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[bookmark: _Toc445908002][bookmark: _Toc445910615][bookmark: _Toc432476864][bookmark: _Toc433517798]
[bookmark: _Toc208073777]Background 
This Proposal Preparation Guide (PPG) contains background material and guidance for the preparation of proposals to the Medical Technology Enterprise Consortium (MTEC), and other required forms and instructions. This PPG is available on the MTEC website under proposal resources at https://mtec-sc.org/proposal-submit.  Notices announcing MTEC competitions and proposal due dates will be posted on the MTEC website at the time each solicitation is announced. 

[bookmark: _Toc208073778]MTEC Mission
MTEC, Inc. is a 501(c)(3) nonprofit designed to accelerate the translation of medical technologies into solutions that prevent and treat injuries and restore health for United States military personnel and veterans.  

MTEC represents a public-private collaboration among the United States Government, academic research centers, private industry, philanthropic organizations, and investment firms. The organization is designed and operates to facilitate faster transition from the laboratory to the patient either on the battlefield or at the bedside, and then onward to the global community.

MTEC provides this opportunity for public-private collaboration through the use of a simplified contracting vehicle (the Other Transaction Agreement (OTA) under Title 10 United States Code (USC) §4022), which enables Federal funding to quickly and openly partner and join resources with academic, industrial, philanthropic, and investment organizations. MTEC collaborates with government agencies under a 10-year renewable OTA, Agreement No. W81XWH-15-9-0001, with the U.S. Army Medical Research Acquisition Activity (USAMRAA). 

The MTEC mission is to be the partner of choice for private industry, academic institutions, government agencies, and other research organizations seeking to accelerate the development of medical solutions that prevent and treat injuries and restore America’s military and veterans to full health.

MTEC membership is drawn from a wide range of organizations, including large businesses, small businesses, “non-traditional” government contractors, academic research institutions and not-for-profit organizations across all areas of military medicine. MTEC intends to focus on building collaborations that contribute top-notch biomedical research and development related to the following technology objectives:
· Prevention, diagnosis, and treatment of infectious diseases;
· Care of combat casualties;
· Military operational medicine;
· Clinical and rehabilitative medicine; 
· Chemical and biological threats; and
· Medical simulation and health information sciences.
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Request for Project Proposals Process Overview
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[bookmark: _Toc208073780]Definition
Requests for Project Proposals (RPPs) initiate the acquisition process for medical technology prototype projects that will be performed under the OTA. RPPs are posted on the MTEC website. An RPP identifies an area of research interest, and includes evaluation criteria for selecting proposals, and soliciting the participation of all MTEC member organizations. 

As defined in the DoD OTA Guide dated July 2023, “(A) a prototype project addresses a proof of concept, model, (B) reverse engineering to address obsolescence, (C) a pilot, novel application of commercial technologies for defense purposes, (D) agile development activity, (E) the creation, design, development, demonstration of technical or operational utility, or (F) combinations of the foregoing. A process, including a business process, may be the subject of a prototype project.” See, DoD OTA Guide Version 2.0 (July 2023) (version 2.0) at 36. Proposed prototype projects should not be exploratory in nature and do require a foundation of preliminary data.

[bookmark: _Toc437074050][bookmark: _Toc437074806][bookmark: _Toc437162904][bookmark: _Toc440855539][bookmark: _Toc507227788][bookmark: _Toc100565524][bookmark: _Toc204479617][bookmark: _Toc445908005][bookmark: _Toc445910618][bookmark: _Toc208073781]Purpose
RPPs are used when MTEC desires new and creative solutions to problem statements and/or advances in knowledge, understanding, technology and state of the art medical technologies. MTEC generally states its objectives in terms of areas of need or interest rather than specific solutions or outcomes. RPPs are used rather than formal Requests for Proposal (RFPs) because of their flexibility.

[bookmark: _Toc437074051][bookmark: _Toc437074807][bookmark: _Toc437162905][bookmark: _Toc440855540][bookmark: _Toc507227789][bookmark: _Toc100565525][bookmark: _Toc204479618][bookmark: _Toc445908006][bookmark: _Toc445910619][bookmark: _Toc208073782]Characteristics
The characteristics of the MTEC RPP process are as follows:
· Encourages innovative and unique ideas by providing potential Offerors with the flexibility to propose solutions to stated technology objectives;
· Provides the Government with the choice to procure all or part of an Offeror’s proposal;
· Encourages the Offeror and the Government to collaborate to define the Statement of Work (SOW), and;
· Allows the program point-of-contact (POC) to initiate communication with Offerors.

[bookmark: _Toc440855541][bookmark: _Toc507227790][bookmark: _Toc100565526][bookmark: _Toc204479619][bookmark: _Toc445908007][bookmark: _Toc445910620][bookmark: _Toc208073783]RPP Publication
The RPP posted on the MTEC website represents the official notification to MTEC Offerors of a potential MTEC acquisition. 

The applicable RPP will include a POC(s) who can provide additional assistance if needed. MTEC members are encouraged to make contact with the listed individuals for possible clarifications. The areas discussed in the following sections are intended to clarify those areas that usually generate the most questions from Offerors. 

[bookmark: _Toc440855542][bookmark: _Toc507227791][bookmark: _Toc100565527][bookmark: _Toc204479620][bookmark: _Toc445908008][bookmark: _Toc445910621][bookmark: _Toc208073784]Solicitation Revisions
Amendments to an RPP may be used to extend proposal due dates or clarify requirements. Amendments may be used to change or modify existing minor technical requirements. A new RPP may be issued and the old one canceled if the requirements change substantially. Offerors should carefully monitor the MTEC website subsequent to the original posting, up to the time of the proposal due date. Any revision will appear in the same section of the website as the original solicitation.  

