ological products shall be admitted to
and maintained at the licensed estab-
lishment and ultimately disposed of in
accordance with the regulations in this
part, and with the Act of August 24,
1966 (Pub. L. 89-544) as amended by the
Animal Welfare Act of 1970 (Pub. L. 91-
579) and the regulations in parts 1, 2,
and 3 of this chapter. Personnel who
supervise the care and welfare of such
animals shall be qualified by edu-
cation, training, and experience to
carry out the regulations in this part.

[38 FR 15499, June 13, 1973, as amended at 56
FR 66784, Dec. 26, 1991]

§117.2 Animal facilities.

Animal facilities shall comply with
the requirements provided in part 108
of this chapter.

§117.3 Admittance of animals.

(a) No animal which shows clinical
signs or other evidence of disease shall
be admitted to the premises of licensed
establishments, except as provided in
paragraphs (d) and (e) of this section.
The health status of all animals offered
for admission shall be determined by or
under the direction of a veterinarian
prior to admission. If the determina-
tion cannot be made prior to admis-
sion, the animals shall be kept sepa-
rate from animals already on the prem-
ises and in a quarantine area to be pro-
vided by the licensee for this purpose
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