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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 §5.34
Issuance of notices relating to proposals
and orders for debarment and denial of an
application to terminate debarment.

(g) The Director and Deputy Direc-
tors for Science and for Regulations
and Policy, CDRH, and the Director,
Office of Compliance, CDRH, are au-
thorized to grant or deny citizen peti-
tions submitted 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 chapter.

(h) These officials may not further
redelegate this authority.

§5.30 Authority to select temporary
voting members for advisory com-
mittees and authority to sign con-
flict of interest waivers.

(a) Bach Center director is authorized
to select members of, and consultants
to, scientific and technical FDA advi-
sory committees under that Center’s
management to serve temporarily as
voting members on another advisory
committee under that Center’s man-
agement when expertise is required
that is not available among current
voting standing members of a com-
mittee or to comprise a quorum when,
because of unforeseen circumstances, a
quorum is or will be lacking. When ad-
ditional voting members are added to a
committee to provide needed expertise
not available among current voting
standing members of a committee, a
quorum will be based on the total of
regular and added members. Authority
to select temporary voting members to
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advisory committees, if such voting
members are serving on an advisory
committee managed by another Center,
has not been redelegated. This author-
ity will continue to be exercised by the
Commissioner of Food and Drugs (Com-
missioner) or the Senior Associate
Commissioner, Office of the Commis-
sioner.

(b) Each Center director is author-
ized, under 18 U.S.C. 208(b)(1), to sign
conflict of interest waivers for special
Government employees without sub-
stantial interest to serve as consult-
ants to advisory committees or in any
other capacity within the Centers ex-
cept as advisory committee members.

(c) These officials may not further re-
delegate this authority.

§5.31 Enforcement activities.

(a) Designated officers and employees
of the Food and Drug Administration
who have been issued the Food and
Drug Administration official creden-
tials consisting of Form FDA-200A,
Identification Record, and Form FDA-
200B, Specification of General Author-
ity, are authorized:

(1) To conduct examinations, inspec-
tions, and investigations; to collect
and obtain samples; to have access to
and to copy and verify records as au-
thorized by law; to make seizures of
items under section 702(e)(5) of the Fed-
eral Food, Drug, and Cosmetic Act (the
act) (21 U.S.C. 372 (e) (b)); and to super-
vise compliance operations for the en-
forcement of the act, the Fair Pack-
aging and Labeling Act (15 U.S.C. 1451-
1461), the Federal Caustic Poison Act
(44 Stat. 140b; see also Public Law 86—
613, section 19, formerly section 18), the
Import Milk Act (21 U.S.C. 141-149), the
Filled Milk Act (21 U.S.C. 61-64), and
sections 351 and 361 of the PHS Act (42
U.S.C. 262 and 264).

(2) 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. IV, effective June 30, 1940; and Re-
organization Plan No. 1 of 1953, effec-
tive April 11, 1953.

(b) Any officer or employee of the
Food and Drug Administration who has
been designated by the Commissioner
of Food and Drugs (Commissioner) to
conduct examinations, investigations,
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or inspections under the act relating to
counterfeit drugs and issued the Food
and Drug Administration Official Cre-
dential consisting of Form FDA-200D,
Special Authority for Criminal Inves-
tigators, is authorized to do the fol-
lowing:

(1) As set forth under section 702(e)(1)
through (e)(6) of the act (21 U.S.C.
372(e)(1)—(e)(5)):

(i) Carry firearms;

(i) Serve and execute search war-
rants and arrest warrants;

(iii) Execute seizure by process issued
under libel under section 304 of the act
(21 U.S.C. 334);

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

§5.32 Certification following
tions.

inspec-

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
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)(1) 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, Division of En-
forcement and Programs, Office of
Field Programs, CFSAN.

(4)(1) 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.



