NI H POLI CY MANUAL
6325-1 CLEARANCE OF FOREI GN CONTRACTS, FOREI GN SUBCONTRACTS, AND
DOVESTI C CONTRACTS OR SUBCONTRACTS W TH A FORElI GN COMPONENT
I ssuing O fice: OA/ OAMP/ DAPE 301-496-6014
Rel ease Date: 02/05/2001

1. Expl anation of Material Transmtted: This Manual Chapter
is being revised to (a) delete the NIH Form 1820 as an Appendi x
and add the URL for accessing this form (b) change al
references from OCMto OAMP; (c) change all references from
PORA to HCA; and (d) nmke other mi nor editorial corrections.

2. Filing Instructions:
Remove: NI H Manual 6325-1, dated 04/14/00

I nsert: NIH Manual 6325-1, dated 02/05/2001

PLEASE NOTE: For information on:

? content of this chapter, contact the Division of Acquisition
Policy and Eval uati on, OAMP, OA, on (301) 496-6014.

? N H Manual System contact the Division of Managenment Support,
OVA, on (301) 496-2832.

? on-line informati on, use:

http://ww3. od. ni h. gov/ ona/ nanual chapters
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A. PURPOSE: This chapter provides policies and procedures for
obtaining a clearance prior to awarding a foreign contract, a
foreign subcontract, or a donestic contract or subcontract wth
a foreign conponent. It also covers procedures for clearance
of new work nodifications to a foreign contract and
nodi fications that extend a foreign contract for 12 nonths or
nore. The requirenments and procedures set forth in this policy
apply to contracts and subcontracts for the acquisition of:

(1) bionedical and behavi oral Research and Devel opnent (R&D)
and support of bionedical and behavioral R&D; and (2) human
materi al s and/ or biological materials.

Thi s chapter does not apply to actions awarded using the
procedures prescribed in the Federal Acquisition Regulation
(FAR) Part 13, Sinplified Acquisition Procedures.

For procedures pertaining to | oan/donation and transportation
of NIH property to foreign countries, refer to NI H Manual
26101- 25-2, "Personal Property Managenent Guide." (See hard
copy for Appendix VIII.)

B. REFERENCES.:

1. Public Health Service Policy on Humane Care and Use of
Laboratory Animals

2. Nl H Manual 1340-1 - Permts for Inport or Export of
Bi ol ogi cal Materials

3. NI H Manual 1895 - Coordination of International Activities
4. Nl H Manual 26101-25-2, Personal Property Managenment Gui de

5. NI H Manual 6307-3, Special Clearance and Ot her Acquisition
Procedur es

6. NI H Manual 6380-1 - Contracts Involving Human Subj ects
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7. NI H Manual 6380-2/4206 - Responsibility for Care and Use
of Animal s

8. Form NI H 1820, Notification of Proposal to Make an Award

C. DEFI NI TI ONS

1. A foreign contract is a contractual agreement between the
Nl H and any party organi zed and exi sting under the |aws of
other than the United States, its territories, or
possessions. The term"foreign contract” refers to any
foreign contract, foreign subcontract, or donestic
contract or subcontract with a foreign conponent, awarded
for the purposes of acquiring:

a. bi omedi cal or behavioral R&D, and projects in support
of biomedi cal or behavioral R&D; or

b. human products, such as bl ood products or biopsy
mat erial, or biological materials.

2. A foreign subcontract is an identifiable subcontract
awarded to a source in a foreign country as part of an N H
prime contract with a donestic or foreign organization.

3. A donestic contract or subcontract with a foreign
conponent is an NIH contract or subcontract awarded to a
donestic source, in which a part of the contract or
subcontract funds or effort is directed to a source in a
foreign country.

D. POLI CY

For the purpose of ensuring that activities supported outside
the United States are consistent with the overall foreign
policy objectives of the United States Governnent, the
Departnent of State requires clearance of proposed R&D projects
and projects in support of R&D conducted in a foreign country,
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and the proposed collection of human and ot her bi ol ogi cal
materials fromsources in a foreign country. The Division of

I nternational Relations (DIR), Fogarty International Center
(FIC, will review and approve Institute/ Center (1C) clearance
docunments prior to subm ssion to the Departnent of State.

