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Instructions: When preparing a solicitation for a Broad Agency Announcement, after developing the solicitation (including Sections L&M) in DGS, substitute the following articles for their system-generated DGS counterparts
Note: Additionally, please change all references throughout solicitation from “RFP” to “BAA”
SECTION L - INSTRUCTIONS, CONDITIONS, AND NOTICES TO OFFERORS
	****(INCLUDE BELOW, IN ALL SOLICITATIONS.)****


1. [bookmark: _Toc255302] GENERAL INFORMATION 
DEFINITION [FAR 2.101]

“Broad agency announcement” means a general announcement of an agency’s research interest including criteria for selecting proposals and soliciting the participation of all offerors capable of satisfying the Government’s needs (see 6.102(d)(2)).” 

BROAD AGENCY ANNOUNCEMENT [FAR Provision 35.016]
[bookmark: wp1085188]
(a) General. This paragraph prescribes procedures for the use of the broad agency announcement (BAA) with Peer or Scientific Review (see 6.102(d)(2)) for the acquisition of basic and applied research and that part of development not related to the development of a specific system or hardware procurement. BAA’s may be used by agencies to fulfill their requirements for scientific study and experimentation directed toward advancing the state-of-the-art or increasing knowledge or understanding rather than focusing on a specific system or hardware solution. The BAA technique shall only be used when meaningful proposals with varying technical/scientific approaches can be reasonably anticipated. 
[bookmark: wp1085189]
(b) The BAA, together with any supporting documents, shall— 
[bookmark: wp1085190]
(1) 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; 
[bookmark: wp1085191]
(2) Describe the criteria for selecting the proposals, their relative importance, and the method of evaluation; 
[bookmark: wp1085192]
(3) Specify the period of time during which proposals submitted in response to the BAA will be accepted; and 
[bookmark: wp1085193]
(4) Contain instructions for the preparation and submission of proposals. 
[bookmark: wp1085194]
(c) The availability of the BAA must be publicized through the Governmentwide point of entry (GPE) and, if authorized pursuant to Subpart 5.5, may also be published in noted scientific, technical, or engineering periodicals. The notice must be published no less frequently than annually. 
[bookmark: wp1085195]
(d) Proposals received as a result of the BAA shall be evaluated in accordance with evaluation criteria specified therein through a peer or scientific review process. Written evaluation reports on individual proposals will be necessary but proposals need not be evaluated against each other since they are not submitted in accordance with a common work statement. 
[bookmark: wp1085196]
(e) The primary basis for selecting proposals for acceptance shall be the evaluation factors, importance to agency programs, and fund availability. 
[bookmark: wp1085197]
(f) Synopsis under Subpart 5.2, Synopses of Proposed Contract Actions, of individual contract actions based upon proposals received under the BAA is not required. The notice published pursuant to paragraph (c) of this section fulfills the synopsis requirement. 


	****(USE BELOW IN ALL Solicitations. ****


1. [bookmark: _Toc255303] INSTRUCTIONS TO OFFERORS--Broad Agency Announcement
0.  Definitions. As used in this provision-- 

     "In writing", "writing", or "written"  means any worded or numbered expression that can be read, reproduced, and later communicated, and includes electronically transmitted and stored information. 
  
   "Proposal modification” is a change made to a proposal before the solicitation's closing date and time, or made in response to an amendment, or made to correct a mistake at any time before award. 
  
   "Proposal revision” is a change to a proposal made after the solicitation closing date, at the request of or as allowed by a Contracting Officer as the result of negotiations. 
  
   "Time,"  if stated as a number of days, is calculated using calendar days, unless otherwise specified, and will include Saturdays, Sundays, and legal holidays. However, if the last day falls on a Saturday, Sunday, or legal holiday, then the period shall include the next working day.  

0.  Amendments to solicitations. If this solicitation is amended, all terms and conditions that are not amended remain unchanged. Offerors shall acknowledge receipt of any amendment to this solicitation by the date and time specified in the amendment(s).

0.  Submission, modification, revision, and withdrawal of proposals. 

0.  Proposals and modifications to proposals shall be submitted In accordance with the “Packaging and Delivery of Proposal Instructions”, attached. 
0.  The first page of the proposal must show-- 
0.  The solicitation number; 
0.  The name, address, and telephone and facsimile numbers of the offeror (and electronic address if available); 
0.  A statement specifying the extent of agreement with all terms, conditions, and provisions included in the solicitation and agreement to furnish any or all items upon which prices are offered at the price set opposite each item; 
0.  Names, titles, and telephone and facsimile numbers (and electronic addresses if available) of persons authorized to negotiate on the offeror's behalf with the Government in connection with this solicitation; and 
0.  Name, title, and signature of person authorized to sign the proposal. Proposals signed by an agent shall be accompanied by evidence of that agent's authority, unless that evidence has been previously furnished to the issuing office. 

   3. Submission, modification, revision, and withdrawal of proposals.   

(i) Offerors are responsible for submitting proposals, and any modifications or revisions, so as to reach the Government office designated in the solicitation by the time specified in the solicitation. If no time is specified in the solicitation, the time for receipt is 4:30 p.m., local time, for the designated Government office on the date that proposal or revision is due.

(ii) (A) Any proposal, modification, or revision received at the Government office designated in the solicitation after the exact time specified for receipt of offers is "late" and will not be considered unless it is received before award is made, the Contracting Officer determines that accepting the late offer would not unduly delay the acquisition; and--

(1) If it was transmitted through an electronic commerce method authorized by the solicitation, it was received at the initial point of entry to the Government infrastructure not later than 5:00 p.m. one working day prior to the date specified for receipt of proposals; or

(2) There is acceptable evidence to establish that it was received at the Government installation designated for receipt of offers and was under the Government's control prior to the time set for receipt of offers; or

(3) It is the only proposal received.

(B) However, a late modification of an otherwise successful proposal that makes its terms more favorable to the Government, will be considered at any time it is received and may be accepted.
(1) Acceptable evidence to establish the time of receipt at the Government installation includes the time/date stamp of that installation on the proposal wrapper, other documentary evidence of receipt maintained by the installation, or oral testimony or statements of Government personnel.

