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Act of 1980, as amended by the Federal 
Technology Transfer Act of 1986 and 
the National Technology Transfer and 
Advancement Act of 1995, which are 
governed by a separate delegation 
(under § 5.10(a)(26)). All authorities 
other than the authority under 35 
U.S.C. section 203 (March-In Rights) 
may be redelegated. 

(37) Functions vested in the Sec-
retary under title III, Section 354, of 
the PHS Act (42 U.S.C. 262 et seq.), as 
amended. The authority pertains to the 
Food and Drug Administration’s over-
sight of mammography facilities. 

(38) The Deputy Assistant Secretary 
for Health Management Operations, 
Public Health Service, has redelegated 
to the Commissioner of Food and 
Drugs, with authority to redelegate, 
the authority to certify true copies of 
any books, records, or other documents 
on file within the Food and Drug Ad-
ministration, or extracts from such; to 
certify that true copies are true copies 
of the entire file of the Administration; 
to certify the complete original record 
or to certify the nonexistence of 
records on file within the Administra-
tion; and to cause the Seal of the De-
partment to be affixed to such certifi-
cations and to agreements, awards, ci-
tations, diplomas, and similar docu-
ments. 

(39) The Secretary of Health and 
Human Services has redelegated to the 
Commissioner, of Food and Drugs, 
under 45 CFR 5b.8 regulations, appeal 
authority to take final action upon an 
individual’s appeal of a refusal to cor-
rect or amend the individual’s record 
when the appeal has been made by the 
individual under Privacy Act regula-
tions (part 21 of this chapter and 45 
CFR part 5b). The authority may not 
be redelegated. 

(b) The Chief Counsel of the Food and 
Drug Administration has been author-
ized to report apparent violations to 
the Department of Justice for the in-
stitution of criminal proceedings, 
under section 305 of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 335), 
section 4 of the Federal Import Milk 
Act (21 U.S.C. 144), and section 9(b) of 
the Federal Caustic Poison Act. 

§ 5.11 Reservation of authority. 
(a) Notwithstanding provisions of 

§ 5.10 or any previous delegations of au-
thority to the contrary, the Secretary 
of Health and Human Services (Sec-
retary) reserves the authority to ap-
prove regulations of the Food and Drug 
Administration, except regulations to 
which sections 556 and 557 of title 5 
U.S.C. apply, which: 

(1) Establish procedural rules appli-
cable to a general class of foods, drugs, 
cosmetics, medical devices, or other 
subjects of regulation; or 

(2) Present highly significant public 
issues involving the quality, avail-
ability, marketability, or cost of one or 
more foods, drugs, cosmetics, medical 
devices, or other subjects of regulation. 

(b) Nothing in this section precludes 
the Secretary from approving a regula-
tion, or being notified in advance of an 
action, to which sections 556 and 557 of 
title 5 U.S.C. apply, which meets one of 
the criteria in paragraph (a) of this sec-
tion. 

(c) This reservation of authority is 
intended only to improve the internal 
management of the Department of 
Health and Human Services, and it is 
not intended to create any right or 
benefit, substantive or procedural, en-
forceable at law by a party against the 
United States, the Department of 
Health and Human Services, the Food 
and Drug Administration, any agency, 
officer, or employee of the United 
States, or any person. Regulations 
issued by the Food and Drug Adminis-
tration without the approval of the 
Secretary are to be conclusively 
viewed as falling outside the scope of 
this reservation of authority. 

Subpart B—General 
Redelegations of Authority 

§ 5.20 General redelegations of author-
ity from the Commissioner to other 
officers of the Food and Drug Ad-
ministration. 

(a) Final authority of the Commis-
sioner of Food and Drugs (Commis-
sioner) is redelegated as set forth in 
these subparts. The Commissioner may 
continue to exercise all authority dele-
gated in subparts B through L. 

(b) The following officials are author-
ized to perform all of the functions of 
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the Commissioner. These officials may 
not further redelegate this authority, 
or any part of this authority, except as 
elsewhere specified: 

(1) Deputy Commissioner; 
(2) Associate Commissioner for Regu-

latory Affairs; 
(3) Senior Associate Commissioner; 
(4) Senior Associate Commissioner 

for Management and Systems; 
(5) Senior Associate Commissioner 

for Policy, Planning, and Legislation; 
and 

(6) Deputy Commissioner for Inter-
national and Constituent Relations. 

(c)(1) During the absence or disability 
of the Commissioner or in the event of 
a vacancy in that position, the first of-
ficial who is available in the following 
positions, or who has been designated 
by the Commissioner to act in such po-
sition, shall act as Commissioner: 

(i) Deputy Commissioner; 
(ii) Associate Commissioner for Reg-

ulatory Affairs; or 
(iii) Senior Associate Commissioner. 
(2) These officials may not further re-

delegate this authority. However, for a 
planned period of absence, the Commis-
sioner (or someone ‘‘acting’’ on his/her 
behalf) may specify a different order of 
succession. 

(d) Authority delegated to a position 
by title may be exercised by a person 
officially designated to serve in that 
position in an acting capacity or on a 
temporary basis, unless prohibited by a 
restriction in the document desig-
nating him/her as ‘‘acting’’ or unless 
not legally permissible. 

(e)(1) The Senior Associate Commis-
sioner is authorized to make deter-
minations that advisory committee 
meetings are concerned with matters 
listed in 5 U.S.C. 552(b) and therefore 
may be closed to the public in accord-
ance with § 5.10(a)(17). 

(2) The Senior Associate Commis-
sioner is authorized to perform other 
associated advisory committee func-
tions (e.g., establishing technical and 
scientific review groups (advisory com-
mittees)); appointing and paying mem-
bers; approving waivers to appoint 
members to established advisory com-
mittees; renewing and rechartering of 
established advisory committees; 
amending charters of established advi-

sory committees; and terminating es-
tablished advisory committees. 

(3) The Senior Associate Commis-
sioner is authorized to approve conflict 
of interest waivers for special Govern-
ment employees serving on advisory 
committees in accordance with 18 
U.S.C. 208(b)(3), as amended. 

(4) The Senior Associate Commis-
sioner is authorized to select tem-
porary members to advisory commit-
tees if such voting members are serving 
on an advisory committee managed by 
another center. 

(5) The Senior Associate Commis-
sioner may not further redelegate 
these authorities. 

(f)(1) The Senior Associate Commis-
sioner for Policy, Planning, and Legis-
lation (SACPPL) and the Associate 
Commissioner for Policy (ACP) are au-
thorized to perform any of the func-
tions of the Commissioner with respect 
to the issuance of FEDERAL REGISTER 
notices and proposed and final regula-
tions of the Food and Drug Administra-
tion. These officials may not further 
redelegate this authority. 

