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(iv) Make arrests without warrant for
an offense under the act with respect
to counterfeit drugs if the offense is
committed in the presence of the
criminal investigator or, in the case of
a felony, if the investigator has prob-
able cause to believe that the person so
arrested has committed, or is commit-
ting, such offense; and

(v) Make, prior to the institution of
libel proceedings under section 304(a)(2)
of the act (21 U.S.C. 334(a)(2)), seizures
of drugs or containers or of equipment,
punches, dies, plates, stones, labeling,
or other things, if they are, or the
criminal investigator has reasonable
grounds to believe that they are, sub-
ject to seizure and condemnation under
section 304(a)(2) of the act.

(2) Perform such other functions
under the act, or any other law, as the
Commissioner may prescribe.

(3) To administer oaths and affirma-
tions under section 1 of the act of Jan-
uary 31, 1925 (Ch. 124, 43 Stat. 803); sec-
tions 12 to 15 of Reorganization Plan
No. 1V, effective June 30, 1940; and Re-
organization Plan No. 1 of 1953, effec-
tive April 11, 1953.

(c) Any officer or employee of the
Food and Drug Administration who has
been designated by the Commissioner
to provide specialized law enforcement
support involving criminal investiga-
tions under the act, and other duties as
assigned by the Commissioner, and
issued the Food and Drug Administra-
tion Official Credential consisting of
Form FDA-200E, Special Authority for
Criminal Investigative Specialists, is
authorized to receive information as to
all matters relating to such act and
regulations issued under the act.

(d) These officials may not further
redelegate these authorities.

§5.32 Certification following inspec-
tions.
Regional Food and Drug Directors

and District Directors are authorized
to issue certificates of sanitation under
§1240.20 of this chapter. These officials
may not further redelegate this au-
thority.

§5.33 Issuance of reports of minor vio-
lations.

(a) The following officials are author-
ized to perform all the functions of the
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Commissioner of Food and Drugs (Com-
missioner) under section 309 of the Fed-
eral Food, Drug, and Cosmetic Act (21
U.S.C. 336) (the act) regarding the
issuance of written notices or warn-
ings:

(1)(i) The Director and Deputy Direc-
tors, Center for Biologics Evaluation
and Research (CBER).

(ii) The Director and Deputy Direc-
tors, Office of Compliance and Bio-
logics Quality, CBER.

(2)(i) The Director and Deputy Direc-
tors for Science and for Regulations
and Policy, Center for Devices and Ra-
diological Health (CDRH).

(ii) The Director and Deputy Direc-
tor, Office of Compliance, CDRH.

(iii) For medical devices assigned to
their respective divisions, the Division
Directors, Office of Compliance, CDRH.

(iv) The Director and Deputy Direc-
tor, Office of Surveillance and Bio-
metrics (OSB), CDRH, and the Director
and Deputy Director, Division of Sur-
veillance Systems (DSS), OSB, CDRH.

(3)(i) The Director and Deputy Direc-
tor, Center for Food Safety and Applied
Nutrition (CFSAN).

(ii) The Director of Regulations and
Policy, CFSAN.

(iii) The Director, Office of Field Pro-
grams, CFSAN.

(iv) The Director,
forcement and Programs,
Field Programs, CFSAN.

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

(ii) The Director and Deputy Direc-
tor, Office of Surveillance and Compli-
ance, CVM.

(iii) The Director, Division of Com-
pliance, Office of Surveillance and
Compliance, CVM.

(5)(i) The Director, the Deputy Direc-
tor, the Associate Director for Regu-
latory Policy, and the Directors, Office
of Review Management and Office of
Pharmaceutical Science, Center for
Drug Evaluation and Research (CDER).

(ii) The Director and Deputy Direc-
tor, Office of Compliance, CDER.

(iii) The Associate Director for Med-
ical Policy, CDER.