(2) If an emergency or unanticipated event interrupts normal Government processes so that proposals cannot be received at the office designated for receipt of proposals by the exact time specified in the solicitation, and urgent Government requirements preclude amendment of the solicitation, the time specified for receipt of proposals will be deemed to be extended to the same time of day specified in the solicitation on the first work day on which normal Government processes resume.

(3) Proposals may be withdrawn by written notice received at any time before award. Oral proposals in response to oral solicitations may be withdrawn orally. If the solicitation authorizes facsimile proposals, proposals may be withdrawn via facsimile received at any time before award, subject to the conditions specified in the provision at 52.215-5, Facsimile Proposals. Proposals may be withdrawn in person by an offeror or an authorized representative, if the identity of the person requesting withdrawal is established and the person signs a receipt for the proposal before award.

(4) Unless otherwise specified in the solicitation, the offeror may propose to provide any item or combination of items.

(5) Offerors shall submit proposals in response to this solicitation in English, unless otherwise permitted by the solicitation, and in U.S. dollars, unless the provision at FAR 52.225-17, Evaluation of Foreign Currency Offers, is included in the solicitation.

(6) Offerors may submit modifications to their proposals at any time before the solicitation closing date and time, and may submit modifications in response to an amendment, or to correct a mistake at any time before award.

(7) Offerors may submit revised proposals only if requested or allowed by the Contracting Officer.

(8) Proposals may be withdrawn at any time before award. Withdrawals are effective upon receipt of notice by the Contracting Officer.

(d) Offer expiration date. Proposals in response to this solicitation will be valid for the number of days specified on the solicitation cover sheet (unless a different period is proposed by the offeror).

(e) Restriction on disclosure and use of data. 
 (1) The proposal submitted in response to this request may contain data (trade secrets; business data (e.g., commercial information, financial information, cost and pricing data); and technical data) which the offeror, including its prospective subcontractor(s), does not want used or disclosed for any purpose other than for evaluation of the proposal. The use and disclosure of any data may be so restricted; provided, that the Government determines that the data is not required to be disclosed under the Freedom of Information Act, 5 U.S.C. 552, as amended, and the offeror marks the cover sheet of the proposal with the following statements, specifying the particular portions of the proposal which are to be restricted: 

 "Unless disclosure is required by the Freedom of Information Act, 5 U.S.C. 552, as amended, (the Act) as determined by Freedom of Information (FOI) officials of the Department of Health and Human Services (HHS), data contained in the portions of this proposal which the offeror has specifically identified by page number, paragraph, etc. as containing restricted information shall not be used or disclosed except for evaluation purposes. 
  
 The offeror acknowledges that HHS may not be able to withhold a record (e.g. data, document, etc.) nor deny access to a record requested pursuant to the Act and that the HHS's FOI officials must make that determination. The offeror hereby agrees that the Government is not liable for disclosure if HHS has determined that disclosure is required by the Act. 
  
 If a contract is awarded to the offeror as a result of, or in connection with, the submission of this proposal, the Government shall have right to use or disclose the data to the extent provided in the contract.  Proposals not resulting in a contract remain subject to the Act. 
  
 The offeror also agrees that the Government is not liable for disclosure or use of unmarked data and may use or disclose the data for any purpose, including the release of the information pursuant to requests under the Act. The data subject to this restriction are contained in pages (insert page numbers, paragraph designations, etc. or other identification)."

(2) In addition, the offeror must mark each page of data it wishes to restrict with the following statement:

"Use or disclosure of data contained on this page is subject to the restriction on the cover sheet of this proposal or quotation."

(3) Offerors are cautioned that proposals submitted with restrictive statements or statements differing in substance from those cited above may not be considered for award. The Government reserves the right to reject any proposal submitted with a nonconforming statement(s).

(f) Contract award. 
 (1) The Government intends to award a contract or contracts resulting from this solicitation to the responsible offeror(s) whose proposal is most advantageous according to the evaluation factors, importance to agency programs, and funds availability. 

 (2) The Government may reject any or all proposals if such action is in the Government's interest. 

 (3) The Government may waive informalities and minor irregularities in proposals received. 

  (4) The Government reserves the right to make an award on any item for a quantity less than the quantity offered, at the unit cost or prices offered, unless the offeror specifies otherwise in the proposal. 

 (5) Exchanges with offerors after receipt of a proposal do not constitute a rejection or counteroffer by the Government. 

 (6) The Government may determine that a proposal is unacceptable if the prices proposed are materially unbalanced between line items or subline items. Unbalanced pricing exists when, despite an acceptable total evaluated price, the price of one or more contract line items is significantly overstated or understated as indicated by the application of cost or price analysis techniques. A proposal may be rejected if the Contracting Officer determines that the lack of balance poses an unacceptable risk to the Government. 

 (7) If a cost realism analysis is performed, cost realism may be considered by the source selection authority in evaluating performance or schedule risk. 

 (8) A written award or acceptance of proposal mailed or otherwise furnished to the successful offeror within the time specified in the proposal shall result in a binding contract without further action by either party. 

 (9) If a post-award debriefing is given to requesting offerors, the Government shall disclose the following information, if applicable: 

 (i) The agency's evaluation of the significant weak or deficient factors in the debriefed offeror's offer. 

 (ii) The overall evaluated cost or price and technical rating of the successful and debriefed offeror and past performance (if included as an evaluation factor for award) information on the debriefed offeror. 

 (iii) The overall ranking of all offerors, when any ranking was developed by the agency during source selection; 

 (iv) A summary of the rationale for award. 