(2) The SACPPL and the ACP are au-
thorized to issue responses to the fol-
lowing matters under part 10 of this 
chapter as follows and these officials 
may not further redelegate this au-
thority: 

(i) Requests for waiver, suspension, 
or modification of procedural require-
ments under § 10.19 of this chapter; 

(ii) Citizen petitions under § 10.30 of 
this chapter; 

(iii) Petitions for reconsideration 
under § 10.33 of this chapter; 

(iv) Petitions for stay under § 10.35 of 
this chapter; or 

(v) Requests for advisory opinions 
under § 10.85 of this chapter. 

(3) With respect to any matter dele-
gated to the SACPPL and the ACP 
under this paragraph, the SACPPL and 
the ACP are authorized to perform the 
function of the Commissioner under 
§§ 10.40, 10.45, 10.50, 10.55, 10.60, 10.65, 
10.80, 10.90, and 10.95 of this chapter and 
of the Deputy Commissioner under 
§ 10.206(g) and (h) of this chapter. These 
officials may not further redelegate 
this authority. 

(4) The SACPPL and the ACP are au-
thorized under the Regulatory Flexi-
bility Act (5 U.S.C. 605(b)) to certify 
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that a proposed or final rule, if issued, 
will not have a significant economic 
impact on a substantial number of 
small entities. The SACPPL and the 
ACP may further redelegate this au-
thority. 

(g) The following officials are author-
ized to perform all the functions of the 
officials under them in their respective 
offices and they may not further re-
delegate this authority: 

(1) Senior Associate Commissioner; 
(2) Deputy Commissioner for Inter-

national and Constituent Relations; 
(3) Senior Associate Commissioner 

for Management and Systems; or 
(4) Senior Associate Commissioner 

for Policy, Planning, and Legislation. 
(h)(1) The Chief Mediator and Om-

budsman and the Deputy Chief Medi-
ator and Ombudsman are authorized to 
act upon requests for reconsideration 
of any user fee decisions under section 
735 of the Federal Food, Drug, and Cos-
metic Act (the act) (21 U.S.C. 379h) 
made by such officers and the former 
Deputy User Fee Waiver Officer prior 
to July 1, 1999. These officials may not 
further redelegate this authority. (See 
subpart C, § 5.108 for the user fee-re-
lated redelegation to officials within 
the Center for Drug Evaluation and Re-
search.) 

(2) The Senior Associate Commis-
sioner for Management and Systems 
and the Director, Office of Financial 
Management, are authorized to per-
form the functions of the Commis-
sioner under section 736(d)(1)(c) of the 
act (21 U.S.C. 379h(d)(1)(C)), as amend-
ed, to waive or reduce prescription 
drug user fees in situation where he or 
she finds that ‘‘the fees will exceed the 
anticipated present and future costs.’’ 
These officials may not further redele-
gate this authority. 

(3) The Deputy Commissioner, or in 
the event of a vacancy in that position, 
the Senior Associate Commissioner, 
Office of the Commissioner, is des-
ignated as the User Fee Appeals Offi-
cer. The User Fee Appeals Officer is au-
thorized to hear and decide user fee 
waiver appeals. The decision of the 
User Fee Appeals Officer will con-
stitute final agency action on such 
matters. The User Fee Appeals Officer 
may not further redelegate this au-
thority. 

(i) The Senior Associate Commis-
sioner for Management and Systems is 
authorized to perform all of the admin-
istrative authorities (i.e., financial, 
personnel, facilities management, 
property management, etc.) of the 
Commissioner. These authorities may 
be further redelegated, except when 
specifically prohibited. 

(j) Unless specifically noted, the per-
sons to whom the Commissioner has 
delegated authority in subparts B 
through L of this part may not further 
redelegate that authority. 

§ 5.21 Emergency functions. 

(a) Each Regional Food and Drug Di-
rector is authorized, during any period 
when normal channels of direction are 
disrupted between the Food and Drug 
Administration headquarters and his 
or her region to: 

(1) Fully represent the Food and 
Drug Administration within his or her 
region in cooperation with the Depart-
ment of Health and Human Services re-
gional emergency plans, and 

(2) Exercise the authority of the 
Commissioner of Food and Drugs for 
supervision of and direction to all Food 
and Drug Administration activities and 
use of resources within his or her re-
gion for continuity and for Federal 
Emergency Health Service operations. 

(b) These same officials are author-
ized to provide in Regional Emergency 
Plans for the delegation of Food and 
Drug Administration regional authori-
ties to heads of field activities when 
such activities are cut off from na-
tional and regional headquarters. 
These officials may not further redele-
gate this authority. 

§ 5.22 Certification of true copies and 
use of Department seal. 

(a) The following officials are author-
ized to certify true copies of, or ex-
tracts from, any books, records, papers, 
or other documents on file within the 
Food and Drug Administration, to cer-
tify that copies are true copies of the 
entire file, to certify the complete 
original record, or to certify the non-
existence of records on file within the 
Food and Drug Administration, and to 
cause the seal of the Department to be 
affixed to such certifications: 
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(1) The Deputy Commissioner, the 
Senior Associate Commissioner, the 
Deputy Commissioner for International 
and Constituent Relations, the Senior 
Associate Commissioner for Manage-
ment and Systems, and the Senior As-
sociate Commissioner for Policy, Plan-
ning, and Legislation. 

(2) The Associate and Deputy Asso-
ciate Commissioners and the Chief 
Counsel and Deputy Chief Counsels. 

(3) The Director, Office of the Execu-
tive Secretariat, Office of the Senior 
Associate Commissioner, Office of the 
Commissioner (OC). 

(4) The Director, Office of Executive 
Operations, Office of the Senior Asso-
ciate Commissioner, OC. 

(5)(i) The Director and Deputy Direc-
tor, Office of Enforcement, Office of 
Regulatory Affairs (ORA). 

(ii) The Director and Deputy Direc-
tor, Office of Regional Operations, 
ORA. 

(iii) The Director and Deputy Direc-
tor, Office of Resource Management 
(ORM), ORA. 

(iv) The Director, Division of Man-
agement Operations, ORM, ORA. 

(v) Team Leader, FDA History Staff, 
ORM, ORA. 

(6)(i) The Director, Office of Human 
Resources and Management Services 
(OHRMS), Office of Management and 
Systems (OMS), OC. 

(ii) The Director, Division of Manage-
ment Programs (DMP), OHRMS, OMS, 
OC. 

(iii) The Chief, Division of Dockets 
Management, DMP, OHRMS, OMS, OC. 

(7) The Associate Commissioner for 
Public Affairs, Office of Public Affairs 
(OPA), Office of the Senior Associate 
Commissioner (OSAC), OC. 

