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doubtful cases, prior consultation with
OPRR, (telephone: 301-496-7014), is rec-
ommended.

(e) In accordance with 45 CFR Part 46, pro-
spective Contractors being considered for
award shall be required to file with OPRR an
acceptable Assurance of Compliance with the
regulations, specifying review procedures
and assigning responsibilities for the protec-
tion of human subjects. The initial and con-
tinuing review of a research project by an in-
stitutional review board shall assure that
the rights and welfare of the human subjects
involved are adequately protected, that the
risks to the subjects are reasonable in rela-
tion to the potential benefits, if any, to the
subjects and the importance of the knowl-
edge to be gained, and that informed consent
will be obtained by methods that are ade-
quate and appropriate. Prospective Contrac-
tors proposing research that involves human
subjects shall be contacted by OPRR and
given detailed instructions for establishing
an institutional review board and filing an
Assurance of Compliance.

(f) It is recommended that OPRR be con-
sulted for advice or guidance concerning ei-
ther regulatory requirements or ethical
issues pertaining to research involving
human subjects.

(End of provision)

(b) The following clause shall be in-
cluded in solicitations and resultant
contracts involving human subjects:

PROTECTION OF HUMAN SUBJECTS (JAN 2001)

(a) The Contractor agrees that the rights
and welfare of human subjects involved in re-
search under this contract shall be protected
in accordance with 45 CFR Part 46 and with
the Contractor’s current Assurance of Com-
pliance on file with the Office for Protection
from Research Risks (OPRR), National Insti-
tutes of Health (NIH). The Contractor fur-
ther agrees to provide certification at least
annually that the Institutional Review
Board has reviewed and approved the proce-
dures, which involve human subjects in ac-
cordance with 45 CFR Part 46 and the Assur-
ance of Compliance.

(b) The Contractor shall bear full responsi-
bility for the performance of all work and
services involving the use of human subjects
under this contract in a proper manner and
as safely as is feasible. The parties hereto
agree that the Contractor retains the right
to control and direct the performance of all
work under this contract. Nothing in this
contract shall be deemed to constitute the
Contractor or any subcontractor, agent or
employee of the Contractor, or any other
person, organization, institution, or group of
any kind whatsoever, as the agent or em-
ployee of the Government. The Contractor
agrees that it has entered into this contract
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and will discharge its obligations, duties,
and undertakings and the work pursuant
thereto, whether requiring professional
judgement or otherwise, as an independent
contractor without imputing liability on the
part of the Government for the acts of the
Contractor or its employees.

(c) If at any time during the performance
of this contract, the Contracting officer de-
termines, in consultation with the OPRR,
NIH, that the Contractor is not in compli-
ance with any of the requirements and/or
standards stated in paragraphs (a) and (b)
above, the Contracting Officer may imme-
diately suspend, in whole or in part, work
and further payments under this contract
until the Contractor corrects the noncompli-
ance. Notice of the suspension may be com-
municated by telephone and confirmed in
writing. If the Contractor fails to complete
corrective action within the period of time
designated in the Contracting Officer’s writ-
ten notice of suspension, the Contracting Of-
ficer may, in consultation with OPRR, NIH,
terminate this contract in a whole or in
part, and the Contractor’s name may be re-
moved form the list of those contractors
with approved Health and Human Services
Human Subject Assurances.

(End of clause)

352.270-9 Care of laboratory animals.

(a) The following provision shall be
included in solicitations expected to
involve vertebrate animals:

NOTICE TO OFFERORS OF REQUIREMENT FOR
ADEQUATE ASSURANCE OF PROTECTION OF
VERTEBRATE ANIMAL SUBJECTS (SEP 1985)