(v) Reasonable responses to relevant questions posed by the debriefed offeror as to whether source-selection procedures set forth in the solicitation, applicable regulations, and other applicable authorities were followed by the agency. 
 (End of Provision) 
[bookmark: _Toc255306][bookmark: _Toc255307][bookmark: _Toc255308][bookmark: _Toc255309][bookmark: _Toc255310][bookmark: _Toc255312][bookmark: _Toc255313][bookmark: _Toc255314][bookmark: _Toc255315][bookmark: _Toc255316][bookmark: _Toc255317][bookmark: _Toc255318][bookmark: _Toc255319][bookmark: _Toc255320][bookmark: _Toc255321][bookmark: _Toc255322][bookmark: _Toc255323][bookmark: _Toc255324][bookmark: _Toc255325][bookmark: _Toc255326][bookmark: _Toc255327][bookmark: _Toc255328][bookmark: _Toc255329][bookmark: _Toc255330][bookmark: _Toc255331][bookmark: _Toc255332][bookmark: _Toc255333][bookmark: _Toc255334][bookmark: _Toc255335][bookmark: _Toc255336][bookmark: _Toc255337][bookmark: _Toc255338]
	****(USE BELOW IN ALL SOLICITATIONS. THIS PROVISION ADVISES OFFERORS THAT THE GOVERNMENT INTENDS TO MAKE AWARD AFTER NEGOTIATIONS. THE FOLLOWING MUST BE INCLUDED IN THE SOLICITATION IF THE CONTRACTING OFFICER WISHES TO RESERVE THE RIGHT TO MAKE AWARD WITHOUT NEGOTIATION .)****


0. [bookmark: _Toc255339] Potential Award Without Negotiation 
The Government reserves the right to award a contract without negotiating if the Contracting Officer determines that the initial prices are fair and reasonable and that negotiating is not necessary.
[bookmark: _Toc255340][bookmark: _Toc255341][bookmark: _Toc255342][bookmark: _Toc255343][bookmark: _Toc255344]
	****(USE BELOW, IN ALL SOLICITATIONS.
ADDITIONAL INFORMATION TO COMPLETE THIS ITEM:
1. Subparagraphs d and f:  Insert the applicable I/C name in the text box.)****
1. Subparagraph d: Delete in entirety if past performance is not used as an evaluation factor.


2. [bookmark: _Toc255345] Selection of Offerors 
2. The acceptability of the scientific and technical portion of each research contract proposal will be evaluated by a technical review committee. The committee will evaluate each proposal in strict conformity with the evaluation factors of the solicitation, utilizing the published evaluation scheme. The committee may suggest that the Contracting Officer request clarifying information from an offeror.
2. Cost realism and reasonableness shall be considered to the extent appropriate.
2. If award will be made without negotiating, offerors may be given the opportunity to clarify certain aspects of their proposal (e.g., the relevance of an offeror's past performance information and adverse past performance information to which the offeror has not previously had an opportunity to respond) or to resolve minor or clerical errors.
2. If the Government intends to negotiate prior to awarding a contract -
1. The Contracting Officer will communicate with offerors whose past performance information is the determining factor preventing them from being considered for negotiations. Such communications shall address adverse past performance information to which an offeror has not had a prior opportunity to respond. The Contracting Officer will communicate similarly with any other offerors whom the government is uncertain it wishes to negotiate with.

Such communications shall not be used to cure proposal deficiencies or omissions that alter the technical or cost elements of the proposal, and/or otherwise revise the proposal, but may be considered in rating proposals for the purpose of establishing which Offerors the government wishes to negotiate with.

2. 	The Contracting Officer will, in concert with program staff, decide which Offerors the government wishes to negotiate with. The selected Offerors will be the most highly rated proposals based upon the evaluation factors, importance to the agency programs, and availability of funds.

During this process, all aspects of the proposals are subject to negotiation, including cost, technical approach, past performance, and contractual terms and conditions. The NIAID reserves the right to make a single award, multiple awards, or no award at all to the SOLICITATION. In addition, the SOLICITATION may be amended or canceled as necessary to meet NIAID’s requirements. 
[bookmark: _Toc255346][bookmark: _Toc255347][bookmark: _Toc255348][bookmark: _Toc255349][bookmark: _Toc255350][bookmark: _Toc255351][bookmark: _Toc255352][bookmark: _Toc255355][bookmark: _Toc255357][bookmark: _Toc255360][bookmark: _Toc255362][bookmark: _Toc255363][bookmark: _Toc255375]
	****(INCLUDE BELOW, IN ALL SOLICITATIONS.)****


1. [bookmark: _Toc255396] TECHNICAL PROPOSAL INSTRUCTIONS 
A Statement of Work and plan for addressing each technical evaluation factor included in the solicitation should be included in the technical proposal.

 Note to Offerors:   Beginning May 25, 2008, the offeror shall include the applicable PubMed Central (PMC) or NIH Manuscript Submission reference number when citing publications that arise from its NIH funded research.
[bookmark: _Toc255397]
	****(INCLUDE BELOW IN ALL SOLICITATIONS.)****


[bookmark: _Toc255398]1. Statement of Work 
Objectives
State the overall objectives and the specific accomplishments you hope to achieve. Indicate the rationale for your plan, and relation to comparable work in progress elsewhere. Review pertinent work already published which is relevant to this project and your proposed approach. This should support the scope of the project as you perceive it.

2. Approach
The offeror must submit an explanation of the proposed technical approach in conjunction with the tasks to be performed in achieving the project objectives. Proposals which merely restate the requirements of the Offeror’s proposed statement of work will not be eligible for award.

Use as many subparagraphs, appropriately titled, as needed to clearly outline the general plan of work. Discuss phasing of research and, if appropriate, include experimental design and possible or probable outcome of approaches proposed.

3. Methods
Describe in detail the methodologies you will use for the project, indicating your level of experience with each, areas of anticipated difficulties, and any unusual expenses you anticipate.

4. Schedule
Provide a schedule for completion of the work and delivery of items specified in the statement of work. Performance or delivery schedules shall be indicated for phases or segments of work, as applicable, by contract year as well as for the overall contract. Schedules shall be shown in terms of calendar months from the date of authorization to proceed or, where applicable, from the date of a stated event, as for example, receipt of a required approval by the Contracting Officer. Unless the request for proposal indicates that the stipulated schedules are mandatory, they shall be treated as desired or recommended schedules. In this event, proposals based upon the offeror's best alternative schedule, involving no overtime, extra shift or other premium, will be accepted for consideration.

