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NIAID Acquisition Plan

Specification Package – Template with Instructions for
Broad Agency Announcement (BAA)
This document is the NIAID template for preparing the Specification Package for a BAA.  The Specification Package contains documents that will become Attachments to the Acquisition Plan (AP).  Attachments 1 through 9 will be developed by the Project Officer (PO) with assistance provided by the Office of Initiative Development (OID) and involvement of the Contract Specialist (CS).  This may require multiple versions until an acceptable draft has been developed.  Once the acceptable draft is completed, Attachments 1 through 9 of the Specification Package will then be forwarded by OID to the PO and CS, who will develop the remaining documents (Attachments 10 through 13).  Once completed, the entire Specification Package is attached to the Acquisition Plan and returned to OID to be distributed to appropriate NIAID offices for review and comment.   
To be developed by the Project Officer, Contract Specialist, and OID:

Attachment 1:
Broad Agency Announcement Description

Attachment 2:
Background and Introduction

Attachment 3:
Research and Technical Objectives

Attachment 4:
Reporting Requirements and Deliverables

Attachment 5:
Section M - Evaluation Factors for Award
Attachment 6:
Additional Technical Proposal Instructions

Attachment 7:
Uniform Cost Assumptions

Attachment 8:
Advanced Understandings (as needed or required)

Attachment 9:
Additional BAA-Specific Materials (as needed or required)
To be developed by the Project Officer and Contract Specialist:

Attachment 10:
Potential Source List

Attachment 11:
Presolicitation Notice

Attachment 12:
Independent Government Cost Estimate (IGCE)

Attachment 13:
Concept and Council (R&D) or Executive Committee (non-R&D) Minutes
Note that instructions and explanatory text are indicated by italics and colored font and should be either deleted or replaced as appropriate. All pages should include a header that identifies the draft version and date of the Specification Package.  
Delete this page when complete

ATTACHMENT 1:   BROAD AGENCY ANNOUNCEMENT DESCRIPTION
PROJECT TITLE

BAA NUMBER

BROAD AGENCY ANNOUNCEMENT INFORMATION

You are invited to submit a proposal in accordance with the requirements of this BROAD AGENCY ANNOUNCEMENT (BAA).  The BAA is authorized by Federal Acquisition Regulation (FAR) 6.102 and further described in FAR 35.016 as well as the NIH Policy Manual, Manual Chapter 6035, Broad Agency Announcements.  A BAA may be used as a solicitation mechanism for basic and applied research directed toward advancing the state-of-the-art or increasing knowledge or understanding and that part of development not related to the development of a specific system or hardware procurement.  BAA’s are general in nature identifying areas of research interest and shall only be used when meaningful proposals with varying technical/scientific approaches can be reasonably anticipated.
Offers submitted in response to this BAA must present detailed technical and business proposals designed to meet the Research and Technical Objectives described. The Statement of Work, including the specific technical requirements and performance specifications, is developed and proposed by the offeror, not the Government. 
Proposals are NOT evaluated against each other since they are not submitted in accordance with a common Statement of Work issued by the Government.  Instead, Research and Technical Objectives are provided in the BAA that describe the research areas in which the Government is interested.  Proposals received in response to the BAA are evaluated in accordance with Evaluation Factors for Award specified in Section M.   The NIAID will assess whether the work proposed should be redirected, removed, and/or whether schedule or budget adjustments should be made.  As a result, during discussions with offerors, the NIAID reserves the right to modify or delete proposed milestones, decision points, research plans, process, schedule, budget or product.   The selection of proposals for award is based upon the evaluation factors, importance to the agency programs (programmatic balance), and fund availability.

The NIAID estimates that the average annual total cost (direct and indirect costs combined) is [provide total estimated funds available for all contract awards; total estimated funds per contract; or a minimum/maximum amount per contract].  However, it is anticipated that the total cost for the award(s) may vary depending upon the scope of the project and the technical objectives of the award(s).  The length of time for which funding is requested should be consistent with the nature and complexity of the proposed research.  The period of performance proposed by an offeror should not exceed _____ years.
ATTACHMENT 2:   BACKGROUND and INTRODUCTION
PROJECT TITLE

BAA NUMBER

· Identify the mission of the organization and of your program or branch.

· Briefly describe the project and how the services, resources, or products that will be acquired will contribute to the mission and research intent of your program or branch.
· Discuss the extent of available data, techniques, methodologies, or results of related work.
· Provide the project history and contractual history of the acquisition.
· Identify the previous contract number(s) and contractor(s).
· Describe studies, activities, accomplishments in the context of justification for the need of the acquisition and documentation of previous success.
· Identify any changes/refinements from prior issuance(s) of the BAA. 
ATTACHMENT 3:   RESEARCH AND TECHNICAL OBJECTIVES

PROJECT TITLE

BAA NUMBER

RESEARCH and TECHNICAL OBJECTIVES (should not exceed one page)
Instructions to Project Officers for preparation of Research and Technical Objectives: The Project Officer will draft a statement of the research problem or general interest in the form of Research and Technical Objectives.  Each offeror will propose its own Statement of Work, which consists of a Scope and Technical Requirements section, based on their proposed technical approach. 