(8)(i) The Chief Information Officer, 
Office of Information Resources Man-
agement (OIRM), Office of Management 
and Systems (OMS), OC. 

(ii) The Director, Freedom of Infor-
mation Staff, OIRM, OMS, OC. 

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

(ii) The Director, Office of Manage-
ment, CBER. 

(iii) The Director and Deputy Direc-
tors of the Office of Compliance and 
Biologics Quality, CBER. 

(iv) The Director and Deputy Direc-
tor, Office of Communication, Train-
ing, and Manufacturer’s Assistance, 
CBER. 

(v) The Director and Branch Chiefs, 
Division of Case Management, Office of 
Compliance and Biologics Quality 
(OCBQ), CBER; and the Consumer Safe-
ty Officers, OCBQ, CBER. 

(10)(i) The Director and Deputy Di-
rector, Center for Food Safety and Ap-
plied Nutrition (CFSAN). 

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

(iii) The Director, Office of Manage-
ment Systems, CFSAN. 

(iv) The Director, Office of Cosmetics 
and Colors, CFSAN. 

(v) The Director, Office of Plant and 
Dairy Foods and Beverages, CFSAN. 

(vi) The Director, Office of Seafood, 
CFSAN. 

(vii) The Director, Office of Nutri-
tional Products, Labeling, and Dietary 
Supplements, CFSAN. 

(viii) The Director, Office of Special 
Research Skills, CFSAN. 

(ix) The Director, Office of Con-
stituent Operations, CFSAN. 

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

(xi) The Director, Office of Pre-
market Approval, CFSAN. 

(xii) The Director, Office of Scientific 
Analysis and Support, CFSAN. 

(11)(i) The Director and Deputy Di-
rectors, Center for Devices and Radio-
logical Health (CDRH). 

(ii) The Associate Director and Dep-
uty Associate Director for Manage-
ment and Systems, CDRH. 

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

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

(v) 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. 

(vi) The Director, Office of Systems 
and Management, CDRH. 

(vii) Freedom of Information Offi-
cers, CDRH. 

(12)(i) The Director and Deputy Di-
rector, Center for Veterinary Medicine 
(CVM). 
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(ii) The Director and Deputy Direc-
tor, Office of Management and Commu-
nications, CVM. 

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

(iv) The Director, Division of Compli-
ance, Office of Surveillance and Com-
pliance, CVM. 

(13)(i) The Director and Deputy Di-
rector for Washington Operations, Na-
tional Center for Toxicological Re-
search (NCTR). 

(ii) The Deputy Center Director, Of-
fice of Management (OM), NCTR, and 
the Associate Director, Office of Man-
agement Services, OM, NCTR. 

(iii) The Deputy Center Director, Of-
fice of Research, NCTR. 

(14)(i) The Director and Deputy Di-
rector, the Directors, Office of Review 
Management and Office of Pharma-
ceutical Science, the Associate Direc-
tor for Regulatory Policy, and the As-
sociate Director for Medical Policy, 
Center for Drug Evaluation and Re-
search (CDER). 

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

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

(iv) The Directors and Deputy Direc-
tors of the Offices of Drug Evaluation 
I, II, III, IV, and V, and the Director 
and Deputy Director of the Office of 
Biostatistics, Office of Review Manage-
ment, CDER. 

(v) The Directors and Deputy Direc-
tors of the Offices of Testing and Re-
search, Generic Drugs, New Drug 
Chemistry, and Clinical Pharmacology 
and Biopharmaceutics, Office of Phar-
maceutical Science, CDER. 

(vi) The Director, Office of Training 
and Communications (OTCOM), and the 
Director, Division of Information Dis-
closure Policy, Office of Regulatory 
Policy, CDER. 

(vii) The Directors of the Divisions of 
Labeling and Non-prescription Drug 
Compliance, Prescription Drug Compli-
ance and Surveillance, and Manufac-
turing and Product Quality, Office of 
Compliance, CDER. 

(15)(i) Regional Food and Drug Direc-
tors. 

(ii) District Directors. 
(iii) The Director, St. Louis Branch. 

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

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

(vi) The Director, National Forensic 
Chemistry Center. 

(vii) The Director, Arkansas Regional 
Laboratory. 

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

(b) The following officials are author-
ized to cause the seal of the Depart-
ment to be affixed to agreements, 
awards, citations, diplomas, and simi-
lar documents: 

(1) Deputy Commissioner; the Senior 
Associate Commissioner; the Deputy 
Commissioner for International and 
Constituent Relations; the Senior As-
sociate Commissioner for Management 
and Systems; and the Senior Associate 
Commissioner for Policy, Planning, 
and Legislation. 

(2) The Associate and Deputy Asso-
ciate Commissioners and the Chief 
Counsel and Deputies. 

(3) The Director and Deputy Direc-
tors, CBER; the Director and Deputy 
Director, CFSAN; the Director and 
Deputy Directors, CDRH; the Director 
and Deputy Director, CVM; the Direc-
tor and Deputy Directors, CDER; and 
the Director, NCTR, the Deputy Direc-
tor for Washington Operations, NCTR, 
and the Deputy Center Directors, Of-
fices of Management and Research, re-
spectively, NCTR. 

(4) The Director, Office of Executive 
Operations, Office of the Senior Asso-
ciate Commissioner (OSAC), OC; Direc-
tor, Office of Management, CBER; Di-
rector, Office of Management, CDER; 
Director, Office of Management Sys-
tems, CFSAN; Director, Office of Sys-
tems and Management, CDRH; Direc-
tor, Office of Management and Commu-
nications, CVM; Associate Director, Of-
fice of Management Services, NCTR; 
and the Director, Office of Resource 
Management, ORA. 

(5) The Director, Office of Human Re-
sources and Management Services 
(OHRMS), Office of Management and 
Systems (OMS), OC. 

(c) The following officials may fur-
ther redelegate the authorities under 
paragraphs (a) and (b) of this section 
the Deputy Commissioner; the Senior 
Associate Commissioner; the Deputy 
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Commissioner for International and 
Constituent Relations; the Senior As-
sociate Commissioner for Management 
and Systems; the Senior Associate 
Commissioner for Policy, Planning, 
and Legislation; the Associate and 
Deputy Associate Commissioners; the 
Chief Counsel and Deputy Chief Coun-
sels; the Directors and Deputy Direc-
tors for CBER, CFSAN, CDRH, CVM, 
CDER, and NCTR; the Director, Office 
of Executive Operations, OSAC, OC; the 
Directors of the Offices of Manage-
ment, CBER and CDER; the Director, 
Office of Management Systems, 
CFSAN; the Director, Office of Systems 
and Management, CDRH; the Director, 
Office of Management and Communica-
tions, CVM; the Associate Director, Of-
fice of Management Services, NCTR; 
the Director, Office of Resource Man-
agement, ORA; and the Director, 
OHRMS, OMS, OC. The other officials 
delegated authority by this section 
may not further redelegate it. 