[bookmark: _Toc445908009][bookmark: _Toc445910622][bookmark: _Toc208073785]MTEC – Proposal Review Roles

The Government intends to use MTEC to support processing of the Offeror’s proposals to the RPP.  MTEC will oversee submission of white papers (if requested), solution briefs, and full proposals, and will analyze Cost Proposals submitted in response to an RPP. MTEC shall take all necessary steps to protect all proprietary information and shall not use such proprietary information for purposes other than the evaluation of an Offeror’s proposal and the subsequent agreement administration if the proposal is selected for award.  An Offeror’s submission of a proposal under an RPP indicates concurrence with the aforementioned MTEC role and responsibilities
Some of the roles and responsibilities outlined in this PPG may be delegated by MTEC to a Consortium Manager at MTEC’s discretion. If a Consortium Manager is used, the Consortium Manager shall likewise take all necessary steps to protect all proprietary information and shall not use such proprietary information for purposes other than the evaluation of an Offeror’s proposal and the subsequent agreement administration if the proposal is selected for award. An Offeror’s submission of a proposal under an RPP indicates concurrence with the aforementioned delegation of MTEC’s role and responsibilities, at MTEC’s discretion. 

Additionally, the MTEC  leadership may be provided, at their request, top-level data and metrics on white paper, solution brief, and proposal submissions for their use in monitoring the effectiveness of MTEC processes and the level of participation by MTEC members in the RPP.  For clarity, MTEC maintains stringent policies that preclude the disclosure of proprietary proposal information to its Board of Directors or Executives without an operational, mission-critical need to access this information.   Accordingly, any top-level data and metrics described above (which does not include proposal or company-specific, proprietary information)  will be released only with Government approval.   An Offeror’s submission of a white paper, solution brief, or proposal under an RPP indicates concurrence with the aforementioned release of information to the MTEC leadership.

[bookmark: _Toc507227792][bookmark: _Toc100565528][bookmark: _Toc204479621][bookmark: _Toc445908010][bookmark: _Toc445910623][bookmark: _Toc208073786][bookmark: _Toc440855543]Supplemental Information 

[bookmark: _Toc445910624][bookmark: _Toc208073787]Proposal Preparation Guide (PPG)
The RPP references a supplemental package (this document) that specifies the complete technical requirements and provides additional instructions not included in the RPP. The RPP supplement provided herein is published on the MTEC members-only website and contains information to help MTEC member organizations submit a compliant white paper, solution brief, or proposal. 

[bookmark: _Toc445910625][bookmark: _Toc208073788]MTEC Website Proposal Preparation Resources
Offerors are encouraged to access the MTEC website at www.mtec-sc.org to review the following information:
· Program information
· RPP with Submission Instructions				
· Supplemental Technical Information to the RPP (if available) 	
· PPG				 				
· Technology Objectives 						
· MTEC Base Agreement 						

[bookmark: _Toc445910626][bookmark: _Toc208073789]Proposal Validity
White papers, solution briefs, and proposals are deemed valid for a period of 180 days from the date of submission unless otherwise specified by the Offeror(s).

[bookmark: _Toc204479622][bookmark: _Toc445908011][bookmark: _Toc445910627][bookmark: _Toc208073790][bookmark: _Toc507227793][bookmark: _Toc100565529]Member Eligibility
Only those members of MTEC who are deemed to be a “Member in Good Standing” by the MTEC Board prior to the RPP due date will be eligible to have their white paper, enhanced white paper, solution brief, or proposal evaluated. New members must submit a Member Agreement to MTEC and have paid their dues at least 3 days prior to the RPP due date. To become a member of MTEC, please visit www.mtec-sc.org/.

Being an MTEC member organization in “good standing” requires that a company or academic institution:
· Meets eligibility criteria listed in the MTEC Member Agreement and any subsequent amendments or board resolutions; 
· Agrees to the terms and conditions set forth in the Member Agreement as indicated by signing the Member Agreement; and
· Pays in full any outstanding MTEC dues and/or assessments. 

[bookmark: _Toc520723054][bookmark: _Toc520723155][bookmark: _Toc520723256][bookmark: _Toc520723357][bookmark: _Toc520723055][bookmark: _Toc520723156][bookmark: _Toc520723257][bookmark: _Toc520723358][bookmark: _Toc520723056][bookmark: _Toc520723157][bookmark: _Toc520723258][bookmark: _Toc520723359][bookmark: _Toc520723057][bookmark: _Toc520723158][bookmark: _Toc520723259][bookmark: _Toc520723360][bookmark: _Toc520723059][bookmark: _Toc520723160][bookmark: _Toc520723261][bookmark: _Toc520723362][bookmark: _Toc520723061][bookmark: _Toc520723162][bookmark: _Toc520723263][bookmark: _Toc520723364][bookmark: _Toc520723063][bookmark: _Toc520723164][bookmark: _Toc520723265][bookmark: _Toc520723366][bookmark: _Toc520723064][bookmark: _Toc520723165][bookmark: _Toc520723266][bookmark: _Toc520723367][bookmark: _Toc520723065][bookmark: _Toc520723166][bookmark: _Toc520723267][bookmark: _Toc520723368][bookmark: _Toc520723066][bookmark: _Toc520723167][bookmark: _Toc520723268][bookmark: _Toc520723369][bookmark: _Toc520723068][bookmark: _Toc520723169][bookmark: _Toc520723270][bookmark: _Toc520723371][bookmark: _Toc437074054][bookmark: _Toc437074810][bookmark: _Toc437162908][bookmark: _Toc440855545][bookmark: _Toc507227795][bookmark: _Toc100565531][bookmark: _Toc204479624][bookmark: _Toc445908013][bookmark: _Toc445910630][bookmark: _Toc208073791]Communication with the MTEC Program Office
Offerors may address questions in writing to the POC identified in the RPP. MTEC may forward the questions to the appropriate Government POC, and MTEC will publish the answers on the MTEC website and, if appropriate, issue an RPP amendment.

[bookmark: _Toc440855546][bookmark: _Toc507227796][bookmark: _Toc100565532][bookmark: _Toc204479625][bookmark: _Toc445908014][bookmark: _Toc445910631][bookmark: _Toc208073792]Multiple Awards 
[bookmark: _Hlt440854185]An RPP may result in multiple awards. Estimated total RPP funding targets may be included, but individual project funding is not predetermined or guaranteed. Occasionally, however, the Government may award only a part or parts of a proposal rather than acquiring the entire proposal. Multiple awards generally are made based on the quality of the proposals and availability of funding. The RPP method provides the flexibility to make an award for only those portions or tasks of the proposal that are of interest to the Government. MTEC will notify an Offeror in writing whether their proposal is selected, rejected, or placed in the electronic basket (Basket). The Basket is a holding zone for proposals that are recommended for award, but for which Government funding is presently not available. Proposals can remain in the Basket and eligible for project award for up to two (2) years after the RPP due date. Due to limited funding, the Government reserves the right to limit awards under any topic. The Government reserves the right to select for award any, all, part, or none of the proposals received. 

