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1. Expl anation of Material Transmtted: This chapter, pursuant
to HHSAR Subpart 304.71 and other authority, inplenents
provi sions of the Public Health Service Act as amended by
t he Heal th Research Extension Act of 1985, Federal and HHS
acqui sition regul ations, and rel ated policies and
regul ations on the initiation, review evaluation, and award
of NIH R&D contracts.

2. Filing Instructions:

REMOVE: N H Manual Chapter 6315-1, dated April 23, 1991

| NSERT: N H Manual Chapter 6315-1, dated October 18, 2004
PLEASE NOTE: For information on:

e Content of this chapter, contact the issuing office listed
above.

e NIH Manual System, contact the Office of Management
Assessment, OM on (301)496-2832.

e Online information, enter this URL:
http://wwwl.od.nih.gov/oma/manualchapters/
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A Pur pose

This chapter presents policies and procedures for the
initiation, review, evaluation, negotiation, and award of
NI H bi onedi cal and behavi oral Research and Devel opnent (R&D)
contract projects. It applies to all contract projects for
t he conduct of R&D and the direct support of the conduct of
R&D, including innovative testing, research, denonstration,
and related efforts. The term R&D i ncl udes research,

devel opnment, denonstration and R&D support. See Section H
for a full definition. This chapter supplenents the Health
and Human Servi ces Acquisition Regulation (HHSAR Part 315).

Thi s chapter does not apply to contracts for purposes
incidentally related to R&D, that is, non-R&D, such as:

- The routine purchase of commercial items sold, leased,
or licensed (or offered for sale, lease or license) to
the general public with published price lists, etc.,
"off-the-shelf" laboratory or general equipment,
materials, supplies, animals, or routine services for
R&D projects;

- The conduct of program evaluations, public or technical
information services or clearinghouses, scientific
conference or logistics support, or other services
neither directly performing nor directly supporting
R&D; nor

- The performance of minor enhancements to existing
equi pnment or systens.

This chapter is established pursuant to HHSAR Subpart 304.71
and other authority requiring the Head of the Contracting
Activity to establish review and approval procedures for
proposed contract actions, designate acquisition officials,
and determne the criterion (or criteria) to be used in
determ ning which contracts are to be reviewed. This
chapter should not be read to abrogate any Contracting

O ficer authority or responsibilities as described in the
Federal Acquisition Regulation (FAR), including at FAR
Subpart 1.6 and FAR Subpart 15.5.

B. Backgr ound
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Thor ough, conpetent, scientific, technical and business
revi ews of bionedical and behavioral R&D contract projects
constitute essential features of the contracting process.
They serve to:

- promote best selection of projects to accomplish high
priority NIH program needs;

- engender competition among qualified offerors;

- establish technical ranking of proposals;

- specify technical and business issues, for example,
strengths and weaknesses, to enable meaningful
discussions; and

- promote submission of optimal Final Proposal
Revi si ons.

Al'l these functions hel p decision-nmaking for selection of
projects and sources that offer the best value to the
Government. They contribute toward fulfilling identified
NIl H requirenents for R&D contracts.

C. Policy

NI H requires conpetent, objective, and expeditious

eval uati on of bionmedi cal and behavioral R&D contracts,
conducted by qualified reviewers. Procedures inplenenting
this policy aimto ensure optinmal selection of contracts,
based on established programpriorities and needs, naxi nal
opportunities for effective conpetition, and awards to
sources nost likely to achieve NIH objectives at a fair and
reasonabl e cost. Al bionedical and behavioral R&D
contracts require peer review and approval of both project
concepts and proposals before contract award, regardl ess of
whet her they originate fromextranural or intrarmural program
requirenents.

Peer review of R&D contract concepts eval uates the basic
pur pose, scope, and objectives of the projects and
establ i shes rel evance, priority, and need to acconplish N H
obj ecti ves.

Peer review of R&D contract proposals provides objective
eval uation of technical aspects and acceptability or
unacceptability of specific proposals based on the technical
eval uation criteria. Further it helps to achi eve program
goal s by identifying the best technically qualified

of ferors.
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The revi ew of R&D technical proposals nust be conducted in a
manner consistent with the standards of quality for technical
and scientific peer review (see 42 CFR 52h).

Subsequent staff reviews, including Source Sel ection Panels
(SSP), and negotiations with offerors aimto sel ect
contractors nost capabl e of acconplishing stated

requi renents to the best possible advantage to the NIH

Responsi ble NIH staff nust ensure that reviews provide for
t he nost conpetent advice to guide decisions on selection
and award of contracts. Throughout the process, staff mnust
avoi d actual or apparent conflicts of interest, maintain
confidentiality of information, and conply with procurenent
integrity requirements.

Contract actions are subject to Protests as defined in FAR
Part 33. The CO shall consider all protests and seek | ega
advice in conjunction with the NIH Protest Control Oficer,
whet her protests are subnmitted before or after award and
whether filed directly with the CO or the Governnent
Accountability O fice.

Eval uati on of business proposals determ nes the
reasonabl eness of cost el enments and busi ness managenent
capabilities of offerors to performthe required work.
The Appendi x shows the steps in the process from project
devel opnent through contract award.

D. Responsibilities

1. The Deputy Director for Extranmural Research, NH
establishes NIH policies and procedures for scientific
revi ew and eval uati on of R&D projects, and determ nes the
adequacy of procedures inplenmenting those principles.

2. The Head of the Contracting Activity, Director, Ofice
of Acqui sition Managenent and Policy, establishes N H
policies and procedures for business reviews,
eval uati ons and awards for R&D contracts under
requi renents established in the FAR and HHSAR and
deternm nes the adequacy of procedures inplenmenting
t hose principl es.

3. Institute/Center (1C) Directors ensure adherence within
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their organizations to established NIH policies, and
mai nt ai n adequat e conmuni cati on between program
contracting, and review staffs.

4. Senior |IC program review, and contracting officials
oversee contracting activities and are responsi ble for
ensuring the adequacy of scientific peer review,
program and busi ness revi ew.

5. Contracting Oficers (C0s) collaborate with Project
Oficers (PGs) to devel op Acquisition Plans/Request for
Contract (AP/ RFC) docunents for R&D contracts based on
scientific needs and market research appropriate to the
ci rcunstances. They nonitor and assist technical
eval uations to ensure conpliance with acquisition
regul ations. Al so, they conduct adm ni strative/busi ness
reviews of contract proposals. COs establish the
conpetitive range, conduct cost anal yses and
negoti ations, select and award R&D contracts based on
established requirenents and results of peer reviews.

6. POs collaborate with C0s to devel op AP/ RFC docunents and
provi de programinformation for R&D project concept and
proposal reviews. They serve as a scientific resource
and summari ze t he background and objectives of Requests
for Proposals (RFPs) to ensure that the Scientific
Revi ew Group (SRG understands the intent of the RFP.

Al so, they advise COs regarding technical aspects of
conpetitive range di scussions and final negotiations.

See DHHS Project Oficers' Contracting Handbook.
http://ww. knownet . hhs. gov/ acqui si ti on/ POHandbookSTD. doc

7. Scientific Review Adm nistrators (SRAs) establish and
supervi se equitable scientific reviews and eval uations
for R&D contract proposals. They ensure that SRG
nmenbers have no real or apparent conflicts of
interest precluding their participation in proposal
reviews in a given conpetition, unless a waiver is
obt ai ned under 42 CFR 52(h) to allow a nmenber’s
partici pati on under defined circunstances. They ensure
reviewers sign and subnit Conflict of Interest,
Confidentiality and Non-Di sclosure of Informtion
Certifications. SRAs interact with POs and COs as
necessary to understand the review requirenents of the
acqui sition, including providing advice on eval uation
criteria during AP/ RFC devel opnment. They docunent the
SRG reviews to the CO and PO (See N H Manual Chapter
1805, Use of Advisors in Program and Project Review
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and Managenent).
http://wwl. od. ni h. gov/ ona/ nanual chapt er s/ neanagenent / 1805/

E. Procedures: Acquisition through Full and Open Conpetition

1. Presolicitati on Procedures

Presolicitation R& contracting procedures include
interactions by program contracting, and review staffs
to:

- develop the project concept;

- obtain scientific peer review of the concept to
establish relevance, priority, and need;

- develop the AP/RFC as a planning document; and

- prepare a Request for Proposal (RFP), describing
the Government's needs, soliciting offers based on
specific requirenents, often seeking innovative and
ori ginal approaches to acconplish the tasks
descri bed in the RFP.

a. Proj ect Concept

NlH Scientific Peer Review regulations require that 1Cs
obtai n peer review of each R&D contract project concept
before issuing a Request for Proposals for bionedical
and behavi oral research (42 CFR 52h.10). The concept
identifies the basic purpose, scope and objectives of

t he project.

Tinmely project concept reviews are required for all R&D
contract projects. Usually programstaffs devel op R&D
proj ect concepts based on prior discussions with

advi sory groups and other interactions with the
scientific community. The concepts are eval uated
according to | C procedures before begi nning the

acqui sition process. If I1C staff cannot easily judge
whet her a given contract project belongs in the R&D
category, it should choose the course of peer reviewto
ensure a broad base of expert advice and justification
for contract award.

Before issuing an RFP, the CO ensures that a peer

revi ew group/ SRG (e.g. Advisory Council or Board, Board
of Scientific Counselors, Program Advisory G oup (PAG,
Speci al Enphasi s Panel) approved the project concept
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under requirenments of 42 CFR 52h. Under certain
circunstances, the IC Director or designee nay defer or
wai ve project concept review. See a.(2) and (3)

bel ow) .

