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Subpart B—Eligibility Assistance

§124.10 APHIS liaison with PTO.

Upon receipt of a copy of an applica-
tion for extension of the term of a vet-
erinary biologic patent from PTO,
APHIS will assist PTO in determining
whether a patent related to a biologi-
cal product is eligible for patent term
extension by:

(a)(1) Verifying whether the product
was subject to a regulatory review pe-
riod before its commercial marketing
or use;

(2) Determining whether the permis-
sion for commercial marketing or use
of the product after the regulatory re-
view period was the first permitted
commercial marketing or use of the
product under the provision of law
under which such regulatory review pe-
riod occurred, and, if so, whether it was
the first permitted commercial mar-
keting or use of the veterinary biologi-
cal product for administration to a
food-producing animal;

(3) Ascertaining whether the patent
term restoration application was sub-
mitted within 60 days after the product
was approved for marketing or use; and

(4) Providing such other information
as may be necessary and relevant to
PTO’s determination of whether a pat-
ent related to a product is eligible for
patent term restoration.

(b) APHIS will notify PTO of its find-
ings in writing, send a copy of this no-
tification to the applicant, and make a
copy available for public inspection in
room 1141, South Building, 14th Street
and Independence Avenue SW., Wash-
ington, DC, between 8 a.m. and 4:30
p.m., Monday through Friday, except
holidays.

Subpart C—Regulatory Review
Period

§124.20 Patent term extension calcula-
tion.

(a) As provided in 37 CFR 1.779 of
PTO’s regulations, in order to deter-

§124.21

mine a product’s regulatory review pe-
riod, APHIS will review the informa-
tion in each application to determine
the lengths of the following phases of
the review period, and will then find
their sum:

(1) The number of days in the period
beginning on the date authorization to
prepare an experimental biological
product under the Virus-Serum-Toxin
Act became effective and ending on the
date an application for a license was
initially submitted under the Virus-
Serum-Toxin Act; and

(2) The number of days in the period
beginning on the date an application
for a license was initially submitted
for approval under the Virus-Serum-
Toxin Act and ending on the date such
license was issued.

(b) A license application is ‘‘initially
submitted’ on the date it contains suf-
ficient information to allow APHIS to
commence review of the application. A
product license is issued on the date of
the APHIS letter informing the appli-
cant of the issuance. The issuance of a
license releases the product for com-
mercial marketing or use.

§124.21 Regulatory review period de-
termination.

(a) Not later than 30 days after the
receipt of an application from PTO,
APHIS shall determine the regulatory
review period. Once the regulatory re-
view period for a product has been de-
termined, APHIS will notify PTO in
writing of the determination, send a
copy of the determination to the appli-
cant, and make a copy available for
public inspection in room 1141, South
Building, 14th Street and Independence
Avenue SW., Washington, DC, between
8 a.m. and 4:30 p.m., Monday through
Friday, except holidays.

(b) APHIS will also publish a notice
of the regulatory review period deter-
mination in the FEDERAL REGISTER.
The notice will include the following:

(1) The name of the applicant;

(2) The trade name and true name of
the product;

(3) The number of the patent for
which an extension of the term is
sought;

(4) The approved indications or uses
for the product;
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