[bookmark: _Toc440855548][bookmark: _Toc507227798][bookmark: _Toc100565534][bookmark: _Toc204479626][bookmark: _Toc445908015][bookmark: _Toc445910632][bookmark: _Toc208073793]Final Proposal Revision 
The Government, through MTEC, reserves the right to negotiate the cost and scope of the proposed work with the Offerors that have been selected to receive awards. For example, the Government may request that the Offeror revise the SOW (see Attachment 4) to align with the Government’s requirements.  

[bookmark: _Toc507227799][bookmark: _Toc100565535][bookmark: _Toc204479627][bookmark: _Toc445908016][bookmark: _Toc445910633][bookmark: _Toc208073794]Contractual Vehicles
[bookmark: OLE_LINK14][bookmark: OLE_LINK15]The Government-selected projects will be funded under the MTEC OTA. MTEC will issue a Research Project Award (RPA) to the MTEC member whose proposal was selected for award after the Base Agreement has been executed. The applicable provisions of the OTA shall be included in the Base Agreement and will apply to each MTEC research project selected for award. The type of RPAs issued may be a Firm Fixed Price Milestone Payment Method Agreement, Cost Reimbursable Milestone Payment Method (with not-to-exceed ceiling), Cost Reimbursable/Cost Share Milestone Payment Method (with not-to-exceed ceiling), or a Cost Plus Fixed Fee Milestone Payment Method (with not-to-exceed ceiling).   
[bookmark: _Toc208073795][bookmark: _Toc208073796]MTEC Base Agreement
A copy of the MTEC Base Agreement is posted on the public website. Offerors not having executed a Base Agreement at the time of proposal submission must certify on the cover page of their proposals that, if selected for award, they will abide by the terms and conditions of the latest version of the MTEC Base Agreement. If the Offeror already has executed an MTEC Base Agreement, then the Offeror must state on the cover page of its proposal that, if selected for award, it is anticipated that the proposed effort will be funded under its executed MTEC Base Agreement No. 20XX-XXX. 

Please Note: Base Agreements are typically not executed with an Offeror until selected for award.
0. [bookmark: _Toc208073797]Firm Fixed Price Milestone Payment Method
Invoices under a firm fixed price agreement are based on the milestones and associated values included in the Milestone Payment Schedule. A milestone must be 100% complete and accepted by the Sponsor’s Office Technical Representative (SOTR) before an invoice will be paid.
[bookmark: _Toc208073798]Cost Reimbursable Milestone Payment Method
Invoices under a cost reimbursable agreement are submitted monthly based on actual costs incurred.  Costs must be tracked and reported by cost category (i.e., labor, subcontractor, travel, material, etc.).  Each RPA will include a not to exceed ceiling amount for that project, which is based on the cost proposal that was submitted for that project. The ceiling for a RPA can only be increased via modification. A status report identifying any associated technical tasks and the progress toward completion of each milestone, a Deliverable Report, or a Milestone Report is required concurrent with the invoice.
[bookmark: _Toc208073799]Cost Reimbursable/Cost Share Milestone Payment Method
Invoices under a cost reimbursable agreement are submitted monthly based on actual costs incurred.  Costs must be tracked and reported by cost category (i.e., labor, subcontractor, travel, material, etc.).  Each RPA will include a not to exceed ceiling amount for that project, which is based on the cost proposal that was submitted for that project. The ceiling for a RPA can only be increased via modification. A status report identifying any associated technical tasks and the progress toward completion of each milestone, a Deliverable Report, or a Milestone Report is required concurrent with the invoice. A report of the cost share expended toward the accomplishment of the SOW tasks and/or milestones must be included with the invoice.
[bookmark: _Toc208073800]Cost Plus Fixed Fee Milestone Payment Method
Invoices under a cost plus fixed fee agreement are submitted monthly based on actual costs incurred.  Costs must be tracked and reported by cost category with fee identified separately (i.e., labor, subcontractor, travel, material, etc.). Each RPA will include a not to exceed ceiling amount for that project and a fixed fee amount, which is based on the cost proposal that was submitted for that project. The ceiling and fixed fee for a RPA can only be increased via modification. A status report identifying any associated technical tasks and the progress toward completion of each milestone, a Deliverable Report, or a Milestone Report is required concurrent with the invoice.

[bookmark: _Toc445908017][bookmark: _Toc445910634]Offerors should visit the MTEC website periodically for potential updates. Offerors are advised to contact the POC listed in the RPP if they have any questions on this requirement. 
[bookmark: _Toc208073801]Statutory Requirements for the Appropriate Use of Other Transaction Authority

[bookmark: _Toc208073802]Nontraditional Defense Contractor Definition
A nontraditional defense contractor is a business unit that has not, for a period of at least one year prior to the issue date of the RPP, entered into or performed on any contract or subcontract for DoD that is subject to full coverage under the cost accounting standards (CAS) prescribed pursuant to section 26 of the Office of Federal Procurement Policy Act (41 U.S.C. § 1502) and the regulations implementing such section. The nontraditional defense contractor can be an individual so long as he/she has a UEI Number and meets the requirements in the Warranties and Representations (see Attachment 3).
[bookmark: _Toc208073803]Significant Extent Requirements
All Offerors shall submit Warranties and Representations (see Attachment 3) specifying the critical technologies being offered and/or the significant extent of participation of the nontraditional defense contractor and/or nonprofit research institution. The significance of the nontraditional defense contractor’s and/or nonprofit research institution’s participation shall be explained in detail in the signed Warranties and Representations. Inadequate detail can cause delay in award.