Title 42 CFR 52h and NIH Manual Chapter 1805 restrict
awarding I C staff from functioning as nenbers or SRAs of
SRGs or PAGs on contract projects or proposals for which
they have other selection, award, or admnistration
responsibilities. The PO nmay not serve as SRA (or PAG
executive secretary) or prepare the sunmary nminutes for
R&D concept revi ews.

(1) Reconmendati ons

PAG SRG recommendat i ons nust address concepts for
specific projects rather than broad program
activities. Wen PAGs review project concepts, SRA
or programstaff nmust make it clear that the IC
seeks their advice on the project(s) anticipated
for funding as R&D contracts.

(2) Deferral fromPresolicitation Concept Review

The IC Director or designee may defer the
presolicitation peer review of a project concept if
he or she determ nes that the acconplishnent of
essential program objectives would ot herwi se be

pl aced in jeopardy and any further delay clearly
woul d not be in the best interest of the
Government. When the Director or designee defers
presolicitation concept review, he or she shal
docunent the basis for that determnation. The RFP
shall state that a peer review group has not
reviewed the project concept and nust do so before
proposal review to allow award.

NlH prefers that different peer review groups review
proj ect concepts and proposals.

(3) Exclusions from Presolicitation Concept Review
The IC Director or designee nmay determ ne and
docurment to the CO that project concept reviewis
not needed when:

(a) the solicitation is to reconpete or extend
a project that is within the scope of a current
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proj ect that has been peer revi ewed;

(b) Congress authorizes or mandates the ICto
acconplish specific contract projects. It is
considered sufficient authority to pursue those
activities wthout additional advisory input;

(c) projects are not for the actual conduct or
di rect support of R&D activities. Exanples

i nclude: scientific conferences to exchange
information on R&D fields or results; or

pur chases of commercially avail abl e supplies,
services, aninmals; and

(d) the solicitation is for an eval uation

proj ect that assesses productivity, inpact, or
quality of NIH prograns, and the N H

Technical Merit Review Conmttee (TMRC) has

al ready reviewed the project. Additional
information on the TMRC and t he use of 1% Set -
Asi de funds can be found at
http://wwal. od. ni h. gov/ osp/ de/.

(4) Project Concept Reviews

| Cs may review project concepts by various
appropriate nmeans, including chartered program and
policy advisory commi ttees and SRGs, or semn nars,
conf erences and wor kshops for specific program
areas, whenever these neet the definition and
conposition requirenments of "peer review group” in
42 CFR 52h. Al so see NIH Manual Chapter 1805.

Staff responsible for these reviews shall nake
clear to participating advisors that the |IC seeks
their advice with respect to the antici pated
project(s). |ICs may conduct concept reviews by nai
or electronic nmeans. In all cases, |ICs shal

present a specific concept for approval with
correspondi ng background and rational e (estimated
total costs may be included), and include the vote
for approval or disapproval in formal concept
revi ew m nutes.

Concept review groups shall consider features of
t he purpose, scope and objectives which are
specific to each R&D project, including:

- scientific, technical, or program significance of
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the goals of the proposed R&D activity;

- availability of the technology and other
resources necessary to achieve the required
goals;

- extent to which identified, practical
scientific or clinical uses exist for the
anticipated results; and

- adequacy of inclusion of women, minorities and
children in clinical research, if applicable.

(5) Meetings

| nsof ar as possi bl e, attendance at concept review
nmeetings may include contracting and revi ew staff
appropriate to the projects under discussion, as

wel | as program staff responsible for program
presentati ons and subsequent project managenent.

Concept review meetings are generally open to the
public under provisions of the Federal

Advisory Committee Act, as amended (5 USC, Appendix
2). Persons who attend or participate in neetings,
and their affiliated institutions, are eligible to
receive contract awards resulting from subsequent
RFPs, unl ess other factors contravene.

| Cs may di sclose informati on about agency m ssion
needs and future requirenents at any tine.

After release of the solicitation, the CO nust be

t he focal point of any exchange with potenti al

of ferors. \Wen specific information about a
proposed acqui sition that would be necessary for the
preparation of proposals is disclosed to one or nore
potential offerors, that information nust be made
avai lable to the public as soon as practicable, but
no | ater than the next general release of
information, to avoid creating an unfair

conpetitive advantage. See FAR 15.201(f).

(6) Docunent ati on

| C staff shoul d docunent concept reviews with
summaries of staff presentations and peer review
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group opi nions and reconmendati ons for approval.
These sunmaries nmust beconme part of the official
contract file.

b. Exchanges with | ndustry

Nl H encour ages exchanges of information anong al
interested parties, fromthe earliest
identification of a requirenent through receipt of
proposal s. Any exchange of information nust be
consistent with procurenent integrity requirenents
(see FAR 3.104). An early exchange of information
anong i ndustry and the program nmanager, contracting
of ficer, and other participants in the acquisition
process can identify and resol ve concerns regarding
the acquisition strategy, including:

- proposed contract type, terms and conditions, and
acquisition planning schedules;

- the feasibility of the proposal instructions and
evaluation criteria; including the approach for
assessing past performance information;

- the availability of reference documents; and

- any other industry concerns or questions.

Sone techniques to pronote early exchange of
information include: industry or small business
conferences; presolicitation notices; draft RFPs;
site visits, etc. For additional details see FAR
15. 201.

C. Acqui sition Pl an/ Request for Contract (AP/RFQ)

Thi s docunent constitutes approval and authorization of
an acquisition, allows issuance of an RFP, and future
obl i gation of funds, according to |IC procedures.

Program staff shall initiate the preparation of the

AP/ RFC, which is the joint responsibility of program
and contracting staff. As needed, review staff may be
cal |l ed upon for assistance. The AP/ RFC contai ns al

i nformation needed to prepare the RFP. Therefore, the
AP/ RFC and RFP nust be clear, conplete, and likely to
engender effective conpetition. |In particular, the
Statenent of Work (or Statenent of CObjectives);

techni cal evaluation criteria; and RFP Section L -

I nstructions, Conditions, and Notices to Oferors, mnust
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refl ect those consi derati ons.

Whenever possible, performance-based contracting
methods should be used for acquisitions including Ré&D.
See FAR Subpart 37.6, and the Seven Steps to
Performance-Based Services Acquisition:

http://www.arnet.gov/Library/OFPP/BestPractices/pbsc/index.html.

An AP/ RFC cont ai ns docunentati on of clearances and a
schedul e of m | estones for solicitation, post
solicitation and award phases. See the Appendix to
this docunent and the Acquisition Process Mapping at
http://acqg- map. oanp. od. ni h. gov for additional details.
Information el enents in the AP/RFC are detailed in FAR
7.105 and HHSAR 307.1. HHSAR 307.71 conbi ned these
requirenents into a single format for use by
contracting activities.

| C conponents responsi ble for review of proposals
shoul d assi st in devel opi hg technical eval uation
criteria to identify anmbiguities, inconsistencies or
appropriateness of the criteria in relation to the
statenment of work.

Final presolicitation steps include: approval of the
RFC, Smal| Business clearance, availability notice in
FedBi zQpps and ot her selected sites; preparation and
review of the RFP. After release of the solicitation,
the CO nust be the focal point of any exchange with
potential offerors.

The Division of Acquisition Policy and Eval uati on,

O fice of Acquisition Managenent and Policy, may
conduct presolicitation reviews prior to, or concurrent
wi th, issuance of an RFP. See NI H Manual Chapter
6304. 71 for nore details.

The program office’s preparation of the RFC, subm ssion
to the contracting office and its approval conpletes
the presolicitation phase of the acquisition planning
process and commrences the solicitation phase. The RFC
is the formal docunent that initiates the preparation
of the solicitation by the contracting office and sets
the acquisition process in notion. It is the result of
t he planning by the PO and CO and contains nuch of the
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pertinent information necessary for the devel opnent of
a sound, conprehensive solicitation.

d. Speci al Consi derati ons

Certain projects require special clearances or
approval s before the CO may execute the contract. PGCs
and CCs shoul d consider such areas sufficiently early
in the acquisition process so that they are identified
as requirenents in the RFP and addressed in the roposal

and negotiations so that they do not delay awards. Sone
cl earances i ncl ude:

(1) Aninmal Welfare

CGenerally, 1Cs will not award contracts
involving the care and use of vertebrate
animals until after appropriate clearance

consi stent with NIH Manual Chapter 6380-

2/ 54206. These requirenents apply if any
animals are used in the contract, even if it is
not an R&D project. See additional information
at :

http://grantsl. ni h. gov/ grants/ol aw ol aw. ht m

(2) Biohazard Security

To help ensure the protection of the life and
health of all persons, and to help prevent
damage to property, Contractors must comply with
all Federal, State and local laws and
regulations applicable to the contract work.

The Environmental Protection Agency,
Occupational Safety and Health Administration
and other agencies at the Federal, State and

local levels implement and/or enforce these
laws.

The CO must include HHSAR Clause 352-223.70,
Safety and Health, in all awards involving
toxic substances, hazardous materials,

or operations.

(3) Bionedical Research Resources

NI H desi gned the present policy to assist
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funding recipients determine: 1) reasonable
terms and conditions for making NIH-funded
research resources available to scientists in
other institutions in the public and private
sectors (disseminating research tools), and 2)
restrictions to accept as a condition of
receiving access to research tools for use in
NIH-funded research (acquiring research
tools). The intent is to help recipients
ensure the conditions they impose and accept
on the transfer of research tools will
facilitate further biomedical research,
consistent with the requirements of the Bayh-
Dole Act and NIH funding agreements.
http://ott. od. ni h. gov/ NewPages/ 64FR72090. pdf

(4) Data, Data Rights, Patents, Copyrights

Whenever contractors will use, develop or
enhance data, in any form, NIH and the
contractor must consider how to use,
maintain, disclose, dispose, and protect it
for future use. 1In addition to data subject
to the Privacy Act, COs must carefully
consider when the contractor is to

develop or enhance software and other special
data such as Audiovisual and Media materials.
The PO and CO must explore how to license
this data, and whether special permissions
and copyright needs exist to protect the
Government’s rights to this data. The NIH
Office of Technology Transfer can provide
guidance in this area and should be
contacted when special data needs arise in
the contract requirement.

