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inspect comments are requested to call
ahead on (202) 690–2817 to facilitate
entry into the comment reading room.
FOR FURTHER INFORMATION CONTACT:
Dr. Anne Goodman, Chief Staff
Microbiologist, Veterinary Biologics,
BBEP, APHIS, USDA, 4700 River Road
Unit 148, Riverdale, MD 20737–1237.
301–734–8245.
SUPPLEMENTARY INFORMATION: The Virus-
Serum-Toxin Act of 1913 (21 U.S.C.
151–159), as amended, is intended to
ensure that veterinary biological
products shipped in or from the United
States are not worthless, contaminated,
dangerous, or harmful. To achieve that
purpose, the Act requires that such
products be prepared in compliance
with USDA regulations at an
establishment holding an unsuspended
and unrevoked USDA establishment
license. No such products may be
imported into the United States without
a permit issued by the Administrator.
Provisions regarding veterinary
biological product licenses, license
suspensions, and inspections appear in
the regulations. See for example, 9 CFR
Parts 102, 105, and 116.

The regulations currently provide in
§ 102.4(f) that when a licensee holding
an establishment license no longer
holds an unexpired, unsuspended, or
unrevoked product license authorizing
preparation of a product in the licensed
establishment, the establishment license
shall be submitted to the Administrator
for termination.

Pursuant to § 102.2 of the regulations,
licensees producing biological products
in the United States are required to hold
at least one unexpired, unsuspended,
and unrevoked product license in
addition to an establishment license.
Therefore, and establishment license
without a product license would not be
valid. Section 102.2 would be amended
to make this clear.

Section 102.4 would also be amended
by revising paragraph (f) and by adding
new paragraph (g). Paragraph (f) would
be revised to provide that an
establishment license is not valid unless
the licensee also holds a product
license, or is in the process of obtaining
one. This would include activities such
as requesting or filing a product license
application or being involved in the
development of a product. Paragraph (g)
would provide that licenses for
establishments where biological
products are prepared shall be issued on
condition that the licensee shall permit
the inspection by USDA inspectors of
such establishments and of products
prepared in these establishments.
Failure to permit such inspection could
result in license suspension or

revocation. This proposed change
simply reflects the language in § 157 of
the Virus-Serum-Toxin Act.

In § 104.6(b), editorial changes would
be made to reflect organizational
changes within the Animal and Plant
Health Inspection Service. The words
‘‘Veterinary Services’’ would be
removed and the words ‘‘Animal and
Plant Health Inspection Service’’ would
be added in their place.

Amendments would also be made to
two sections of part 105 of the
regulations which deal with suspension,
revocation, or termination of biological
product licenses or permits. In § 105.1,
current paragraphs (a)(4) and (5) would
be redesignated paragraphs (a)(5) and
(6). New § 105.1(a)(4) would be added to
assure that licensees, permittees, or
foreign manufacturers of products that
are imported under permit, maintain
and make available for inspection all
records relevant to the development and
preparation of a product. Records and
reports would be required to be
complete and accurate.

Otherwise a license or permit could
be subject to suspension or revocation
under § 105.1. This proposed
amendment to clarify the regulations is
necessary because of recent incidence of
noncompliance and refusal by licensees
or permittees to produce requested
records and reports. Since
recordkeeping is already required under
current § 116.8, no new paperwork
burden would be imposed.

The second amendment which would
be made in Part 105 is to § 105.4
concerning termination of licenses for
inactivity. Proposed § 105.4(a) would
specify that a product license or a
permit would be terminated for
inactivity unless intent to resume
activity is demonstrated. Proposed
§ 105.4(b) would also specify that
certain records be completed and
retained in accordance with provisions
in § 116.8. The proposed amendment
would help to make the section clearer
and easier to administer.

The proposed rule would also amend
several sections of Part 116 which deal
with records and reports. First § 116.1
would be amended to provide that
detailed records and reports concerning
biological products must be maintained
at the establishment in which the
products are produced, unless otherwise
authorized (See proposed § 116.1(c)).
This proposed change is necessary
because of problems which have arisen
during inspections involving records
which were not available at the
producing establishment. Since such
records and reports are already required
under current §§ 116.5 and 116.8, no

new reporting or recordkeeping burden
would be imposed.

Proposed § 116.1(b) would also be
added to provide for appropriate records
at the permittee’s place of business.
Proposed § 116.1(c) would be added to
provide for maintenance of records at an
alternate location. Such an alternate
location would have to be confirmed by
filing an addendum to the plot plan
legend. The proposed amendment
would provide for archiving of records,
maintenance of distribution records,
and compilation of consumer reports in
off-premise facilities and other
locations. Such archiving of records and
reports should not result in paperwork
burden that is greater than that already
required under current §§ 116.5 and
116.8.

Section 116.5 would be amended to
clarify that producers and importers of
biological products may be required to
submit reports containing information
related to production activities or the
purity, safety, potency, and efficacy of a
product. The proposed amendment
would clarify that APHIS be notified
when a consumer report raises a
question regarding purity, safety,
potency, and efficacy of a product or a
product is found to be unsatisfactory, or
prepared, tested, or distributed in
violation of the act or regulations.
Again, the amendment is necessary to
clarify for licensees, permittees, and
foreign manufacturers the type of
information that must be provided to
APHIS. Since product purity, safety,
potency, and efficacy remain the
responsibility of licensees and
permittees, no new paperwork burden
would be imposed by these
amendments over what is required in
current part 116.

Section 116.7 would be amended to
state that test summaries prepared from
reports must be submitted to APHIS on
Form 2008 or its equivalent prior to
serial or subserial release.

Finally § 116.8, which deals with
records and their retention, would be
amended by including permittees in the
requirement that records concerning
biological products (other than
disposition records) be completed prior
to product marketing or export. In
addition, permittees would be required
to retain all records at a designated
establishment or place of business for a
specified period of time after the
expiration date of the product. Since the
permittee is normally a licensee or a
representative of a foreign manufacturer,
who already has recordkeeping
requirements under current § 116.8, no
new recordkeeping requirements would
be imposed by this amendment.