The PHS Policy on Humane Care and Use
of Laboratory Animals by Awardee Institu-
tions establishes a number of requirements
for research activities involving animals. Be-
fore award may be made to an applicant or-
ganization, the organization shall file, with
the Office for Protection from Research
Risks (OPRR), National Institutes of Health
(NIH), a written Animal Welfare Assurance
which commits the organization to comply
with the provisions of the PHS Policy on Hu-
mane Care and Use of Laboratory Animals
by Awardee Institutions, the Animal Welfare
Act, and the Guide for the Care and Use of
Laboratory Animals prepared by the Insti-
tute of Laboratory Animal Resources. In ac-
cordance with the PHS Policy on Humane
Care and Use of Laboratory Animals by
Awardee Institutions, applicant organiza-
tions must establish a committee, qualified
through the experience and expertise of its
members, to oversee the institution’s animal
program, facilities and procedures. No award
involving the use of animals shall be made
unless the Animal Welfare Assurance has
been approved by OPRR. Prior to award, the
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Contracting Officer will notify Contractor(s)
selected for projects that involve live
vertebrate animals that an Animal Welfare
Assurance is required. The Contracting Offi-
cer will request that OPRR negotiate an ac-
ceptable Animal Welfare Assurance with
those Contractor(s). For further information,
OPRR may be contacted at NIH, Bethesda,
Maryland 20892 (301-496-7041).

(End of provision)

(b) The following clause shall be in-
cluded in all solicitations and resultant
contracts involving research on
vertebrate animals:

CARE OF LIVE VERTEBRATE ANIMALS (JAN
2001)

(a) Before undertaking performance of any
contract involving animal related activities,
the Contractor shall register with the Sec-
retary of Agriculture of the United States in
accordance with 7 U.S.C. 2136 and 9 CFR sec-
tions 2.25 through 2.28. The Contractor shall
furnish evidence of the registration to the
Contracting Officer.

(b) The Contractor shall acquire vertebrate
animals used in research from a dealer li-
censed by the Secretary of Agriculture under
7 U.S.C. 2133 and 9 CFR Sections 2.1-2.11, or
from a source that is exempt from licensing
under those sections.

(c) The Contractor agrees that the care and
use of any live vertebrate animals used or in-
tended for use in the performance of this
contract will conform with the PHS Policy
on Humane Care of Use of Laboratory Ani-
mals, the current Animal Welfare Assurance,
the Guide for the Care and Use of Laboratory
Animals prepared by the Institute of Labora-
tory Animal Resources and the pertinent
laws and regulations of the United States
Department of Agriculture (see 7 U.S.C. 2131
et seq. and 9 CFR Subchapter A, Parts 1-4). In
case of conflict between standards, the more
stringent standard shall be used.

(d) If at any time during performance of
this contract, the Contracting Officer deter-
mines, in consultation with the Office for
Protection from Research Risks (OPRR), Na-
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tional Institutes of Health (NIH), that the
Contractor is not in compliance with any of
the requirements and/or standards stated in
paragraphs (a) through (c) above, the Con-
tracting Officer may immediately suspend,
in whole or in part, work and further pay-
ments under this contract until the Con-
tractor corrects the noncompliance. Notice
of the suspension may be communicated by
telephone and confirmed in writing. If the
Contractor fails to complete corrective ac-
tion within the period of time designated in
the Contracting Officer’s written notice of
suspension, the Contracting Officer may, in
consultation with OPRR, NIH, terminate
this contract in whole or in part, and the
Contractor’s name may be removed from the
list of those contractors with approved PHS
Animal Welfare Assurances.

NoOTE: Note: The Contractor may request
registration of its facility and a current list-
ing of licensed dealers from the Regional Of-
fice of the Animal and Plant Health Inspec-
tion Service (APHIS), USDA, for the region
in which its research facility is located. The
location of the appropriate APHIS Regional
Office, as well as information concerning
this program may be obtained by contacting
the Animal Care Staff, USDA/APHIS, 4700
River Road, Riverdale, Maryland 20737.

(End of clause)
PART 353—FORMS

Subpart 353.3—lllustrations of
Forms

AUTHORITY: 5 U.S.C. 301; 40 U.S.C. 486(c).

SOURCE: 66 FR 4262, Jan. 17, 2001, unless
otherwise noted.

353.370-674 Form HHS 674, Structured
Approach Profit/Fee Objective.

This form is available from local cost
advisory personnel. For copies of the
form, contact the Program Support
Center at (301) 443-6740.