 
	**** (USE BELOW, FOR SOLICITATIONS THAT WILL NOT REQUIRE THE SUBMISSION OF CERTIFIED COST OR PRICING DATA (SEE FAR 15.403-3). NOTE: This item should also be used in situations where award WILL be based on adequate price competition and that it will not be necessary for the offeror to submit any additional price information (See FAR 15.402). In this case, this Proposal Cover Sheet will constitute the cost/price portion of the business proposal.)****


[bookmark: _Toc255431]2. 	Proposal Cover Sheet 
The following information shall be provided on the first page of your pricing proposal:
a.  Solicitation, contract, and/or modification number;
b. Name and address of Offeror;
c.  Name and telephone number of point of contact;
d. Name, address, and telephone number of Contract Administration                                                                                            Office, (if available);
e.  Name, address, and telephone number of Audit Office (if available);
f.  Proposed cost and/or price; profit or fee (as applicable); and total;
g.  The following statement: By submitting this proposal, the offeror grants the contracting officer or an authorized representative the right to examine, at any time before award, any of those books, records, documents, or other records directly pertinent to the information requested or submitted.
h. Date of submission; and
i. Name, title and signature of authorized representative.

This cover sheet information is for use by offerors to submit information to the Government when certified cost or pricing data are not required but information to help establish price reasonableness or cost realism is necessary. 

	[bookmark: _Toc255432][bookmark: _Toc255435][bookmark: _Toc255436][bookmark: _Toc255438][bookmark: _Toc255439][bookmark: _Toc255440][bookmark: _Toc255441][bookmark: _Toc255442][bookmark: _Toc255443][bookmark: _Toc255444][bookmark: _Toc255445][bookmark: _Toc255446][bookmark: _Toc255447][bookmark: _Toc255448]**** (INCLUDE IN ALL SOLICITATIONS EXCEPT THOSE THAT WILL RESULT IN A FIRM-FIXED-PRICE CONTRACT.) ****


0.  Adequate Accounting System 
FAR Part 16 sets forth the requirements and limitations for consideration of contract type. As stated in Section L.1., General Instructions of this solicitation, the resultant contract will not be Firm-Fixed Price. Therefore, the offeror's/contractor's accounting system and practices must be adequate and suitable for accumulating costs under government contracts.

To be considered for an award under this solicitation, the offeror shall include, in the Business Proposal, the following Certification:

"By submission of its signed offer, the Offeror certifies that its accounting system:
· Complies with generally accepted accounting principles (GAAP).
· Provides for:
· Proper segregation of direct costs from indirect costs.
· Identification and accumulation of direct costs by contract.
· A logical and consistent method for the allocation of indirect costs to intermediate and final cost objectives.
· Accumulation of costs under general ledger control.
· A timekeeping system that identifies employees' labor by intermediate or final cost objectives.
· A labor distribution system that charges direct and indirect labor to the appropriate cost objectives.
· Interim (at least monthly) determination of costs charged to a contract through routine posting of books of account.
· Exclusion from costs charged to government contracts of amounts that are not allowable in terms of FAR 31, "Contract Cost Principles and Procedures," or other contract provisions.
· Identification of costs by contract line item and by units (as if each unit or line item were a separate contract) if required by the proposed contract.
· Segregation of preproduction costs from production costs, if applicable.
· Accounting system provides financial information:
· Required by contract clauses concerning limitation of cost (FAR 52.232-20 and 21) or limitation on payments (FAR 52.216-16).
· Required to support requests for progress payments.
· Accounting system was designed, and records are maintained in such a manner that adequate, reliable data are developed for use in pricing follow-on acquisitions.
· Accounting system is currently in full operation. 

The Contracting Officer reserves the right to request, prior to award, a current (within 18 months) CPA opinion confirming that the Offeror's accounting system is compliant as certified above. 

	[bookmark: _Toc255461][bookmark: _Toc255463][bookmark: _Toc255464][bookmark: _Toc255465][bookmark: _Toc255466][bookmark: _Toc255469][bookmark: _Toc255471]****(USE BELOW WHEN PAST PERFORMANCE IS TREATED AS A "STAND ALONE" FACTOR. NOTE THAT PARAMOUNT CONSIDERATION IS GIVEN TO TECHNICAL PROPOSALS, WITH COST/PRICE BEING MORE IMPORTANT THAN PAST PERFORMANCE. IF THIS IS NOT CONSISTENT WITH YOUR REQUIREMENT, CHANGE THE NARRATIVE TO APPROPRIATELY REFLECT THE RELATIONSHIP OF PAST PERFORMANCE TO TECHNICAL AND COST FACTORS. Additionally, if the evaluation of Past Performance is waived, it will be necessary to modify the text below. In any event, please carefully review this paragraph and make any changes necessary to assure that the language used accurately reflects the evaluation/award process that you deem necessary for your requirement.)****
Paragraph 3: Delete bracketed sections if not applicable.


[bookmark: _Toc255472] GENERAL 

Proposals will be evaluated against the following evaluation factors in the order of importance: [technical, cost, and past performance].  Although technical factors are of paramount consideration in the award of the contract, cost/price and past performance 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 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 proposal evaluation, the Government will negotiate with selected offerors to address identified weaknesses, questions, and areas for clarification, as well as to refine the proposed Statement of Work and deliverables.  The primary basis for selecting proposals for award shall be the evaluation factors, importance to the agency programs, and fund availability. 

	****(INCLUDE BELOW IN ALL SOLICITATIONS.)****


The evaluation will be based on the demonstrated capabilities of the prospective Contractors in relation to the research and technical objectives as set forth in the SOLICITATION and the offeror’s proposed Statement of Work. The merits of each proposal will be evaluated carefully. Each proposal must document the feasibility of successful implementation of the requirements in the offerors proposed statement of work of the SOLICITATION. Offerors must submit information sufficient to evaluate their proposals based on the detailed factors listed below.