Per the DoD OT Guide, rationale to justify a significant extent includes:
1. Supplying a new key technology, product or process
1. Supplying a novel application or approach to an existing technology, product or process
1. Providing a material increase in the performance, efficiency, quality or versatility of a key technology, product or process
1. Accomplishing a significant amount of the prototype project
1. Causing a material reduction in the cost or schedule of the prototype project 
1. Providing for a material increase in performance of the prototype project 
[bookmark: _Toc208073804]Conditions for Appropriate Use of Prototype OT Authority
Proposals that do not include one of the following will not be eligible for award: 
(A) At least one nontraditional defense contractor or nonprofit research institution participating to a significant extent in the prototype project; or
(B) All significant participants in the transaction other than the Federal Government are small businesses (including small businesses participating in a program described under section 9 of the Small Business Act (15 U.S.C. § 638)) or nontraditional defense contractors; or
(C) At least one third of the total cost of the prototype project is to be paid out of funds provided by sources other than the Federal Government. 

This requirement is a statutory element of the Other Transaction Authority and will be regarded as a pass/fail criterion during the Compliance Screening in order to ensure compliance with 10 U.S.C. § 4022.

[bookmark: _Toc208073805]Multi-Step Process Requests for Project Proposals

MTEC has devised several acquisition methodologies that it can use, which are summarized below. Each solicitation specifies which of the following acquisition methodologies will be conducted. 
[image: A screenshot of a computer
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[bookmark: _Toc208073806]Multi-Step Process General Information
In some instances, MTEC may use a multi-step process to screen and select proposed projects for award and funding. The multi-step process is intended to reduce resource requirements for both the Government stakeholders and Offerors. If white paper or solution brief feedback indicates that further interest is not warranted, industry saves unnecessary bid and proposal costs and the Government stakeholders save evaluation time and resources. 

[bookmark: _Toc208073807]Enhanced White Paper Process
Offerors may be required to submit an enhanced white paper describing their proposed effort by the date specified in the RPP posted on the MTEC website. This accelerated, streamlined approach is anticipated to be a better means to highlight Offeror methodologies and skills required to address the technical requirements described within the RPP. The Government will evaluate Enhanced White Papers submitted and make recommendations for award. Offerors whose proposed solution is selected for funding based on the Enhanced White Paper evaluation will be invited to submit a full cost proposal in Stage 2. The enhanced white paper process will consist of the following steps:

Step 1 – Enhanced White Paper: MTEC members who wish to offer a solution to the RPP must submit an enhanced white paper. The Enhanced White Paper will contain the MTEC Offeror’s technical concept and approach along with a SOW/Milestone Payment Schedule (MPS) (see Attachment 4) and rough order cost information. To meet the statutory requirement of the Other Transaction authority, Offeror’s Enhanced White Paper must also address the significant participation of a nontraditional defense contractor or nonprofit research institution on the team or the willingness to provide 1/3 cost share to the project. The Offeror should refer to the RPP for specific instructions related to the requirements and specifications of the Enhanced White Paper.

Step 2 – Cost Proposal: MTEC Offeror(s) will be notified of the down select recommendation(s), and if selected, will be invited to submit a finalized SOW/MPS, and detailed Cost Proposal (see Section 7 of this PPG for instructions on the preparation of a cost proposal).

[bookmark: _Toc208073808]White Paper to Proposal Process
Offerors may be required to submit a white paper describing their proposed effort by the date specified in the RPP posted on the MTEC website. MTEC recognizes that considerable effort is required to prepare a competitive proposal to MTEC. Accordingly, white papers are sometimes used to minimize the burden on the proposing organizations. White papers are intended to provide intermediate feedback as to whether the Offeror is on track in gathering and articulating some of the key information required for a successful project and whether that project would be appropriate for funding from the Government.

A favorable white paper response does not assure a subsequent award. No project awards will be made based on white paper submissions, nor will any reimbursement be provided for the information requested. Only those full proposals submitted upon MTEC request will be considered for award. Companies and academic institutions that do not submit white papers (if required) for Government evaluation may not submit a proposal for evaluation under the MTEC RPP process. The white paper to proposal process will consist of the following steps:

Step 1 – White Paper: MTEC members who wish to offer a solution to this type of RPP must submit a white paper. The White Paper may contain the MTEC Offeror’s technical concept and approach along with their viability toward the specific effort. To meet the statutory requirement of the OTA, white papers must also address the significant participation of a nontraditional defense contractor or nonprofit research institution on the team or the willingness to provide 1/3 cost share to the project. The Offeror should refer to the RPP for specific instructions related to the requirements and specifications of the white paper. 

Step 2 – Proposal: After the specified due date, the Government will evaluate white papers within a specified time period, and provide feedback to Offerors. MTEC members who have submitted a favorable white paper based on the RPP criteria may be invited to submit a proposal. Proposals are due no later than the date specified in the notification letter from MTEC. All proposals are evaluated as a group. See Sections 6 and 7 of this PPG for instructions on the preparation of a proposal.

Neither the Government nor MTEC intends to reimburse consortium members for any cost associated with preparing or submitting a white paper or proposal response.

[bookmark: _Toc208073809]Solution Brief Process
Offerors may be required to submit a solution brief describing their proposed effort by the date specified in the RPP posted on the MTEC website. Because of the nature of the requirements set forth in some RPPs, this streamlined, interactive approach is anticipated to be a better means to highlight company methodologies and skills and allow the Government to gain a fuller appreciation of the work required to be completed. It provides more freedom and initiative to the Offeror to describe how they would approach and solve such an action. A favorable solution brief response does not assure a subsequent award. Only those Projects that continue through Step 3 will be considered for award. Companies and academic institutions that do not submit solution briefs (if required) for Government evaluation may not submit a solution brief pitch or cost proposal for evaluation under the MTEC RPP process. The solution brief process will consist of the following steps:

Step 1 – Solution Brief: MTEC members who wish to offer a solution to the RPP must submit a Solution Brief. The Solution Brief will contain the MTEC Offeror’s technical concept and approach along with their viability toward the specific effort. To meet the statutory requirement of the OTA, Offeror Solutions Briefs must also address the significant participation of a nontraditional defense contractor or nonprofit research institution on the team or the willingness to provide 1/3 cost share to the project. The Offeror should refer to the RPP for specific instructions related to the requirements and specifications of the Solution Brief.

Step 2 – Solution Brief Pitch: As part of the Government review of the Solution Briefs, MTEC members who have submitted a favorable Solution Brief based on the RPP criteria may be invited to present and discuss their solution with the Government Sponsors for the research via a virtual or in-person “pitch” of the proposed project along with a SOW/MPS (see Attachment 4) and cost information.

