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9. Official Coast Guard Reserve Service 
Record System (DOT/CG 676), maintained by 
the Office of Reserve, U.S. Coast Guard. 

10. Investigative Record System, main-
tained by the Federal Aviation Administra-
tion at FAA Regional and Center Air Trans-
portation Security Divisions; the Investiga-
tions and Security Division, Aeronautical 
Center; and Office of Investigations and Se-
curity, Headquarters, Washington, D.C. 
(DOT/FAA 815). 

11. Military Training and Education Rec-
ords (DOT/CG 622), maintained by the Office 
of Personnel, U.S. Coast Guard. 

12. Files pursuant to suitability for em-
ployment with National Highway Traffic 
Safety Administration (DOT/NHTSA–457) 
containing confidential investigatory re-
ports. 

The purpose of these exemptions is to pre-
vent disclosure of the identities of sources 
who provide information to the government 
concerning the suitability, eligibility, or 
qualifications of individuals for Federal ci-
vilian employment, contracts, access to clas-
sified information, or appointment or pro-
motion in the armed services, and who are 
expressly or, prior to September 27, 1975, im-
plied promised confidentiality (5 U.S.C. 
552a(k) (5) and (7)). 

E. Those portions of the following systems 
of records consisting of testing or examina-
tion material used solely to determine indi-
vidual qualifications for appointment or pro-
motion in the Federal Service are exempt 
from subsections (c)(3) (Accounting of Cer-
tain Disclosures), (d) (Access to Records), 
(e)(4) (G), (H) and (I) (Agency Requirements), 
and (f) (Agency Rules) of 5 U.S.C. 552a: 

1. Officer, Enlisted and Recruiting Selec-
tion Test Files (DOT/CG 628), maintained by 
the Office of Personnel, U.S. Coast Guard. 

2. Official Coast Guard Reserve Service 
Record System (DOT/CG 676), maintained by 
the Office of Reserve, U.S. Coast Guard. 

3. Military Training and Education Rec-
ords (DOT/CG 622), maintained by the Office 
of Personnel, U.S. Coast Guard. 

4. Reference Files (DOT/NHTSA 457), main-
tained by the National Highway Traffic Safe-
ty Administration personnel offices to deter-
mine fitness for employment prior to hiring. 

The purpose of these exemptions is to pre-
serve the value of these records as impartial 
measurement standards for appointment and 
promotion within the Federal service. 

F. Those portions of the following systems 
of records which consist of information prop-
erly classified in the interest of national de-
fense or foreign policy in accordance with 5 
U.S.C. 552(b)(1) are exempt from sections 
(c)(3) (Accounting of Certain Disclosures), (d) 
(Access to Records), (e)(4) (G), (H) and (I) 
(Agency Requirements), and (f) (Agency 
Rules) of 5 U.S.C. 552a: 

1. Investigative Record System maintained 
by the Assistant Inspector General for Inves-

tigations in the Office of the Inspector Gen-
eral (DOT/OST 100). 

2. Personnel Security Records System, 
maintained by the Office of Investigations 
and Security, Office of the Secretary (DOT/
OST 016). 

3. Civil Aviation Security System (DOT/
FAA 813), maintained by the Office of Civil 
Aviation Security, Federal Aviation Admin-
istration. 

4. Joint Maritime Intelligence Element 
(JMIE) Support System, maintained by the 
Operations Systems Center, US Coast Guard 
(DOT/CG 642). 

The purpose of these exemptions is to pre-
vent the disclosure of material authorized to 
be kept secret in the interest of national de-
fense or foreign policy, in accordance with 5 
U.S.C. 552(b)(1) and 552a(k)(1). 

G. Those portions of the following systems 
of records which consist of information prop-
erly classified in the interest of national de-
fense or foreign policy in accordance with 5 
U.S.C. 552a(b)(1) are exempt from subsections 
(c)(3) (Accounting of Certain Disclosures) 
and (d) (Access to Records) of 5 U.S.C. 552a: 

1. Investigative Record System (DOT/FAA 
815) maintained by the Federal Aviation Ad-
ministration at the Office of Civil Aviation 
Security in Washington, DC; the FAA re-
gional Civil Aviation Security Divisions; the 
Civil Aviation Security Division at the Mike 
Monroney Aeronautical Center in Oklahoma 
City, Oklahoma; the FAA Civil Aviation Se-
curity Staff at the FAA Technical Center in 
Atlantic City, New Jersey; and the various 
Federal Records Centers located throughout 
the country. 

The purpose of these exemptions is to pre-
vent the disclosure of material authorized to 
be kept secret in the interest of national de-
fense or foreign policy, in accordance with 5 
U.S.C. 552(b)(1) and 552a(k)(1). 