	[bookmark: _Toc255475][bookmark: _Toc255476][bookmark: _Toc255478]****(USE BELOW IN ALL SOLICITATIONS.
 ADDITIONAL INSTRUCTIONS TO COMPLETE THIS ITEM: 
·  Second and Third Paragraphs [within brackets]:   If the contract will contain cost-reimbursement line items (other than Other Direct Costs) remove the brackets and include the two paragraphs within the brackets.  Otherwise, remove these paragraphs and this item will consist of only the first paragraph.)****


1. [bookmark: _Toc283577] COST/PRICE EVALUATION 
Offeror(s) cost/price proposal will be evaluated for reasonableness. For a price to be reasonable, it must represent a price to the government that a prudent person would pay when consideration is given to prices in the market. 

[Cost Realism: The specific elements of each offeror(s) proposed costs are realistic when the proposed cost elements are evaluated and found to: 1) be realistic for the work to be performed; 2) reflect a clear understanding of the requirements; and 3) be consistent with the unique methods of performance and materials described in the offeror(s) technical proposal.

Cost Realism will be evaluated only on the offeror(s) inputs which the Government will use to determine the most probable cost to perform the contract in a manner consistent with the offeror's proposal.]

	****(USE BELOW IN ALL SOLICITATIONS THAT INVOLVE HUMAN SUBJECTS.
ADDITIONAL INFORMATION TO COMPLETE THIS ITEM:
·  Subparagraph a:   Identify applicable I/C in the text box provided.)****


1.  Protection of Human Subjects from Research Risks 
The offeror's proposal must address the involvement of human subjects and protections from research risk relating to their participation, or provide sufficient information on the research subjects to allow a determination by        that a designated exemption is appropriate.

If you claim that this research should be considered exempt from coverage by the Federal Regulations at 45 CFR 46, the proposal should address why you believe it is exempt, and under which exemption it applies.

The reviewers will evaluate the proposal with regard to four issues: Risks to Human Subjects, Adequacy of Protection Against Risks, Potential Benefits of the Proposed Research to the Subjects and Others, and Importance of the Knowledge to be Gained. See Section L for a complete discussion of what is required to be addressed for each of these issues. Based on the response to this criterion, this section of the proposal may be rated "unacceptable" (i.e., concerns are identified as to the protections described against risk to human subjects or no discussion is found regarding protections against risk to human subjects) or "acceptable." If the reviewers find that this portion of the proposal is "unacceptable" they will provide a narrative supporting their finding.

If the Government chooses to negotiate with your organization, you will be afforded the opportunity to address the concerns raised by the reviewers. You will be able to further discuss and/or clarify your position until the government concludes negotiations. Once negotiations are concluded, if your proposed plan for the protection of human subjects from research risks is still found to be unacceptable, then your proposal may not be considered further for award.

1. Women and Minorities 
Women and members of minority groups and their subpopulations must be included in the study population of research involving human subjects, unless a clear and compelling rationale and justification are provided indicating that inclusion is inappropriate with respect to the health of the subjects or the purpose of the research. In addition, for NIH-Defined Phase III clinical trials, all proposals and/or protocols must provide a description of plans to conduct analyses, as appropriate, to detect significant differences in intervention effect (see NIH Guide http://grants.nih.gov/grants/funding/women_min/guidelines_amended_10_2001.htm , Definitions - Significant Difference) by sex/gender, racial/ethnic groups, and relevant subpopulations, if applicable, unless the Government has specified that this solicitation involves a sex/gender specific study or a single or limited number of minority population groups. The proposal also must include one of the following plans:
 

· Plans to conduct valid analysis to detect significant differences in intervention effect among sex/gender and/or racial/ethnic subgroups when prior studies strongly support these significant differences among subgroups,
 OR 
· Plans to include and analyze sex/gender and/or racial/ethnic subgroups when prior studies strongly support no significant differences in intervention effect between subgroups (representation of sex/gender and/or racial/ethnic groups as subject selection criterion is not required; however, inclusion and analyses are encouraged),
 OR 
· Plans to conduct valid analyses of the intervention effect in sex/gender and/or racial/ethnic subgroups (without requiring high statistical power for each subgroup) when the prior studies neither support nor negate significant differences in intervention effect between subgroups.

Also, the proposal must address the proposed outreach programs for recruiting women and minorities as participants.

Reviewers will consider the areas covered here and in Section L of the solicitation in narrative form in their evaluation. Some of the issues they will evaluate include:
· whether the plan proposed includes minorities and both genders in adequate representation
· how the offeror addresses the inclusion of women and members of minority groups and their subpopulations in the development of a proposal that is appropriate to the scientific objectives of the solicitation
· the description of the proposed study populations in terms of sex/gender and racial/ethnic groups and the rationale for selection of such subjects
· if exclusion is proposed, that the rationale is appropriate with respect to the health of the subjects and/or to the purpose of the research.
· In addition, for gender exclusion, the reviewers will examine the rationale to determine if it is because:
· the purpose of the research constrains the offeror's selection of study participants by gender (e.g., uniquely valuable stored specimens or existing datasets are single gender; very small numbers of subjects are involved; or
· overriding factors dictate selection of subjects); or
· gender representation of specimens or existing datasets cannot be accurately determined, and this does not compromise the scientific objectives of the research.
· For minority group exclusion, the reviewers will examine the rationale to determine if those minority groups are excluded because:
· inclusion of those groups would be inappropriate with respect to their health; or
· inclusion of those groups would be inappropriate with respect to the purpose of the research.
· For NIH-defined Phase III clinical trials, reviewers will also consider whether there is an adequate description of plans to conduct analyses to detect significant differences of clinical or public health importance in intervention effect(s) by sex/gender and/or racial ethnic subgroups when the intervention effect(s) is expected in the primary analyses, or if there is an adequate description of plans to conduct valid analyses of the intervention effect in subgroups when the intervention effect(s) is not expected in the primary analyses.

If you determine that inclusion of women and minority populations is not feasible, you must submit a detailed rationale and justification for exclusion of one or both groups from the study population with the technical proposal. The Government will review the rationale to determine if it is appropriate with respect to the health of the subjects and/or the purpose of the research

Based on the evaluation of the response to this criterion, this section of the proposal may be rated "unacceptable" (i.e., no discussion can be found regarding the proposed gender/minority inclusion plans, or concerns are identified as to the gender or minority representation, or the proposal does not adequately address limited representation of one gender or minority; or the plan is not in accordance with NIH policy guidelines) or "acceptable." See Section L of the solicitation for the requirements of women/minorities inclusion. If the reviewers find that this portion of the proposal is "unacceptable" they will provide a narrative supporting their finding.