Pursuant to FAR 35.016(b)(1), the BAA, together with any supporting documents, shall describe the agency’s research interest, either for an individual program requirement or for broadly defined areas of interest covering the full range of the agency’s requirements.  
Specific guidance to offerors for the development of their Statement of Work may be provided in the Additional Technical Proposal Instructions.  Post award requirements, such as post award meetings, establishment and roles of external advisory groups, and regulatory requirements, should be included in the Additional Technical Proposal Instructions, not the Research and Technical Objectives.
· Provide a brief description of the overall project and objectives in broad terms that indicates the size and magnitude of the proposed effort. When appropriate, include the research areas of interest, research strategies, therapeutic/preventive candidate(s), type of research activity, study populations, product development activities, etc.  

· Where appropriate, include definitions (i.e., ”For purposes of this contract, a candidate vaccine is defined to be …”).  

· If applicable, identify research/service activities that are not within the scope of work, i.e. “NOTE: This contract will not provide funds to support Phase I clinical trials.”
ATTACHMENT 4:   REPORTING REQUIREMENTS AND DELIVERABLES 
PROJECT TITLE

BAA NUMBER

1.
SECTION C - REPORTING REQUIREMENTS 
a.
Technical Progress Reports

Format of Cover page:  All reports shall include a cover page prepared in accordance with the following format:

· Contract Number and Project Title

· Title of Report

· Period of Performance Being Reported

· Contractor’s Name and Address

· Author(s)

· Date of Submission

· Delivery Address

(1)
Select the appropriate form of submission (electronic or hard copy or both). 
(2)
Check only those reports that are necessary to monitor contractor performance.  Additional information may be provided under the below reports to clarify/expand these base reporting requirements.  However, the Contract Specialist/Contracting Officer should be included in all discussions involving the development of reporting requirements.
Type and Number of Copies:  

 FORMCHECKBOX 

Electronic Copy to Project Officer and Contracting Officer

 FORMCHECKBOX 

___ Hard Copies to Project Officer

 FORMCHECKBOX 


1 Original Hard Copy to Contracting Officer

 FORMCHECKBOX 

1)
Monthly Progress Report
This report shall include a description of the activities during the reporting period and the activities planned for the ensuing reporting period.  The first reporting period consists of the first full month of performance plus any fractional part of the initial month.  Thereafter, the reporting period shall consist of each calendar month.  Reports are due on or before the ____ calendar/working day of the month.

 FORMCHECKBOX 

2)
Quarterly Progress Report
a)
This report shall include a [ FORMCHECKBOX 
 summation of the monthly progress reports  FORMCHECKBOX 
 a description of the activities during the reporting period] and the activities planned for the ensuing reporting period.  The first reporting period consists of the first full three months of performance including any fractional part of the initial month.  Thereafter, the reporting period shall consist of three full calendar months.  Reports are due on or before the ____ calendar/working day of the month.

b)
 FORMCHECKBOX 
 A monthly report will not be submitted for the final month of a quarter.
 FORMCHECKBOX 

3)
Semi-Annual Progress Report
a)
This report shall include a [ FORMCHECKBOX 
 summation of the monthly progress reports  FORMCHECKBOX 
 a description of the activities during the reporting period] and the activities planned for the ensuing reporting period.  The initial report will be submitted for the first full six months of the contract performance including any fractional part of the initial month.  Thereafter, the reporting period shall consist of six full calendar months.  Reports are due on or before the calendar/working day of the month.

b)
 FORMCHECKBOX 
 Monthly reports,  FORMCHECKBOX 
 Quarterly reports will not be submitted the month the semi-annual report is due.
 FORMCHECKBOX 

4)
Annual Progress Report

This report includes a summation of the results of the entire contract work for the period covered.  An Annual Progress Report will not be required for the period when the Final Report is due.  A [ FORMCHECKBOX 
 Monthly  FORMCHECKBOX 
 Quarterly  FORMCHECKBOX 
 Semi-Annual] Report shall not be submitted when an Annual Report is due.  Reports are due on or before the ____ calendar/working day of the month.