(d) The Chief, Regulations Editorial 
Section (RES), Regulations Policy and 
Management Staff (RPMS), Office of 
Policy, Planning, and Legislation 
(OPPL), OC, and his or her alternates 
are authorized to certify true copies of 
FEDERAL REGISTER documents. The 
Chief, RES, RPMS, OPPL, OC may des-
ignate alternates as required. 

§ 5.23 Disclosure of official records 
and authorization of testimony. 

(a) The following officials are author-
ized to make determinations to dis-
close official records and information 
under part 20 of this chapter, except 
that only the officials, listed in para-
graphs (a)(2) through (a)(8) of this sec-
tion, have the authority under specific 
sections of part 20 of this chapter. 

(1)(i) Deputy Commissioner, the Sen-
ior Associate Commissioner, the Dep-
uty Commissioner for International 
and Constituent Relations, the Senior 
Associate Commissioner for Manage-
ment and Systems, the Senior Asso-
ciate Commissioner for Policy, Plan-
ning, and Legislation, and the Asso-
ciate and Deputy Associate Commis-
sioners. 

(ii) The Director, Office of Executive 
Operations, Office of the Senior Asso-
ciate Commissioner, Office of the Com-
missioner (OC). 

(iii) The Director, Office of the Exec-
utive Secretariat, Office of the Senior 
Associate Commissioner, OC. 

(iv) The Director, Office of Human 
Resources and Management Services 
(OHRMS), Office of Management and 
Systems (OMS), OC; the Director, Divi-
sion of Management Programs (DMP), 
OHRMS, OMS, OC; and the Chief, Divi-
sion of Dockets Management, DMP, 
OHRMS, OMS, OC. 

(v) Program officials at all organiza-
tional levels down to and including 
branch level for all Headquarters orga-
nizations. 

(vi) Regional Food and Drug Direc-
tors and District Directors. 

(vii) Director, Winchester Engineer-
ing and Analytical Center. 

(viii) Chiefs of branches Field/Dis-
trict Offices and Centers. 

(ix) Freedom of Information Officers 
and other employees engaged in Free-
dom of Information activities. 

(x) The Director, Office of Enforce-
ment (OE), Office of Regulatory Affairs 
(ORA); Deputy Director, OE, ORA; and 
Director, Division of Compliance Pol-
icy, OE, ORA. 

(xi) The Director and Deputy Direc-
tors, Center for Biologics Evaluation 
and Research (CBER); and the Director 
and Deputy Director, Office of Commu-
nication, Training, and Manufacturer’s 
Assistance (OCTMA), CBER. 

(xii) The Director and Deputy Direc-
tor, the Directors, Office of Review 
Management and Office of Pharma-
ceutical Science, the Associate Direc-
tor for Medical Policy, and the Asso-
ciate Director for Regulatory Policy, 
Center for Drug Evaluation and Re-
search (CDER). 

(xiii) The Director, Center for De-
vices and Radiological Health (CDRH), 
the Deputy Director for Regulations 
and Policy, and the Deputy Director 
for Science, CDRH. 

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

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

(xvi) The Director, National Center 
for Toxicological Research (NCTR); the 
Deputy Center Directors, Offices of Re-
search and Management, respectively, 
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NCTR; and the Deputy Director for 
Washington Operations, NCTR. 

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

(2) The Deputy Associate Commis-
sioner for Regulatory Affairs (Deputy 
ACRA), ORA; the Director and Deputy 
Director, Office of Enforcement OE, 
ORA; and the Director, Division of 
Compliance Policy, OE, ORA are dele-
gated the authority to grant requests 
for testimony or to authorize the giv-
ing of testimony under § 20.1 of this 
chapter. These officials may not fur-
ther redelegate this authority. 

(3) The Associate and Deputy Asso-
ciate Commissioners are delegated the 
authority to disclose official records 
and information under § 20.82 of this 
chapter. These officials may not fur-
ther redelegate this authority. 

(4) The Associate and Deputy Asso-
ciate Commissioners; the Director and 
Deputy Director, OE, ORA; and the Di-
rector, Division of Compliance Policy, 
OE, ORA are delegated the authority 
to disclose official records and infor-
mation under § 20.85 of this chapter. 
These officials may not further redele-
gate this authority. 

(5) The following officials are dele-
gated the authority to disclose con-
fidential commercial information to 
State government officials under 
§ 20.88(d) of this chapter and the ACRA 
and the Center Directors may further 
redelegate this authority. 

(i) The ACRA, the Deputy ACRA, 
ORA and the Director, OE, ORA. 

(ii) The Director and Deputy Direc-
tors, Center for Biologics Evaluation 
and Research (CBER); and the Director 
and Deputy Director, Office of Commu-
nication, Training, and Manufacturer’s 
Assistance (OCTMA), CBER. 

(iii) The Director and Deputy Direc-
tor, CDER; the Directors, Office of Re-
view Management and Office of Phar-
maceutical Science, CDER; the Asso-
ciate Director for Regulatory Policy, 
CDER. 

(iv) The Director, CDRH, the Deputy 
Director for Regulations and Policy, 
the Deputy Director for Science, and 
the Director, Office of Health and In-
dustry Programs, CDRH. 

(v) The Director and Deputy Direc-
tor, CFSAN. 

(vi) The Director and Deputy Direc-
tor, CVM. 

(vii) The Director, the Deputy Center 
Directors, Offices of Research and Man-
agement, respectively, NCTR, and the 
Deputy Director for Washington Oper-
ations, NCTR. 

(6) The following officials are dele-
gated the authority to disclose non-
public, predecisional documents to 
State and foreign government officials 
under §§ 20.88(e) and 20.89(d) of this 
chapter and they may not further re-
delegate this authority. 

(i) The Associate Commissioner for 
Policy, Office of Policy, Planning and 
Legislation (OPPL); and the Director, 
Office of International Programs, Of-
fice of International and Constituent 
Relations (OICR). 

(ii) For level 2 nonpublic, 
predecisional guidance documents, any 
Center Director or Deputy Director, 
and any Director for an OC office hav-
ing program responsibilities. 

(7) The Associate Commissioner for 
Policy, OPPL; and the Director, Office 
of International Programs, OICR are 
delegated the authority to receive non-
public, predecisional documents from 
State and foreign government officials 
under §§ 20.88(e) and 20.89(d) of this 
chapter. These officials may not fur-
ther redelegate this authority. 