Step 3 – Cost Proposal: MTEC Offeror(s) will be notified of the down select recommendation(s), and if selected, will be invited to submit a finalized SOW/MPS, and detailed Cost Proposal (see Section 7 of this PPG for instructions on the preparation of a cost proposal).

Neither the Government nor MTEC intends to reimburse consortium members for any cost associated with preparing or submitting a Solution Brief, Pitch, or proposal response.

[bookmark: _Toc208073810]Response Times
The MTEC RPP posted on the MTEC website will provide solicitation timelines, as appropriate. The submission deadline will typically be no less than 30 calendar days from the date of the RPP release.  MTEC will facilitate distribution of submissions to the appropriate Government POCs. 

If white papers or solution briefs are required as part of the RPP, the Government will provide feedback through MTEC to Offerors, and the submission deadline for full proposals or solution brief pitches will be indicated in the notification letter by MTEC. White papers, solution briefs, or full proposals may be submitted at any time between the RPP release date and the due date. For multi-step RPPs, proposals may be submitted at any time between the notification letter and the proposal submission deadline indicated in the notification letter. The proposal due date can be changed only through a formal modification (e.g., amendment) of the RPP. Both the Technical and Cost Proposals are due on the same date.

The published white paper, enhanced white paper, solution brief, and proposal submission deadlines identified in the RPP are firm. Late white papers, enhanced white papers, solution briefs, and proposals will not be accepted.

[bookmark: _Toc208073811]EVALUATION, SELECTION AND AWARD
[bookmark: _Toc432476875][bookmark: _Toc433517810][bookmark: _Toc437074057][bookmark: _Toc437074813][bookmark: _Toc437162911][bookmark: _Toc440855551][bookmark: _Toc507227802][bookmark: _Toc100565538][bookmark: _Toc204479630][bookmark: _Toc445908018][bookmark: _Toc445910635]
[bookmark: _Toc208073812]General
The nominal selection process for awards is a multi-step, formal source selection process based on the evaluation factors disclosed in the RPP. A Source Selection Team will conduct a Technical Evaluation of proposals to ensure all proposals receive fair and equitable consideration. This process will use a combination of adjectival technical merit ratings and subjective assessments. In some cases, outside consultants or support contractors may assist in proposal evaluation. In this case, all personnel handling proposals will execute Conflict-of-Interest Statements and Nondisclosure Agreements (NDAs). 

[bookmark: _Toc445910637][bookmark: _Toc208073813]White paper or Solution Brief Feedback 
[bookmark: _Toc202516605]MTEC will distribute white papers or solution briefs submitted in accordance with the RPP to the Government Sponsor. Reviewers will evaluate the white papers or solution briefs in accordance with guidelines provided in the RPP.  

Upon receipt of feedback, Offerors selected for Step 2 will have the opportunity to submit proposals based upon the Government’s feedback provided. The decision to proceed into Step 2 (as outlined in Section 4 of this PPG) based upon the feedback of the Government is solely at the discretion of the Offeror and the feedback provided is not a guarantee of future project funding. 

[bookmark: _Toc204479632][bookmark: _Toc445908020][bookmark: _Toc445910638][bookmark: _Toc208073814][bookmark: _Toc202002066][bookmark: _Toc202516606]Proposal Submission and Review

[bookmark: _Toc445910639][bookmark: _Toc208073815][bookmark: _Toc202002047]Proposal Submission
[bookmark: _Toc445910640]Offeror proposals will be developed in accordance with the requirements of the RPP and must be submitted by the date and time specified. Neither the Government nor MTEC intends to reimburse consortium members for any cost associated with preparing or submitting a proposal.

[bookmark: _Toc445910641][bookmark: _Toc208073816]Initial – Compliance Screening
[bookmark: _Toc445910642][bookmark: _Toc202002048]MTEC will conduct a preliminary screening of received proposals to ensure compliance with the RPP requirements. As part of the preliminary screening process, MTEC may request additional information to complete a satisfactory screening. Additionally, proposals that do not meet the requirements of the RPP may be eliminated. The following items are primary reasons for non-compliance and elimination during this initial screening:
· Organization is not a member in good standing 
· Proposal exceeds the page limit 
· Proposal does not include signature from an authorized official 
· Proposal contains classified material

The Checklist for Submission (see Attachment 2) is a key tool in this stage. 
[bookmark: _Toc202002051]
[bookmark: _Toc204479633][bookmark: _Toc445908021][bookmark: _Toc445910644][bookmark: _Toc208073817]Source Selection and Award

[bookmark: _Toc202002068][bookmark: _Toc445910645][bookmark: _Toc208073818]Proposal Source Selection
[bookmark: _Toc445910646]The Government Sponsor will undertake proposal Source Selection. The proposal source selection will be conducted in accordance with Government Source Selection procedures and technical and cost evaluation factors detailed in the RPP. In addition to providing the cost analysis information to the Government, MTEC will support the Government’s source selection process, as requested. The Government will conduct a technical evaluation of all qualified proposals. The Source Selection Authority may:
a) Select the proposal (or some portion of the proposal) for award negotiations;
b) Place the proposal in the Basket if funding currently is unavailable; or
c) Reject the proposal (will not be placed in the Basket).

[bookmark: _Toc445910647][bookmark: _Toc208073819][bookmark: _Toc202002069]Notification Letter 
[bookmark: _Toc445910648]Once the evaluations have been reviewed and approved by the Government, USAMRAA will forward to MTEC a notification for all submissions that were evaluated. The notification will direct MTEC to provide the selection decision and evaluation for each submission to the Offeror. MTEC will begin working with the selected Offeror(s) to finalize the SOW and MPS. MTEC will also complete a cost analysis as described in Section 5.4.4 of this PPG.

[bookmark: _Toc208073820]Basket Provision
Proposals that are not selected for immediate award may be placed in the Basket. The Basket is a holding zone for proposals that are recommended for award, but for which Government funding is presently not available. Proposals can remain in the Basket and eligible for project award for up to two (2) years after the RPP due date. When selecting project proposals from the Basket, the Government reserves the right to select the Basket proposal that best matches the customer’s requirements.