 FORMCHECKBOX 

5)
Annual Technical Progress Report for Clinical Research Study Populations (Required for
use in all contracts for clinical research involving human subjects)
 FORMCHECKBOX 

6)
Final Report 
This report is to include a summation of the work performed and the results obtained for the entire contract period of performance. This report shall be in sufficient detail to describe comprehensively the results achieved. The Final Report shall be submitted in accordance with the DELIVERIES Article in SECTION F of the contract.  An annual report will not be required for the period when the Final Report is due. The Contractor shall submit, with the Final Report, a summary (not to exceed 250 words) of salient results achieved during the performance of the contract. 
 FORMCHECKBOX 

Use the below narrative if a draft final report is requested.
The Contractor shall provide the Contracting Officer with _____ copies of the Final Report in draft form [ FORMCHECKBOX 
 in accordance with the DELIVERIES Article in SECTION F of this contract 
 FORMCHECKBOX 

_____ calendar days prior to the completion date of this contract.]  The Project Officer will review the draft report and provide the Contracting Officer with comments within _____ calendar days after receipt.  The Final Report shall be corrected by the Contractor, if necessary, and the final version delivered as specified in the above paragraph.  
Draft Final Report shall be due on or before the ____ calendar/working day of the month.

 FORMCHECKBOX 

Source Code and Object Code - Use when software is used, produced, modified or enhanced

b.
Other Reports and Deliverables

Other Reports and Deliverables may be required.  This may include special reports required by regulation or policy and deliverables such as data, vaccine, etc.  These will be developed after proposal receipt as a result of finalization of the Statement of Work during negotiations.  Special instructions, if applicable, will be provided to offerors in the Attachment entitled “Additional Technical Proposal Instructions.”
2.
SECTION D - PACKAGING, MARKING, AND SHIPPING
If special instructions regarding packaging, marking and shipping are required, these will be developed after receipt of proposals as a result of finalization of the Statement of Work during negotiations.  Special instructions, if applicable, will be provided to offerors in the Attachment entitled “Additional Technical Proposal Instructions.”
3.
SECTION F - DELIVERY SCHEDULE
Delivery of other reports and deliverables will be proposed by the offerors in their technical proposal.  They will be developed further after receipt of proposals as a result of finalization of the Statement of Work and other terms and conditions of any resultant contract during negotiations.  Specific instructions, if applicable, will be provided to offerors in the Attachment entitled “Additional Technical Proposal Instructions.”
ATTACHMENT 5:   SECTION M - EVALUATION FACTORS FOR AWARD
PROJECT TITLE

BAA NUMBER

1. GENERAL

If past performance has been determined not to be an evaluation factor, it should be deleted from the below paragraph and the number of evaluation factors changed from “four” to “three.”

Proposals will be evaluated against the following four evaluation factors in the order of importance: technical, cost, past performance, and Small Disadvantaged Business (SDB) participation.  Although technical factors are of paramount consideration in the award of the contract, cost/price, past performance, and SDB participation are also important to the overall contract award decision.  All evaluation factors other than cost or price, when combined, are significantly more important than cost or price.  The estimated cost of an offer must be reasonable for the tasks to be performed and will be subject to analysis by the Government. 
The merit of each technical proposal will be evaluated by a peer review group.  The Government reserves the right to convene multiple peer review groups to evaluate proposals.  Offerors must demonstrate in their proposals that they have the necessary expertise and capabilities for conducting the proposed research. The evaluation will be based on the demonstrated capabilities of the offerors in relation to the needs of the project as set forth in the BAA.  Each proposal must demonstrate the feasibility of successful implementation of its approach and its relevance to the Research and Technical Objectives of the BAA.  Offerors must submit information sufficient to evaluate their proposals based on the detailed criteria. 
Following the peer review, the Government will establish an Order of Merit Ranking of all proposals.  Negotiations are conducted with offerors selected from the Order of Merit Ranking to address identified weaknesses, questions, and areas for clarification, as well as to refine the proposed Statement of Work.  The selection of proposals for award is based upon the evaluation factors, importance to the agency programs (programmatic balance), and fund availability.
2. MANDATORY QUALITIFCATION CRITERIA (if not applicable, delete)
The Mandatory Qualification Criteria establish conditions that must be met  FORMCHECKBOX 
 at the time of receipt of the Original Proposal   FORMCHECKBOX 
 at the time of receipt of the Final Proposal Revision by the Office of Acquisitions, NIAID, in order for your proposal to be considered any further for award.  (Note:  Submission at the time of Original Proposal receipt is the preferred method for NIAID.)
Listed below are the Mandatory Qualification Criteria.  
Mandatory Qualification Criteria:

Insert the criteria here in terms that will allow program and contract staff to easily determine whether or not the Mandatory Qualification Criteria have been met.  Do not include criteria that require a subjective or qualitative assessment. Please note that the mandatory criteria will be evaluated by program and contract staff and NOT by peer reviewers.

