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result in such an alteration or such 
burdens but would nevertheless ensure 
that, to the maximum extent possible, 
individuals with handicaps receive the 
benefits and services of the program or 
activity. 

§§ 15.161–15.169 [Reserved] 

§ 15.170 Compliance procedures. 

(a) Except as provided in paragraph 
(b) of this section, this section applies 
to all allegations of discrimination on 
the basis of handicap in programs and 
activities conducted by the agency. 

(b) The agency shall process com-
plaints alleging violations of section 
504 with respect to employment accord-
ing to the procedures established by 
the Equal Employment Opportunity 
Commission in 29 CFR part 1613 pursu-
ant to section 501 of the Rehabilitation 
Act of 1973 (29 U.S.C. 791). 

(c) The Deputy Assistant Secretary 
for Resolution Management shall be re-
sponsible for coordinating implementa-
tion of this section. Complaints may be 
sent to the Secretary of Veterans Af-
fairs or the Deputy Assistant Secretary 
for Resolution Management at the fol-
lowing address: Department of Vet-
erans Affairs, 810 Vermont Avenue 
NW., Washington, DC 20420. 

(d) The agency shall accept and in-
vestigate all complete complaints for 
which it has jurisdiction. All complete 
complaints must be filed within 180 
days of the alleged act of discrimina-
tion. The agency may extend this time 
period for good cause. 

(e) If the agency receives a complaint 
over which it does not have jurisdic-
tion, it shall promptly notify the com-
plainant and shall make reasonable ef-
forts to refer the complaint to the ap-
propriate Government entity. 

(f) The agency shall notify the Archi-
tectural and Transportation Barriers 
Compliance Board upon receipt of any 
complaint alleging that a building or 
facility that is subject to the Architec-
tural Barriers Act of 1968, as amended 
(42 U.S.C. 4151–4157), is not readily ac-
cessible to and usable by individuals 
with handicaps. 

(g) Within 180 days of the receipt of a 
complete complaint for which it has ju-
risdiction, the agency shall notify the 

complainant of the results of the inves-
tigation in a letter containing— 

(1) Findings of fact and conclusions 
of law; 

(2) A description of a remedy for each 
violation found; and 

(3) A notice of the right to appeal. 
(h) Appeals of the findings of fact and 

conclusions of law or remedies must be 
filed by the complainant within 90 days 
of receipt from the agency of the letter 
required by § 15.170(g). The agency may 
extend this time for good cause. 

(i) Timely appeals shall be accepted 
and processed by the head of the agen-
cy. 

(j) The head of the agency shall no-
tify the complainant of the results of 
the appeal within 60 days of the receipt 
of the request. If the head of the agen-
cy determines that additional informa-
tion is needed from the complainant, 
he or she shall have 60 days from the 
date of receipt of the additional infor-
mation to make his or her determina-
tion on the appeal. 

(k) The time limits cited in para-
graphs (g) and (j) of this section may be 
extended with the permission of the 
Assistant Attorney General. 

(l) The agency may delegate its au-
thority for conducting complaint in-
vestigations to other Federal agencies, 
except that the authority for making 
the final determination may not be 
delegated to another agency. 

[53 FR 25885, July 8, 1988, as amended at 53 
FR 25885, July 8, 1988; 54 FR 34982, Aug. 23, 
1989; 67 FR 3435, Jan. 24, 2002] 

§§ 15.171–15.999 [Reserved] 

PART 16—PROTECTION OF HUMAN 
SUBJECTS 

Sec. 
16.101 To what does this policy apply? 
16.102 Definitions. 
16.103 Assuring compliance with this pol-

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

16.104–16.106 [Reserved] 
16.107 IRB membership. 
16.108 IRB functions and operations. 
16.109 IRB review of research. 
16.110 Expedited review procedures for cer-

tain kinds of research involving no more 
than minimal risk, and for minor 
changes in approved research. 

16.111 Criteria for IRB approval of research. 
16.112 Review by institution. 
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16.113 Suspension or termination of IRB ap-
proval of research. 

16.114 Cooperative research. 
16.115 IRB records. 
16.116 General requirements for informed 

consent. 
16.117 Documentation of informed consent. 
16.118 Applications and proposals lacking 

definite plans for involvement of human 
subjects. 

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

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

16.121 [Reserved] 
16.122 Use of Federal funds. 
16.123 Early termination of research sup-

port: Evaluation of applications and pro-
posals. 

16.124 Conditions. 

AUTHORITY: 5 U.S.C. 301; 38 U.S.C. 501, 7331, 
7334; 42 U.S.C. 300v–1(b). 

SOURCE: 56 FR 28012, 28021, June 18, 1991, 
unless otherwise noted. 

§ 16.101 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 § 16.102(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 § 16.102(e) must 
be reviewed and approved, in compli-
ance with §§ 16.101, 16.102, and §§ 16.107 
through 16.117 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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