


PATENT RULES

Act became effectwe, the date an appllcatlon for a' |
license was submitted under. the V'rus—Serum—'bem__

Act; and the date the lrcense 1ssued

(iv)For a patent clamnng a food or color addmve,.'r
the date a major health or envrronmental effects test on

the additive was initiated and any available substanti-

ation of that date; the date on which a petition for
product approval under the Federal Food, Drug and -

Cosmetic Act was initially submitted and the petition
number; and the date on which the FDA published a
Federal Register notice listing the additive for use;

(v) For a patent claiming a medical device, the -

effective date of the investigational device exemption

(IDE) and the IDE number, if applicable, or the date on -

which the applicant began the first clinical investigation
involving the device if no IDE was submitted and any
available substantiation of that date; the date on which
the application for product approval or notice of
completion of a product development protocol under
section 515 of the Federal Food, Drug and Cosmetic Act
was initially submitted and the number of the applica-
tion; and the date on which the application was approved
or the protocol declared to be completed.

(11) Abrief description beginning on a new page of
the significant activities undertaken by the marketing
applicant during the applicable regulatory review period
with respect to the approved product and the significant
dates applicable to such activitics;

(12) A statement beginning on a new page that in
the opinion of the applicant the patent is eligible for the
extension and a statement as to the length of extension
claimed, including how the length of extension was
determined;

(13) A statement that applicant acknowledges a
duty to disclose to the Commissioner of Patents and
Trademarks and the Secretary of Health and Human
Services or the Secretary of Agriculture any information
which is material to the determination of entitlement to
the extension sought (see § 1.765);

(14) The prescribed fee for receiving and acting
upon the application for extension (see § 1.20(j)); '

(15) The name, address, and telephone number of
the person to whom inquiries and correspondence
relating to the application for patent term extension are
to be directed;

(16) A duplicate of the application papers, certi-
fied as such; and
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- (b) Any. oathr‘j'ori-'de‘clai'atlon;subrni tec f m-
' pliance. with' paragraph (a) of this: section must be
. signed. by ‘the owner of . record of the- ‘patent or its -

_“agent, specifically identify the papers and the- patent -
~for which an. extension is’ sougbt and aver that the !

_ peison. s1gmng 'the oath or declaratron : S
(1) Is the owner, an official ofa corporate owner.r S

(17) An oath or. declarauon as. set forth in para =

authonzed to oblrgate ‘the: corporatron, or'a patent
attorney or agent authorized to . practlce before the

Patent and Trademark Ofﬁce ‘and who' has general L

authority from the owner to act on behalf of the owner in
patent matters. : :

*(2) Has reviewed and understands the contents of '
the application being submitted pursuant to this section;

-(3) Believes ‘the patent is subject to extenslon '
pursuant to § 1.710;

'(4) Believes an extension of the length clarmed is
justified under 35 U.S.C. 156 and the applrcable regula-
tions; and

(5) Believes the patent for whrch the extensnon is

| being sought meets the conditions for extension of the

term of a patent as set forth in § 1.720.

(c) If any application for extension of patent term
submitted pursuant to this section is held to be informal,
applicant may seek to have that holding reviewed by
filing a petition with the required fee, as necessary,
pursuant to  §§ 1.181, 1.182 or 1.183, as appropriate,
within such time as may be set in the notice that the
application has been held to be informal, or if no time is
set, within one month of the date on which the
application was held informal. The time periods set forth
herein are subject to the provisions of 37 CFR 1.136.

[Added 52 FR 9395, Mar. 24, 1987, effective May 26, 1987;
para. (a) amended July 20, 1989, 54 FR 30375, effective Aug. 22,
1989; para. (a)(14), 56 FR 65142, Dec. 13, 1991, effective Dec.
16, 1991}

§ 1.741 Filing date of application.

(a) The filing date of an application for extension of
patent term is the date on which a complete application
is received in the Patent and Trademark Office or filed
pursuant to the “Certificate of Mailing or Transmission”.
provisions of 37 CFR 1.8 or “Express Mail” provisions of
37CFR 1.10.

A complete application shall include:

(1) An identification of the approved product;
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