Justification for Mandatory Qualification Criteria:
Provide justification (approximately one paragraph) for each Mandatory Qualification Criterion. 
Documentation Required to Support Having Met the Mandatory Qualification Criteria: 
Describe the documents or information that offerors must provide to demonstrate that they meet the mandatory qualification criteria.
3. PRE-AWARD SITE VISIT OR SITE AUDIT (if not applicable, delete; if applicable, edit as appropriate)
Offerors selected for negotiations from the Order of Merit Ranking may be subject to auditing of their facilities and Quality Assurance/Quality Control (QA/QC) capabilities.  The decision to audit specific facilities will be made by the Project Officer.  If audits are performed during the negotiations, the results of the audits will be considered in final selection for award of a contract.  Offerors, including proposed subcontractors, will be requested to make all non-proprietary records, including previous regulatory inspection records, and staff available in response to a pre-award site visit or audit by the NIAID or its designee.  Due to timeline requirements, pre-award site visits may be made with short notice.  Offerors are expected to guarantee the availability of key staff or other staff determined by the Government as essential for purposes of this site visit.
4. TECHNICAL EVALUATION CRITERIA:
The technical evaluation criteria are used by the peer review group when reviewing the technical proposals.  The criteria below are listed in the order of relative importance with weights assigned for evaluation purposes. 
OFFERORS AND REVIEWERS ARE ADVISED TO REFER TO THE ATTACHMENT ENTITLED “ADDITIONAL TECHNICAL PROPOSAL INSTRUCTIONS” OF THIS SOLICITATION PACKAGE FOR GUIDANCE AND INFORMATION RELATED TO THE PREPARATION OF TECHNICAL PROPOSALS.
The generic evaluation criteria below have been formulated for use with most BAAs.  The Project Officer must ensure that the evaluation criteria and sub-criteria are listed in order of relative importance for their specific BAA.  Weights must also be assigned to the criteria by the Project Officer for evaluation purposes.  If revisions to the generic criteria are needed, you should work with the assigned Contract Specialist/Contracting Officer and Scientific Review Officer to make the necessary changes.  
CRITERIA









WEIGHT
CRITERION 1:  SCIENTIFIC AND TECHNICAL MERIT 






 _______

A. Adequacy, feasibility, and scientific and technical merit of the offeror’s proposed methods and approaches to meet the overall research and technical objectives of the BAA.
B. Adequacy, feasibility and demonstrated understanding of the proposed approach to successfully complete each of the requirements specified in the offeror’s proposed Statement of Work, including proposed solutions for resolving potential methodological and inferential problems.

C. Adequacy, relevance and appropriateness of the proposed research design, data analysis techniques, and supporting documentation that demonstrate the offeror’s ability to meet the proposed goals and objectives

CRITERION 2:  INNOVATION
 












_______

A. The degree and relevance of innovation of the research proposed.
B. Advancing the state-of-the-art or increasing knowledge or understanding.
C. Potential of the novel ideas proposed to challenge successfully the existing paradigms in the field.
CRITERION 3:  SCIENTIFIC AND TECHNICAL PERSONNEL
 




_______

A. Principal Investigator (PI):  Appropriateness and adequacy of the education, training, experience, expertise, qualifications and effort of the proposed PI to accomplish the research and technical objectives. 
B. Scientific and Technical Personnel:  Appropriateness and adequacy of the education, training, experience, expertise, qualifications and effort of all proposed scientific and technical personnel, including any proposed subcontractors and consultants, to accomplish the research and technical objectives. 
CRITERION 4:  PROJECT MANAGEMENT










_______
A. Adequacy of the management approach in terms of staffing, organization, communication, responsibilities, leadership, and lines of authority, as well as management of subcontracts and consultants.

B. Adequacy of the proposed methods of coordination, monitoring, and central management of all activities, including appropriate milestones and/or phasing.
C. Adequacy and feasibility of plans, which are practical, sound and timely, for the collection, management, security, and dissemination of data.

D. Adequacy of plan to effectively communicate progress towards proposed goals and objectives to the Government.
CRITERION 5: ORGANIZATIONAL, CAPABILITY, EXPERIENCE, 
AND FACILITIES 

















_______

A. Availability and adequacy of the necessary facilities, equipment, and other resources to successfully implement the proposed research.

B. Experience and capability of the organization, as well as proposed subcontractors and consultants, if any, with similar projects of comparable size and scope.