A foreign contract may be awarded only after obtaining approva
of the Director, DIR/ FIC, and cl earance by the Departnment of
St at e.

The DI R/ FI C approval and the Departnment of State clearance w ||
be valid for the perfornmance period of the foreign contract.

If at any tinme during performance, a new work requirenent is
added, DI R/ FIC approval and the Department of State clearance
must be obtained prior to the award of the requirement. In
addition, D R FIC review and, dependi ng upon the circunstances
of the particular case, Departnent of State clearance, may be
required prior to issuing a nodification to extend a foreign
contract for 12 nonths or nore (see E.1.d.).

E. PROCEDURES
1. Gener al

a. The contracting officer shall ensure that al
necessary reviews and cl earances pertinent to each
acqui sition subject to the requirenments of this
Manual Chapter have been obt ai ned.

b. The program office nmust review each proposed
acquisition to ensure that:

(1) the proposed work is tinely and essential to
t he achi evenent of the NIH I C program
obj ectives; and

(2) the proposed work should be perfornmed by the
foreign contractor(s).
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c. Requests for DI R/ FIC approval and the Departnent of
State concurrence nust be submitted at |east
45 cal endar days in advance of the effective date
of the proposed award. However, for a new award,
t he request should not be initiated until after
source selection. |In the case of a nonconpetitive
action, the request my be submtted for review and
cl earance concurrent with the routing of the
Justification for Oher than Full and Open
Conpetition for review and approval.

D. The contracting officer must notify the DI R/ FI C of
proposed ti me extensions of one year or nore. The
DIRIFIC will request pertinent information fromthe
| C, and pronptly advise the contracting officer as to
whet her State Departnment clearance is required. |If
the DIR/FIC determ nes that State Departnment
clearance is required, the IC shall followthe
procedures set forth in E. 2., bel ow

2. Cl ear ance Docunents

For all actions requiring DIR/ FIC review and cl earance
fromthe State Departnment, the contracting officer wll
prepare and forward to the DIR/ FIC (under cover of a
Routing and Transmttal Slip) an original and one copy of:

a. A conpl eted Form NI H- 1820, Notification of Proposal
to Make an Award (Refer to URL:
http://forms.cit.nih.gov/adobe/m sc/NH1820. PDF.)
Check the bl ock, "New Foreign Clearance,” for new
actions. For all other actions, check the bl ock
"Renewal of Foreign Clearance."” For conpetitive
actions, include on the Formin section entitled,
"Research Objectives,"” the | egend " Source
Sel ection Information-See FAR 3.104."
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The itenms listed belowin (1)-(6) should be
included in the Research Objectives sectiontdis
form continuing if necessary, on a separate
page:

(1) a description, in lay terms, of the scope and
obj ectives of the research to be perfornmed in
the foreign country, or a description of the
materials to be acquired;

(2) a statenment justifying the need to acquire
research services or supplies froma party in a
foreign country, or an explanation of the need
for an extension or expansion of the existing
requirenment;

(3) if the project involves the use of human
subj ects, an explanation of how human subj ects
wi |l be involved, and a statenent indicating
that the requirements of the NIH Manual
Chapter 6380-1 will be foll owed;

(4) if the project involves the use of animals, an
expl anati on of how animals wi |l be involved,
and a statenent indicating that the
requi renents of the NIH Manual Chapter 6380-2
and the PHS Policy on the Humane Care and Use
of Laboratory Animals will be foll owed;

(5) evidence of permits for inport or export of
bi ol ogi cal materials; and

(6) other pertinent information when known, e.g.,
use of consultants, subcontractors.

b. Curricula vitae and pertinent bibliographies for each
donestic and foreign principal investigator, and all
ot her co-investigators proposed for the contract
and/ or subcontract.
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F. ACTI ONS BY THE FOGARTY | NTERNATI ONAL CENTER

1.

The DDRIFIC will review the clearance docunents to
determ ne t he:

a. adequacy of the docunentation in satisfying the
criteria set forth in E.1.b. above;

b. rel ati onship of the project/activity to existing or
proposed formal or informal inter-governnental
arrangenents on bionmedi cal or other health-rel ated
research, and insofar as possible, the effect on the
NlH s overall relationship with the bionedical
community of the country concerned; and

cC. adequacy of the docunmentation for the Departnment of
State review for determ ning conformance of the
project with the foreign policy of the United States.

| f the above conditions are satisfactory, the DIR'FIC w ||
forward the necessary docunents to the Departnent of State
for concurrence. |If there are questions, the DIR'FIC w ||
contact the contracting officer to obtain additional

i nformation.