[bookmark: _Toc208073821]Cost Analysis
MTEC will perform a detailed cost analysis of selected proposals and will provide the results to USAMRAA. This effort may entail MTEC requesting additional information from the Offeror to complete the detailed cost analysis.  

[bookmark: _Toc445910649][bookmark: _Toc208073822]Project Award Letter
[bookmark: _Toc445910650]The Government will provide a Project Award Letter (PAL) to MTEC authorizing the award of a proposal, including technical content and schedule/tasks requirements, and current funding available.
  
[bookmark: _Toc445910651][bookmark: _Toc208073823]Pre-Negotiated Terms and Conditions/Base Agreement
[bookmark: _Toc445910652][bookmark: _Toc202002072]It is anticipated that MTEC will execute MTEC Base Agreements with MTEC Members selected for award.  MTEC will award a RPA for each project proposal selected under the terms of the Base Agreement. RPAs are governed by the same provisions as the OTA between the Government and MTEC.  

[bookmark: _Toc445910653][bookmark: _Toc208073824]Negotiations
[bookmark: _Toc445910654]MTEC will negotiate with the Offeror to reach a valid RPA. MTEC will refer technical issues that are impediments to reaching an award with the Offeror to the Government Sponsor. The Government Sponsor will support MTEC in resolution of these technical issues. Other issues that may arise during negotiations that prove to be unsolvable will be referred to the Government for resolution.

[bookmark: _Toc208073825][bookmark: _Toc437074066][bookmark: _Toc437074822][bookmark: _Toc437162920][bookmark: _Toc440855559][bookmark: _Toc507227808]PROPOSAL PREPARATION
[bookmark: _Toc520723095][bookmark: _Toc520723196][bookmark: _Toc520723297][bookmark: _Toc520723398]
[bookmark: _Toc208073826]General Instructions for Proposal Preparation
Note: Always compare the PPG with the RPP instructions as individual solicitations may be tailored for some projects. Tailoring may differ somewhat from the instructions herein. Should that occur, Offerors should comply with the RPP preparation instructions.
		
A proposal shall stand on its own merit. Only information provided in the proposal can be used in the evaluation process leading to an award. The proposal should be prepared simply and economically, providing straightforward, concise delineation of capabilities necessary to perform the work being proposed. Each Technical Proposal shall be accompanied by a detailed Cost Proposal because cost and technical considerations are reviewed simultaneously.

As part of MTEC’s mission to incorporate philanthropic donations, MTEC frequently makes contact with private organizations that award money for research and operate in research areas that are aligned with those of MTEC. These private organizations (e.g., foundations, investor groups, organizations, individuals) may be interested in reviewing proposals within their program areas, allowing for opportunities to attract supplemental funding sources. MTEC Officers and Staff will have access to your Technical Proposal for the purposes of engaging in outreach activities with these private organizations. MTEC Officers and Staff have signed NDAs and Organizational Conflict of Interest (OCI) Statements.

Offerors preparing a proposal must submit the following as separate volumes following the format described within this PPG:
· 1 signed Technical Proposal 
· SOW/MPS (see Attachment 4)
· Cost Proposal Narrative
· Cost Proposal Formats (see Attachment 1)
· Signed Warranties and Representations for All Offerors (see Attachment 3)
· Current and Pending Support (see Attachment 5)
· Intellectual Property and Data Rights Assertions (see Attachment 6)

It is encouraged that Offerors refer to the proposal checklist (see Attachment 2 for details) prior to submission of a proposal to MTEC.

DO NOT SUBMIT ANY CLASSIFIED INFORMATION. IF CLASSIFIED INFORMATION IS SUBMITTED IN A PROPOSAL, THE PROPOSAL MAY BE ELIMINATED!
[bookmark: _Toc208073827][bookmark: _Toc208073828]Freedom of Information Act (FOIA) 
10 U.S.C. § 4021(i), as amended, provides that disclosure of the information listed below is not required, and may not be compelled, under FOIA for a period of five years if a party submits the information in a competitive or noncompetitive process having the potential for an award of an OTA:
(i) a proposal, proposal abstract, and supporting documents;
(ii) a business plan submitted on a confidential basis; or
(iii) technical information submitted on a confidential basis.

To request protection from FOIA disclosure as allowed by statute, Offerors shall mark business plans and technical information with a legend identifying the documents as being submitted on a confidential basis. A sample legend is provided below.

Offerors submitting proposals containing data that is not to be disclosed to the public for any purpose or used by MTEC except for evaluation purposes shall include the following statement on the cover pages:  

This proposal includes data that shall not be disclosed outside MTEC, MTEC’s designated CM, and the Government. If, however, an agreement is awarded to this Offeror as a result of, or in connection with, the submission of these data, MTEC, MTEC’s designated CM, and the Government shall have the right to duplicate, use, or disclose these data to the extent provided in the resulting agreement. If selected for award, the Technical Proposal can be used by MTEC, MTEC’s designated CM, and the Government for purposes of project management and award negotiation. This restriction does not limit MTEC, MTEC’s designated CM, and the Government's right to use the information contained herein if they are obtained from another source without restriction. The data subject to this restriction are contained on sheets (insert page numbers or otherwise identify the sheets).

Each restricted data sheet should be marked as follows:
Use or disclosure of data contained on this sheet is subject to the restriction on the title page of this proposal or quotation.

[bookmark: _Toc88025968][bookmark: _Toc58443946][bookmark: _Toc208073829]Telecommunications and Video Surveillance
Per requirements from the Acting Principal Director of Defense Pricing and Contracting dated 13 August 2020, the provision at FAR 52.204-24, “Representation Regarding Certain Telecommunications and Video Surveillance Services or Equipment” is incorporated in this solicitation. If selected for award, the Offeror(s) must complete and provide the representation as required by the provision to MTEC.

