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BACKGROUND / STATEMENT OF WORK /NOTES TO OFFERORS
Background

Development and Testing of a Modified Vaccinia Ankara (MVA) Vaccine
RFP NIH-NIAID-DMID-03-44

The National Institute of Allergy and Infectious Diseases (NIAID) is the primary institute at the National Institutes of Health
(NIH) for emerging infectious disease research, including research on pathogens that can be used as agents of bioterrorism.
Bioterrorism is defined as the use of microorganisms that cause human disease, or the toxins released from them, to harm
people or elicit widespread fear or intimidation of society.

The events of the past year have significantly changed the world’s perception of the nature and degree of the threats posed by
the use of infectious agents as weapons of bioterrorism. The risk of using such weapons once appeared to be restricted to
military encounters. However, the deliberate exposure of postal workers, other government employees and the American
public at large to Bacillus anthracis spores highlighted the need to devise appropriate and effective measures to protect all
U.S. citizens from the harmful effects of those biologic agents of most concern.

Smallpox is an infectious disease caused by the variola virus, a member of the orthopox family. The global eradication of
smallpox in 1980 has been heralded as one of the most significant feats of mankind. In 1971, the last case of smallpox in the
Americas was seen. Shortly thereafter, routine smallpox immunization was discontinued in the U.S. because the risk of
vaccination outweighed the threat of the disease. Recent knowledge on the weaponization and availability of smallpox
stocks to rogue nations has increased concern about the population’s vulnerability to this disease. As a result of this
assessment, the U.S. government is currently procuring enough smallpox vaccine for every U.S. citizen.

The vaccine that contributed to the eradication of smallpox was based on a live, replicating vaccinia virus that had been
attenuated over time through serial passages in tissue culture. This vaccine is reactogenic, causing common side effects such
as redness and swelling at the site of vaccination, fever, or muscle aches in over 90% of people. Although rare in healthy
recipients of the vaccine, vaccination with vaccinia can cause encephalitis, eczema vaccinatum, disseminated vaccinia and
even death. The frequency of these events is increased as the ability to control the vaccinia replication is decreased such as
when a person’s immune system becomes increasingly compromised. The number of U.S. citizens at risk for these rare
events has increased over the years due to life-saving drugs and medical procedures which compromise the immune system
such as those drugs administered following organ transplant and the increased number of cases of HIV-infection. This fact
has raised concerns about the wisdom of vaccinating every U.S. citizen with live, replicating vaccinia vaccine, should that
need arise.

Modified Vaccinia Ankara (MVA) is a strain of vaccinia that has been further attenuated by serial passage in chick embryo
fibroblasts. MVA has a substantial clinical history due to its extensive use as a vaccine to immunize over 120,000 people
during the smallpox mass vaccination campaign in Germany in the 1970’s. In most human and primate cells, replication of
the virus is blocked at the final stages of maturation, but most of the viral proteins are produced. Very limited replication
(less than two plaque forming unit/cell) is seen in some mammalian cell lines. The gene deletions (approximately 33kbp)
associated with MVA have been partially characterized. At least two host range genes are absent, as are the genes associated
with at least four immunomodulatory proteins. Both neutralizing and hemagglutination inhibition antibodies are, however,
produced. There is also some evidence that MVA can protect against variola virus challenge in monkeys. Most recently
tested as an experimental vaccine vector for the delivery of other vaccine candidates, including HIV and cancer vaccines, the
safety profile has been expanded to include contemporary data in recipients with potential immunocompromised status.

To address the urgent and compelling need to accelerate the development and stockpiling of MVA smallpox vaccines, the
government has developed a comprehensive approach that includes both collaborative opportunities with NIAID as well as
contract awards. Collaborative opportunities are not the subject of this Request for Proposals (RFP), however it is briefly
described here for the sake of completeness. Collaborative opportunities from NIAID are available to all legitimate parties
and include: the availability of a master seed stock of MVA from NIAID; the availability of some characterized reagents and
standard operating procedures (SOPs) for immunologic measurements; assistance in evaluating Investigational New Drug
(IND) grade vaccine candidates in relevant animal models; and assistance with testing of IND vaccine candidates in clinical
trials through the NIAID clinical trials contract network. Further information regarding the requirements for requesting
collaborative opportunities is described below.