(5) Data Security

NIH Chief Information O ficer establishes
data security policy in accordance with OB
Circular A-130. See
http://irmcit.nih.gov/security/secplantenp.d

oc. The PO and IC Information Systens
Security Oficer nust deternmine if the
contract will be subject to the requirenents
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of the DHHS Autonated | nfornmation Systens
Security Pl an.

Dat a Sharing

NIH developed a statement on sharing
research data that supports the

timely release and sharing of final research
data from NIH-supported studies for use by
other researchers. The RFP and contract will
require Offerors to include a plan for data
sharing or to state why data sharing is not
possible. This requirement applies to all
proposals with direct costs greater than
$500,000 in any single year. For more
information, see the Web site below:

http://qgrantsl. ni h. gov/grants/gui de/notice-

files/NOT- 0D 03-032. ht n

(7)

Electronic And Information Technology
Accessibility Standards

Section 508 of the Rehabilitation Act of 1973
applies when Federal departments or agencies
develop, procure, maintain or use electronic
and information technology (EIT). It
requires Federal agencies to ensure their EIT
allows Federal employees with disabilities to
have access to, and use of, information and
data comparable to the access and use by
Federal employees without disabilities.
Section 508 also requires members of the
public with disabilities, who are seeking
information or services from a Federal
agency, to have access to, and use of,
information and data comparable to that
provided to members of the public without
disabilities. See The Section 508 Standards
Page, 36 CFR Part 1194 and FAR Subpart 39.2.
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(8) Foreign contracts

Al'l foreign contracts and subcontracts require
prior clearance in accordance with procedures
in NIH Manual Chapter 6325-1. The need for
both NIH and State Departnent clearances
suggests that COs allow nore tine for such
awar ds.

(9) Health Insurance Portability and
Accountability Act (H PAA)

The privacy provisions of the Health Insurance
Portability and Accountability Act of 1996
(HIPAA), apply to health information created
or maintained by health care providers who
engage 1in certain electronic transactions,
health plans, and health care clearinghouses.
Offerors need to consider the requirements for
compliance. See http://dhhs.gov/ocr/hipaa.

(10) Human Subj ects

Contracts involving human subjects must meet the
requirements of 45 CFR 46 and NIH Manual Chapter
6380-1. The NIH Grants Policy Statement
(http://grantsl.nih.gov/grants/policy/nihgps 2001/p
art iia 2.htm), while mainly a grant tool, contains
all of the current NIH policies concerning human
subject research. Specific requirements are
included in the RFP. See the NCI RFP Workform for
a complete listing of possible requirements
http://rcb.cancer.gov/rcb-
internet/wkf/sectionl.pdf. Note that these
requirements encompass many projects besides
clinical trials, and it is essential to determine
if specific projects fall within established
requirements.

(a) Protection of Human Subjects

See NIH Manual Chapter 6380-1, Contracts
I nvol vi ng Human Subj ect s.
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(b) Inclusion of Wnmen and Mnorities in
Clinical Studies.

NIH policy is that offerors and contractors for
clinical research projects include wonmen and
mnorities in study popul ations so research findings
can benefit all persons at risk of the disease,
di sorder, or condition wunder study. RFPs nust
identify when the policy is relevant. |If the offeror
does not include wonmen/mnorities in its proposed
study popul ation, or proposes a representation of
wonen and mnorities less than that anticipated by
the objectives expressed in the Statement of Wrk,
they nmust provide a specific rationale for this
excl usion or under representation. Revi ewers wil |
evaluate this rationale during the technical peer
review of proposals for its appropriateness in terns
of the requirenents of the solicitation. Al so see:

http://grants. ni h. gov/grants/fundi ng/ wonen ni n/ wonen
m n. ht m

(c) Inclusion of Children Policy.

Children (i.e. individuals under the age of 21)
must be included in all human subject research
unless there are scientific and ethical reasons not
to include them. If offerors exclude children from
research proposals, they must present an acceptable
justification for the exclusion. Proposals also
must include a description of the expertise of the
investigative team for dealing with children at the
ages included, of the appropriateness of the
available facilities to accommodate the children,
and the inclusion of a sufficient number of
children to contribute to a meaningful analysis
relative to the purpose/objective of the
solicitation. For further specific requirements on
inclusion of children, see the Web site below:

http://odoerdb2.od.nih.gov/oer/policies/children
.htm
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(d) Data and Safety Mnitoring Plan

A plan for data and safety monitoring is required as
part of the proposal for all NIH supported clinical
trials. After award, the contractor must monitor on
a regular basis and the conclusions of the monitoring
reported to the Project Officer.

The type of data and safety monitoring required
will vary based on the type of clinical trial and
the potential risks, complexity and nature of the
trial. A general description of a monitoring plan
establishes the overall framework for data and
safety monitoring. It should describe the entity
that will be responsible for the monitoring, and
the policies and procedures for adverse event
reporting. Multi-site clinical trials generally
require the establishment of a Data Safety
Monitoring Board (DSMB) based on the risk involved.
The establishment of a DSMB is optional for Phase I
and Phase II clinical trials.

The DSMB/Plan is established at the time of
protocol development and must be in place before
the trial begins. It requires the approval of the
Contractor’s Institutional Review Board and the
Government.

The NIH Policy for Data and Safety Monitoring at
http://grants.nih.gov/grants/guide/notice-
files/not98-084.html describes examples of
monitoring activities to be considered. Also see
“Further Guidance on a Data and Safety Monitoring
Plan for Phase I and Phase II Trials”
http://grants2.nih.gov/grants/guide/notice-
files/NOT-0D-00-038.html and “Guidance on Reporting
Adverse Events to Institutional Review Boards for
NIH-Supported Multicenter Clinical Trials”
http://grants2.nih.gov/grants/guide/notice-
files/not99-107.html.

(e) Human Subjects Protection Education Plan

NIH policy requires education on the protection of
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human subject participants for all key personnel
receiving NIH contract awards for research
involving human subjects. Under this policy, key
personnel include all individuals working under a
contract who are responsible for the design and/or
conduct of the research. For a complete
description of the NIH Policy announcement on
required education in the protection of human
subject participants, see the NIH Guide for Grants
and Contracts Announcement dated June 5, 2000 at
the following Web site:

http://grants.nih.gov/grants/guide/notice-
files/NOT-0D-00-039.html.

(11) OVB d ear ance/ Paperwor k Reducti on Act

The collection of survey or other information from
ten or nore respondents requires O fice of
Managenent and Budget (OVB) review and approval,
consistent wwth NIH Manual Chapter 1825. (Al so see
HHSAR 307.7105.) However, when the respondents are
individuals under treatment or clinical examination
in connection with research on or prevention of a
clinical disorder, or the interpretation of
biological analyses or other specimens, or the
identification or classification of those
specimens, proposed projects may qualify for
clinical exemption. The projects are to be
submitted to the NIH Clinical Exemption Review
Committee for determination of clinical exemption.

http://wwil. od. ni h. gov/ oma/ manual chapt er s/ ranagenen
t/ 1825/

(12) Privacy Act

Whenever the CO determ nes that the Privacy Act
applies to a given contract, current systens of
records nust be reviewed and, if necessary, a new
one established and cleared in accordance with FAR
Part 24 and HHSAR Part 324.
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(13) Reconbi nant DNA

Any contract using reconbi nant DNA technol ogy
requires prior clearance under provisions of

Gui delines for Research | nvol ving Reconbi nant DNA
Mol ecules. See the NIH CGuide Notice at:
http://grantsl. ni h. gov/grants/gui de/ notice-

files/ NOT-OD-02-052. ht M. The NIH Guidelines can
be viewed on line at:

http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html

(14)Stem Cel | s

In order to facilitate research using human
embryonic stem cells, the NIH created a Human
Embryonic Stem Cell Registry that lists the

human embryonic stem cell lines - at varying stages
of development - that meet the eligibility criteria.
Only the entities that have developed stem cell
lines that meet the criteria are eligible for
federal funding. For further information see:
http://stemcells.nih.gov/index.asp.

e. Request for Proposals

An RFP is the Government’s official solicitation
docunent. It conmunicates to prospective contractors
what the Governnent needs to buy, and invites the
subni ssi on of proposals. The purpose of the RFP is to
convey all the information that prospective offerors
need to prepare a proposal. The RFP includes the:

(1) Statenent of Work (SOW/ Statenment of Cbjectives (SO0

The RFP SOW SQO i ncl udes specifics of the project
fromthe AP/RFC that will enable offerors to
respond in an appropriate and conpetitive nanner to
the RFP. The SOW SOO shoul d specify the desired
results, functions, or end items without telling
the offeror what has to be done to acconplish those
results unless the nmethod of performance is
critical or required for the successful performance
of the contract. The SOWmnust be clear, concise
and conpletely define the responsibilities of the
CGovernnent and the contractor. The SOOis a
summary of key goals, outcones, or both, that
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all ows conpetitors to propose their sol utions,
i ncl udi ng techni cal approach and performance
st andards based upon conmerci al business practices.