[bookmark: _Toc208073830]Contracting with Malign Foreign Talent Programs
In accordance with the CHIPS and Science Act  (August 2022), the provision under Sec. 10631, “Prohibition on Contracting with Malign Foreign Talent Programs” is incorporated in this solicitation. If selected for award, performers will be required to certify on an annual basis each covered individual is made aware of the requirements of this section and complies with this prohibition through the MTEC annual reporting requirements. 
[bookmark: _Toc208073831]Cover Page 

A Cover Page is required on both the Technical Proposal (Volume 1) and the Cost Proposal (Volume 2), and must include the following information and statements:

[bookmark: _Toc445910659][bookmark: _Toc445910954]Name and address of Offeror
[bookmark: _Toc445910660]Title of proposal
[bookmark: _Toc445910661]Volume 1 Technical Proposal

Statement that “This proposal is submitted pursuant to Request for Project Proposals 
MTEC-XX-XX-XXX (Enter correct RPP number)”

[bookmark: _Hlk208064510]If Offeror does not have an executed Base Agreement: Offeror certifies that, if selected for award, the Offeror will abide by the terms and conditions of the latest version of the MTEC Base Agreement.

If Offeror has an executed MTEC Base Agreement: Offeror certifies that, if selected for award, it is anticipated that the proposed effort will be funded under MTEC Base Agreement No. 20XX-XXX.
[Note: Base Agreements are typically not executed until Offeror is selected for award.]

Dates of submission and signature of official authorized to obligate the institution contractually.

[bookmark: _Toc445910663]The proprietary data disclosure statement, when proprietary data is included (see Section 6.1.1 of this PPG for more information).



[bookmark: _Toc208073832][bookmark: _Toc208073833]
Member Information Sheet

An MTEC Member Information Sheet is required for both the Technical Proposal (Volume 1) and the Cost Proposal (Volume 2) and must include the following information. If an item is not applicable, then that section should be marked “not-applicable.”  

MTEC Member Information Sheet Format
	MTEC MEMBER NAME AND ADDRESS (LIST ALL LOCATIONS WHERE WORK WILL BE PERFORMED):
	

	TITLE OF PROPOSED EFFORT:
	

	UEI #:
	

	CAGE CODE:
	

	TAXPAYER ID # (TIN):
	

	BUSINESS SIZE/TYPE:
	

	NONTRADITIONAL DEFENSE CONTRACTOR AND/OR NONPROFIT RESEARCH INSTITUTION PARTICIPATION (name of organization(s)):
	

	PROPOSAL VALID TO (180 days from submittal):                                                    
	

	TOTAL COST OF PROPOSAL:
	

	OFFEROR HAS SECRET CLEARANCE:           YES OR NO                  
	

	CLASSIFIED WORK PROPOSED?                       YES OR NO
	

	PROPOSED PERIOD OF PERFORMANCE: ___ MONTHS AFTER AWARD 
	

	PREFERRED METHOD OF PAYMENT (FFP MILESTONE PAYMENT, CPFF MILESTONE PAYMENT, CR MILESTONE PAYMENT, CR/COST SHARE MILESTONE PAYMENT):
	

	DATA RIGHTS (PROPOSAL PAGE #):
	

	GOVERNMENT FURNISHED PROPERTY, MATERIAL OR EQUIPMENT (PROPOSAL PAGE #, IF APPLICABLE):
	

	PROPOSED PROJECT’S JOINT POTENTIAL WITH MULTIPLE GOVERNMENT AGENCIES (i.e. ARMY/NAVY): If yes, please explain
	

	USE OF ANIMAL SUBJECTS: (yes/no)
	

	USE OF HUMAN SUBJECTS: (yes/no)
	

	USE OF HUMAN ANATOMICAL SUBSTANCES (cell, tissue, etc.): (yes/no)
	

	USE OF COMMERCIALLY/ PUBLICALLY AVAILABLE CELL LINES: (yes/no)
	

	CADAVER USE: (yes/no)
	

	CONTRACT/NEGOTIATION CONTACT (NAME, ADDRESS, PHONE #, E-MAIL):
	

	TECHNICAL CONTACT PRINCIPAL INVESTIGATOR (NAME, ADDRESS, PHONE #, E-MAIL): (Note: must be from Offeror’s organization, not a subcontractor)
	

	DCMA OFFICE (IF KNOWN, INCLUDE POC, ADDRESS, PHONE #, E-MAIL):
	

	COGNIZANT SECURITY OFFICE (DSS OFFICE) (IF KNOWN, INCLUDE POC, ADDRESS, PHONE #, E-MAIL):
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[bookmark: _Toc432476868][bookmark: _Toc433517802][bookmark: _Toc437074068][bookmark: _Toc437074824][bookmark: _Toc437162922][bookmark: _Toc440855561][bookmark: _Toc507227809][bookmark: _Toc445908026][bookmark: _Toc445910664][bookmark: _Toc208073834]Full Technical Proposal 

[bookmark: _Toc507227810][bookmark: _Toc204479636][bookmark: _Toc445908027][bookmark: _Toc445910665][bookmark: _Toc208073835]General Instructions
The following instructions are intended for full technical proposal requirements (direct to full proposal or white paper to full proposal methodologies). The Technical Proposal must address the MTEC Technology Objective described in the RPP in sufficient detail to permit evaluation from a technical perspective in accordance with the evaluations factors set forth in the RPP.

To ensure Technical Proposals receive proper consideration, the Technical Proposal format shown below is mandatory. If there are any items which are not applicable to a specific proposal, include the section topic in the proposal and annotate the section as not applicable with a short explanation as to why it is not applicable. All major sections listed below should be included in the Table of Contents:
· Cover Page (see section 6.1.4 of this PPG)
· MTEC Member Organization Information Sheet (see section 6.1.5 of this PPG)
· Table of Contents (include page numbers)
· List of Figures and Tables (include page numbers)
· Executive Summary
· Technical Approach
· Bibliography
· Appendices
· A: Resumes of Key Personnel
· B: SOW/MPS (see attachment 4)
· C: Letters of Support

The Technical Volume shall be limited to 30 pages (unless otherwise noted in the RPP), single-spaced (12‑point font), single-sided, (8.5 x 11 inches). Smaller type may be used in figures and tables, but must be clearly legible. Margins on all sides (top, bottom, left, and right) should be at least 1 inch. Offerors are strongly encouraged to use pictures and graphics to succinctly represent proposed ideas, organization, etc.  