(8) The following officials are author-
ized to disclose confidential commer-
cial information to foreign government 
officials under § 20.89(c) of this chapter; 
and they may not further redelegate it: 

(i) The Deputy ACRA, ORA; and the 
Director, OE, ORA. 

(ii) The Director and Deputy Direc-
tors, Center for Biologics Evaluation 
and Research (CBER); and the Director 
and Deputy Director, Office of Commu-
nication, Training, and Manufacturer’s 
Assistance (OCTMA), CBER. 

(iii) The Director and Deputy Direc-
tor, CDER; the Directors, Office of Re-
view Management and Office of Phar-
maceutical Science, CDER; the Asso-
ciate Director for Medical Policy, 
CDER; the Associate Director for Reg-
ulatory Policy, CDER, and the Direc-
tor, Division of Information Disclosure 
Policy, Office of Regulatory Policy, 
CDER. 

(iv) The Director, CDRH, the Deputy 
Director for Regulations and Policy 
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and the Deputy Director for Science, 
CDRH. 

(v) The Director and Deputy Direc-
tor, CFSAN. 

(vi) The Director and Deputy Direc-
tor, CVM. 

(vii) The Director, the Deputy Center 
Directors, Offices of Research and Man-
agement, respectively, and the Deputy 
Director for Washington Operations, 
NCTR. 

(b) The Chief, Information Manage-
ment Team, Division of Data Manage-
ment and Services, Office of Informa-
tion Technology, CDER, is authorized 
to sign affidavits regarding the pres-
ence or absence of records of Registra-
tion of Drug Establishments. This offi-
cial may not further redelegate this 
authority. 

(c) The following officials are author-
ized to sign affidavits regarding the 
presence or absence of medical device 
establishment registration records and 
these officials may not further redele-
gate this authority: 

(1) The Director, the Deputy Director 
for Regulations and Policy, and the 
Deputy Director for Science, CDRH. 

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

(3) The Director and Deputy Director, 
Division of Program Operations, Office 
of Compliance, CDRH. 

(4) The Chief, Information Processing 
and Office Automation Branch, Divi-
sion of Program Operations, Office of 
Compliance, CDRH. 

(d) The Director, Office of Resource 
Management, Office of Regulatory Af-
fairs is authorized to sign affidavits re-
garding the presence or absence of 
records in the files of that office and 
this official may not further redelegate 
this authority. 

(e) The Director and Deputy Direc-
tors, CBER, the Director and Deputy 
Director, Office of Blood Research and 
Review (OBRR), and the Director and 
Deputy Director, Division of Blood Ap-
plications, OBRR, CBER, are author-
ized to sign affidavits regarding the 
presence or absence of records of reg-
istration of blood product establish-
ments. These officials may not further 
redelegate this authority. 

§ 5.24 Authority relating to technology 
transfer. 

(a) The Associate Commissioner for 
Regulatory Affairs is authorized to per-
form the functions of the Commis-
sioner of Food and Drugs as requested 
by the Commissioner regarding the au-
thority to disapprove or require modi-
fication of cooperative research and de-
velopment agreements and licensing 
agreements and transmit written ex-
planation of such approval or dis-
approval to the head of the laboratory 
concerned under section 11(c)(5)(A) and 
(B) of the Stevenson-Wydler Tech-
nology Innovation Act of 1980 (the Act) 
(15 U.S.C. 3710a(c)(5) (A) and (B)), as 
amended. 

(b) The following officials are author-
ized to perform the functions of the 
Commissioner of Food and Drugs (Com-
missioner) requested by the Commis-
sioner under the Act (15 U.S.C. 3701 et 
seq.), as amended, and Executive Order 
12591 of April 10, 1987 (except to the ex-
tent that redelegation of those func-
tions is specifically limited in 
§ 5.10(a)(26)), as they pertain to the 
functions of their respective organiza-
tions, including the authority to per-
form the functions of laboratory direc-
tors under the Act as the heads of their 
respective Federal laboratories, subject 
to the discretion of the Commissioner 
to require that agreements entered 
into under section 11(a) of the Act (15 
U.S.C. 3710a(a)) include provisions in 
accordance with section 11(c)(5)(A) of 
the Act (15 U.S.C. 3710a(c)(5)(A): 

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

(2) The Director, Center for Devices 
and Radiological Health. 

(3) The Director, Center for Drug 
Evaluation and Research. 

(4) The Director, Center for Food 
Safety and Applied Nutrition. 

(5) The Director, Center for Veteri-
nary Medicine. 

(6) The Director, National Center for 
Toxicological Research. 

(7) The Associate Commissioner for 
Regulatory Affairs. 

(c) These officials may not further re-
delegate these authorities. 
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§ 5.25 Research, investigation, and 
testing programs and health infor-
mation and promotion programs. 

(a) The following officials are author-
ized under sections 301, 307, 311, 1701, 
1702, 1703, and 1704 of the Public Health 
Service Act (the PHS Act) (42 U.S.C. 
241, 242l, 243, 300u, 300u–1, 300u–2, 300u– 
3) to establish research, investigation, 
and testing programs and health infor-
mation and health promotion pro-
grams, which relate to their assigned 
functions, and to approve grants for 
conducting such programs: 

(1) The Director, the Deputy Director 
for Washington Operations, and the 
Deputy Center Directors, Offices of Re-
search and Management, respectively, 
National Center for Toxicological Re-
search (NCTR). 

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

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

(4) The Director and Deputy Director, 
Center for Food Safety and Applied Nu-
trition (CFSAN). 

(5) The Director and Deputy Director, 
Center for Veterinary Medicine (CVM). 

(6) The Director and Deputy Director, 
the Directors, Office of Review Man-
agement and Office of Pharmaceutical 
Science, Center for Drug Evaluation 
and Research (CDER). 

(7) The Director, Office of Orphan 
Products Development (OPD), Office of 
the Senior Associate Commissioner 
(OSAC), Office of the Commissioner 
(OC). 

(b) The Director and Deputy Direc-
tors for Science and for Regulations 
and Policy, CDRH, are authorized to 
establish an electronic product radi-
ation control program and to approve 
grants for conducting the program 
under section 532 of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 
360ii). 

(c) The Senior Associate Commis-
sioner for Management and Systems, 
Office of Management and Systems 
(OMS), OC; the Director and Deputy 
Director, Office of Facilities, Acquisi-
tions, and Central Services (OFACS), 
OMS, OC; the Director, Division of 
Contracts and Procurement Manage-

ment (DCPM), OFACS, OMS, OC; and 
the Chief Grants Management Officer 
and the Grants Management Officer, 
DCPM, OFACS, OMS, OC are author-
ized to sign and issue all notices of 
grant awards and amendments thereto 
and sign and issue notices of suspen-
sion and termination thereof for grants 
approved under the authority delegated 
in paragraphs (a) and (b) of this sec-
tion. 