(2) Technical Proposal Instructions

RFP Section L, Instructions, Conditions, and
Notices to Oferors, inforns prospective offerors
that the proposal mnust be prepared in tw parts: a
techni cal and a busi ness proposal, each part
separate and conplete in itself so eval uations of
each nmay be perforned i ndependently of, and
concurrently with, the other. RFP instructions
nmust be tailored on a case-by-case basis to ensure
appropriate consideration of the specific

acqui sition, for exanple: capability to neet

recrui tnment goals, nodel protocols and prior
relati ve experience of the naned staff. Techni cal
proposal s may include proposed direct costs.

O ferors' estinmates of personnel, equipnent,
facilities and other project costs are hel pful

i ndi cators of their basic understanding of the RFP

requirenents. 1Cs may set page limts for
t echni cal proposals, resunmes or other parts of the
pr oposal .

(3) Technical Evaluation Factors

The PO nmust devel op eval uation factors in
consultation with review staff and submt themto
the COin the AP/RFC for inclusion in the RFP

Devel opnent of these factors and the assi gnment of
the relative inportance or weight to each require

t he exercise of judgnment on a case-by-case basis
because they nmust be tailored to the requirenents
of the individual acquisition. Because the factors
will serve as a standard agai nst which al

proposals will be evaluated, it is inperative that
staff choose themcarefully to enphasize those
considered to be critical in the selection of a
contractor. The final evaluation factors contai ned
in the RFP cannot be changed except by a fornm
amendnent issued by the CO No factors other than
those set forth in the RFP may be used to eval uate
proposal s. The eval uation factors nmust be clear,
concise, and fair so all potential offerors are
fully aware of the bases for proposal eval uation.
See HHSAR 315.204-5(c) for nore details.
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(4) Award Factors

The award decision is based on evaluation factors
and significant subfactors tailored to the
acquisition. RFPs nust clearly inform prospective
offerors of the relationship and rel ative

i nportance of cost or price in conparison to other
eval uation factors. The factors include Techni cal
Merit, Cost, Past Performance, Small D sadvant aged
Busi ness Participation Plans and ot her non-cost
factors. See FAR 15.304. The relationship is
expressed in one of three ways:

All evaluation factors other than cost or
price, when combined, are (1) significantly
more important than cost or price (customary
for NIH R&D cost reimbursement contracts); (2)
approximately equal to cost or price; or (3)
significantly less important than cost or
price.

(5) O her Considerations

a. NIH views mandatory qualifications or special
contractor standards with concern because they
restrict conpetition. Any such restrictions should
be wei ghed carefully, and approved as part of the
AP/ RFC. The RFP rnust provide the rationale for the
restriction.

b. RFPs allow for subm ssion of alternate
proposal s, provided the offeror also submts a
proposal for performance of the RFP SOW SQOO.

Al ternate proposals may be considered if overal
per f ormance woul d be inproved or not conprom sed,
and if they are in the best interest of the NIH
See FAR 15.209(a)(2).

c. Solicitations issued under the Small Business

| nnovati ve Research (SBIR) program and as Broad
Agency Announcenents (BAAs) seek proposals based on
broad categories or areas of interest to the
Government rather than a specific SOW SOO.

Li kewi se, negotiation and award procedures under

SBI Rs and BAAs differ from “conventional” contract
awards. See N H Manual Chapters 6315-3 and 6035,
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respectively, for additional details.

2. Pr e- Eval uati on Procedures

a. Recei pt of Proposals

The CO nust receive proposals by the RFP's published
closing date and tinme. Proposals received after the
publ i shed closing date and tine are treated as Late
Proposal s, consistent with FAR 15.208. However, |Cs
that opt to include the Late Proposals and Revi sions
provi sion (HHSAR 352.215-70) in their solicitations may
consi der the Late Proposal under prescribed
circunstances. See HHSAR 315. 208.

The CO forwards the technical proposals to program and
review staff. Direct cost data are provided but not
proprietary cost data such as indirect costs and fees.
A transmittal menorandum should convey, at a mninmm a
list of offerors and the expected recei pt date of the
techni cal eval uation report, devel oped in conjunction
with review staff during AP/ RFC preparation. The PO

al so receives a copy of the business proposals.

COs are required to provide the DHHS Office of Research
Integrity "ALERT System Manager" a list of principal
investigator names for all research proposals received
in the IC (see NIH Manual Chapter 6309-1).

The SRA is responsible for securing and controlling

di stribution of all proposals provided for use in the
eval uation process. After the SRG neeting, al
proposal s nmust be accounted for by returning themto
the SRA, disposing of themin a nmanner that preserves
the confidentiality of the material, or filing themin
an appropriate manner.

b. Sel ecti on/ Approval of Revi ewers

Techni cal eval uati on of bionedi cal and behavi oral R&D
contract proposals is the responsibility of review
staff organizationally separate from pertinent program
of fices or operating divisions. SRGs nust be selected
in accordance with Federal Advisory Conmttee Act
(FACA), peer review regulations, conflict of interest
and procurenent integrity requirenments. The PO cannot
serve as a nenber of the SRG
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Each | C revi ew conponent shall designate official(s) to
supervi se techni cal eval uations of bionedical and
behavi oral R&D contract proposals. These officials
shall have the responsibility to devel op and i npl enent
their organi zations' eval uation procedures, assign SRAs
to manage and conduct techni cal eval uation of proposals
for specific acquisitions, approve SRG revi ewers,
designate presiding officials for SRG revi ews, and
devel op procedures to ensure the confidentiality of
mat eri al s and di sposition of docunents after reviews.

Al so, these officials ensure close conmunications anong
review, program and contract nmanagenent staffs, to
pronot e rmutual understandi ng of applicable policies and
pr ocedur es.

Whil e advisers with specific expertise in pertinent
scientific disciplines and di sease areas performthe
techni cal eval uation, the SRA and CO are responsi bl e
for ensuring that evaluations follow review and

acqui sition regulation and policy standards. POs shoul d
di scuss project requirenents with SRAs to ensure that
required disciplines are represented on SRGs. PGs al so
shoul d provide SRAs with nanes of potential reviewers
with expertise in the required scientific or technical
di sci plines. However, no staff may directly or
indirectly solicit names of potential reviewers froma
source that is preparing a response to an RFP. SRAs
are responsi bl e for deciding review group nenberships
and are the only staff besides the CO who may

comuni cate with actual or potential reviewers about
t he eval uati on.

To ensure the integrity of the evaluation process,

the SRA nust rem nd potential reviewers that the nunber
of proposals and identity of offerors cannot be
reveal ed to anyone without the expressed witten
consent of the CO and SRA

Bef ore sending naterials, SRAs nust determ ne that

revi ewers have no known conflicts of interest with the
of ferors’ organizations or investigators. See 42 CFR
52h and CER Wb site
http://grantsl.nih.gov/grants/oer.htm SRAs will send
a description of the “NIH Conflict of Interest,
Confidentiality and Non-Di scl osure Rules for Reviewers”
and acconpanying Certification Formto be signed and
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returned i medi ately by all reviewers. The reviewer
must certify that he or she has no conflicts of
interest (other than those identified on the form that
are likely to bias his or her evaluation and that he or
she will conply with procurenment integrity requirenments
for non-disclosure of information. Further, he or she
nmust agree to preserve the confidentiality of the

revi ew docunents and proceedi ngs.

| f a reviewer subsequently identifies a conflict of
interest, he or she should notify the SRA i medi ately
to determ ne whether he or she should be disqualified
as areviewer. |If no other qualified reviewer is
avai l abl e, the SRA may request a waiver to allow a
reviewer having a conflict of interest with a
particul ar proposal to participate in a SRG neeting and
revi ew ot her proposals recusing himherself fromthe
proposal (s) in conflict (per Cass Deviation to HHSAR
Subparts 315.608. 73 t hrough 315. 608. 78 approved Apri

27, 1999). Unl ess such a waiver is approved by the
Deputy Director of Extranural Research, reviewers in
conflict with one or nore proposals nmay not participate
in the peer review of the proposals in response to the
same solicitation. See Del egation of Authority 1130,
Program General, No.29.

http://ww3. od. ni h. gov/ onma/ manual chapt er s/ del egati ons/p
rogen/ pg29/

At the conpletion of the review neeting, the SRG
menbers again nust sign a certification docunent that
he or she has conplied with Conflict of Interest,
Confidentiality and Non-Di scl osure of Information

rul es.

C. Oienting/Briefing Reviewers

| C review staff shoul d provi de appropriate revi ew

i nstructions and background docunments to SRG nenbers to
hel p them understand the program and rationale for the
solicitation. These materials include relevant portions
of the RFP, especially the SOW SO0 technical proposa
instructions, evaluation criteria and other program
information included in the RFP

The SRA and CO nust ensure that all SRG nenbers
understand their roles and responsibilities in the
conpetitive acquisition process, by providing witten
gui dance enphasi zi ng the:
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- role of peer review in the acquisition process;

- j udgnment of each proposal independently based
solely on the evaluation criteria reflecting the
stat enent of work/statenent of objective;

- restriction of evaluations to the specific
solicitation and contents of the witten proposals;

- eval uation and scoring of all proposals by all SRG
nmenbers unl ess an appropriate wai ver of conflict of
i nterest has been obtained to permt recusal of
specific reviewers;

- the score should reflect and be consistent with the
strengths and weaknesses identifi ed;

- identification of proposals' anbiguities,

i nconsi stenci es, deficiencies, and errors;

- need for reviewers to read proposals and provide
witten docunentation in support of their scores.
Assigned reviewers will provide detailed reviews,

i ncl udi ng strengths and weaknesses with each
eval uation criterion, as instructed;

- confidentiality of review materials and SRG
del i ber ati ons;

- need to adhere to conflict of interest and
procurenent integrity regul ations/policies;

- protection of vertebrate animals in research; and

- NIl H policies on human subject research, as
appl i cabl e.