[45 FR 8993, Feb. 11, 1980, as amended at 58 
FR 67697, Dec. 22, 1993; 59 FR 13662, Mar. 23, 
1994; 60 FR 43983, Aug. 24, 1995. Redesignated 
at 62 FR 23667, May 1, 1997, as amended at 63 
FR 2172, Jan. 14, 1998; 63 FR 4197, Jan. 28, 
1998; 66 FR 20407, Apr. 23, 2001]

PART 11—PROTECTION OF HUMAN 
SUBJECTS

Sec.
11.101 To what does this policy apply? 
11.102 Definitions. 
11.103 Assuring compliance with this pol-

icy—research conducted or supported by 
any Federal Department or Agency. 

11.104–11.106 [Reserved] 
11.107 IRB membership. 
11.108 IRB functions and operations. 
11.109 IRB review of research. 
11.110 Expedited review procedures for cer-

tain kinds of research involving no more 

VerDate jul<14>2003 08:54 Nov 14, 2003 Jkt 200203 PO 00000 Frm 00096 Fmt 8010 Sfmt 8010 Y:\SGML\200203T.XXX 200203T



97

Office of the Secretary of Transportation § 11.101

than minimal risk, and for minor 
changes in approved research. 

11.111 Criteria for IRB approval of research. 
11.112 Review by institution. 
11.113 Suspension or termination of IRB ap-

proval of research. 
11.114 Cooperative research. 
11.115 IRB records. 
11.116 General requirements for informed 

consent. 
11.117 Documentation of informed consent. 
11.118 Applications and proposals lacking 

definite plans for involvement of human 
subjects. 

11.119 Research undertaken without the in-
tention of involving human subjects. 

11.120 Evaluation and disposition of applica-
tions and proposals for research to be 
conducted or supported by a Federal De-
partment or Agency. 

11.121 [Reserved] 
11.122 Use of Federal funds. 
11.123 Early termination of research sup-

port: Evaluation of applications and pro-
posals. 

11.124 Conditions.

AUTHORITY: 5 U.S.C. 301; 42 U.S.C. 300v–1(b).

SOURCE: 56 FR 28012, 28023, June 18, 1991, 
unless otherwise noted.

§ 11.101 To what does this policy 
apply? 

(a) Except as provided in paragraph 
(b) of this section, this policy applies 
to all research involving human sub-
jects conducted, supported or otherwise 
subject to regulation by any federal de-
partment or agency which takes appro-
priate administrative action to make 
the policy applicable to such research. 
This includes research conducted by 
federal civilian employees or military 
personnel, except that each department 
or agency head may adopt such proce-
dural modifications as may be appro-
priate from an administrative stand-
point. It also includes research con-
ducted, supported, or otherwise subject 
to regulation by the federal govern-
ment outside the United States. 

(1) Research that is conducted or sup-
ported by a federal department or 
agency, whether or not it is regulated 
as defined in § 11.102(e), must comply 
with all sections of this policy. 

(2) Research that is neither con-
ducted nor supported by a federal de-
partment or agency but is subject to 
regulation as defined in § 11.102(e) must 
be reviewed and approved, in compli-
ance with § 11.101, § 11.102, and § 11.107 
through § 11.117 of this policy, by an in-

stitutional review board (IRB) that op-
erates in accordance with the pertinent 
requirements of this policy. 

(b) Unless otherwise required by de-
partment or agency heads, research ac-
tivities in which the only involvement 
of human subjects will be in one or 
more of the following categories are 
exempt from this policy: 

(1) Research conducted in established 
or commonly accepted educational set-
tings, involving normal educational 
practices, such as (i) research on reg-
ular and special education instruc-
tional strategies, or (ii) research on the 
effectiveness of or the comparison 
among instructional techniques, cur-
ricula, or classroom management 
methods. 

(2) Research involving the use of edu-
cational tests (cognitive, diagnostic, 
aptitude, achievement), survey proce-
dures, interview procedures or observa-
tion of public behavior, unless: 

(i) Information obtained is recorded 
in such a manner that human subjects 
can be identified, directly or through 
identifiers linked to the subjects; and 

(ii) Any disclosure of the human sub-
jects’ responses outside the research 
could reasonably place the subjects at 
risk of criminal or civil liability or be 
damaging to the subjects’ financial 
standing, employability, or reputation. 

(3) Research involving the use of edu-
cational tests (cognitive, diagnostic, 
aptitude, achievement), survey proce-
dures, interview procedures, or obser-
vation of public behavior that is not 
exempt under paragraph (b)(2) of this 
section, if: 

(i) The human subjects are elected or 
appointed public officials or candidates 
for public office; or (ii) federal stat-
ute(s) require(s) without exception that 
the confidentiality of the personally 
identifiable information will be main-
tained throughout the research and 
thereafter. 

(4) Research, involving the collection 
or study of existing data, documents, 
records, pathological specimens, or di-
agnostic specimens, if these sources are 
publicly available or if the information 
is recorded by the investigator in such 
a manner that subjects cannot be iden-
tified, directly or through identifiers 
linked to the subjects. 
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