TOTAL POSSIBLE POINTS:  











   

__100_ 
Other Factors:  [Select those that are applicable to your requirement.]
 FORMCHECKBOX 

HUMAN SUBJECT EVALUATION
Protection of Human Subjects from Research Risks, Data and Safety Monitoring, Women and Minorities, Children 
 FORMCHECKBOX 

EVALUATION OF DATA SHARING PLAN
 FORMCHECKBOX 

EVALUATION OF PLAN FOR SHARING MODEL ORGANISMS FOR BIOMEDICAL RESEARCH
 FORMCHECKBOX 

EVALUATION OF FOREIGN CURRENCY OFFERS, FAR 52.225-17, (FEBRUARY 2000) 

[Use ONLY when proposals in foreign currency will be allowed.  This factor describes the currency conversion procedures.]
 FORMCHECKBOX 

PAST PERFORMANCE 
To be evaluated by NIAID contract and program staff.
 FORMCHECKBOX 

EXTENT OF SMALL DISADVANTAGED BUSINESS PARTICIPATION 

To be evaluated by NIAID contract and program staff.
 FORMCHECKBOX 

SUBCONTRACTING PROGRAM EVALUATION CRITERIA [Use ONLY when additional evaluation of the offeror’s subcontracting program is warranted and desired.]
To be evaluated by NIAID contract and program staff.
 ATTACHMENT 6:  ADDITIONAL TECHNICAL PROPOSAL INSTRUCTIONS

PROJECT TITLE

BAA NUMBER

	It is strongly recommended that offerors use the following template as the format for the Technical Proposal.  All information presented in the Technical Proposal should be presented in the order specified below.

These Additional Technical Proposal Instructions reflect the requirements of the BAA and provide specific instructions and formatting for the Technical Proposal. While Section L.2.b. of the BAA provides a generic set of Technical Proposal Instructions applicable to all NIH R&D solicitations, these Additional Technical Proposal Instructions are tailored to the specific requirements of the BAA. The information requested in these instructions should be used along with Section L of the BAA to format and prepare the Technical Proposal, and should be used as a Table of Contents for your Technical Proposal.  Offerors should follow the instructions in Section L of the BAA, and include the information requested here. 
Offerors are advised to give careful consideration to the Broad Agency Announcement Description, Background and Introduction, Research and Technical Objectives, all reference materials and attachments, the Technical Evaluation Criteria in Section M, and the BAA as a whole in the development of their Technical Proposals.

Offerors proposing subcontracts and/or consultants to perform portions of the Statement of Work should clearly identify the specific tasks for which they plan to utilize subcontractors and/or consultants, as well as the method and level of integration/coordination between the prime Contractor and all proposed subcontractors and/or consultants, and the expected advantages of such an approach.
Offerors must refer to the BAA Attachment entitled “Packaging and Delivery of the Proposal,” which details strict guidelines, including page limitations, formatting and layout of proposals, and prohibits the offerors use of links to internet web site addresses (URLs) to direct readers to alternate sources of information.



FORMAT FOR TECHNICAL PROPOSAL
1. PROPOSAL TITLE PAGE.  Include BAA title and number, name of organization, DUNS number, proposal part, and identify if the proposal is an original or a copy.
2. GOVERNMENT NOTICE FOR HANDLING PROPOSALS  (See SECTIONS J and L of the BAA.) 
3. TABLE OF CONTENTS (Each offeror’s Technical Proposal shall include a Table of Contents.)
4. MANDATORY QUALIFICATION CRITERIA (MQC) (delete if not applicable) 
Documentation to support compliance with the MQC must be provided for the offeror and any proposed subcontractor(s).  Include all information relevant to the MQC in this clearly marked section of your Technical Proposal.  Include copies of all materials required to demonstrate that you have met the MQC.
5. OVERVIEW (suggested 3-page maximum)
Provide a brief description of the proposed project, including:

A. 1-2 sentence summary describing the concept the offeror is proposing.

B. A summary describing the scope of the activities proposed.

C. Identify proposed prime contractor key personnel with degrees and titles. 

D. Identify the proposed subcontractors and any key subcontractor personnel with degrees and titles.

E. A brief summary of the relative roles to be performed by the proposed prime contractor  and any proposed subcontractor.

F. A brief description of the facilities and other resources to be made available by the proposed prime contractor (offeror) and any proposed subcontractors.

6. TECHNICAL DISCUSSIONS
IN ADDITION TO THE GUIDANCE IN SECTION L OF THE BAA, THIS SECTION OF YOUR TECHNICAL PROPOSAL SHOULD INCLUDE DOCUMENTATION TO DEMONSTRATE HOW YOU WILL ACCOMPLISH THE WORK DETAILED IN YOUR STATEMENT OF WORK.  IT IS RECOMMENDED THAT YOUR PROPOSAL BE ORGANIZED IN ACCORDANCE WITH THE ORDER OF YOUR STATEMENT OF WORK AND THE TECHNICAL EVALUATION CRITERIA PROVIDED IN SECTION M.
ADDITIONALLY, PLEASE ENSURE THAT YOUR TECHNICAL PROPOSAL ADDRESSES THE FOLLOWING: 
1.
Organizational Experience:  