RFP NIH-NIAID-DMID-03-44 3



It is the intent of the Government to provide contract support for the development and stockpiling of MV A vaccines through
the issuance of three sequential Request for Proposals (RFPs). The first procurement action and the subject of this RFP
(NIAID-DMID-03-44) is intended to provide resources for the initial development of MV A vaccine candidates. In addition,
the Government intends to issue a second RFP during the summer of 2003, entitled “Production and Acquisition of MVA
Vaccine.” The objective of the second RFP will be to manufacture, formulate, fill and finish, and test, in accordance with
c¢GMP regulations, up to 30 million doses of MVA vaccine to constitute the U.S. Government’s stockpile for emergency use
under IND, and to provide a licensure plan to include the conduct of expanded human safety studies required for licensure
and the conduct of pivotal animal protection studies. A third contract action for the acquisition of a licensed product is being
planned for 2005, under the auspices of the Centers for Disease Control (CDC).

Participation in NIAID’s initial RFP (NIAID-DMID 03-44) will not be a pre-requisite for participation in subsequent MVA
vaccine procurements planned by the NIAID and the CDC.

Information Required to Request
Consideration for NIAID Collaborative Opportunities

1. Evidence that the offeror/requestor/interested party has secured access to all intellectual property, know-how and
tangible materials for this proposed work, or has a plan to secure such intellectual property, know-how and tangible

materials.

2. Characterization data for the vaccine candidate that demonstrates manufacturing, control and safety features. Data
should include, but not be limited to, the following:

a. Chemistry, manufacturing and control testing information to include:
i. Documentation of all raw materials used in the production of the master and working seed viruses and any cell
substrates used in the production of the vaccine. All animal derived materials used in the production of the
master seeds or cell banks as well as the manufacturing of the vaccine should be described and the country of

origin of the animals should also be provided. Tabular form is requested.

ii. Description of the production of the seed virus and cell banks used in vaccine production. Inclusion of a flow
diagram is requested.

3. Description of vaccine production. Inclusion of a flow diagram is requested.

4. Summary of all process and release testing and the respective data to assess purity, potency, and safety of the product.

5. Data to support the stability and consistency of manufacturing. Examples of the type of stability for MVA includes
demonstration of the stability of the genotype and phenotype and inclusion of a complete evaluation of the non-
replicative/or limited replication of the vaccine candidate in multiple mammalian cell lines.

6. Pre-clinical safety data to include:

a. Data demonstrating the safety of the candidate vaccine as well as the design of the preclinical studies used in the
assessment.

b. Data to support the lack of/or limited replication in animals and the stability of the genetic phenotype.

7. Documentation that the vaccine candidate can elicit an immune response in animals. Rationale for the choice of the
animal model used and the regimen evaluated should also be included.

8. All animal data evaluating vaccine dosage and immunization regimens.

9. Any additional pre-clinical data to demonstrate “proof of concept”, effectiveness. Protocols should also be included.

For more information regarding collaborative opportunities with NIAID, please contact Deborah Katz of the Office of
Biodefense Research Affairs, DMID/NIAID, at dkatz@niaid.nih.gov.
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Statement of Work — PART A
Development and Testing of a Modified Vaccinia Ankara (MVA) Vaccine
RFP NIH-NIAID-DMID-03-44

Introduction

This RFP (NIH-NIAID-DMID-03-44), for the initial development of MV A vaccine candidates, consists of 2 parts. Part A
addresses development, manufacturing, testing and the conduct of Phase I studies in healthy populations. Specifically, the
main objectives of Part A are to:

e Develop an MVA vaccine. This will include the development of the product as well as preparation of the chemistry,
manufacturing and control (CMC) data to support use of this product under an IND application submitted to the
Food and Drug Administration (FDA).

e  Assess protection and immunogenicity provided by MV A vaccines in appropriate animal models.
e Conduct Phase I clinical trials to assess the safety and immunogenicity of MVA candidate vaccines.

e Develop a feasibility plan to manufacture and fill at least 30 million doses of MVA vaccine under current Good
Manufacturing Processes (cGMP). This plan will include product characterization and product release and stability
testing. The plan will also include production and testing of diluents, preservatives and other final ingredients that
may be required.

Part B is an option to this contract requirement and, if exercised by the Government, will provide for the conduct of expanded
Phase II clinical studies in healthy populations (i.e., adults and children) and Phase I and II studies in “at risk” (i.e.,
immunocompromised) populations.