(d) The Director, NCTR, is authorized 
under section 301 of the PHS Act (42 
U.S.C. 241), as amended by Public Law 
95–622, to make available to edu-
cational institutions, for biomedical 
and behavioral research, laboratory 
animals bred for research purposes of 
the Center that are not required to 
support Center research programs. 

(e) The Senior Associate Commis-
sioner for Management and Systems 
may further redelegate the authorities 
in paragraph (c) of this section. With 
the exception for paragraph (c) of this 
section, these officials may not further 
redelegate these authorities. 

§ 5.26 Service fellowships. 

(a) Under authority of sections 207(g) 
and 208(f) of the PHS Act (42 U.S.C. 
209(g) and 210(f)), and within the limits 
of an approved service fellowship plan, 
the following officials are authorized 
to designate persons to receive service 
fellowships, appoint service fellows, 
and determine specific stipend rates for 
individual actions within the ranges es-
tablished under an approved service 
fellowship plan: 

(1) The Deputy Commissioner; the 
Senior Associate Commissioner; the 
Deputy Commissioner for International 
and Constituent Relations; the Senior 
Associate Commissioner for Manage-
ment and Systems; the Senior Asso-
ciate Commissioner for Policy, Plan-
ning, and Legislation; the Chief Coun-
sel and Deputy Chief Counsels; and the 
Associate Commissioners and their 
Deputies. 

(2) The Director, the Deputy Director 
for Washington Operations, the Deputy 
Center Directors for Research and 
Management, respectively, and the As-
sociate Director, Office of Management 
Services, National Center for Toxi-
cological Research (NCTR). 
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(3) The Director, the Deputy Direc-
tors for Science and for Regulations 
and Policy, and the Director, Office of 
Systems and Management, Center for 
Devices and Radiological Health 
(CDRH). 

(4) The Director, the Deputy Direc-
tors, the Associate Director for Re-
search, the Office Directors, and the 
Director, Office of Management, Center 
for Biologics Evaluation and Research 
(CBER). 

(5) The Director, the Deputy Direc-
tor, and Director, Office of Manage-
ment Systems, Center for Food Safety 
and Applied Nutrition (CFSAN). 

(6) The Director, the Deputy Direc-
tor, and the Director, Office of Manage-
ment and Communications, Center for 
Veterinary Medicine (CVM). 

(7) The Director and Deputy Director, 
the Directors, Office of Review Man-
agement and Office of Pharmaceutical 
Science, and the Director and Deputy 
Director, Office of Management, Center 
for Drug Evaluation and Research 
(CDER). 

(8) The Director, Office of Executive 
Operations, Office of the Senior Asso-
ciate Commissioner, Office of the Com-
missioner and the Director, Office of 
Resource Management, ORA. 

(9) Director, Office of Human Re-
sources and Management Services, Of-
fice of Management and Systems, Of-
fice of the Commissioner. 

(b) These officials may further re-
delegate this authority, with the limi-
tation that the Director, Office of 
Human Resources and Management 
Services, OMS, OC, is delegated the au-
thority to approve service fellowship 
plans and exceptions to the approved 
plans, and this official may not further 
redelegate this authority. 

§ 5.27 Patent term extensions for 
human drug products, medical de-
vices, and food and color additives; 
and authority to perform due dili-
gence determinations and informal 
hearings. 

(a) The Deputy Commissioner is au-
thorized to perform the due diligence 
determinations and informal hearings 
functions under section 156(d)(2)(B)(ii) 
of title 35 U.S.C. (35 U.S.C. 156), as 
amended, relative to patent term ex-
tensions. 

(b) The Director, Center for Drug 
Evaluation and Research (CDER) and 
the Associate Director for Regulatory 
Policy, CDER, are authorized to per-
form the functions delegated to the 
Commissioner under title 35 U.S.C. 156, 
as amended, except for making due 
diligence determinations and holding 
of informal hearings under title 35 
U.S.C. 156(d)(2)(B). 

(c) The Chief Mediator and Ombuds-
man, Office of the Ombudsman, Office 
of the Senior Associate Commissioner, 
Office of the Commissioner, is author-
ized to perform the functions delegated 
to the Commissioner to make due dili-
gence determinations under title 35 
U.S.C. 156(d)(2)(B), as amended, except 
for holding of informal hearings under 
title 35 U.S.C. 156(d)(2)(B)(ii). 

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

§ 5.28 Hearings. 
(a) The following officials are author-

ized to designate officials to hold infor-
mal hearings that relate to their as-
signed functions under sections 305, 
404(b), and 801(a) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 335, 
344(b), and 381(a)); section 6 of the Fair 
Packaging and Labeling Act (15 U.S.C. 
1455) (21 U.S.C. 145); section 9(b) of the 
Federal Caustic Poison Act (44 Stat. 
1406; see also Public Law 86–613, section 
19 formerly section 18); and section 5 of 
the Federal Import Milk Act. Officials 
so designated are delegated authority 
vested in the Secretary of Agriculture 
by 7 U.S.C. 2217 (43 Stat. 803) to admin-
ister to take from any person an oath, 
affirmation, affidavit, or deposition for 
use in any prosecution or proceeding 
under, or in enforcement of, any law as 
cited in this part: 

(1) The Director and Deputy Director, 
Center for Food Safety and Applied Nu-
trition (CFSAN); and the Director of 
Regulations and Policy, CFSAN. 

(2) The Director and Deputy Director, 
the Directors, Office of Review Man-
agement and Office of Pharmaceutical 
Science, Center for Drug Evaluation 
and Research (CDER); the Associate 
Director for Regulatory Policy and the 
Associate Director for Medical Policy, 
CDER; the Directors of the Offices of 
Drug Evaluation I, II, III, IV, and V, 
Office of Review Management, CDER; 
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and the Director and Deputy Director, 
Office of Compliance, CDER. 

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

(4) The Director and Deputy Director, 
Center for Veterinary Medicine (CVM). 

(5) The Director and Deputy Direc-
tors, Center for Biologics Evaluation 
and Research (CBER), and the Direc-
tors and Deputy Directors, Office of 
Blood Research and Review, Office of 
Vaccines Research and Review, Office 
of Therapeutics Research and Review, 
and Office of Compliance and Biologics 
Quality, CBER. 

(6) Regional Food and Drug Direc-
tors. 

(7) District Directors. 
(8) The Director, St. Louis Branch. 
(b) The Director and Deputy Direc-

tors for Science and for Regulations 
Policy, CDRH, are authorized to hold 
hearings, and to designate other offi-
cials to hold informal hearings, under 
section 360(a) of the PHS Act. 

