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not affect the maximum patent extension the applicant sought in the application.
§ 60.36 Standard of due diligence.
(a) In determining the due diligence
of an applicant, FDA will examine the
facts and circumstances of the applicant’s actions during the regulatory review period to determine whether the
applicant exhibited that degree of attention, continuous directed effort, and
timeliness as may reasonably be expected from, and are ordinarily exercised by, a person during a regulatory
review period. FDA will take into consideration all relevant factors, such as
the amount of time between the approval of an investigational exemption
or research permit and the commencement of a clinical investigation and
the amount of time required to conduct
a clinical investigation.
(b) For purposes of this part, the actions of the marketing applicant shall
be imputed to the applicant for patent
term restoration. The actions of an
agent, attorney, contractor, employee,
licensee, or predecessor in interest of
the marketing applicant or applicant
for patent term restoration shall be
imputed to the applicant for patent
term restoration.

Subpart E—Due Diligence
Hearings

mail (return receipt requested) or by
personal delivery.
(c) The request shall state whether
the requesting party seeks a hearing
within 30 days or 60 days of FDA’s receipt of the request.
[53 FR 7305, Mar. 7, 1988, as amended at 67 FR
9585, Mar. 4, 2002]

§ 60.42

§ 60.44

Hearing procedures.

The due diligence hearing shall be
conducted in accordance with this part,
supplemented by the nonconflicting
procedures in part 16. During the due
diligence hearing, the applicant and
the petitioner shall enjoy all the rights
and privileges accorded a person requesting a hearing under part 16. The
standard of due diligence set forth in
§ 60.36 will apply in the due diligence
hearing. The party requesting the due
diligence hearing shall have the burden
of proof at the hearing.
§ 60.46

§ 60.40 Request for hearing.
(a) Any person may request, not later
than 60 days after the publication
under § 60.34(a) of FDA’s due diligence
determination, that FDA conduct an
informal hearing on the due diligence
determination.
(b) The request for a hearing under
this section shall:
(1) Be sent by mail, personal delivery,
or any other mode of written communication to the Division of Dockets
Management and filed under the relevant product file;
(2) Specify the facts and the action
that are the subject of the hearing;
(3) Provide the name and address of
the person requesting the hearing; and
(4) Certify that the requesting party
has served a true and complete copy of
the request upon the petitioner and the
applicant by certified or registered

Notice of hearing.

Ten days before the hearing, FDA
will notify the requesting party, the
applicant, and the petitioner, orally or
in writing, of the date, time, and location of the hearing. The agency will
provide the requesting party, the applicant, and the petitioner with an opportunity to participate as a party in the
hearing.

Administrative decision.

Within 30 days after the completion
of the due diligence hearing, the Commissioner will affirm or revise the determination made under § 60.34(a) and
will publish the due diligence redetermination in the FEDERAL REGISTER, notify PTO of the redetermination, and
send copies of the notice to PTO and to
the requesting party, the applicant,
and the petitioner.
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