Food and Drug Administration, HHS

Generic Drugs, Office of Pharma-
ceutical Science, CDER, except for
those drug products listed in §314.440(b)
of this chapter, are authorized to issue
responses to citizen petitions submit-
ted under §10.30 of this chapter seeking
a determination of the suitability of an
abbreviated new drug application for a
drug product.

(4) The Director and Deputy Director,
Office of Biological Product Review,
CBER, for those drug products listed in
§314.440(b) of this chapter, are author-
ized to issue responses to citizen peti-
tions submitted under §10.30 of this
chapter seeking a determination of the
suitability of an abbreviated new drug
application for a drug product.

(5) For drugs assigned to their orga-
nization, the following officials are au-
thorized to issue responses to citizen
petitions submitted under §10.30 of this
chapter from sponsors of an investiga-
tional new drug application who re-
quest approval to ship in interstate
commerce, in accordance with §2.125(j)
of this chapter, an investigational new
drug for human use containing a
chlorofluorocarbon.

(i) The Director and Deputy Director,
CBER.

(ii) The Director, Deputy Center Di-
rector for Review Management, and
Deputy Center Director for Pharma-
ceutical Science, CDER.

(6) The Director and Deputy Director,
CVM, are authorized to issue responses
to citizen petitions submitted under
§10.30 of this chapter from sponsors of
an investigational new animal drug ap-
plication who request approval to ship
in interstate commerce, in accordance
with §21.125(J) of this chapter, an inves-
tigational new animal drug for animal
use containing a chlorofluorocarbon.

(7) The Director and Deputy Director,
Office of New Animal Drug Evaluation,
CVM, are authorized to issue responses
to citizen petitions submitted under
§10.30 of this chapter, seeking a deter-
mination of the suitability of an abbre-
viated new animal drug application for
an animal drug product.

(8) The Director and Deputy Director,
CVM, are authorized to grant or deny
citizen petitions submitted under §10.30
of this chapter concerning actions they
are authorized to take under §5.99
Issuance of notices relating to proposals
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and orders for debarment and denial of an
application to terminate debarment.

(g) The Director and Deputy Direc-
tors, CDRH, and the Director, Office of
Compliance, CDRH, are authorized to
grant or deny citizen petitions submit-
ted under §§10.30 and 821.2(b) of this
chapter, requesting an exemption or
variance from medical device tracking
requirements in part 821 of this chap-
ter.

(h) The Director and the Director of
the Office of Compliance, CDER, are
each authorized to grant or deny citi-
zen petitions submitted under §10.30 of
this chapter requesting an exception or
alternative to any requirement in part
211 of this chapter pertaining to cur-
rent good manufacturing practice for
positron emission tomography radio-
pharmaceutical drug products.

[47 FR 38480, Aug. 31, 1982]

EDITORIAL NOTE: For FEDERAL REGISTER cCi-
tations affecting §5.31, see the List of CFR
Sections Affected in the Finding Aids sec-
tion of this volume.

§5.32 Authority relating to determina-
tion of product primary jurisdic-
tion.

The FDA ombudsman as product ju-
risdiction officer is authorized to de-
termine whether the Center for Bio-
logics Evaluation and Research
(CBER), the Center for Devices and Ra-
diological Health (CDRH), or the Cen-
ter for Drug Evaluation and Research
(CDER) has primary responsibility for
premarket review and regulation of a
product that constitutes a combination
of a drug, device, or biological product
under section 503(g)(1) of the Federal
Food, Drug, and Cosmetic Act or that
is a drug, device or biologic product
where the center with primary jurisdic-
tion is unclear or in dispute.

[56 FR 58758, Nov. 21, 1991]

8§5.33 Premarket approval of a product
that is or contains a biologic, a de-
vice, or a drug.

For a product that is or contains a
biologic, a device, or a drug, the follow-
ing officials in the Center for Biologics
Evaluation and Research, Center for
Devices and Radiological Health, or
Center for Drug Evaluation and Re-
search who currently hold delegated