The DIR/FIC will prepare a cable summarizing the proposed
contract and will forward the cable and the conpl eted Form
NI H- 1820 to the Departnent of State. The Departnent of
State is responsible for transmtting the pertinent
information to the relevant United States Enbassy.

The DIR/FIC review normally requires seven working days.
Enbassy review and State Departnent cl earance require
approxi mately four weeks.

The DIR/FIC will be responsible for followup with the
Departnment of State to ensure pronpt action.
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5. If there is no objection to a proposal to nake an
award, the DIR'FIC will forward the signed Form
Nl H 1820 to the contracting officer.

G ADDI TI ONAL | NFORMATI ON

Addi tional information about clearance procedures nmay be
obtained from

Di vi sion of International Relations
Fogarty International Center
Bui |l ding 31, Room B2Cl11 - MsSC 2220
Phone Nunber: 301-496-4784

Di vi sion of Acquisition Policy and Eval uation
O fice of Acquisition Managenent and Policy
Bui | di ng 6100, Room 6C01 - MSC 7540

Phone Nunber: 301-496-6014

H. RECORDS RETENTI ON AND DI SPOSAL

Al'l records (e-mail and non-e-mail) pertaining to this chapter
nmust be retained and di sposed of under the authority of the NIH
Manual Chapter 1743, "Keeping and Destroyi ng Records,"” Appendi X

1, NIH Records Control Schedule, |tem 2600-A-4, Routine
Procurenment Fil es.

NlH e-mail nessages. N H e-mail nessages (nessages, including

attachnments, that are created on NIH conputer systens or
transmtted over NIH networks) that are evidence of the
activities of the agency or have informational value are

consi dered Federal records. These records nust be mmi ntai ned
in accordance with current NIH Records Managenent gui deli nes.

| f necessary, back-up file capability should be created for

this purpose. Contact your |IC Records O ficer for additional

i nformati on.
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Al'l e-mail nmessages are considered Governnent property, and if
requested for a legitimte Governnent purpose, nust be provided
to the requester. Enployees' supervisors, N H staff conducting
official reviews or investigations, and the Ofice of the

| nspector General may request access to or copies of the e-nai
messages.

E-mai | messages nust al so be provided to Congressional

Oversight Commttees, if requested, and are subject to the
Freedom of Information Act requests. Since nost e-mail systens
have back-up files that are retained for significant periods of
time, e-mail messages and attachnents are likely to be
retrievable froma back-up file after they have been del eted
froman individual's conmputer. The back-up files are subject
to the sane requests as the original nessages.

MANAGEMENT CONTROLS

The purpose of this manual issuance is to provide procedures
for obtaining FIC review and State Departnent clearance of
foreign contract awards and certain types of nodifications to
t hose contracts.

1. O fice Responsible for Review ng Managenment Controls
Rel ative to this Chapter: The Division of Acquisition
Policy and Eval uation (DAPE), O fice of Acquisition
Managenment and Policy (OAMP), is accountable for the
met hod used to ensure that managenent controls are
i mpl emrented and wor ki ng.

2. Frequency of Reviews: Ongoing

3. Met hod of Review. DAPE/ OAMP will maintain appropriate
oversi ght through reviews of I1C presolicitation and
preaward contract files conducted by the NI H Board of
Contract Awards. The NIH Board of Contract Awards reviews
a percentage of contract actions fromeach IC. |ssues
identified by the Board are provided to the IC for
corrective action. \When repetitive issues are identified,
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t hese are brought to the attention of the Acquisition
Managenment Comm ttee, which is responsible for addressing
and resol ving common acqui sition issues. In addition, the
Head of the Contracting Activity (HCA) is routinely
apprised of any difficulties in IC inplenentation of
policy. Depending on the nature and extent of the
problem the HCA nmay recomrend additional policy guidance
or training of contract staff.

4. Revi ew Reports: The HCA is routinely notified of problens
and takes necessary action to resolve them