In addition to the information requested under Section L, Part c. Business Proposal Instructions, paragraph 12, Qualifications of the Offeror, all offerors are requested to include in their technical proposals a description of at least two examples of similar projects performed by your organization that are of comparable size and scope and/or related to the effort proposed in response to this BAA.  The projects may be either completed or ongoing.
[NOTE TO PROJECT OFFICERS:  If you need to provide additional specific information to prospective offerors to serve as guidance for writing their Technical Proposal, you should include the information below]  
7. STATEMENT OF WORK FORMAT (suggested maximum of ___ pages) (edit as appropriate)
Offeror(s) are required to provide a Statement of Work in their proposal.  The Statement of Work shall be developed by each offeror based on the information in the Attachment entitled “Research and Technical Objectives,” and shall consist of two parts:  (1) Scope, and (2) Technical Requirements.  Provided below is an outline of the Statement of Work format that should be used by all offeror(s) in the preparation of their Technical Proposals.  The headers and subheaders may be adjusted to match the requirements as proposed in each offeror’s individual technical proposal.
Contracts awarded as a result of this BAA will include the Statement of Work proposed by the offeror, as negotiated and accepted by the Government.  Offeror(s) will be required to perform the activities and provide the resources appropriate to the scope of their specific negotiated Statement of Work.  

The opening paragraph under the Technical Requirements section of the Statement of Work shall be followed by a description of all activities that the Contractor shall perform after the award of the contract.  The Technical Requirements shall include all activities required to effectively implement the project and shall include a description of all items to be delivered to the Government during performance of the contract, such as progress reports, financial reports, end products, and other deliverables, along with a timetable for their delivery. 
[NOTE TO PROJECT OFFICERS and CONTRACT SPECIALISTS:  The below outline represents an example of an outline of the headers and subheaders that reflect the tasks that may be performed by the offeror in the conduct of the work described in their Statement of Work based on the BAA’s Research and Technical Objectives.  This is a sample template intended for the offeror(s) use in developing their SOW and does not represent a standard outline for all BAAs.  The use of the outline is optional.  If you elect to revise the outline or use an alternate outline, please discuss with the Contracting Officer.]
[NOTE TO OFFEROR:  Each offeror shall provide detailed specifications of the requirement utilizing the following sample outline of tasks and subtasks.  Any tasks or subtasks that are not applicable to your proposed effort should be deleted.  Any tasks or subtasks specific to your proposed effort not addressed below shall be added.]
[See Statement of Work outline on next page]
	SAMPLE STATEMENT OF WORK

1.  SCOPE
Instruction to offerors:  Provide a brief description (one to two paragraphs) of the overall project and objectives in broad terms that indicates the size and magnitude of the proposed effort. 
2.  TECHNICAL REQUIREMENTS
[NOTE TO OFFEROR:  The Technical Requirements shall begin with the following introductory paragraph.]

Independently, and not as an agent of the Government, the Contractor shall furnish all necessary services, qualified professional, technical, and administrative personnel, material, equipment and facilities, not otherwise provided by the Government under the terms of this contract, as needed to perform the tasks set forth below.  Specifically, the Contractor shall:  
A. PROTOCOL DEVELOPMENT

B. PROTOCOL IMPLEMENTATION

1. Pre-Trial Initiation Requirements

2. Clinical Trial Conduct

3. Protocol Amendments and Other Clinical Trial Modifications

C. CLINICAL RESEARCH FACILITIES, EQUIPMENT, AND OTHER RESOURCES

1. Outpatient Clinical Research Facilities

2. Inpatient Clinical Research Facilities

3. Clinical Laboratory Facilities

4. Research Pharmacy Facilities

5. General Clinical Research Facilities and Resources

6. Standard Operating Procedures (SOPs) 

D. INVESTIGATIONAL NEW DRUG (IND) SPONSORSHIP

E. CLINICAL TRIAL SUPPORT SERVICES

1. Statistical Design and Analysis

2. Data Management and Quality Control

3. Clinical Site Assessment and Monitoring

4. Safety Oversight and Reporting

F. QUALITY ASSURANCE / QUALITY CONTROL (QA/QC)

G. SCIENTIFIC, TECHNICAL, MANAGEMENT, AND ADMINISTRATIVE TEAM

H. PROJECT MANAGEMENT



8. PACKAGING, MARKING, AND SHIPPING
[NOTE TO PROJECT OFFICER:  If known at the time of solicitation, this section should be tailored according to the specifications given by the Project Officer in the event certain deliverables must be specially packaged and marked.  Examples of deliverables which would be included in this category could include:  tissue samples packed in dry ice, animals in special containers, infectious agents, pharmaceuticals, etc.  Checked boxes indicate that these items must be addressed in Section D of the solicitation and by the offeror in their Technical Proposal.]  