SRAs nust caution reviewers that, as the RFP SOW SOO
al ready enbodi es prior peer-reviewed consi derations of
rel evance, need, priority, and scientific/clinical
rational e, their evaluations nust not involve those
factors.

Appropriate portions of the above gui dance shoul d be
reiterated by the SRA/CO at the opening of the review
neeting. SRAs/CGCs al so should briefly explain the
conpetitive range/ award process so reviewers understand
how their evaluations relate to subsequent procedures.

Techni cal Eval uation

The sel ected SRG perforns the technical evaluation of al
proposal s in response to an RFP, guided by the SRA. Program
staff or designees should attend review neetings within
their respective responsibilities and provide technical,
adm ni strative, and/or programinformation essential for
adequat e revi ew and eval uation. However, they nay not be a
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menber of the SRG nor join the technical discussions or
recommendat i ons concerning the proposals. Al staff nust
avoi d eval uative comments or indications of bias toward

i ndi vi dual proposals. However, staff should privately alert
the SRA when it appears that the reviewers have overl ooked
information contained in a proposal. O her programstaff may
attend revi ew neetings with SRA concurrence.

a. Rol es and Responsibilities

1) Contracting Oficer

The CO or Contract Specialist (CS) nust be present at
all SRG neetings. They shoul d address the SRG as
necessary, and serve as a resource on applicable
regul ations and policies. The CO should assist in
ensuring a fair and objective review

2) Scientific Review Adm nistrator

The SRA nust ensure that SRG nenbers address al
proposal s and factors inpartially and conpletely,
basing their evaluations on proposals as subnitted, and
clarified by the CO as appropriate. SRG questions on
scientific review should be addressed to the SRA, and
guestions on contract policy are addressed to the CO or
CS. The SRA ensures that reconmendati ons and scores
reflect the content and enphasis of the discussion.

3) Project Oficer

Prior to the review of any proposals, the PO or
representative summari zes the program background and
purposes for the RFP and results desired fromthe
contract. The PO al so serves as a resource to explain
programati c points that SRG nenbers may rai se during

t he evaluation on the solicitation or contract. The PO
cannot be a nenber of a peer review group (SRG for the
concept approval of a project or the technical

eval uati on of proposals.

4) Scientific Review Goup Menbers

Before the neeting, all SRG nmenbers individually

exanm ne and evaluate all proposal s and determ ne
strengths and weaknesses relevant to the RFP eval uation
criteria. These criteria serve as the standard agai nst
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whi ch all proposals responding to the RFP are

eval uated. For each proposal, the SRG nenber nay assign
a prelimnary score for each evaluation criterion

gui ded by the acquisition objectives and the SOW SQO.
Conpari sons between proposal s are not permtted.

Topi cs for special consideration include, but are not
limted to: concept reviews if not obtained

previ ously, human subjects protections and incl usion of
worren, mnorities and children in research, care and
use of animals, biohazard protection. See section
E.1.d., Special Considerations, (above) for additional
topi cs for eval uation.

b. Technical Eval uation Process

At the SRG neeting, prelimnary assessnments serve as
bases for discussing technical nerit of the proposals.
Assi gned revi ewers present narrative descriptions and
critiques for each proposal assigned them assessing
strengt hs and weaknesses with each eval uation
criterion, as well as identifying anbiguities,

i nconsi stencies, deficiencies, and errors in the
proposals. QOher reviewers coment on and di scuss

t hei r eval uati ons.

Peer reviewers nmay provi de reconmendati ons about

of ferors' direct costs in certain judgnental areas, for
exanpl e, hours in specific staffing categories or needs
for specific supplies or equipnent. \Wien reviewers
express concerns about direct cost estimates, such
concerns should be identified and di scussed in the
Techni cal Eval uation Report (TER) to alert the COto
potential issues in the cost realism eval uation.

| f sudden exigencies prevent any SRG nenbers from
participating, those nmenbers nmay not contribute fina
votes for acceptability or scoring. However, they
shoul d be encouraged to subnmt witten comrents, using
avai | abl e physical or electronic nmeans to provide their
opinions to the neeting. These comments shoul d be
shared with the SRG nenbers present and incorporated
into the TER

After general discussion, all participating SRG nenbers
i ndi vidually score each proposal on all eval uation
criteria, based on correspondi ng wei ghts published in
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the RFP. They should refine their coments on specific
strengths and weaknesses for all evaluation criteria,
reflecting their witten judgnents of strengths or
weaknesses derived fromthe discussion.

When reviewers participate by tel econference, they wll
be permtted to vote and score proposals and will
submit their individual evaluations, reconmendations,
votes and scores by mail, electronic neans, or fax.

The SRA records the results of their vote in the TER

The final SRG neeting tasks are to determ ne the
techni cal acceptability/unacceptability and rankings of
proposals. |If an offeror's proposal indicates
sufficient technical understanding and capabilities,

t he nenbers should reconmend that it is acceptable.

|f, on the other hand, the proposal denonstrates a
significant |ack of understanding or ability to perform
required tasks, it should be considered unacceptabl e.
The SRG shoul d consider the potential for correcting

m nor weaknesses or deficiencies. However, proposals
rated as acceptabl e should not require major revisions.
Use of predeterm ned cut-off scores is not permtted.

An SRG votes on the acceptability of a proposal, and
nmust provide the individual nmenbers' witten coments
and determ nation on acceptability/unacceptability as
descri bed above. For SRGs, the SRA includes the
ranking in the TER The SRGs’ tasks are conplete
followi ng the acceptability determ nations.

The SRA and/or CO check each rating sheet for

conpl eteness and total the scores for each proposal.
The SRA or CO devel ops a conposite technical ranking.
Ranki ng is acconplished by totaling the nuneri cal
scores fromall SRG nenbers for the evaluation criteria
and cal cul ating average ratings for each offeror.

In the event of a tie vote on a proposal’s
acceptability/unacceptability, the SRA will ask for
reconsi deration. After reasonable further discussion,
if the tie remains, the proposal shall be considered
accept abl e.

C. Techni cal Eval uation Report

The SRA is responsible for the TER and shall prepare
techni cal eval uation summaries for all proposals,
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docunenting strengths and weaknesses, on a criterion-
by-criterion and overall basis. The docunented
strengths, weaknesses and recomrendati ons serve as the
basis for later discussions with those offerors in the
conpetitive range. The report reflects rankings and

scores of each proposal and identifies each as
accept abl e or unaccept abl e.

Careful preparation of the TER is inportant as program
and contracting staffs use the information as the basis
to devel op negotiation strategies and to debri ef
unsuccessful offerors.

The original report and any appendi ces shall be
delivered to the CO with a copy to the PO

4. Busi ness Eval uati on

The business evaluation of proposals, at a minimum,
involves both the CO and PO.

FAR Subpart 15.304 (c) (1), requires that the Government
evaluate cost or price in every source selection. 1In
addition, FAR requires the Government to evaluate and
address in every source selection the quality of an
offeror’s proposal through consideration of one or more
non-cost evaluation factors such as technical
excellence, past performance, compliance with the
solicitation requirements, personnel qualifications,
management capability and prior experience. Evaluation
of the above factors is required in all source
selection decisions, and depending on the nature of the
requirement itself, these could be combined with other
non-cost award factors such as past performance and the
extent of participation of small disadvantaged business
concerns.

Prospective offerors’ must be apprised of the relative
significance or importance of cost or price as related
to all other non-cost evaluation factors.

COs are to evaluate business proposals adhering to the
requirements for cost or price analysis as addressed in
FAR 15.404-1. The objective of cost or price analysis
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is to ensure that the final agreed-to price is fair and
reasonable. The CO is responsible for evaluating the
reasonableness of the offered price.

Various analytical techniques and procedures can be used
to ensure that the final price is fair and reasonable.
The predominant analysis techniques used in the award

of R&D type contracts include: cost analysis, cost
realism analysis and price analysis, usually combined
with some form of technical analysis. These techniques
may be used singularly or in combination with one
another. The complexity and circumstances of each
acquisition will determine the type and level of detail
of the analysis required.

Cost analysis is the process of evaluating the
reasonableness of the separate and individual cost
elements and profit of an offeror’s proposal and the
application of judgment to determine how well the
proposed costs represent what the cost of the contract
should be, assuming reasonable economy and efficiency.
There are various cost analysis techniques and
procedures that can be used to ensure a fair and
reasonable price and these are discussed at FAR 15.404-
1(c).

Cost realism analysis is the process of independently
reviewing and evaluating specific elements of each
offeror’s proposed estimated cost to determine whether
the estimated proposed cost elements are realistic for
the work to be performed; reflect the offeror’s clear
understanding of the requirements; and are consistent
with the unique methods of performance and materials
described in the offeror’s technical proposal (FAR 15-
404-1(d)). Cost realism analysis must be performed
whenever a cost-reimbursement type contract is
contemplated. Cost realism analysis is used to
determine the “probable cost of performance.” The
probable cost of performance may differ from the
offeror’s proposed cost and reflects the Government’s
best estimate of the cost of the contract that is most
likely to result from the offeror’s proposal. The
probable cost of performance is determined by adjusting
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each offeror’s proposed cost, and fee when applicable,
to reflect any additions or reductions in cost elements
to realistic levels based on the results of the cost
realism analysis.

Price analysis is the process of examining and
evaluating a proposed price without evaluating its
separate cost elements and profit. Normally, adequate
price competition establishes price reasonableness.
Therefore, when contracting on a firm fixed-price
basis, comparison of proposed prices will usually
satisfy the requirement to perform a price analysis.
Examples of price analysis techniques can be found at
FAR 15.404-1 (b) .

