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Health and Human Services 370.301 

(c) Indian organization means the gov-
erning body of any Indian Tribe, or en-
tity established or recognized by such 
governing body, in accordance with the 
Indian Financing Act of 1974 (88 Stat. 
77, 25 U.S.C. 1451). 

(d) Indian-owned economic enterprise 
means any Indian-owned commercial, 
industrial, or business activity estab-
lished or organized for the purpose of 
profit, provided that such Indian own-
ership shall constitute not less than 51 
percent of the enterprise, and the own-
ership shall encompass active oper-
ation and control of the enterprise. 

(e) Indian reservation includes Indian 
reservations, public domain Indian al-
lotments, former Indian reservations in 
Oklahoma, and land held by incor-
porated Native groups, regional cor-
porations, and village corporations 
under the provisions of the Alaska Na-
tive Claims Settlement Act (85 Stat. 
688, 43 U.S.C. 1601 et seq.) 

(f) On or near an Indian Reservation 
means on a reservation or reservations 
or within that area surrounding an In-
dian reservation(s) where a person 
seeking employment could reasonably 
be expected to commute to and from in 
the course of a work day. 

370.204 Compliance enforcement. 
(a) The contracting activity shall 

conduct periodic reviews to ensure con-
tractor compliance with the require-
ments of the clauses in 352.270–2 and 
352.270–3. The Indian Tribe(s) concerned 
may assist in the conduct of these re-
views. 

(b) The Contracting Officer shall 
promptly investigate and resolve com-
plaints of noncompliance with the re-
quirements of the clauses in 352.270–2 
and 352.270–3 that are filed in writing 
with the contracting activity. 

370.205 Tribal preference require-
ments. 

(a) When the contractor will perform 
work under a contract on an Indian 
reservation, the Contracting Officer 
may supplement the clause in 352.270–3 
by adding specific Indian preference re-
quirements of the Tribe on whose res-
ervation the work is to be performed. 
The contracting activity and the Tribe 
shall jointly develop supplemental re-
quirements for the contract. Supple-

mental preference requirements shall 
represent a further implementation of 
the requirements of section 7(b) of Pub-
lic Law 93–638 and require the approval 
of the affected program director and 
OGC–GLD, or a regional attorney, be-
fore the Contracting Officer adds them 
to a solicitation and resultant con-
tract. Any supplemental preference re-
quirements the Contracting Officer 
adds to the clause in 352.270–3 shall also 
be part of the solicitation and clearly 
identified, to ensure uniform under-
standing of the additional require-
ments by all prospective bidders or 
offerors. 

(b) Nothing in this part shall pre-
clude tribes from independently devel-
oping and enforcing their own Tribal 
preference requirements. Such inde-
pendently developed Tribal preference 
requirements shall not, except as pro-
vided in paragraph (a) of this section, 
become a requirement in contracts 
covered under this 370.2, and shall not 
conflict with any Federal statutory or 
regulatory requirement concerning the 
award and administration of contracts. 

Subpart 370.3—Acquisitions 
Involving Human Subjects 

370.300 Scope of subpart. 
This subpart applies to all R & D ac-

tivities involving human subjects con-
ducted under contract—see 45 CFR 
46.102(d) and (f). 

370.301 Policy. 
It is HHS policy that the Contracting 

Officer shall not award a contract in-
volving human subjects until a pro-
spective contractor has provided ac-
ceptable assurance that the activity 
will be subject to initial and con-
tinuing review by an appropriate Insti-
tutional Review Board (IRB) as de-
scribed in HHS regulations at 45 CFR 
46.103. The Contracting Officer shall re-
quire an applicable Federal-wide assur-
ance (FWA), approved by the HHS Of-
fice for Human Research Protections 
(OHRP), of each contractor, subcon-
tractor, or cooperating institution hav-
ing responsibility for human subjects 
involved in performance of a contract. 
OHRP is responsible for negotiating as-
surances covering all HHS-supported or 
HHS-conducted activities involving 
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human subjects. OHRP shall provide 
guidance to Contracting Officers re-
garding non-award or termination of a 
contract due to inadequate assurance 
or breach of assurance for protection of 
human subjects. 