(iv) The Director, Division of Drug
Marketing, Advertising, and Commu-
nications, Office of Medical Policy,
CDER.
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(6)(i) Regional Food and Drug Direc-
tors.

(ii) District Directors.

(iii) Chiefs of District Compliance
Branches.

(iv) The Director, St. Louis Branch.

(v) The Director, Northeast Regional
Laboratory, Northeast Region.

(vi) The Director, Southeast Regional
Laboratory, Southeast Region.

(vii) The Director, Winchester Engi-
neering and Analytical Center.

(viii) The Director, National Forensic
Chemistry Center.

(ix) The Director, Arkansas Regional
Laboratory.

(b) The following officials are author-
ized to perform all the functions of the
Commissioner under section 539(d) of
the act (21 U.S.C. 360pp(d)) regarding
the issuance of written notices or
warnings:

(1) The Director and Deputy Direc-
tors for Science and for Regulations
and Policy, Center for Devices and Ra-
diological Health (CDRH).

(2) The Director and Deputy Director,
Office of Compliance, CDRH.

(3) For medical devices assigned to
their respective divisions, the Division
Directors, Office of Compliance, CDRH.

(4) The Director and Deputy Director,
Office of Surveillance and Biometrics
(OsB), CDRH, and the Director and
Deputy Director, Division of Surveil-
lance Systems (DSS), OSB, CDRH.

(5) Regional Food and Drug Direc-
tors; District Directors; the Director,
St. Louis Branch; the Director, North-
east Regional Laboratory, Northeast
Region; the Director, Southeast Re-
gional Laboratory, Southeast Region;
the Director, Winchester Engineering
and Analytical Center; the Director,
National Forensic Chemistry Center,
and the Director, Arkansas Regional
Laboratory when such functions relate
to:

(i) Assemblers of diagnostic x-ray
systems, as defined in §1020.30(b) of this
chapter; and

(ii) Manufacturers of sunlamp prod-
ucts and ultraviolet lamps intended for
use in any sunlamp product as defined
in §1040.20(b) of this chapter.

(c) These officials may not further re-
delegate these authorities.
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§5.34 Issuance of notices relating to
proposals and orders for debarment
and denial of an application to ter-
minate debarment.

(a) The Director, the Deputy Direc-
tor, and the Associate Director for
Regulatory Policy, Center for Drug
Evaluation and Research, the Director
and Deputy Director, Center for Veteri-
nary Medicine, and the Director and
Deputy Directors, Center for Biologics
Evaluation and Research are author-
ized to issue the following notices and
make all findings required in relation
to these notices under section 306 of
the Federal Food, Drug, and Cosmetic
Act (the act) (21 U.S.C. 335a) which re-
late to the assigned functions of their
organizations:

(1) Notices of opportunity for hearing
on proposals for mandatory or permis-
sive debarment.

(2) Notices ordering debarment when
opportunity for a hearing has been
waived.

(3) Notices ordering debarment where
the person notifies the agency that the
person consents to debarment under
section 306(c)(2)(B) of the act (21 U.S.C.
335a(c)(2)(B)).

(4) Notices of opportunity for hearing
on proposals denying an application to
terminate debarment under section
306(d)(3) of the act (21 U.S.C. 335u(d)(3)).

(5) Orders denying an application to
terminate debarment under section
306(d)(3) of the act (21 U.S.C. 335u(d)(3))
when opportunity for a hearing has
been waived.

(b) These officials may not further
redelegate these authorities.

§5.35 Officials authorized to make cer-
tification under 5 U.S.C. 605(b) for
any proposed and final rules.

(a) The following officials are author-
ized to perform all the functions of the
Commissioner of Food and Drugs with
regard to decisions made under the
Regulatory Flexibility Act (5 U.S.C.
605(b)), to certify that a proposed or
final rule, if issued, will not have a sig-
nificant economic impact on a substan-
tial number of small entities:

(1) The Associate Commissioner for
Regulatory Affairs.

(2) The Director, Center for Biologics
Evaluation and Research.