(c) The following officials are author-
ized to serve as the presiding officer, 
and to designate other Food and Drug 
Administration employees to serve as 
the presiding officer, at a regulatory 
hearing and to conduct such a hearing 
under the provisions of part 16 of this 
chapter. An official can serve as the 
presiding officer in a particular hear-
ing only if he or she satisfies the re-
quirements of § 16.42(b) of this chapter 
with respect to the action that is the 
subject of the hearing. Such officials 
are delegated authority vested in the 
Secretary of Agriculture by 7 U.S.C. 
2217 (43 Stat. 803) to administer or to 
take from any person an oath, affirma-
tion, or deposition for use in any pros-
ecution or proceeding under, or in en-
forcement of, any law as cited in this 
part: 

(1) The Director, Office of the Om-
budsman, Office of External Relations, 
Office of the Commissioner. 

(2) The Director and Deputy Director, 
CFSAN. 

(3) The Director and Deputy Director, 
Center for Drug Evaluation and Re-
search (CDER); the Directors, Office of 
Review Management and Office of 
Pharmaceutical Science, CDER; the 
Associate Director for Regulatory Pol-

icy and the Associate Director for Med-
ical Policy, CDER, the Directors of the 
Offices of Drug Evaluation I, II, III, IV, 
and V, Office of Review Management, 
CDER; and the Director and Deputy Di-
rector, Office of Compliance, CDER. 

(4) The Director and Deputy Direc-
tors for Science and for Regulations 
Policy, CDRH. 

(5) The Director and Deputy Director, 
CVM. 

(6) The Director and Deputy Direc-
tors, Center for Biologics Evaluation 
and Research (CBER), and the Direc-
tors and Deputy Directors, Office of 
Blood Research and Review, Office of 
Vaccines Research and Review, Office 
of Therapeutics Research and Review, 
and Office of Compliance and Biologics 
Quality, CBER. 

(7) Regional Food and Drug Direc-
tors. 

(8) District Directors. 
(9) The Director, St. Louis Branch. 
(10) An Administrative Law Judge. 
(11) Such other FDA official as is des-

ignated by the Commissioner by 
memorandum in the proceeding. 

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

[66 FR 30993, June 8, 2001, as amended at 67 
FR 53306, Aug. 15, 2002] 

§ 5.29 Petitions under part 10. 
(a) For drugs assigned to their orga-

nizations, the following officials are 
authorized to grant or deny citizen pe-
titions submitted under § 10.30 of this 
chapter for a stay of an effective date 
in § 201.59 of this chapter for compli-
ance with certain labeling require-
ments for human prescription drugs: 

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

(ii) The Directors and Deputy Direc-
tors, Office of Blood Research and Re-
view (OBRR), Office of Vaccines Re-
search and Review (OVRR), and Office 
of Therapeutics Research and Review 
(OTRR), CBER. 

(iii) The Directors and Deputy Direc-
tors of the Divisions in OBRR, OVRR, 
and OTRR, CBER. 

(2)(i) The Director, the Deputy Direc-
tor, and the Directors, Office of Review 
Management and Office of Pharma-
ceutical Science, Center for Drug Eval-
uation and Research (CDER). 
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(ii) The Directors and Deputy Direc-
tors of the Offices of Drug Evaluation 
I, II, III, IV, and V, Office of Review 
Management, CDER. 

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

(b) The following officials are author-
ized to grant or deny citizen petitions 
submitted under § 10.30 of this chapter 
requesting in vitro test modifications 
under § 331.29 of this chapter: 

(1) The Director, the Deputy Direc-
tor, and the Directors, Office of Review 
Management and Office of Pharma-
ceutical Science, CDER. 

(2) The Director, Office of Drug Eval-
uation V, Office of Review Manage-
ment, CDER. 

(3) The Director and Deputy Director, 
Division of Over-the-Counter Drug 
Products, Office of Drug Evaluation V, 
Office of Review Management, CDER. 

(c) The following officials are author-
ized to grant or deny citizen petitions 
submitted under § 10.30 of this chapter 
for a stay of an effective date or for an 
exemption from the tamper-resistant 
packaging and labeling requirements 
set forth in §§ 211.132, 700.25, or 800.12 of 
this chapter for certain over-the- 
counter human drug and cosmetic 
products and medical devices which re-
late to the assigned functions of the re-
spective organizations: 

(1) The Director, the Deputy Direc-
tor, and the Directors, Office of Review 
Management and Office of Pharma-
ceutical Science, CDER. 

(2) The Director and Deputy Director, 
Center for Food Safety and Applied Nu-
trition (CFSAN); and the Director of 
Regulations and Policy, CFSAN. 

(3) The Director and the Deputy Di-
rectors for Science and for Regulations 
and Policy, Center for Devices and Ra-
diological Health (CDRH). 

(d) The following officials are author-
ized to grant or deny citizen petitions 
submitted under § 10.30 of this chapter 
requesting exemption from the general 
pregnancy-nursing warning for over- 
the-counter (OTC) drugs required under 
§ 201.63 of this chapter, requesting ex-
emption from a general overdose warn-
ing required under § 330.1(g) of this 
chapter, and requesting exemption 

from OTC drug administrative proce-
dures under § 330.10 of this chapter: 

(1) The Director, the Deputy Direc-
tor, and the Directors, Office of Review 
Management and Office of Pharma-
ceutical Science, CDER. 

(2) The Director, Office of Drug Eval-
uation V, Office of Review Manage-
ment, CDER. 

(3) The Director and Deputy Director, 
Division of Over-the-Counter Drug 
Products, Office of Drug Evaluation V, 
Office of Review Management, CDER. 

(e)(1) The following officials are au-
thorized to issue 180-day tentative re-
sponses to citizen petitions on food and 
cosmetic matters under § 10.30(e)(2)(iii) 
of this chapter that relate to the as-
signed functions of that Center: 

(i) The Director and Deputy Director, 
CFSAN. 

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

(iii) The Director, Office of Cosmetics 
and Colors, CFSAN. 

(iv) The Director, Office of Nutri-
tional Products, Labeling and Dietary 
Supplements, CFSAN. 

(v) The Director, Office of Premarket 
Approval, CFSAN. 

(vi) The Director, Office of Plant and 
Dairy Foods and Beverages, CFSAN. 

(vii) The Director, Office of Seafood, 
CFSAN. 

(viii) The Director, Office of Field 
Programs, CFSAN. 

(2) The Director and Deputy Director, 
Center for Veterinary Medicine (CVM), 
are authorized to issue 180-day ten-
tative responses to citizen petitions on 
animal food and drug matters under 
§ 10.30(e)(2)(iii) of this chapter that re-
late to the assigned functions of that 
Center. 