Offerors must submit proposals for both Part A and Part B. For Part A, multiple awards may be made. For the Part B option,
if exercised, the Government will select the candidate vaccine(s) that meet the milestones outlined in the Statement of Work
and show the best potential of being a successful MVA vaccine candidate. Contract(s) awarded under this RFP will be
milestone and product driven. Therefore, following each milestone and the subsequent review by NIAID staff, down-
selection (i.e., discontinuation of contract support by means of early contract termination) may occur based on the quality of
products, results of pre-clinical testing, or if Statement of Work milestones are not met.

The U.S. Government has determined that the urgent nature of the current threat requires an accelerated pace of development,
testing, approval and procurement of an emergency stockpile of this vaccine. Although future smallpox vaccines may be
derived from other strains, formulated in a different manner, or based on another platform these novel approaches are not
being considered for this solicitation due to the urgent need.

Statement of Work — Part A

Independently, and not as an agent of the government, the Contractor shall furnish all the necessary services, qualified
personnel, material, equipment, and facilities not otherwise provided by the Government as needed to perform the work
described below.

This procurement will be milestone-driven and awarded in phases. Periodic assessments of progress and continuation of
subsequent milestones will be based on timeliness and quality of deliverables and consultations between the contractor and

NIAID program staff. Cost proposals must be prepared based on the estimated cost of each milestone.

A. Using technology known to be acceptable in the production of vaccines licensed for use in the U.S., develop a prototype
MVA vaccine that will protect against challenge in relevant animal models.
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1. Milestone 1: Within three months of award, produce a bulk pilot lot (to support at least 5000 clinical doses) of
prototype MVA vaccine, in a formulation that represents the process to be scaled up for subsequent large-scale
production. This lot of vaccine is to be produced under manufacturing conditions necessary to support the use of
this product under IND and future large-scale manufacturing. (See Note #1 to Offeror.)

2. Milestone 2: Within six months of award of Part A, provide the NIH with 5000 doses of the final vaccine prototype,
filled, finished and released as single dose vials and all information and authorization necessary to enable the
government to file an IND for Phase I clinical trials, excluding only that considered to be proprietary, which may be
summarized for NIAID and submitted to the FDA in a separate master file. (See Note #2 to Offeror.)

3. Milestone 3: Within six months of award, assess the protection and immunogenicity provided by MVA vaccine
prototypes in appropriate animal models according to protocols approved by NIAID. (See Note #3 to Offeror.)

4. Milestone 4: Within 6 months of award, develop and submit for review and approval to NIAID, a clinical
development plan for the evaluation of the vaccine, including protocols for the conduct of Phase I clinical trials (Part
A), including the core Phase I requirements described in Attachment I, and protocols for the conduct of Part B
optional clinical trials. To facilitate comparison of immunological and safety data currently being derived from
ongoing studies of vaccinia, the NIAID will oversee the development of standardized Phase I (Part A) and Part B
protocols in order to achieve consensus from all collaborating and participating parties.

For clinical trials conducted by the contractor under their own IND, the plan must provide information about the
contract research organization (CRO) proposed to conduct the trials, including information about clinical personnel,
laboratory procedures, proposed sites and timelines for their completion. The plan should describe the operational
procedures the company will follow to assure adequate oversight of clinical trials, timely and accurate reporting of
information to the FDA, structure and responsibilities of a data and safety monitoring board, as well as policies of
how data will be processed, shared and published. The plan should specify how NIAID would be kept apprised of
progress and communications with the FDA, including processes to assure NIAID may co-monitor or provide for
independent audit of the clinical trial.

The Government, acting through the NIH, will facilitate attaining necessary resources to ensure that immunological
assays from samples obtained in Phase I and Part B trials are evaluated using standardized assays that are currently
being characterized and validated.

5. Milestone 5: Upon NIAID approval of the Phase I protocol, the contractor shall initiate Phase I trials. Standardized
protocols, central laboratories and characterized reagents shall be used for neutralization and ELISA assays in all
human trials.

6. Milestone 6: Within 12 months of the award, provide a feasibility plan to manufacture, formulate, fill and finish,
test, and deliver to the Government up to 30 million doses of the candidate MVA vaccine suitable for storage in a
stockpile for emergency use. The plan should include proposed steps to be taken to monitor the quality (e.g.,
stability testing plan) and to replenish the stockpile as needed to maintain its ready availability for emergency use
under IND, as well as address the product development path for licensure. Accordingly, manufacturing plans should
be designed for manufacture of licensed vaccine, not for retention of the vaccine in an IND status.