If the Government chooses to negotiate with your organization, you will be afforded the opportunity to address the concerns raised by the reviewers. You will be able to further discuss and/or clarify your position until the government concludes negotiations. Once  negotiations are concluded, if your proposed plan for the inclusion/exclusion of women and minorities is still found to be unacceptable, then your proposal may not be considered further for award.

1. Children 
Children (i.e. individuals under the age of 21) must be included in all human subject research unless there are clear and compelling reasons not to include them.

Your proposal must include a description of plans for including children. If you plan to exclude children from the required research, your proposal must present an acceptable justification for the exclusion. If you determine that exclusion of a specific age range of child is appropriate, your proposal must also address the rationale for such exclusion. Also, the plan 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. Also, see Section L of the solicitation for further specific requirements on inclusion of children.

Based on the reviewers' evaluation of the offeror's response, this section of the proposal may be rated "unacceptable" (i.e., no discussion can be found regarding the proposed inclusion plans for children; or concerns are identified as to the offeror's response regarding the inclusion of children; or the plan is not in accordance with NIH policy guidelines) or "acceptable." If the reviewers find that this portion of the proposal is "unacceptable" they will provide a narrative supporting their finding.

If the Government chooses to negotiate with your organization, you will be afforded the opportunity to address the concerns raised by the reviewers. You will be able to further discuss and/or clarify your position until the government concludes negotiations. Once negotiations are concluded, if your proposed plan for the inclusion of children is still found to be unacceptable, then your proposal may not be considered further for award.

	****(USE BELOW, FOR SOLICITATIONS THAT WILL RESULT IN THE CONDUCT OF A CLINICAL TRIAL(S).)****


1.  Data and Safety Monitoring 
The offeror's proposal must include a general description of the Data and Safety Monitoring Plan for all clinical trials. The principles of data and safety monitoring require that all biomedical and behavioral clinical trials be monitored to ensure the safe and effective conduct of human subjects research, and to recommend conclusion of the trial when significant benefits or risks are identified or if it is unlikely that the trial can be concluded successfully.  Risks associated with participation in research must be minimized to the extent practical and the method and degree of monitoring should be commensurate with risk.  Additionally, all plans must include procedures for adverse event reporting. Finally, generally, for Phase III clinical trials, the establishment of a Data and Safety Monitoring Board (DSMB) is required, whereas for Phase I and II clinical trials, the establishment of a DSMB is optional. The reviewers will rely on the Statement of Work and Section L in the solicitation, as well as any further technical evaluation factors in this Section M, as applicable, for the solicitation's specific requirements for data and safety monitoring.

As a part of the evaluation for proposals, the reviewers will consider the acceptability of the proposed data and safety monitoring plan with respect to the potential risks to human participants, complexity of study design, and methods for data analysis. Based on the evaluation of the response to this criterion, this section of the proposal may be rated "unacceptable" (i.e., concerns are identified as to the adequacy of the monitoring plan or no discussion can be found regarding the proposed monitoring plans) or "acceptable." If the reviewers find that this portion of the proposal is "unacceptable" they will provide a narrative supporting their finding.

If the Government chooses to negotiate with your organization, you will be afforded the opportunity to address the concerns raised by the reviewers. You will be able to further discuss and/or clarify your position until the government concludes negotiations. Once negotiations are concluded, if your proposed plan for data and safety monitoring is still found to be unacceptable, then your proposal may not be considered further for award.

	****(USE BELOW FOR R&D SOLICITATIONS INVOLVING LIVE VERTEBRATE ANIMALS (INCLUDING THEIR USE AS A SOURCE OF TISSUES).)****


1. [bookmark: _Toc255484] LIVE VERTEBRATE ANIMALS EVALUATION 
The offerors proposal must include, as a separate section of the Technical Proposal titled "Vertebrate Animal Section," (VAS) a complete, concise (no more than 1-2 pages) description addressing the following five points.  (See NIH Guide Notice NOT-OD-10-049 at  http://grants.nih.gov/grants/guide/notice-files/NOT-OD-10-049.html ):

0. Detailed description of the proposed use of the animals, including species, strains, ages, sex and number to be used.
0. Justification for the use of animals, choice of species, and numbers to be used.
0. Information on the veterinary care of the animals.
0. Description of procedures for minimizing discomfort, distress, pain and injury.
0. Method of euthanasia and the reasons for the selection.

As part of the overall technical evaluation of proposals, the reviewers will consider the acceptability of the offeror's description in the VAS of the technical proposal. The discussion of all five points will be addressed and evaluated.  Based on the evaluation of this Section, the VAS may be rated "unacceptable" (i.e., concerns are identified as to the adequacy of the description addressing each of the five points, or no discussion can be found regarding the VAS), or "acceptable." If the reviewers find that this Section of the technical proposal is "unacceptable" they will provide a narrative supporting their findings.

If the Government chooses to negotiate with your organization, you will be afforded the opportunity to address the concerns raised by the reviewers. You will be able to further discuss and/or clarify your position until the government concludes negotiations. Once negotiations are concluded, if your proposed description under the VAS is still found to be unacceptable, then your proposal may not be considered further for award.

