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diversion and such ratification shall con-
stitute the consent of the Contracting Offi-
cer required by this clause. The contract
may be modified from time to time during
the course of the contract to either add or
delete personnel, as appropriate.

(End of clause)

352.270-6 Publications and publicity.

Insert the following clause in all so-
licitations and resultant contracts.

PUBLICATIONS AND PUBLICITY (JUL 1991)

(a) Unless otherwise specified in this con-
tract, the Contractor is encouraged to pub-
lish the results of its work under this con-
tract. A copy of each article submitted by
the Contractor for publication shall be
promptly sent to the Project Officer. The
Contractor shall also inform the Project Of-
ficer when the article or other publication is
published, and furnish a copy of it as finally
published.

(b) The Contractor shall include in any
publication resulting from work performed
under this contract a disclaimer reading as
follows:

The content of this publication does not
necessarily reflect the views or policies of
the Department of Health and Human Serv-
ices, nor does mention of trade names, com-
mercial products, or organizations imply en-
dorsement by the U.S. Government.”’

(End of clause)

352.270-7 Paperwork Reduction Act.

Insert the following clause in all so-
licitations and contracts.

PAPERWORK REDUCTION ACT (JAN 2001)

(a) In the event that it subsequently be-
comes a contractual requirement to collect
or record information calling either for an-
swers to identical questions from 10 or more
persons other than Federal employees, or in-
formation from Federal employees which is
outside the scope of their employment, for
use by the Federal government or disclosure
to third parties, the Paperwork Reduction
Act of 1995 (Pub. L. 104-13) shall apply to this
contract. No plan, questionnaire, interview
guide or other similar device for collecting
information (whether repetitive or single-
time) may be used without first obtaining
clearance from the Office of Management
and Budget (OMB). Contractors and Project
Officers should be guided by the provisions of
5 CFR Part 1320, Controlling Paperwork Bur-
dens on the Public, and seek the advice of
the HHS operating division or Office of the
Secretary Reports Clearance Officer to de-
termine the procedures for acquiring OMB
clearance.
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(b) The Contractor shall obtain the re-
quired OMB clearance through the Project
Officer before expending any funds or mak-
ing public contracts for the collection of
data. The authority to expend funds and pro-
ceed with the collection of information shall
be in writing by the Contracting Officer. The
Contractor must plan at least 120 days for
OMB clearance. Excessive delays caused by
the Government which arises out of causes
beyond the control and without the fault or
negligence of the Contractor will be consid-
ered in accordance with the Excusable
Delays or Default clause of this contract.

(End of clause)

352.270-8 Protection of human sub-
jects.

(a) The following provision shall be
included in solicitations expected to
involve human subjects:

NOTICE TO OFFERORS OF REQUIREMENTS OF 45
CFR PART 46, PROTECTION OF HUMAN SUB-
JECTS (JAN 2001)

(a) Copies of the Department of Health and
Human Services (Department) regulations
for the protection of human subjects, 46 CFR
Part 46, are available from the Office for Pro-
tection from Research Risks (OPRR), Na-
tional Institutes of Health, Bethesda, Mary-
land 20892. The regulations provide a system-
atic means, based on established ethical
principles, to safeguard the rights and wel-
fare of individuals who participate as sub-
jects in research activities supported or con-
ducted by the Department.

(b) The regulations define a human subject
as a living individual about whom an investi-
gator (whether professional or student) con-
ducting research obtains data through inter-
vention or interaction with the individual,
or identifiable private information. The reg-
ulations extend to the use of human organs,
tissue, and body fluids from individually
identifiable human subjects as well as to
graphic, written, or recorded information de-
rived from individually identifiable human
subjects. The use of autopsy materials is
governed by applicable State and local law
and is not directly regulated by 456 CFR Part
46.

(c) Activities in which the only involve-
ment of human subjects will be in one or
more of the categories set forth in 45 CFR
46.101(b)(1-6) are exempt from coverage.

(d) Inappropriate designations of the non-
involvement of human subjects or of exempt
categories of research in a project may re-
sult in delays in the review of a proposal.
The National Institutes of Health will make
a final determination of whether the pro-
posed activities are covered by the regula-
tions or are in an exempt category, based on
the information provided in the proposal. In
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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