The feasibility plan shall include:

a. Details of the process to scale-up production, including data to support the approach, i.e., documentation of
successful scale-up of similar product class or data from intermediate scales of production;

b. Timeline for production and delivery of up to 30 million doses of product;

c. Strategy that will be pursued to seek a U.S. license for the product and to provide continued support for
maintaining an active Government-held IND; to include obtaining expanded safety and immunogenicity data in
all populations and the plan to meet the requirements of the Animal Efficacy Rule;

d. Estimate of the cost/dose of up to 30 million doses delivered to the Government for use; and

e. Plan to monitor (stability testing) and replenish the stockpile as needed in consultation with the managers of the
Government stockpile. (See Note #4 to Offeror.)

RFP NIH-NIAID-DMID-03-44 6



7. Milestone 7: Within 15 months of award, complete an interim clinical trial report that includes data summary, data
analysis and interpretation and conclusions for the Phase I trial. These data may be used by the Government and/or
the contractor for consultations with the FDA concerning planning for subsequent product development and clinical
trials.

8. Milestone 8: Within 30 months of award, complete Phase I clinical trials and provide a report that captures all
Phase I clinical trial follow-up and duration of immunity data. The report will include data summary, analysis and
interpretation as well as final conclusions and recommendations.

B. Meetings and Conferences - The Contractor shall participate in regular meetings to coordinate and direct the contract
efforts as directed by the NIAID Project Officer. Such meetings may include, but are not limited to, meetings of all
contractors to discuss clinical protocol design; meetings with individual contractors and other PHS officials to discuss
technical, regulatory and ethical aspects of the program, and meetings with NIH technical consultants to discuss down-
selection criteria and technical data provided by the contractor. (See Note #5 to Offeror.)

[END OF STATEMENT OF WORK - PART A]
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Statement of Work — Part B (Option)

Independently and not as an agent of the government, the Contractor shall furnish all the necessary services, qualified
personnel, material, equipment, and facilities not otherwise provided by the Government as needed to perform the work

described below.

A. In accordance with the NIAID approved development plan for vaccine evaluation set forth in Milestone #4 of PART A’s
Statement of Work and NIAID approved clinical protocols, conduct expanded Phase II clinical studies in healthy
populations (i.e., adult and children) and Phase I and II studies in “at risk” (i.e., immunocompromised) populations.

[END OF STATEMENT OF WORK - PART B (OPTION)]
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Attachment I

Core Phase I Requirements —
Model Protocol Design

Short Title:

Accrual Objective:

A minimum of 30 subjects

Accrual Period:

Approximately 1 month

Study Design:

A phase I study for preliminary evaluation of the safety and immunogenicity of an
MVA vaccine in vaccinia-naive healthy adults.

Minimum of 30 subjects.

Two doses of MVA vaccine (10° TCIDs, per dose) will be administered by
intramuscular injection not to exceed 0.5 mL per dose on days 0 and 28.

A challenge with undiluted Dryvax vaccine against smallpox (Wyeth) will
be administered by scarification with a bifurcated needle on day 112 (84
days after the second dose of MVA vaccine).

After the vaccination with Dryvax, the subjects will be observed every two
to three days for evaluation. Photographs (digital) of the vaccination site
and measurement of erythema, induration and vesicle size, if any, will be
taken and recorded using DMID-approved case report forms for
determination of whether or not a “take” (formation of a classical Jennerian
vesicle or major reaction as defined in the investigator’s brochure for
Dryvax) has occurred.

Blood specimens will be drawn for immunological studies (see below) at
day O (just prior to the first injection of MVA) and days 14, 28, 42, 56, 112,
126, 140, 365, and 730 post-vaccination.

Other groups of subjects may be studied to investigate different routes of
administration, dosing schedules (timing and/or numbers of doses), vaccine
potencies, and time to Dryvax challenge. If additional groups are studied,
those subjects will be in addition to the 30 specified above.

Primary Study Objective:

To provide a preliminary assessment of the safety and immunogenicity of two doses
of MVA vaccine under study when given four weeks apart and to define the
proportion of individuals who respond to a challenge with Dryvax vaccine applied 84
days after the second dose of MVA with a “take” 6 to 8 days after the Dryvax
vaccination.