	****(INCLUDE BELOW, WHEN MANDATORY QUALIFICATION CRITERIA ARE NECESSARY.
ADDITIONAL INFORMATION ABOUT THIS ITEM:
1. The documentation which supports that the qualification criterion has been met MUST be contained in the offerors proposal. The Contracting Officer should decide and indicate below whether the offeror will be required to either put all the qualification information into one area of the proposal or to provide an index in the proposal that will direct reviewers to the specific area of the proposal that addresses a particular mandatory qualification. Additionally, if the mandatory criteria must be met at some time other than at the time of Final Proposal Revisions, the CO should modify the language below.
1.  For Solicitations that include SECTION 508 COMPLIANCE requirements:   See HHSAR 315.304.  A solicitation for EIT products and services (including EIT deliverables such as electronic documents and reports , unless the EIN products and/or services are incidental the the project) shall include a separate technical evaluation factor (which may be in the form of a technical evaluation criterion or a mandatory qualification criterion (but not both) , as appropriate) developed by the CO, PO, and OPDIV Section 508 Coordinator to determine vendor compliance with applicable Section 508 accessibility standards. For a list of Section 508 Coordinators, See the OCIO Section 508 Sharepoint site at: http://sps.nihcio.nih.gov/OCIO/NIH/508/default.aspx under "Documents," then "508 Contacts."
ADDITIONAL INFORMATION TO COMPLETE THIS ITEM:
1.  First Paragraph: Select from the bracketed information, that which best describes the way the Contracting Officer would like to see the qualification information presented in the proposal. Delete the sentence that does not apply.
1.  Second Paragraph:   If it is anticipated that the contract will be awarded WITHOUT negotiations, make sure that you select the phrase "Technical Proposals" from the drop-down box.
1.  Text Box:  
· Include the specific qualification criterion that must be met.
·  When the Contracting Officer determines that SECTION 508 COMPLIANCE will be evaluated as a Mandatory Qualification Criterion, the HHS Section 508 Product Assessment Template should be used for evaluation purposes.)****


1. [bookmark: _Toc255485][bookmark: _Toc255486] MANDATORY QUALIFICATION CRITERIA 
Listed below are mandatory qualification criteria. THE OFFEROR SHALL [INCLUDE ALL INFORMATION WHICH DOCUMENTS AND/OR SUPPORTS THE QUALIFICATION CRITERIA IN ONE CLEARLY MARKED SECTION OF ITS TECHNICAL PROPOSAL. /  PROVIDE AN INDEX WITHIN ITS TECHNICAL PROPOSAL WHICH DIRECTS THE REVIEWER(S) TO THE SPECIFIC AREA(S) OF THE TECHNICAL PROPOSAL THAT ADDRESS A PARTICULAR MANDATORY QUALIFICATION.]  
The qualification criteria establishes conditions that must be met at the time of [Award/Technical Proposal Receipt] by the Contracting Officer in order for your proposal to be considered any further for award.      

	****(USE BELOW, WHEN THE RESULTANT CONTRACT WILL GENERATE RESEARCH DATA AND SHARING OF THAT DATA MUST BE ADDRESSED BY EITHER PROPOSING A DATA SHARING PLAN OR PROVIDING A JUSTIFICATION FOR NOT SHARING. NOTE: The plan or documentation as to the rationale for not providing a plan shall be evaluated by program staff and shall not be scored. However, weaknesses in a plan or in the rationale for not permitting the sharing of research data may be part of negotiations.)****


1. [bookmark: _Toc255487] EVALUATION OF DATA SHARING PLAN 
The offeror's plan for the sharing of final research data, or, if data sharing is not possible, the offeror's documentation of its inability to share research data, shall be assessed for appropriateness and adequacy.

	****(INCLUDE BELOW, WHEN THE CONTRACT WILL GENERATE RESEARCH DATA AND SHARING OF THAT DATA IS REQUIRED. NOTE: The plan shall be evaluated by program staff and shall not be scored. However, weaknesses in a plan should be part of negotiations and should be resolved before award.)****


1. [bookmark: _Toc255488] EVALUATION OF DATA SHARING PLAN 
The offeror's plan for the sharing of final research data shall be assessed for appropriateness and adequacy.

If your proposal does not include a plan or if the plan in your proposal is considered "unacceptable," and the chooses to negotiate with your organization, you will be afforded the opportunity to further discuss, clarify or modify your data sharing plan Once negotiations are concluded, if your data sharing plan is still considered "unacceptable" by the Government, your proposal may not be considered further for award.

	****(USE BELOW FOR SOLICITATIONS THAT INVOLVE BIOMEDICAL RESEARCH OF MODEL ORGANISMS.)****


1. [bookmark: _Toc255489]EVALUATION OF PLAN FOR SHARING MODEL ORGANISMS FOR BIOMEDICAL RESEARCH 
The offeror's proposal must address the plans for sharing model organisms, OR state appropriate reasons why such sharing is restricted or not possible. Offerors must also address as part of the sharing plan if, or how, they will exercise their intellectual property rights while making model organisms and research resources available to the broader scientific community. The discussion areas regarding intellectual property outlined in Section L should be addressed.

If your proposal does not include a plan, appropriate reasons for restricting sharing, or, if the plan in your proposal is considered "unacceptable," and the chooses to negotiate with your organization, you will be afforded the opportunity to further discuss, clarify or modify your plan for sharing model organisms. If your plan for sharing model organisms is still considered "unacceptable," or your justification for restricting sharing is still considered inappropriate by the Government after negotiations, your proposal may not be considered further for award.
[bookmark: _Toc255490][bookmark: _Toc255491]
	****(USE BELOW IN SOLICITATIONS THAT INVOLVE THE DEVELOPMENT, ACQUISITION, MAINTAINANCE, OR USE ELECTRONIC AND INFORMATION TECHNOLOGY (EIT) PRODUCTS AND SERVICES SUBJECT TO SECTION 508 OF THE REHABILITATIONS ACT OF 1973 AS AMENDED, INCLUDING EIT DELIVERABLES SUCH AS ELECTRONIC DOCUMENTS AND REPORTS. Note: Exceptions to this requirement can be found in FAR 39.204.)****


1. [bookmark: _Toc255492] EVALUATION OF ELECTRONIC AND INFORMATION TECHNOLOGY ACCESSIBILITY - SECTION 508 
The offeror's proposal must demonstrate compliance with the "Electronic and Information Technology Accessibility Provisions" set forth by the Architectural and Transportation Barriers Compliance Board (also referred to as the "Access Board") in 36 CFR part 1194 for all electronic and information technology (EIT) products and services developed, acquired, maintained, or used under this contract/order, including EIT deliverables such as electronic documents and reports.

