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that are exempt from licensing under those 
sections. 

(c) The Contractor agrees that the care and 
use of animals will conform with the perti-
nent laws of the United States and regula-
tions of the Department of Agriculture (see 7 
U.S.C. 2131 et seq. and 9 CFR subchapter A, 
parts 1 through 4). 

(d) The Contracting Officer may imme-
diately suspend, in whole or in part, work 
and further payments under this contract for 
failure to comply with the requirements of 
paragraphs (a) through (c) of this clause. 

(1) The suspension will stay in effect until 
the Contractor complies with the require-
ments. 

(2) Failure to complete corrective action 
within the time specified by the Contracting 
Officer may result in termination of this 
contract and removal of the Contractor’s 
name from the list of contractors with ap-
proved Public Health Service Welfare Assur-
ances. 

(e) The Contractor may request registra-
tion of its facility and a current listing of li-
censed dealers from the Regional Office of 
the Animal and Plant Health Inspection 
Service (APHIS), United States Department 
of Agriculture (USDA), for the region in 
which its research facility is located. The lo-
cation of the appropriate APHIS regional of-
fice, as well as information concerning this 
program may be obtained by contacting the 
Senior Staff Officer, Animal Care Staff, 
USDA/APHIS, Federal Center Building, Hy-
attsville, MD 20782. 

(f) The Contractor shall include this 
clause, including this paragraph (f), in all 
subcontracts involving research of live 
vertebrate animals. 

(End of clause) 

[56 FR 36479, July 31, 1991, as amended at 73 
FR 42279, July 21, 2008] 

252.235–7003 Frequency authorization. 
As prescribed in 235.072(b), use the 

following clause: 

FREQUENCY AUTHORIZATION (DEC 1991) 

(a) The Contractor shall obtain authoriza-
tion for radio frequencies required in support 
of this contract. 

(b) For any experimental, developmental, 
or operational equipment for which the ap-
propriate frequency allocation has not been 
made, the Contractor shall provide the tech-
nical operating characteristics of the pro-
posed electromagnetic radiating device to 
the Contracting Officer during the initial 
planning, experimental, or developmental 
phase of contract performance. 

(c) The Contracting Officer shall furnish 
the procedures for obtaining radio frequency 
authorization. 

(d) The Contractor shall include this 
clause, including this paragraph (d), in all 
subcontracts requiring the development, pro-
duction, construction, testing, or operation 
of a device for which a radio frequency au-
thorization is required. 

(End of clause) 

Alternate I (AUG 2008). Substitute the 
following paragraph (c) for paragraph 
(c) of the basic clause if agency proce-
dures authorize use of DD Form 1494, 
Application for Equipment Frequency 
Allocation: 

(c) The Contractor shall use DD Form 1494, 
Application for Equipment Frequency Allo-
cation, to obtain radio frequency authoriza-
tion. 

[56 FR 36479, July 31, 1991, as amended at 73 
FR 42279, July 21, 2008] 

252.235–7004 Protection of human sub-
jects. 

As prescribed in 235.072(e), use the 
following clause: 

PROTECTION OF HUMAN SUBJECTS (JUL 2009) 

(a) Definitions. As used in this clause— 
(1) Assurance of compliance means a written 

assurance that an institution will comply 
with requirements of 32 CFR Part 219, as well 
as the terms of the assurance, which the 
Human Research Protection Official deter-
mines to be appropriate for the research sup-
ported by the Department of Defense (DoD) 
component (32 CFR 219.103). 

(2) Human Research Protection Official 
(HRPO) means the individual designated by 
the head of the applicable DoD component 
and identified in the component’s Human Re-
search Protection Management Plan as the 
official who is responsible for the oversight 
and execution of the requirements of this 
clause, although some DoD components may 
use a different title for this position. 

(3) Human subject means a living individual 
about whom an investigator (whether profes-
sional or student) conducting research ob-
tains data through intervention or inter-
action with the individual, or identifiable 
private information (32 CFR 219.102(f)). For 
example, this could include the use of human 
organs, tissue, and body fluids from individ-
ually identifiable living human subjects as 
well as graphic, written, or recorded infor-
mation derived from individually identifi-
able living human subjects. 

(4) Institution means any public or private 
entity or agency (32 CFR 219.102(b)). 

(5) Institutional Review Board (IRB) means a 
board established for the purposes expressed 
in 32 CFR Part 219 (32 CFR 219.102(g)). 