Study Duration:

Subjects will be followed for at least two years following the vaccination.
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Notes To Offerors

Development and Testing of a Modified Vaccinia Ankara (MVA) Vaccine
RFP NIH-NIAID-DMID-03-44

NOTE #1 (refers to milestone #1) - Evaluation of the prototype candidate vaccine must be based on a product that represents
pilot scale production for the process that the offeror will take to licensure. Substantiation of the process is required.
Specifically, the viral seeds, viral amplification, harvest, purification, and formulation should reflect the processes to be used
for the proposed scale up of manufacture. Information on production methods, scale, yield, purity etc must be provided. It is
anticipated that the maximum vaccination dose will be 10® infectious particles.

NOTE #2 (refers to milestone #2) - Information required to conduct clinical trials under a Government-sponsored
Investigational New Drug (IND) includes an investigator’s brochure (IB), an investigational plan, the Phase I clinical trial
protocol, Pharm/Tox data, previous human data and authorization for the FDA to cross-reference either a Drug Master File
(MF) or IND containing information relevant to chemistry, manufacturing and control data about the product. Information
on the documents required for submitting an IND for a Dbiological product can be found at
http://www.fda.gov/cber/ind/ind.htm.

NOTE #3 (refers to milestone 3) - Data that documents preclinical safety, immunogenicity, and protection in appropriate
small animal models will be important in meeting this requirement. Data must include serological responses that demonstrate
development of neutralizing antibody levels sufficient to protect in appropriate animal model challenges addressing intranasal
and aerosol delivery should be performed . Further characterization of cellular immunity, particularly gamma interferon
ELISPOT, is encouraged.

NOTE #4 (refers to milestone 6) - As part of the technical proposal, the offeror must provide documentation of the adequacy
of facilities available for scale-up and production of vaccine. Funds will not be provided under the terms of this contract to
develop the infrastructure required to implement the plan for scale-up and manufacture. Thus, the government requests
information be provided about the Contractor’s current manufacturing capabilities, the proposed production plan and the
estimated manufacturing capacity available to expedite the manufacture of the specified doses of vaccine in the event of a
national emergency. Also, it is to be understood that the proposed manufacturing facility must be operated in compliance
with cGMP and be capable of producing ultimately licensable products.

NOTE #5 (refers to Item B, Meetings and Conferences) - For cost proposal purposes, one two-day visit every two months to
the NIAID in Bethesda, Maryland for two people will be conducted throughout the contract performance period.

NOTE #6 - Because of the urgent need to defend the American public against agents of bioterrorism, and because of the
considerable investment by the Government in research and development required to deliver to the American public the
vaccines that are the subject of this RFP and subsequent RFPs, the Government expects/demands/requires that the offeror
will take all steps necessary to secure access to all intellectual property, know-how and tangible materials that the offeror
needs to fulfill its obligation under the contract. Accordingly, the Government may require evidence that the offeror (1) has
secured access to such intellectual property, know-how and tangible materials and/or (2) has a plan to secure access to such
intellectual property, know-how and tangible materials.

NOTE #7 - The NIH reserves the right to conduct site visits when deemed essential. This may include site visits during the
proposal evaluation process and/or visits to the contractor’s facilities during contract performance. Such site visits may
include other PHS officials or contractors representing NIH.

NOTE #8 - It is anticipated that this contract will be awarded in phases aligned with the milestones identified in the
Statement of Work. Consequently, cost proposals for Part A and Option Part B should provide a breakdown of costs
for each milestone as well as a cost estimate for the entire project. In addition, separate cost proposals for both Part
A and Option Part B must be submitted.

NOTE #9 - The Government recognizes that some offerors may have already completed some of the tasks/milestones
identified in the Statement of Work. In such instances, offerors’ technical proposal should include sufficient information to
support this claim and to allow for appropriate technical evaluation.
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NOTE #10 - (refers to the evaluation process for the successful contractor for Part B- Option) It is the intention of the
NIAID to convene an independent Blue Ribbon Panel composed of ad hoc experts and Government personnel, that will
advise the Institute on the selection of the contractor who will be performing Part B of this Statement of Work. This Panel
will base its evaluation on all items delivered under this contract as specified in the Statement of Work and the Reporting
Requirements included under Section A of this RFP, and any other materials the contractor may submit to assist in the
evaluation process. Additionally, other information, including but not limited to evidence of compliance with cGMP
requirements, or documentation necessary for IND preparation, received from other Government sources (i.e., FDA, CDC,
etc.) will also be considered by the Panel in its evaluation. This evaluation is scheduled to take place approximately
12 months after award of the contract, however, the Government reserves the right to convene the Blue Ribbon Panel and
review information that substantially accelerates the ability of the Government to exercise Optional Part B of the Statement
of Work.
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Reporting Requirements
Development and Testing of a Modified Vaccinia Ankara (MVA) Vaccine
RFP NIH-NIAID-DMID-03-44