(3) The Director and Deputy Direc-
tors, CBER, are authorized to issue 180- 
day tentative responses to citizen peti-
tions on biological product matters 
under § 10.30(e)(2)(iii) of this chapter 
that relate to the assigned functions of 
that Center. 

(4) The Director, the Deputy Direc-
tor, and the Associate Director for 
Regulatory Policy, CDER, are author-
ized to issue 180-day tentative re-
sponses to citizen petitions on drug 
product matters under § 10.30(e)(2)(iii) 
of this chapter that relate to the as-
signed functions of that Center. 
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(5) The Director and Deputy Direc-
tors for Science and for Regulations 
and Policy, CDRH, are authorized to 
issue 180-day tentative responses to cit-
izen petitions on medical device mat-
ters under § 10.30(e)(2)(iii) of this chap-
ter that relate to the assigned func-
tions of that Center. 

(f)(1) The Director and Deputy Direc-
tors, CBER, are authorized to grant or 
deny citizen petitions submitted under 
§ 10.30 of this chapter on drug and bio-
logical product matters in program 
areas where they have been delegated 
final approval authority in the fol-
lowing sections of this chapter: 

(i) Section 5.203 Issuance and revoca-
tion of licenses for the propagation or 
manufacture and preparation of biological 
products; 

(ii) Section 5.204 Notification of release 
for distribution of biological products; 

(iii) Section 5.101 Termination of ex-
emptions for new drugs for investigational 
use in human beings or in animals; 

(iv) Section 5.103 Approval of new drug 
applications and their supplements. 

(v) Section 5.105 Issuance of notices re-
lating to proposals to refuse approval or 
to withdraw approval of new drug appli-
cations and their supplements. 

(vi) Section 5.34 Issuance of notices re-
lating to proposals and orders for debar-
ment and denial of an application to ter-
minate debarment. 

(2) The Director, the Deputy Direc-
tor, and the Directors, Office of Review 
Management and Office of Pharma-
ceutical Science, CDER, are authorized 
to grant or deny citizen petitions sub-
mitted under § 10.30 of this chapter on 
drug product matters in program areas 
where they have been delegated final 
approval authority in the following 
sections of this chapter: 

(i) Section 5.100 Issuance of notices im-
plementing the provisions of the Drug 
Amendments of 1962; 

(ii) Section 5.101 Termination of ex-
emptions for new drugs for investigational 
use in human beings or in animals; 

(iii) Section 5.103 Approval of new 
drug applications and their supplements. 

(iv) Section 5.105 Issuance of notices 
relating to proposals to refuse approval or 
to withdraw approval of new drug appli-
cations and their supplements. 

(v) Section 5.34 Issuance of notices re-
lating to proposals and orders for debar-

ment and denial of an application to ter-
minate debarment. 

(3) The Director and Deputy Director, 
Office of Generic Drugs, Office of Phar-
maceutical Science, CDER, except for 
those drug products listed in § 314.440(b) 
of this chapter, are authorized to issue 
responses to citizen petitions sub-
mitted under § 10.30 of this chapter 
seeking a determination of the suit-
ability of an abbreviated new drug ap-
plication for a drug product. 

(4) The Directors and Deputy Direc-
tors of OBRR, OVRR, and OTRR, 
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 Direc-
tors, CBER. 

(ii) The Director, the Deputy Direc-
tor, and the Directors, Office of Review 
Management and Office of 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 
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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) Each 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 
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) (5)); 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, 
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)(5) of the act (21 U.S.C. 
372(e)(1)–(e)(5)): 

(i) Carry firearms; 
(ii) 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); 
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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. 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. 

(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 

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, Division of En-
forcement and Programs, Office of 
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. 

§ 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. 
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(3) The Director, Center for Drug 
Evaluation and Research. 

(4) The Director, Center for Devices 
and Radiological Health. 

(5) The Director, Center for Food 
Safety and Applied Nutrition. 

(6) The Director, Center for Veteri-
nary Medicine. 

(7) Other Food and Drug Administra-
tion Officials authorized to issue FED-
ERAL REGISTER documents. 

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

Subpart C—Human Drugs; 
Redelegations of Authority 

§ 5.100 Issuance of notices imple-
menting the provisions of the Drug 
Amendments of 1962. 

The Director, the Deputy Director, 
and the Directors, Office of Review 
Management and Office of Pharma-
ceutical Science, Center for Drug Eval-
uation and Research; and the Director, 
the Deputy Directors for Regulations 
and Policy and for Science, and the Di-
rector and Deputy Directors, Office of 
Device Evaluation, Center for Devices 
and Radiological Health, are author-
ized to issue notices and amendments 
thereto implementing section 107(c)(3) 
of the Drug Amendments of 1962 (Pub. 
L. 87–781) by announcing new or revised 
efficacy findings on human drugs that 
are or were subject to the provisions of 
section 506 of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 355). These 
officials may not further redelegate 
this authority. 

§ 5.101 Termination of exemptions for 
new drugs for investigational use in 
human beings. 

(a) The following officials, for drugs 
under their jurisdiction, are authorized 
to perform all the functions of the 
Commissioner of Food and Drugs on 
the termination of exemptions for new 
drugs (including those that are biologi-
cal products which are subject to the 
licensing provisions of the Public 
Health Service Act) for investigational 
use in human beings under § 312.44 of 
this chapter and in animals under 
§ 312.160 of this chapter: 

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

(2) The Director, the Deputy Direc-
tor, and the Directors, Office of Review 
Management and Pharmaceutical 
Science, Center for Drug Evaluation 
and Research (CDER). 

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

(b) The following officials, for drugs 
under their jurisdiction, are authorized 
to terminate exemptions for new drugs 
for investigational use when sponsors 
fail to submit an annual progress re-
port under § 312.44(b)(1)(viii) of this 
chapter: 

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

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

(3) The Directors and Deputy Direc-
tors, Office of Blood Research and Re-
view (OBRR), OVRR, and Office of 
Therapeutics Research and Review 
(OTRR), CBER. 

(4) The Directors and Deputy Direc-
tors of the Division of Blood Applica-
tions, OBRR, the Division of Vaccines 
and Related Products Applications, 
OVRR, and the Division of Application 
Review and Policy, OTRR, CBER. 

(5) The Director and Deputy Direc-
tors, Office of Device Evaluation 
(ODE), CDRH. 

(c) The following officials, for drugs 
under their jurisdiction, are authorized 
to make the findings set forth in 
§ 312.44(b) of this chapter and to notify 
sponsors and invite correction before 
termination action on such exemp-
tions: 

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

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

(3) The Directors and Deputy Direc-
tors, Office of Blood Research and Re-
view (OBRR), Office of Vaccines Re-
search and Review (OVRR), and Office 
of Therapeutics Research and Review 
(OTRR), CBER. 
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