VerDate Nov<24>2008 10:18 Nov 03, 2009 Jkt 217207 PO 00000 Frm 00478 Fmt 8010 Sfmt 8010 Y:\SGML\217207.XXX 217207W
R

ei
er

-A
vi

le
s 

on
 D

S
K

G
B

LS
3C

1P
R

O
D

 w
ith

 C
F

R



469 

Defense Acquisition Regulations System, DOD 252.235–7010 

(6) IRB approval means the determination 
of the IRB that the research has been re-
viewed and may be conducted at an institu-
tion within the constraints set forth by the 
IRB and by other institutional and Federal 
requirements (32 CFR 219.102(h)). 

(7) Research means a systematic investiga-
tion, including research, development, test-
ing, and evaluation, designed to develop or 
contribute to generalizable knowledge. Ac-
tivities that meet this definition constitute 
research for purposes of 32 CFR Part 219, 
whether or not they are conducted or sup-
ported under a program that is considered 
research for other purposes. For example, 
some demonstration and service programs 
may include research activities (32 CFR 
219.102(d)). 

(b) The Contractor shall oversee the execu-
tion of the research to ensure compliance 
with this clause. The Contractor shall com-
ply fully with 32 CFR Part 219 and DoD Di-
rective 3216.02, applicable DoD component 
policies, 10 U.S.C. 980, and, when applicable, 
Food and Drug Administration policies and 
regulations. 

(c) The Contractor shall not commence 
performance of research involving human 
subjects that is covered under 32 CFR Part 
219 or that meets exemption criteria under 32 
CFR 219.101(b), or expend funding on such ef-
fort, until and unless the conditions of either 
the following paragraph (c)(1) or (c)(2) have 
been met: 

(1) The Contractor furnishes to the HRPO, 
with a copy to the Contracting Officer, an 
assurance of compliance and IRB approval 
and receives notification from the Con-
tracting Officer that the HRPO has approved 
the assurance as appropriate for the research 
under the Statement of Work and also that 
the HRPO has reviewed the protocol and ac-
cepted the IRB approval for compliance with 
the DoD component policies. The Contractor 
may furnish evidence of an existing assur-
ance of compliance for acceptance by the 
HRPO, if an appropriate assurance has been 
approved in connection with previous re-
search. The Contractor shall notify the Con-
tracting Officer immediately of any suspen-
sions or terminations of the assurance. 

(2) The Contractor furnishes to the HRPO, 
with a copy to the Contracting Officer, a de-
termination that the human research pro-
posed meets exemption criteria in 32 CFR 
219.101(b) and receives written notification 
from the Contracting Officer that the exemp-
tion is determined acceptable. The deter-
mination shall include citation of the ex-
emption category under 32 CFR 219.101(b) and 
a rationale statement. In the event of a dis-
agreement regarding the Contractor’s fur-
nished exemption determination, the HRPO 
retains final judgment on what research ac-
tivities or classes of research are covered or 
are exempt under the contract. 

(d) DoD staff, consultants, and advisory 
groups may independently review and in-
spect the Contractor’s research and research 
procedures involving human subjects and, 
based on such findings, DoD may prohibit re-
search that presents unacceptable hazards or 
otherwise fails to comply with DoD proce-
dures. 

(e) Failure of the Contractor to comply 
with the requirements of this clause will re-
sult in the issuance of a stop-work order 
under Federal Acquisition Regulation clause 
52.242–15 to immediately suspend, in whole or 
in part, work and further payment under this 
contract, or will result in other issuance of 
suspension of work and further payment for 
as long as determined necessary at the dis-
cretion of the Contracting Officer. 

(f) The Contractor shall include the sub-
stance of this clause, including this para-
graph (f), in all subcontracts that may in-
clude research involving human subjects in 
accordance with 32 CFR Part 219, DoD Direc-
tive 3216.02, and 10 U.S.C. 980, including re-
search that meets exemption criteria under 
32 CFR 219.101(b). This clause does not apply 
to subcontracts that involve only the use of 
cadaver materials. 

(End of clause) 

[74 FR 37648, July 29, 2009] 

252.235–7005—252.235–7009 [Reserved] 

252.235–7010 Acknowledgment of sup-
port and disclaimer. 

As prescribed in 235.072(c), use the 
following clause: 

ACKNOWLEDGMENT OF SUPPORT AND 
DISCLAIMER (MAY 1995) 

(a) The Contractor shall include an ac-
knowledgment of the Government’s support 
in the publication of any material based on 
or developed under this contract, stated in 
the following terms: This material is based 
upon work supported by the (name of con-
tracting agency(ies)) under Contract No. 
(Contracting agency(ies) contract num-
ber(s)). 

(b) All material, except scientific articles 
or papers published in scientific journals, 
must, in addition to any notices or dis-
claimers by the Contractor, also contain the 
following disclaimer: Any opinions, findings 
and conclusions or recommendations ex-
pressed in this material are those of the au-
thor(s) and do not necessarily reflect the 
views of the (name of contracting agen-
cy(ies)). 
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