§5.94

(a) The Director, Deputy Center Di-
rector for Review Management, and
Deputy Center Director for Pharma-
ceutical Science, Center for Drug Eval-
uation and Research (CDER).

(b) The Director and Deputy Direc-
tor, Division of Bioequivalence, Office
of Generic Drugs, Office of Pharma-
ceutical Science, CDER.

[53 FR 18274, May 23, 1988, as amended at 55
FR 6247, Feb. 22, 1990; 62 FR 2558, Jan. 17,
1997]

§5.94 Extensions or stays of effective
dates for compliance with certain
labeling requirements for human
prescription drugs.

The following officials are authorized
to extend or stay an effective date in
§201.59 of this chapter for compliance
with certain labeling requirements for
human prescription drugs.

(a) For drugs assigned to their orga-
nizations:

(1) The Director and Deputy Director,
Center for Biologics Evaluation and
Research (CBER).

(2) The Director and Deputy Director,
Office of Biological Product Review,
CBER.

(3) The Directors and Deputy Direc-
tors of the divisions in the Office of Bi-
ological Product Review, CBER.

(b) For drugs assigned to their orga-
nizations:

(1) The Director, Deputy Center Di-
rector for Review Management, and
Deputy Center Director for Pharma-
ceutical Science, Center for Drug Eval-
uation and Research (CDER).

(2) The Directors of the Offices of
Drug Evaluation I, II, I, IV, and V,
Office of Review Management, CDER.

(3) The Directors and Deputy Direc-
tors of the divisions in the Offices of
Drug Evaluation I, II, I, IV, and V,
Office of Review Management, CDER.

[52 FR 2514, Jan. 23, 1987, as amended at 54
FR 8320, Feb. 28, 1989; 55 FR 51688, Dec. 17,
1990; 62 FR 2558, Jan. 17, 1997]

§5.95 Submission of and effective ap-
proval dates for abbreviated new
animal drug applications and cer-
tain new animal drug applications.

The following officials are authorized
to perform all the functions of the
Commissioner of Food and Drugs with
regard to decisions made under section

64

21 CFR Ch. | (4-1-98 Edition)

512(c)(2)(D)(iv) and (c)(2)(F) of the Fed-
eral, Food, Drug, and Cosmetic Act
(the act) concerning the date of sub-
mission and the date of effective ap-
proval of abbreviated new animal drug
applications including supplements
thereto, submitted under section
512(b)(2) of the act, and of new animal
drug applications including supple-
ments thereto, submitted under section
512(b)(1) of the act:

(@) The Director and Deputy Direc-
tor, Center for Veterinary Medicine
(CVM).

(b) The Director and Deputy Direc-
tor, Office of New Animal Drug Evalua-
tion, CVM.

[56 FR 6263, Feb. 15, 1991]

§5.98 Authority relating to medical de-
vice reporting procedures.

(a) The Director and Deputy Direc-
tors, Center for Devices and Radiologi-
cal Health (CDRH), and the Director
and Deputy Director, Office of Surveil-
lance and Biometrics, CDRH, are au-
thorized to approve electronic report-
ing under §803.14 of this chapter.

(b) The Director and Deputy Direc-
tors, Center for Devices and Radiologi-
cal Health (CDRH), and the Director
and Deputy Director, Office of Surveil-
lance and Biometrics, CDRH, are au-
thorized to request the submission of
additional information under §803.15 of
this chapter.

(c) The Director and Deputy Direc-
tors, Center for Devices and Radiologi-
cal Health (CDRH), and the Director
and Deputy Director, Office of Surveil-
lance and Biometrics, CDRH, are au-
thorized to grant or revoke exemptions
and variances from reporting require-
ments under §803.19 of this chapter.

[60 FR 63607, Dec. 11, 1995]

§5.99 Issuance of notices relating to
proposals and orders for debarment
and denial of an application to ter-
minate debarment.

The Director and Deputy Director,
Center for Drug Evaluation and Re-
search (CDER), the Director and Dep-
uty Director, Center for Veterinary
Medicine (CVM), and the Director and
Associate Director for Policy Coordina-
tion and Public Relations, Center for
Biologics Evaluation and Research