Technical Reporting Requirements

The Contractor shall submit to the Contracting Officer and to the Project Officer technical progress reports covering the work
accomplished during each reporting period. These reports are subject to the technical inspection and request for clarification
by the Project Officer. The reports shall be brief and factual and prepared in accordance with the following format:

A. Technical Reports

The Contractor shall prepare and submit the following reports in the manner stated below:

1.

Monthly Technical Progress Reports - On the first day of each month, the Contractor shall submit three (3) copies of
a Monthly Technical Progress Report comprising of two (2) copies to the Project Officer and one (1) copy to the
Contracting Officer. Such reports shall include the following specific information:

a. A cover page that lists the contract number and title, the period of performance being reported, the contractor’s
name and address, the author(s), and the date of submission;

b. SECTION I - An introduction covering the purpose and scope of the contract effort;

c. SECTION II — The report shall summarize the results of work done during the period covered. These reports
shall be in sufficient detail to explain the results achieved. Proprietary information included in these reports
should be clearly marked. Also to be included in the report is a summary of work proposed for the next
reporting period. Scientific requirements are set forth in the Statement of Work.

Technical and substantive performance and any problems encountered and/or which may exist along with proposed
corrective actions should be discussed with the Project Officer.

A monthly report will not be required for the period when the final report is due.

Final Report - By the completion date of the contract, the Contractor shall submit four (4) copies of a Final Report,
formatted as stated above, comprising of three (3) copies to the Project Officer and one (1) copy to the Contracting
Officer. This final report shall be in sufficient detail to explain the results achieved. Specific requirements are set
forth in the Statement of Work. Preprints and reprints of papers and abstracts shall be submitted.

Summary of Salient - With the final report the Contractor shall submit a summary (not to exceed 200 words) of
salient results achieved during the performance of the contract.
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B. Technical Report Distribution

Copies of the technical reports shall be submitted as follows:

No. of
Type of Report Copies Addresses Due Dates
Monthly Progress 2 Project Officer (PO) 1** day of each
DMID/NIAID/NIH Month.
6700-B Rockledge Dr., MSC 7630
Room
Bethesda, Maryland 20892-7630
Monthly Progress 1 Contracting Officer (CO) Same as above
CMB/NIAID/NIH
6700-B Rockledge Dr., MSC 7612
Room 2300
Bethesda, Maryland 20892-7612
Final 3 Same as PO above By the contract
completion date.
Final 1 Same as CO above Same as above
Summary of 3 Same as PO above Same as above
Salient Results
Summary of 1 Same as CO above Same as above
Salient Results

C. Other Deliverables

The following are considered deliverables under this contract:

1) All technical reports, preprints and protocols as described in paragraph A., above. These deliverables are due as
indicated in paragraph B, above.

2) All milestones indicated in the Statement of Work. (Specific dates and delivery locations will be identified in the
final contract document.)

If the Contractor becomes unable to deliver the reports specified hereunder within the period of performance because of
unforeseen difficulties, notwithstanding the exercise of good faith and diligent efforts in performance of the work, the
Contractor shall give the Contracting Officer immediate written notice of anticipated delay, the reason for the delay, and
the expected date of delivery for the report.
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PART I - THE SCHEDULE

SECTIONS B - H -- UNIFORM CONTRACT FORMAT - GENERAL

A Sample Uniform Contract Format may be found at the following website:

http://www4.0d.nih.gov/ocm/contracts/rfps/sampkt.htm

[Disregard SECTION I and J of this sample. Those SECTIONS have been incorporated as part of this RFP.]
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PART II - CONTRACT CLAUSES

SECTION I - CONTRACT CLAUSES

THE FOLLOWING PAGES CONTAIN A LISTING(S) OF GENERAL CLAUSES WHICH WILL BE
APPLICABLE TO MOST CONTRACTS RESULTING FROM THIS RFP. HOWEVER, THE
ORGANIZATIONAL STRUCTURE OF THE SUCCESSFUL OFFEROR(S) WILL DETERMINE THE SPECIFIC
GENERAL CLAUSES LISTING TO BE CONTAINED IN THE CONTRACT(S) AWARDED FROM THIS RFP.
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ARTICLE 1.1. GENERAL CLAUSES FOR A COST-REIMBURSEMENT RESEARCH AND DEVELOPMENT
CONTRACT - FAR 52.252-2, CLAUSES INCORPORATED BY REFERENCE (FEBRUARY 1998)