FAR 15.404-1(e) refers to technical analysis as a
process where the CO seeks input of persons having
specialized knowledge, skills, and experience
(typically POs and SRG members) to assist in
determining the need and reasonableness of the
offeror’s proposed types and quantities of labor hours
and labor mix, materials, equipment, supplies,
consultants, travel, subcontracts, etc. Opinions are
sought as to whether these elements, in terms of their
type and quantity, are necessary and reasonable for
efficient contract performance. This analysis is
usually implemented, in part, by completion of the
Project Officer Technical Questionnaire (POTQ), Form
NIH - 2497. NIH Policy Manual Chapter 6015-1,
entitled: Financial Analysis of Contract Proposals and
Modifications, requires that a POTQ be completed “in
all instances where the acquisition is expected to
result in an award of $550,000 or more and a cost
realism/cost analysis is performed.” Responsibility
for completion of the POTQ rests jointly with the PO
and CO.

In conjunction with evaluating cost or price
reasonableness, the CO must determine the
responsibility of a prospective contractor under
FAR 9.104-1.

Award W thout Di scussion
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The CO may determine that it is in the Governnent’s best
interest to evaluate proposals and award a contract

wi t hout discussions with offerors (except clarifications
as described in FAR 15.306(a)). This action is

authorized if the solicitation included the appropriate
notification to offerors found in FAR 52.215-1.

6. Conpetitive Range

a. Sour ce Eval uation

Fol l owi ng receipt of the TER fromreview staff, the CO
and PO confirm proposal strengths and weaknesses and
identify anmbiguities, inconsistencies, deficiencies,
errors, and additional program based issues, which
shoul d be addressed in discussions with specific
offerors in the conpetitive range.

The CO or PO may seek rel evant technical expertise not
directly connected with the acquisition if support is
needed; however the CO nust ensure adherence to
conflict of interest and confidentiality concerns.

Only proposal s judged acceptable by the SRG may be
considered further for discussions and award.

If the COor POidentifies significant actual or
apparent oversights, inaccuracies, or errors in the SRG
eval uati on, he or she nust docunent those concerns and,
after appropriate consultation, obtain further peer

eval uation of the proposals. A new SRG may be
necessary.

Dependi ng on the nature of itens to be discussed, the
CO may decide to conduct site visits at the offerors
facilities (see bel ow).

b. Est abl i shi ng Conpetitive Range

Based on the ratings of each proposal agai nst al

eval uation criteria, the CO shall establish a
conpetitive range conprised of all of the nost highly
rated proposals, unless the range is further reduced
for purposes of efficiency pursuant to FAR

15.306(c) (2).
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The CO prepares a witten Conpetitive Range docunent
based on review findings and provides a conplete
rational e for decisions to include or exclude specific
proposals fromthe range. The CO then notifies

of ferors excluded fromthe range, advises themthat no
di scussions or negotiations will be undertaken and
revisions to their proposals will not be accept ed.

O ferors excluded fromthe conpetitive range nay seek a
debriefing before award under FAR 15.505.

C. Techni cal and Busi ness Di scussi ons

When negoti ations are conducted in a conpetitive

acqui sition, they take place after establishnment of the
conpetitive range and are called discussions. I|f

di scussions are held with any offeror in the
conpetitive range, they nmust be held with all in the
range. Site visits may be considered as included within
t he techni cal and busi ness di scussions and generally

i nvol ve oral discussions.

Di scussions are tailored to each offeror’s proposal,
and conducted by the COor CS with each offeror within
the conpetitive range. Programofficials, cost

anal ysts, attorneys and ot hers as necessary, nmay assi st
them To provide continuity, SRG nmenbers nmay assist in
conpetitive range di scussions and subsequent

eval uati ons, as appropriate.

The primary objective of discussions is to naximze the
Government’s ability to obtain best val ue, based on the
requi renent and the evaluation factors set forth in the
solicitation.

The CO shal |

- control all discussions;

- advise offerors of significant deficiencies,
ambiguities, inconsistencies, adverse past
performance (FAR 15.306(d) (3)), errors and other
uncertainties of the proposals;

- provide opportunity for offerors to submit
technical, cost/price, or other corrections to
fully satisfy the RFP requirenents; and

- address conpliance with all applicable Human
Subj ect and Animal Welfare issues and policies as
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needed.

FAR 15. 306 places limts on exchanges by prohibiting
Gover nment personnel from conduct that:

1) Favors one offeror over another;

2) Reveals an offeror’s technical solution, including
uni que technol ogy, innovative and uni que uses of
commercial itenms, or any information that woul d
conprom se an offeror’s intellectual property to
anot her offeror;

3) Reveals an offeror’s price without that offeror’s
perm ssion. However, the CO may informan offeror
that its price is considered by the Governnment to be
too high, or too low, and reveal the results of the
anal ysi s supporting that conclusion. It also is
perm ssible, at the Governnment’s discretion, to
indicate to all offerors the cost or price that the
Government’s price anal ysis, narket research, and
ot her reviews have identified as reasonable (41
U S.C 423(h)(1)(2));

4) Reveal s the nanes of individuals providing reference
i nformati on about an offeror’s past perfornance; or

5) Knowi ngly furnishes source selection information in
violation of FAR 3.104 and 41 U.S.C. 423(h)(1)(2).

Some acqui sitions nmay require nore than one round of
di scussions with offerors in the conpetitive range
dependi ng on the size, conplexity and significance of
the acquisition, available tinme, expense and

adm nistrative limtations.

When oral discussions are held, staff nust docunent
essential points in the conversations and provi de each
of feror the opportunity to submit a witten response
addressing i ssues fromthe discussions.

The CO may request or allow proposal revisions to
clarify and docunent understandi ngs reached

during negotiations. At the conclusion of discussions,
each offeror still in the conpetitive range shall be

gi ven an opportunity to subnmit a Final Proposal Revision
(FPR). The COis required to establish a conmon cut-off
date only for receipt of FPRs. Requests for FPRs shal
advise offerors that the FPRs shall be in witing and
that the Governnent intends to make award w t hout

obtai ning further revisions.
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d. Preaward Site Visits

Preaward site visits may be necessary to: assess
information regarding certain offerors' capabilities,
resources, organi zation, and facilities; verify the
of feror's proposal in the areas deened necessary; and
clarify necessary proposal details unfamliar to
evaluators. Not all offerors nmust be site visited.

The CO CS shoul d conduct preaward site visits
together with appropriate programstaff. The
CO CS is responsi ble for conducting and
docunenting site visits and oral discussions.
However, program staffs take the lead in
conducti ng and docunenting technical aspects of
t he proceedi ngs, including selecting appropriate
reviewers to participate in the site visits.
These may include SRG nmenbers. Reports from

i ndi vi dual reviewers should be provided to the
CO CS or programstaff for preparation of site
visit reports.

7. Consi deration for Award

a. Fi nal Eval uati on/ Recommendati ons

After receipt of FPRs, the CO and PO conduct a
final evaluation of technical, cost/price, and

ot her salient factors, assisted by a Source

Sel ection Panel (SSP), as the |IC deens necessary.
The CO appoints the SSP, using recomendati ons
fromthe PO

The SSP's final evaluations nust apply the sane

criteria for the final evaluations of the FPRs as
those used in the initial technical evaluation of
proposal s, and any ot her factors announced in the
RFP. New i nfornati on obtai ned during discussions

may provide sufficient justification to rescore
proposal s.

b. Contractor Sel ection

The SSP reconmends in witing to the CO which
source(s) it judges can performthe contract in a
manner nost advant ageous to the Governnent, price
and other factors considered as described in the
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RFP. The CO has statutory authority for award
sel ecti on.

Speci al program constraints rmay be considered in
selection, e.g., need for geographical distribution,
di fferent population mxes in clinical studies, or

di fferent technical approaches to a problem provided
t he RFP nade t hose factors known.

In all cases, contract files nmust document the
rational e for award deci sions. The CO conducts

post award debriefings after receipt of tinmely, witten
requests by successful or unsuccessful offerors. See
FAR 15. 506.

c. Finalization of Details

After selection of the successful proposal, finalization
of details with the selected offeror may be conducted if
deened necessary. However, no factor that could have any
ef fect on the selection process nmay be introduced after
t he common cutoff date for receipt of FPRs. The
finalization process shall not in any way prejudice the
conpetitive interest or rights of the unsuccessful
offerors. Finalization of details with the selected

of feror shall be restricted to definitizing the final
agreenent on terns and conditions, assum ng none of
these factors were involved in the sel ection process.
The CO nust exercise caution to ensure that the
finalization process is not used to change the

requi renents contained in the solicitation, or to make
any ot her changes that woul d i npact on the source

sel ection decision. See HHSAR 315. 370.

d. Contract Preparation and Award

After finalization of details, the Contracting Oficer
nmust prepare the negotiation nenorandum and

contract docunent. The contract mnust contain al
agreed to ternms and conditions and cl auses required by
| aw or regulation. After receiving the required
approval s, the contract should be transmitted to the
prospective contractor for signature. The contract is
not effective until accepted by the CO  See HHSAR
315. 371 and 315.372 for additional details.

The CO nust foll ow agency procedures regarding
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Depart mental and Congressional notification of awards
in addition to the FedBi zOpps synopsi s requirenents
included in FAR Part 5.