Offerors are required to discuss and document in their technical proposals their processes for complying with the following packaging, marking and shipping procedures:

 FORMCHECKBOX 

Temperature controlled environment

 FORMCHECKBOX 

Shipments will be time sensitive/time critical

 FORMCHECKBOX 

International shipping

 FORMCHECKBOX 

Shipping insurance

 FORMCHECKBOX 

Hazardous Materials shipping

 FORMCHECKBOX 

Other (list as necessary) ________________________

9. OTHER CONSIDERATIONS
Section L of the BAA provides minimum documentation requirements for the following items.  The required information described in Section L should be assembled together in clearly marked sections of the Technical Proposal.  Refer to Section L of the BAA for specific requirements.  In some cases, offerors may be asked to provide documentation which is in addition to the minimum requirements identified in Section L.  

 FORMCHECKBOX 
 Human Subjects    

 FORMCHECKBOX 
 Care of Live Vertebrate Animals  

 FORMCHECKBOX 
 Biological Agents or Toxins

 FORMCHECKBOX 
 Obtaining and Disseminating Biomedical Research Resources

 FORMCHECKBOX 
 Sharing Research Data (Plan)    

 FORMCHECKBOX 
 Sharing of Model Organisms for Biomedical Research (Plan)  

 FORMCHECKBOX 
 Information Technology (IT) Systems Security 

ATTACHMENT 7:   UNIFORM COST ASSUMPTIONS
PROJECT TITLE

BAA NUMBER

	In addition to the instructions and format requirements for the proposal that are contained in Section L of the BAA, the information presented in this attachment is intended to provide uniform cost assumptions that apply to the subject BAA.
Offerors are advised to give careful consideration to the Broad Agency Announcement Description, Background and Introduction, Research and Technical Objectives, all reference material provided as attachments, the technical evaluation criteria, and, the BAA as a whole, in the development of your proposal.  The information requested here should be used as further guidance for the development of your proposal.  Offerors should consider and include the information provided below in the development of their Technical and Business Proposal.




UNIFORM COST ASSUMPTIONS

Complete all assumptions that apply. Delete any that do not apply.  Add others as necessary.
1)  Technical Cost Assumptions 

Include any assumptions specific to your technical requirement which have a cost impact that should be consistent across proposals.  For example, the number of animals to be purchased and housed in the first year and subsequent years of the contract; the number and types of clinical trials ongoing at time of contract award for which the Contractor shall assume responsibility; the number and type of new clinical trials anticipated each year of the contract period of performance; the total cost per year for subject participation in clinical trials; the number of specimens to be collected; the number of candidates to be taken into pilot lot production in any given year of the contract period of performance; the number of IND(s) submitted to the FDA; the number and type of candidate(s) to move through process development, etc.

2)  Travel   

3)  Special Shipping and Packaging  
4)  Storage  
5)  Government Furnished Equipment (GFE)  
ATTACHMENT 8:   ADVANCE UNDERSTANDINGS
PROJECT TITLE

BAA NUMBER

 FORMCHECKBOX 

There are NO Advance Understandings applicable to this solicitation.
 FORMCHECKBOX 

The below Advance Understandings are applicable to this solicitation.
This section is used to specify requirements that the successful offeror must agree to before contract award.  These Advance Understandings will become part of the resulting contract. Examples include confidentiality, intellectual property, publications, and any agreements that involve third party suppliers of materials for testing/screening under the contract.  The NIAID Office of Technology Development will work with program Divisions and DEA to develop appropriate language and requirements. 

ATTACHMENT 9:   ADDITIONAL BAA-SPECIFIC MATERIALS

PROJECT TITLE

BAA NUMBER

 FORMCHECKBOX 

There are NO BAA-Specific Materials applicable to this solicitation.
 FORMCHECKBOX 

The below BAA-Specific Materials are applicable to this solicitation.
Additional material specific to the BAA may be necessary to provide offerors with information relevant to the preparation of technical and business proposals.  Examples include descriptions of: past, current, and planned clinical research programs, clinical studies, or clinical trials; existing research support services contractors with whom the successful offeror will be required to interact; the specifications of the computer system(s), databases, and interfacing requirements;  the current inventory of items that will be transferred from the incumbent contractor to the new Contractor; etc.