370.302 Types of assurances. 
(a) If an institution does not cur-

rently hold an FWA, it should submit 
one. An FWA listed in OHRP’s current 
‘‘List of Registered Institutional Re-
view Boards (IRBs)/Independent Ethics 
Committees (IECs) and Approved As-
surances’’ is acceptable for the pur-
poses of this policy. 

(b) The OHRP Web site includes links 
to instructions and the forms for sub-
mitting both a domestic and inter-
national FWA at: http://www.hhs.gov/ 
ohrp/assurances/assuranceslindex.html. 
To expedite approval of a FWA, as well 
as any update/renewal, the institution 
shall use the OHRP Electronic Submis-
sion System. Once the institution 
‘‘submits’’ an electronic file to OHRP, 
the institution must fax or mail (but 
not both) a copy of the signature page 
to initiate the review process. The in-
stitution shall mail the FWA to the 
OHRP, U.S. Department of Health and 
Human Services, 1101 Wootton Park-
way, Suite 200, Rockville, Maryland 
20852, or fax it to OHRP at 240–453–8202 
(but not both). 

370.303 Notice to offerors. 
(a) The Contracting Officer shall in-

sert the provision in 352.270–4(a), Notice 
to Offerors of Requirements of 45 CFR 
Part 46, Protection of Human Subjects, 
in solicitations that involve human 
subjects. 

(b) Institutions having an OHRP-ap-
proved FWA shall certify IRB approval 
of submitted proposals in the manner 
required by instructions for completion 
of the contract proposal; by completion 
of an OMB Form No. 0990–0263, ‘‘Pro-
tection of Human Subjects Assurance 
Identification/IRB Certification/Dec-
laration of Exemption (Common Rule); 
or by letter indicating the institution’s 
OHRP-assigned FWA number, the date 
of IRB review and approval, and the 
type of review (convened or expedited). 
The date of IRB approval must not be 
more than 12 months prior to the dead-
line for proposal submission. 

(c) The Contracting Officer generally 
will not request FWAs for contractors, 
subcontractors, or cooperating institu-
tions prior to determination that a 
contract proposal has been selected for 
negotiation. When a contractor sub-
mits an FWA, it provides certification 
for the initial contract period. No addi-
tional documentation is required. If 
the contract provides for additional 
years to complete the project, the con-
tractor shall certify the noncompeti-
tive renewal proposal in the manner 
described in the preceding paragraph. 

370.304 Contract clauses. 

(a) The Contracting Officer shall in-
sert the clause in 352.270–4(b), Protec-
tion of Human Subjects, in solicita-
tions, contracts, and orders that in-
volve human subjects. 

(b) The Contracting Officer shall in-
sert the clause in 352.270–6, Restriction 
on Use of Human Subjects, in contracts 
and orders if the contractor has an ap-
proved Federal-wide assurance of com-
pliance in place, but cannot certify 
prior to award that the research has 
been reviewed and approved by the IRB 
designated under the contractor’s Fed-
eral-wide assurance of compliance, be-
cause definite plans for involvement of 
human subjects are not set forth in the 
proposal (e.g., projects in which human 
subjects’ involvement will depend upon 
completion of instruments, prior ani-
mal studies, or purification of com-
pounds). Under these conditions, the 
Contracting Officer may make the 
award without the requisite certifi-
cation, as long as the Contracting Offi-
cer includes appropriate conditions in 
the contract or order. 

Subpart 370.4—Acquisitions In-
volving the Use of Laboratory 
Animals 

370.400 Scope of subpart. 

This subpart applies to all R & D, re-
search training, biological testing, 
housing and maintenance, and other 
activities involving live vertebrate ani-
mals conducted under contract (see 
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