F. Procedures: Acquisitions by Oher than Full and Open
Conpetition

Wil e this Manual Chapter enphasizes conpetitive
solicitations, review and eval uation principles above
generally apply to both solicited and unsolicited proposals
obtai ned by other than full and open conpetition. Sone

di fferences exist in the handling of these proposals as
protecting the integrity of the conpetitive process is not
an issue. However, the CO and PO still nust maintain the
confidential nature of the information, Procurenent
Integrity prohibitions, and prohibition agai nst disclosing
proprietary information. Guidance for processing a
Justification for her than Full and Open Conpetition
(JOFOC) is contained in the JOFOC Desk CGuide for NIH
Contracts at the following Wb site:
http://ww3. od. ni h. gov/ ocm contracts/ PDF/ JD&2_99. pdf

1. Solicited Proposals

a. New Contracts

When the NIH solicits a contract proposal directly from
a source w thout conpetition, it first nust establish
that the source is the only one that can realistically
performthe specific requirenent, and that the
solicitation is otherwise justified within the FAR and
HHSAR. Peer reviews for R&D project concepts and
proposal s are required as for conpetitive proposals
(see 42 CFR 52h.10). G ven that conpetitive selection
of sources based on uni form evaluation criteria does
not apply, the RFP need not include formal criteria.
However, these are useful both to offerors in preparing
proposals to nmeet NIH requirenents, and reviewers in
assessing capabilities. Absent formal eval uation
criteria, reviewers will concentrate on technical

nmet hodol ogy, organi zational and staff qualifications,
proposed resources, and other factors relevant to the
source's ability to nmeet the contract requirenents.

b. Exi sting Contracts

Wth certain exceptions, extensions of existing
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contracts al so nust be approved within HHS acquisition
gui del i nes before proposals are solicited w thout
conpetition. Extensions nay aimto continue or

conpl ete work on the sane project, or nmay introduce
expanded or changed approaches or subject nmatter.

Extensions to continue work under cost-reinbursenent
conpl etion contracts do not require JOFQOCs, provided
t hat previ ous concept reviews defined those efforts.
Extensions to allow additional effort on |evel -of-
effort termcontracts do require JOFOCs. |n addition,
extensi ons for expansions or changes in work may
require prior concept reviews, depending on the
circunstances. See section F.1l.a., above. The

requi renent for peer review shall be evaluated on a
case- by-case basis pursuant to 42 CFR 52h

2. Unsolicited Proposals

Unsolicited proposals allow unique and innovative ideas
or approaches that have been devel oped outside the
Government to be made avail abl e to Governnent agenci es
for use in acconplishing their mssions. Unsolicited
proposals are offered with the intent that the
Governnent will enter into a contract with the offeror
for research and devel opnent or other efforts
supporting the Governnent m ssion, and often represent
a substantial investnment of time and effort by the

of feror.

Under FAR Subpart 15.6, a valid unsolicited proposal
nmust -

(1) Be innovative and uni que;

(2) Be independently originated and devel oped by the
of feror;

(3) Be prepared without Government supervision,
endorsement, direction or direct CGovernnent
i nvol venent ;

(4) Include sufficient detail to permt a determ nation
t hat Government support could be worthwhile and
t he proposed work coul d benefit the agency’s
research and devel opnent or other m ssion
responsibilities; and

(5) Not be an advance proposal for a known agency
requi renent that can be acquired by conpetitive
nmet hods.
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The I C Chief Contracting Oficer is the designated
poi nt of contact for unsolicited proposals. See FAR
15.606. Unsolicited proposals determned to be invalid
shall be returned to the offerors.

If it is determned that an unsolicited proposal is
valid, both the project concept and approach nust be
peer reviewed by three or nore experts.

The CO may comrence negotiations on a sole source basis
only when-

(a) an unsolicited proposal has received a
favorabl e conprehensi ve eval uati on;

(b) a justification and approval has been obtai ned
(see FAR Subpart 6. 3);

(c) the agency technical office sponsoring the
contract furnished the necessary funds; and

(d) the CO has conplied with the synopsis
requi renents of FAR Subpart 5. 2.

Only the cognizant CO may bind the Governnent regarding
unsolicited proposals. See FAR 15.604(b).

G Ref er ences

Nuner ous references provide background for this
i ssuance:

1. Public Health Service Act as anended, Decenber 31,
1987, Sections 405 and 492;

2. Title 48 of the Code of Federal Regul ations (48 CFR)
Federal Acquisition Regulation (FAR): Part 15,
Contracting by Negotiation, FAR Part 35, Research and
Devel opnent Contracting
http://ww. acgnet.gov/far/current/htm /FARTOCPOLl. ht M ;

3. FAR 15. 204-1, Uniform Contract Format;

4. HHS Acqui sition Regul ation (HHSAR), 48 CFR 315,
Contracting by Negotiation
http://ww. knownet . hhs. gov/ acqui si ti on/ hhsar/ ;

5. HHS Regul ations, 45 CFR, Part 11, Comm ttee Managenent;
6. Public Health Service Regulations, 42 CFR Part 52h,
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Scientific Peer Review of Research Grant Applications
and Research and Devel opnment Contract Projects;

7. NH Manual Chapter 1805, Use of Advisors in Program and
Proj ect Revi ew and Managenent
http://wwl. od. ni h. gov/ ona/ nanual chapt er s/ nanagenent / 1805/ ;

8. N H Manual Chapter 1810-1, Procedures for Avoiding
Conflict of Interest for NIH Special Governnent
Enpl oyee (SGE) Advisory Conmittee Menbers
http://wwi. od. ni h. gov/ ona/ manual chapt er s/ managenent / 1810-
1/ ;

9. N H Manual Chapter 1825, Information Collection from
the Public
http://wwil. od. ni h. gov/ ona/ nanual chapt er s/ nranagenent / 1825/ :

10. NIH Manual Chapter 26307-1/6307-1 Organi zation of
Contracting Responsibilities
http://wwil. od. ni h. gov/ oma/ nanual chapt ers/ contracts/ 6307-1/;

11. NI H Manual Chapter 6015-1, Financial Analysis of
Contract Proposals and Mdifications
http://wwwl. od. ni h. gov/ ona/ manual chapters/contracts/ 6015-1/;

12. NIH Program Adm ni strators' Handbook, 1995. DHHS Proj ect
O ficers' Contracting Handbook;
http://ww. knownet . hhs. gov/ acqui si ti on/ POHandbookSTD. doc

13. I nclusion of Chi |l dren in cinical Resear ch.
http://grants. ni h. gov/grants/fundi ng/ children/children. htm

14. Inclusion of Wonren and M norities as Participants in
Clinical Research
http://grantsl. ni h.gov/grants/fundi ng/ wonen_m n/ wonen_m
in. htm

15. OER Policy Announcenent on Peer Review -
http://grantsl. ni h. gov/ grants/ peer/ peer. ht nfdocunents;

16. NI H Manual Chapter 6380-1, Hunman Subject Policies for
R&D Contracts.
http://ww3. od. ni h. gov/ ona/ nenual chapt ers/ contracts/ 6380-1/;

17. NI H Manual Chapter 6380-2/54206, Responsibility for
Care and Use of Animals.
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http://ww3. od. ni h. gov/ ona/ nanual chapt ers/ contracts/ 6380-2/:

18. NI H Manual Chapter 6035, Broad Agency Announcenents
http://wwil. od. ni h. gov/ ona/ nanual chapt ers/ contracts/ 6035
/

19. NI H Manual Chapter 6315-3, Technical Eval uation of
Proposal s Subnmitted in Response to SBIR Contract
Solicitations

http://wwil. od. ni h. gov/ ona/ nanual chapters/contracts/ 6315
-3/

20. Past Performance Information Retrieval System -
http://ww. ppirs. gov/;

21. NIH Form 1688-1, Project bjectives, avail able at:
http://fornms. ni h. gov/ adobe/ contracts/ NH1688 1. PDF
Al so see http://crisp.cit.nih.qgov/; and

22. Responsi bl e Conduct of Research -
http://ori.dhhs.gov/htnl/prograns/rcr requirenments. asp.

T
¥

initions (listed al phabetically)

1. Acceptabl e Proposal

A proposal judged to be conplete in itself, to contain
no maj or deficiencies, and to present sufficient
evidence to indicate that the offeror is capable of
satisfying the mni mumrequirenents of the Request for
Proposal (RFP) and thus is eligible for consideration
for (a) inclusion in a conpetitive range for a
conpetitive acquisition or (b) award in the case of a
nonconpetitive acquisition.

2. Broad Agency Announcenent (BAA)
A general announcenent of the organization’s research
interest including criteria for selecting proposals and
soliciting the participation of all offerors capabl e of
satisfying the Governnent’s needs (see FAR 2. 101 and FAR
6.102(d)(2)).

3. dinical Tria

For purposes of proposal review, NIH defines a clinica
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trial as a prospective bionedical or behavioral
research study of hunman subjects that is designed to
answer specific questions about bionedical or

behavi oral interventions (drugs, treatnents, devices,
or new ways of using known drugs, treatnents or

devi ces).

4. Conpetitive Range

The nost highly rated technically acceptable proposals
unl ess the range is further reduced for efficiency (see
FAR 15. 306(c)).

5. Eval uat ors

Any individual s, including Governnent enpl oyees, who
participate in scientific or technical reviews of
contract and subcontract proposals, or active projects
under NI H awards, and who assign scores or ratings, or
make fundi ng recommendati ons. This includes nenbers of
SRGs and SSPs or any participants perform ng these

eval uati on functions. During their involvenent in the
eval uati on process, evaluators are considered critical
participants in the acquisition. As such, the
appl i cabl e Standards of Conduct, Procurenent Integrity,
and Confidentiality and Non-Di scl osure of Information
bi nd t hem

6. I nteragency Agreenent

A written arrangement between one or more NIH components
and one or more government entities outside the NIH, all
of which must have the statutory authority to engage in
the arrangement. Such agreements may include, but are
not limited to, arrangements to receive and/or provide
services, supplies, advice and counsel, involving the
exchange of funds.