If applicable, provide titles that accurately reflect the content of the additional BAA-Specific Materials, e.g., “DMID-FUNDED CLINICAL RESEARCH SUPPORT SERVICES CONTRACTS”).  All additional BAA-Specific Materials should be included in single documents (on separate pages) with appropriate titles to distinguish each component.
STOP HERE AFTER COMPLETING ATTACHMENTS 1 thru 9

BAA SPECIFICATION PACKAGE 

ATTACHMENTS 10 - 13
Upon completion of Attachments 1 through 9, STOP HERE.  Work with your Division Coordinator to arrange for internal Division review.  The Division Coordinator will then send the Specification Package to OID for review.  OID will notify the Division Coordinator and the Contract Specialist by e-mail when Attachments 10 through 13 have been completed. 
Attachment 10:
Potential Source List

Attachment 11:
Presolicitation Notice

Attachment 12:
Independent Government Cost Estimate (IGCE)
Attachment 13:  
Concept and Council (R&D) Minutes
Note that instructions and explanatory text are indicated by italics and colored font and should be either deleted or replaced as appropriate. All pages should include a header that identifies the draft version and date of the Specification Package.  

Delete this page when complete

ATTACHMENT 10:  POTENTIAL SOURCE LIST
PROJECT TITLE

BAA NUMBER

It is anticipated that Offerors could be any of the following organizational type(s):

(Check all that apply)

 FORMCHECKBOX 
 Commercial



 FORMCHECKBOX 
 Non-Profit

 FORMCHECKBOX 
 Educational


Potential Sources or offerors for this BAA are identified, below.  
Provide a list of potential sources that have the requisite capabilities to submit a proposal. Include the organization name, complete address, the point of contact or Principal Investigator name and degree, telephone and fax numbers, and e-mail address.

ATTACHMENT 11:   PRESOLICITATION NOTICE

PROJECT TITLE

BAA NUMBER

Presolicitation Notice Information
Introduction

The National Institute of Allergy and Infectious Diseases (NIAID), National Institutes of Health (NIH), of the Department of Health and Human Services (DHHS) supports research related to the basic understanding of microbiology and immunology leading to the development of vaccines, therapeutics, and medical diagnostics for the prevention, treatment, and diagnosis of infectious and immune-mediated diseases.  The NIAID, [insert name of Division] has a requirement for [insert a brief description of the requirement].
Description 

Using the Background and Introduction section of the BAA description, provide two to three paragraphs which describe the supplies and/or services to be provided.  If Mandatory Qualification Criteria are required, discuss here.

Also, include a brief description of the criteria against which the proposals will be evaluated.  
It is anticipated that [one or multiple] cost reimbursement, completion type contracts will be awarded for a [fill in]-year period of performance beginning on or about [insert date].    

The NIAID estimates that the average annual total cost (direct and indirect costs combined) is [provide total estimated funds available for the entire project; total estimated funds per contract; or a minimum/maximum amount per contract].  However, it is anticipated that the total cost for the award(s) may vary depending upon the scope of the project and the technical objectives of the award(s).  The length of time for which funding is requested should be consistent with the nature and complexity of the proposed research.  In no event shall the period of performance proposed by an offeror exceed _____ years.
All responsible sources may submit a proposal which shall be considered by the Agency.   This BAA will be available electronically on/about [insert date], and may be accessed through FedBizOpps http://www.fedbizopps.gov/.  This notice does not commit the Government to award a contract.  No collect calls will be accepted.  No facsimile transmissions will be accepted. See Government-Wide Numbered Note 26. 

ATTACHMENT 12:   INDEPENDENT GOVERNMENT COST ESTIMATE (IGCE)

PROJECT TITLE

BAA NUMBER
Attach a hardcopy printout of the IGCE for the official/signed AP.  Include an electronic copy of the IGCE when transmitting the Complete AP document electronically for review.  Work with your Contract Specialist to complete the IGCE Excel spreadsheet.  Use this page if needed, to explain or justify atypical or novel elements to the IGCE, (for example, if travel increases significantly in one contract out year; if a slow start-up is anticipated with significant acceleration of work in the out years).
The electronic Excel spreadsheet for the IGCE can be accessed through the Acquisition Plan SOP.

 FORMCHECKBOX 

IGCE Attached
 FORMCHECKBOX 

IGCE Additional Information

The following justification explains unusual, atypical, or novel elements contained in the spreadsheet.
______________________________________________________________________

______________________________________________________________________

ATTACHMENT 13:  Concept and Council (R&D) 

PROJECT TITLE

BAA NUMBER
Attach a hardcopy printout of the Concept and National Advisory Allergy and Infectious Diseases (NAAID) Council Minutes or NIAID Executive Committee Minutes. 

A copy of the Initiative Research or Council Concept can be accessed from the Scientific Initiative Management System (SIMS):  http://ai-appiwp1/sims/list.asp 

For R&D Projects, concept approval must be provided by the NIAID Council.  Minutes may be accessed at:  http://www.niaid.nih.gov/ncn/budget/default_council.htm  

SOURCE SELECTION INFORMATION--SEE FAR 2.101 and 3.104

1
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