If your proposal does not include a completed HHS "Section 508 Product Assessment Template" (hereafter referred to as the "Template") which demonstrates that EIT products and services proposed support applicable Section 508 accessibility standards, or, if the completed "Template" included in your proposal is considered "noncompliant," and the Government chooses to negotiate with your organization, you will be afforded the opportunity to further discuss, clarify or modify the "Template". If your "Template" is still considered "noncompliant" by the Government after negotiations, your proposal may not be considered further for award.

	****(USE BELOW, WHEN PAST PERFORMANCE WILL BE TREATED AS A STAND ALONE FACTOR AND THE EVALUATION OF PAST PERFORMANCE INFORMATION WILL BE CONDUCTED INDEPENDENT OF THE TECHNICAL EVALUATION. THE RATING METHOD PRESENTED HERE IS A POSITIVE-NEGATIVE NUMERICAL SCHEME
ADDITIONAL INFORMATION TO COMPLETE THIS ITEM:
1. Make sure that this item is consistent with the first paragraph of this Section M., entitled, GENERAL.
1.  First Paragraph: Select the appropriate paragraph from the first two, below, when the past performance evaluation will be conducted after the initial technical evaluation. The first should be used when award with negotiation is contemplated, the second if award without negotiation is expected.)****


1. [bookmark: _Toc255493] PAST PERFORMANCE FACTOR 
Offerors' past performance information will be evaluated prior to negotiation. However, this evaluation will not be conducted on any offeror whose proposal is determined to be technically unacceptable.
 OR 

Offeror's past performance information will be evaluated subsequent to the technical evaluation. However, this evaluation will not be conducted on any offeror whose proposal is determined to be technically unacceptable.

The evaluation will be based on information obtained from references provided by the offeror, other relevant past performance information obtained from other sources known to the Government, and any information supplied by the offeror concerning problems encountered on the identified contracts and corrective action taken.

The Government will assess the relative risks associated with each offeror. Performance risks are those associated with an offeror's likelihood of success in performing the acquisition requirements as indicated by that offeror's record of past performance.

The assessment of performance risk is not intended to be the product of a mechanical or mathematical analysis of an offeror's performance on a list of contracts but rather the product of subjective judgment by the Government after it considers all available and relevant information.

When assessing performance risks, the Government will focus on the past performance of the offeror as it relates to all acquisition requirements, such as the offeror's record of performing according to specifications, including standards of good workmanship; the offeror's record of controlling and forecasting costs; the offeror's adherence to contract schedules, including the administrative aspects of performance; the offeror's reputation for reasonable and cooperative behavior and commitment to customer satisfaction; and generally, the offeror's business-like concern for the interest of the customer.

The Government will consider the currency and relevance of the information, source of the information, context of the data, and general trends in the offeror's performance.
The lack of a relevant performance record may result in an unknown performance risk assessment, which will neither be used to the advantage nor disadvantage of the offeror.

The following rating method shall be used in the evaluation of past performance information:

+2     Excellent - Based on the offeror's performance record, no doubt exists that the offeror will successfully perform the required effort. Sources of information are consistently firm in stating that the offeror's performance was superior and that they would unhesitatingly do business with the offeror again.

+1     Good - Based on the offeror's performance record, little doubt exists that the offeror will successfully perform the required effort. Sources of information state that the offeror's performance was good, better than average, etc., and that they would do business with the offeror again.

0       None - No past performance history identifiable.

-1      Marginal - Based on the offeror's performance record, some doubt exists that the offeror will successfully perform the required effort. Sources of information make unfavorable reports about the offeror's performance and express concern about doing business with the offeror again.

-2     Poor - Based on the offeror's performance record, serious doubt exists that the offeror will successfully perform the required effort. Sources of information consistently stated that the offeror's performance was entirely unsatisfactory and that they would not do business with the offeror again.
	****(USE BELOW, WHEN PAST PERFORMANCE IS TREATED AS A STAND ALONE FACTOR AND THE EVALUATION OF PAST PERFORMANCE INFORMATION WILL BE CONDUCTED INDEPENDENT OF THE TECHNICAL EVALUATION. THE GENERAL APPROACH FOR THE EVALUATION IS DESCRIBED, HOWEVER, THE RATING METHOD IS NOT DISCLOSED.
ADDITIONAL INFORMATION TO COMPLETE THIS ITEM:
10. Make sure that this item is consistent with the first paragraph of this Section M., entitled, GENERAL.
11.  First Paragraph: Select the appropriate paragraph from the first two, below, when the past performance evaluation will be conducted after the initial technical evaluation. The first should be used when award with negotiation is contemplated, the second if award without negotiation is expected.)****


1. [bookmark: _Toc255494] PAST PERFORMANCE FACTOR 
Offerors' past performance information will be evaluated prior to negotiation. However, this evaluation will not be conducted on any offeror whose proposal is determined to be technically unacceptable.
 OR 
Offeror's past performance information will be evaluated subsequent to the technical evaluation. However, this evaluation will not be conducted on any offeror whose proposal is determined to be technically unacceptable.

The evaluation will be based on information obtained from references provided by the offeror, other relevant past performance information obtained from other sources known to the Government, and any information supplied by the offeror concerning problems encountered on the identified contracts and corrective action taken.

The government will assess the relative risks associated with each offeror. Performance risks are those associated with an offeror's likelihood of success in performing the acquisition requirements as indicated by that offeror's record of past performance.

The assessment of performance risk is not intended to be a product of a mechanical or mathematical analysis of an offeror's performance on a list of contracts but rather the product of subjective judgment by the Government after it considers relevant information.

When assessing performance risks, the Government will focus on the past performance of the offeror as it relates to all acquisition requirements, such as the offeror's record of performing according to specifications, including standards of good workmanship; the offeror's record of controlling and forecasting costs; the offeror's adherence to contract schedules, including the administrative aspects of performance; the offeror's reputation for reasonable and cooperative behavior and commitment to customer satisfaction; and generally, the offeror's business-like concern for the interest of the customer.

The Government will consider the currency and relevance of the information, source of the information, context of the data, and general trends in the offeror's performance.

The lack of a relevant performance record may result in an unknown performance risk assessment, which will neither be used to the advantage nor disadvantage of the offeror.
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