7. Intra-agency Agreement
A written arrangement between/among NIH components, all
of which must have the statutory authority to engage in

the arrangement.

8. Performance-based contracting
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10.

11.

12.

Contracts

Al'l aspects of an acquisition are structured around the
pur pose of the work to be performed with the contract
requi renents set forth in clear, specific, and
objective terms with neasurabl e outcomes as opposed to
ei ther the manner by which the work is to be perforned
or broad and inprecise statenents of work (see FAR
2.101).

Program Advi sory Group (PAG

A peer review group which reviews and approves or
di sapproves concepts for R&D contract projects.

Proposal Defi ciency

A material failure of a proposal to neet a Governnent
requi renent or a conbination of significant weaknesses
in a proposal that increases the risk of unsuccessful
contract performance to an unacceptable |evel.

Proposal Wakness

A flaw in the proposal that increases the risk of
unsuccessful contract performance. A “significant
weakness” in the proposal is a flaw that appreciably
i ncreases the risk of unsuccessful contract

per f or mance.

Research and Devel opnent (R&D)

Research, devel opnent, and denonstration activities
typically involve procedures to acquire and apply new
scientific know edge and to:

- develop approaches and methods;

- perform experimental procedures;

- record observations and data;

- analyze and interpret findings; and

- publish results, interpretations, and conclusions.

The spectrum of bionedi cal and behavi oral research,
devel opnment, denonstration, and R&D support activities
are defined as foll ows:

a. Research
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Systematic search or intensive study directed towards
achieving new or fuller scientific know edge or
under st andi ng beyond the state of the art, and/or
towards the practical application of

know edge/ under st andi ng t o advance specific program
obj ecti ves.

b. Devel opnent

Systemati c use of know edge gained fromresearch to
create useful nmaterials, devices, systens, or methods.

C. Denonstrati on

Systematic studies of the feasibility of dissem nating
or applying R& findings to community or other group
situations, e.g., establish effectiveness of health

di agnosi s, treatnent, or prevention approaches to

i mprove public health.

d. R&D Support

Procedures, techniques, and activities directly
supporting the conduct of R&D, involving innovative or
standard net hodol ogi es to prepare or provide speci al
mat eri al s, resources, or services integral to
perform ng R&D projects, e.g., screen or test
conmponents for biological activity; collect, provide,
anal yze, or interpret experinmental research data or

i nformation, or provide significant enhancenents to
exi sting equi pnent or systens.

13. R&D Contract Project

An identified, circunscribed activity, involving a
single contract or two or nore simlar, related, or

i nt erdependent contracts intended and designed to
acquire new or fuller know edge and understanding in
t he areas of bionmedical or behavioral research and/or
to use such know edge and understandi ng to devel op
useful materials, devices, systenms or nethods.

14. R&D Contract Proposal

A witten offer to enter into a contract that is
subnmitted to the appropriate agency official by an

i ndi vi dual or nonfederal organization which includes,
at a mnimum a description of the nature, purpose,
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15.

16.

17.

18.
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duration, and cost of the project, and the nethods,
personnel and facilities to be utilized in carrying it
out. A contract proposal may be unsolicited by the
federal government or submitted in response to a
Request for Proposals. It consists of a technical
proposal and a busi ness proposal.

R&D Pr oj ect Concept

The basi c purpose, scope, and objectives of a project.
The scope nmay include estimates of the total costs and
ti me needed for conpletion of the project.

Scientific Review Adm ni strator (SRA)

The NIH official who has the responsibility to ensure
that contract proposals receive a conpetent, thorough
and fair review by an SRG consistent with all rel evant
NI H review policies. The SRA organi zes and provides
scientific/technical support to the SRGs, and is
responsi bl e for the conpl eteness and accuracy of the
TER, including votes on acceptability, scoring of
proposal s, and ot her reconmmendations to the PO and CO

Scientific Review Goup (SRG

A group of primarily nongovernnental experts qualified
by training and experience in particular scientific or
technical fields, or as authorities know edgeable in
the various disciplines and fields related to the
scientific areas under review, to give expert advice on
the scientific and technical nerits of contract
proposal s, or the concept of contract projects when
serving as a PAG A mninumof three reviewers is
required. Not nore than one-fourth of the SRG may be
of ficers or enployees of the United States. Menbership
on such groups does not make an individual an officer,
agent, or enployee of the United States.

| C staffs are ineligible to participate as nmenbers or
SRAs of SRGs eval uating and recomendi ng on specific
contract proposals or projects, for which they have had
or may have other selection, award, or adm nistrative
responsibilities. IC staff may serve as policy or
techni cal resources to the SRG

Source Sel ection Panel (SSP)
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20.

21.
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A generic termfor an | C panel that eval uates the Final
Proposal Revisions and recomrends to the CO who shoul d
receive an award. The SSP nmay conprise, at a mninmm
the project and contracting officers, and may be

suppl ement ed by other persons with appropriate
techni cal experti se.

Speci al Enphasi s Panel s ( SEPs)

A type of Scientific Review Group established under
FACA in response to review needs. SEPs normally
consist of a minimum of five members; the exact number
depends on the size, complexity, and number of
proposals under review.

Techni cal Eval uati on Report (TER)

A report prepared and furnished to the CO by the SRA
and mai ntai ned as a permanent record in the contract
file. The report nmust reflect the ranking of the
proposal s and identify each proposal as acceptable or
unacceptable. The report also nust include a narrative
eval uation specifying the strengths and weaknesses of
each proposal, a copy of each signed rating sheet, and
any reservations, qualifications, or areas to be
addressed that m ght bear upon the selection of sources
for negotiation and award. Concrete technical reasons
supporting a determ nation of unacceptability with
regard to any proposal nust be included. The report

al so nust include specific points and questions, which
are to be raised in discussions or negotiations.

Unaccept abl e Proposal

A proposal judged to contain deficiencies, which are so
material as to preclude any possibility of upgrading it
to a conpetitive | evel except through major revisions
and additions, which would be tantanount to the

subm ssi on of another proposal.

I. Records Retention and Disposal:

Al'l records pertaining to this Chapter should be retained as
described in FAR 4.805 at a m ni num
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Al'l records (e-nmail and non-e-mail) pertaining to this Chapter
nmust be retained and di sposed of under the authority of NH
Manual 1743, "Keeping and Destroyi ng Records, Appendix 1, "NIH
Records Control Schedule,” |tem 2600-A-4, Routine Procurement
Files.

NlH e-mai | nessages. NIH e-mail nessages (nessages, including
attachnments, that are created on NI H 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 nmust be maintained in
accordance with current NI H Records Managenent gui deli nes.
Contact your |1 C Records Oficer for additional information.

Al'l e-nmail nessages are considered Governnent property, and, if
requested for a legitinmate Governnent purpose, nust be provided
to the requester. Enployees supervisors, N H staff conducting
official reviews or investigations, and the Ofice of Inspector
CGeneral may request access to or copies of the e-nmail nessages.
E-mai | nessages nust al so be provided to Congressional

oversight conmttees if requested and are subject to Freedom of
| nformati on Act requests. Since nost e-nmil systens have back-
up files that are retained for significant periods of tinme, e-
mai | nessages and attachnments are likely to be retrievable from
a back-up file after they have been deleted from an

i ndi vidual's conmputer. The back-up files are subject to the
same requests as the original nessages.

J. Managenent Control s:

The purpose of this manual issuance is to identify issues to be
considered by the NITH contracting activities in awardi ng R&
contracts.

1. Ofices Responsible for Review ng Managenent Controls

Rel ative to this Chapter: The Division of Acquisition Policy
and Evaluation, Ofice of Acquisition Managenent and Poli cy,
QA and the Ofice of Extrarmural Prograns, Ofice of Extrarnural
Research, OD

2. Frequency of Review. On-going review

3. Method of Review: The Division of Acquisition Policy and
Evaluation, Office of Acquisition Management and Policy, will
maintain appropriate oversight through reviews of the IC
contract files conducted by the NIH Board of Contract Awards
(Board) . The NIH Board reviews a percentage of contract
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actions from each IC. Issues identified by the NIH Board are
provided to the IC for corrective action. The Office of
Extramural Programs, OER, will be consulted as necessary.
When repetitive issues are identified, these are brought to
the attention of the Acquisition Management Committee, which
is responsible for addressing and resolving common acquisition
issues. In addition, the Head of the Contracting Activity
(HCA) is routinely apprised of any difficulties in the IC
implementation of policy. Depending on the nature and extent
of the problem, the HCA may recommend additional review,
policy guidance and/or training of the contract staff.

4. The Year-End Summary Report of Repetitive Issues will be
sent to the NIH Chief Contracting Officers, the Deputy

Director for Management, and the Deputy Director for Extramural
Research.
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Appendi x

SEQUENCE OF STEPS I N THE
DEVELOPMENT OF PRQIECTS AND AWARD OF NEW

COVPETI Tl VE R&D CONTRACTS

Proj ect Concept Devel opnent

Concept Peer Revi ew

Acqui sition Pl an/ Request for Contract

Request for Proposals

Recei pt of Proposals

Scientific Review G oup Meeting

Busi ness Eval uati on

Techni cal Eval uati on Reports

Cost/Price Realismand Anal ysi s*

Conpetitive Range Determ nation*

Conpetitive Range Di scussions

Site Visits*

Negoti ati on Pl an

Fi nal Negoti ati ons*

Fi nal Proposal Revisions

Source Sel ection Panel

Source Sel ection

Finalization of Special Considerations*

Finalization of Detail s*

Contract Award *As Applicable