This contract incorporates the following clauses by reference, with the same force and effect as if they were given in full text.
Upon request, the Contracting Officer will make their full text available. Also, the full text of a clause may be accessed
electronically at this URL: http://www.arnet.gov/far/.

a. FEDERAL ACQUISITION REGULATION (FAR) (48 CHAPTER 1) CLAUSES

FAR

Clause No. Date Title

52.202-1 Dec 2001 Definitions

52.203-3 Apr 1984 Gratuities (Over $100,000)

52.203-5 Apr 1984 Covenant Against Contingent Fees (Over $100,000)

52.203-6 Jul 1995 Covenant Against Contingent Fees (Over $100,000)

52.203-7 Jul 1995 Anti-Kickback Procedures (Over $100,000)

52.203-8 Jan 1997 Cancellation, Rescission, and Recovery of Funds for Illegal or Improper Activity
(Over $100,000)

52.203-10 Jan 1997 Price or Fee Adjustment for Illegal or Improper Activity (Over $100,000)

52.203-12 Jun 1997 Limitation on Payments to Influence Certain Federal Transactions (Over $100,000)

52.204-4 Aug 2000 Printing/Copying Double-Sided on Recycled Paper (Over $100,000)

52.209-6 Jul 1995 Protecting the Governments Interests When Subcontracting With Contractors
Debarred, Suspended, or Proposed for Debarment (Over $25,000)

52.215-2 Jun 1999 Audit and Records - Negotiation (Over $100,000)

52.215-8 Oct 1997 Order of Precedence — Uniform Contract Format

52.215-10 Oct 1997 Price Reduction for Defective Cost or Pricing Data

52.215-12 Oct 1997 Subcontractor Cost or Pricing Data (Over $500,000)

52.215-14 Oct 1997 Integrity of Unit Prices (Over $100,000)

52.215-15 Dec 1998 Pension Adjustments and Asset Reversions

52.215-18 Oct 1997 Reversion or Adjustment of Plans for Post-Retirement Benefits (PRB)
Other Than Pensions

52.215-19 Oct 1997 Notification of Ownership Changes

52.215-21 Oct 1997 Requirements for Cost or Pricing Data or Information Other Than Cost or
Pricing Data - Modifications

52.216-7 Feb 2002 Allowable Cost and Payment

52.216-8 Mar 1997 Fixed Fee
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52.219-8 Oct 2000 Utilization of Small Business Concerns (Over $100,000)

52.219-9 Jan 2002 Small Business Subcontracting Plan (Over $500,000)

52.219-16 Jan 1999 Liquidated Damages - Subcontracting Plan (Over $500,000)

52.222-2 Jul 1990 Payment for Overtime Premium (Over $100,000) (NOTE: The dollar amount in
paragraph (a) of this clause is $0 unless otherwise specified in the contract.)

52.222-3 Aug 1996 Convict Labor

52.222-26 Apr 2002 Equal Opportunity

52.222-35 Dec 2001 Equal Opportunity for Special Disabled Veterans, Veterans of the Vietnam Era,
and Other Eligible Veterans

52.222-36 Jun 1998 Affirmative Action for Workers with Disabilities

52.222-37 Dec 2001 Employment Reports on Special Disabled Veterans, Veterans of the Vietnam Era,
and Other Eligible Veterans

52.223-6 May 2001 Drug-Free Workplace

52.223-14 Oct 2000 Toxic Chemical Release Reporting

52.225-1 May 2002 Buy American Act - Supplies

52.225-13 Jul 2000 Restrictions on Certain Foreign Purchases

52.227-1 Jul 1995 Authorization and Consent, Alternate I (Apr 1984)

52.227-2 Aug 1996 Notice and Assistance Regarding Patent and Copyright Infringement (Over
$100,000)

52.227-11 Jun 1997 Patent Rights - Retention by the Contractor (Short Form) (NOTE: In accordance

with FAR 27.303 (a) (2), paragraph (f) is modified to include the requirements in
FAR 27.303 (a) (2) (i) through (iv). The frequency of reporting in (i) is annual.

52.227-14 Jun 1987 Rights in Data — General

52-232-9 Apr 1984 Limitation on Withholding of Payments

52.232-17 Jun 1996 Interest (Over $100,000)

52.232-20 Apr 1984 Limitation of Cost

52.232-23 Jan 1986 Assignment of Claims

52.232-25 Feb 2002 Prompt Payment

52.232-34 May 1999 Payment by Electronic Funds Transfer--Other Than Central Contractor Registration
52.233-1 Dec 1998 Disputes

52.233-3 Aug 1996 Protest After Award

52.242-1 Apr 1984 Notice of Intent to Disallow Costs
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52.242-3 May 2001 Penalties for Unallowable Costs (Over $500,000)

52.242-4 Jan 1997 Certification of Final Indirect Costs

52.242-13 Jul 1995 Bankruptcy (Over $100,000)

52.243-2 Aug 1987 Changes - Cost Reimbursement, Alternate V (Apr 1984)

52.244-2 Aug 1998 Subcontracts, Alternate I1 (Aug 1998) *If written consent to subcontract is required,
the identified subcontracts are listed in ARTICLE B., Advance Understandings.

52.244-5 Dec 1996 Competition in Subcontracting (Over $100,000)

52.245-5 Jan 1986 Government Property (Cost-Reimbursement, Time and Material, or Labor Hour
Contract)

52.246-23 Feb 1997 Limitation of Liability (Over $100,000)

52.249-6 Sep 1996 Termination (Cost-Reimbursement)

52.249-14 Apr 1984 Excusable Delays

b. DEPARTMENT OF HEALTH AND HUMAN SERVICES ACQUISITION REGULATION (HHSAR) (48 CFR
CHAPTER 3) CLAUSES

HHSAR

Clause No. Date Title

352.202-1 Jan 2001 Definitions - with Alternate paragraph (h) (Jan 2001)
352.228-7 Dec 1991 Insurance - Liability to Third Persons

352.232-9 Apr 1984 Withholding of Contract Payments

352.233-70 Apr 1984 Litigation and Claims

352.242-71 Apr 1984 Final Decisions on Audit Findings

352.270-5 Apr 1984 Key Personnel

352.270-6 Jul 1991 Publication and Publicity

[END OF GENERAL CLAUSES FOR A COST-REIMBURSEMENT RESEARCH
AND DEVELOPMENT CONTRACT — Rev. 05/2002]
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ARTICLE 1.2. AUTHORIZED SUBSTITUTIONS OF CLAUSES

Any authorized substitutions and/or modifications other than the General Clauses which will be based on the type of
contract/Contractor will be determined during negotiations.

It is expected that the following clause(s) will be made part of the resultant contract:

ALTERNATE IV (OCTOBER 1997) of FAR Clause 52.215-21, REQUIREMENTS FOR COST OR PRICING DATA
OR INFORMATION OTHER THAN COST OR PRICING DATA--MODIFICATIONS (OCTOBER 1997) is added.

ALTERNATE II (OCTOBER 2001) of FAR Clause 52.219-9, SMALL BUSINESS SUBCONTRACTING PLAN
(JANUARY 2002) is added.

FAR Clause 52.232-20, LIMITATION OF COST, is deleted in its entirety and FAR Clause 52.232-22, LIMITATION
OF FUNDS (APRIL 1984) is substituted therefor. [Note: When this contract is fully funded, FAR Clause 52.232-22,
LIMITATION OF FUNDS will no longer apply and FAR Clause 52.232-20, LIMITATION OF COST will
become applicable.]

ARTICLE 1.3. ADDITIONAL CONTRACT CLAUSES

Additional clauses other than those listed below which are based on the type of contract/Contractor shall be determined
during negotiations. Any contract awarded from this solicitation will contain the following:

This contract incorporates the following clauses by reference, (unless otherwise noted), with the same force and effect as if
they were given in full text. Upon request, the Contracting Officer will make their full text available.

a. FEDERAL ACQUISITION REGULATION (FAR) (48 CFR CHAPTER 1) CLAUSES
FAR 52.215-17, Waiver of Facilities Capital Cost of Money (OCTOBER 1997).
FAR 52.217-9, Option to Extend the Term of the Contract (MARCH 2000).

"(a) The Government may extend the term of this contract by written notice to the Contractor within [INSERT THE
PERIOD OF TIME WITHIN WHICH THE CONTRACTING OFFICER MAY EXERCISE THE 