The page limitation excludes the following:
· Cover Page
· MTEC Member Organization Information Sheet 
· Table of Contents
· List of Figures and Tables
· Bibliography
· Appendices

Pages in excess of this limitation may not be considered. Offerors are advised that the number of pages should be commensurate with the degree of complexity of the proposed effort. It is expected, and encouraged, that less complex, less expensive proposals will be significantly less than 30 pages in length.

[bookmark: _Toc233421264][bookmark: _Toc237926343][bookmark: _Toc239055541][bookmark: _Toc507227811][bookmark: _Toc204479637][bookmark: _Toc445908028][bookmark: _Toc445910666][bookmark: _Toc208073836]List of Figures and Tables
This list is a quick reference of figures, tables, charts, graphs, and other important information.

[bookmark: _Toc233421268][bookmark: _Toc237926347][bookmark: _Toc239055545][bookmark: _Toc507227813][bookmark: _Toc445908029][bookmark: _Toc445910667][bookmark: _Toc208073837]Executive Summary
The Executive Summary allows Offerors to briefly and concisely present the important aspects of their proposals to evaluators. The summary should present an organized progression of the work to be accomplished, without the technical details, such that the reader can grasp the core concepts of the proposed project. The Executive Summary is limited to no more than two pages and should briefly address the following:
· What is the basic objective of the proposal? What problem is being addressed that is within the scope of this requirement? 
· What goals of this program does the project address?
· What fundamental medical technology will be enabled by the successful completion of the proposed project?
· How will the project approach the problem, and what are the key innovations expected from the project? Include identification and brief description of major tasks by task number.
· If the proposed effort is follow-on work to a previously-funded effort (MTEC or non-MTEC), include a brief synopsis of what was accomplished, the previous project’s results, and how the proposed effort builds upon previous work.

[bookmark: _Toc233421270][bookmark: _Toc507227814][bookmark: _Toc204479640][bookmark: _Toc445908030][bookmark: _Toc445910668][bookmark: _Toc208073838]Technical Approach
Provide sufficient technical detail and analysis to support the technical solution being proposed for the project. Clearly identify the core of the intended approach. It is not effective simply to address a variety of possible solutions to the technology problems. Provide the following information:

1. Background: Describe the clinical problem that the proposal is addressing. 
2. Approach: Describe your approach to solving the problem. Include relevant background data about your approach. Include the current status of your approach. 
3. Objectives: Specify the objectives of the proposed effort. 
4. Technical Strategy: Describe the proposed methodology in sufficient detail to show a clear course of action.
5. Clinical Trial (if applicable): If a clinical trial is proposed as part of the Technical Strategy, then include the following information as part of the technical approach. Clinical trials should be described in adequate detail to assess conformance with FDA regulations, guidance, and the requirements related to development and testing of biologics. This will include compliance with applicable portions of Title 21 of the U.S. Code of Federal Regulations (C.F.R.) including Title 21 C.F.R. Parts 11, 50, 54, 56, the Health Insurance Portability and Accountability Act (HIPPA) of 1996 (Pub.L. 104-191, 110 Stat. 1936, enacted August 21, 1996), and International Conference on Harmonisation (ICH) Guidelines for Good Clinical Practices (GCPs) (ICH Guidelines for Good Clinical Practice (E6), Published May 9, 1997).
· Continuation:
· If the proposed clinical trial/testing was initiated using other funding prior to this application, explain the history and background of the clinical trial/testing and declare the source of prior funding. Specifically identify the portions of the study that will be supported with funds from this award. 
· If the proposed clinical trial/testing involves continuation or assumption of an ongoing effort then state the transition plan proposed (e.g., transfer of FDA Sponsorship). In the case of ongoing clinical trials, append or provide reference to previous FDA-regulated studies. Offeror must justify carefully any changes proposed to ongoing FDA-regulated protocols and provide specific rationale for alterations (e.g., FDA feedback, change in clinical resources or study sites, etc.).
· FDA Interactions: Describe the plan to meet all regulatory Sponsor responsibilities under ICH parts E6, E2A, E8, and 21 C.F.R. parts 312, 11, 50, 54, 56, including regulatory writing and submissions support for clinical efforts, safety reporting, pharmacovigilance, clinical monitoring, data management, regulatory writing and submissions, etc.
· Test Materials:
· Describe the clinical intervention, medical drug, biologic, device or human exposure model to be tested and the projected outcomes or measures. 
· Document the availability and accessibility of the drug/compound, device, or other materials needed for the proposed research.
· Describe the production/manufacturing plan for the test materials proposed.
· Study Design/Clinical Protocol: 
· Provide a description of the purpose and objectives of the study with detailed specific aims and/or study questions/hypotheses to include the following details as applicable to the proposed work.
· Describe the type of study to be performed (e.g., prospective, randomized, controlled) and outline the proposed methodology in sufficient detail to show a clear course of action. Describe potential challenges and alternative strategies where appropriate. 
· Define the study variables, outline why they were chosen, and describe how they will be measured. Include a description of appropriate controls and the endpoints to be tested. 
· Describe the study population, criteria for inclusion/exclusion, and the methods that will be used for recruitment/accrual of human subjects and/or samples (e.g., convenience, simple random, stratified random). 
· Describe the human subject-to-group assignment process (e.g., randomization, block randomization, stratified randomization, age-matched controls, alternating group, or other procedures), if applicable. Explain the specific actions to accomplish the group assignment (e.g., computer assignment, use of table of random numbers). 
· Statistical Plan and Data Analysis: Describe the data collection plan, statistical model, and data analysis plan with respect to the study objectives. Specify the approximate number of human subjects to be enrolled or number of human samples to be studied. If multiple study sites are involved, state the approximate number to be enrolled or samples collected at each site. Include a complete power analysis to demonstrate that the sample size is appropriate to meet the objectives of the study. If a subpopulation of a sample population will be used for analysis, complete a statistical analysis to ensure appropriate power can be achieved within the subpopulation study.
· Technical Risks: Identify and describe potential problem areas in the proposed approach and alternative methods and approaches that will be employed to mitigate any risks that are identified.
· Ethical Issues: Include a clear and detailed description of the potential ethical issues raised by the proposed study and provide a detailed plan for how the ethical issues will be addressed.
· Training/Proficiency Requirements: Determination to ensure that personnel have appropriate training/competency. 
6. Anticipated Outcomes: Provide a description of the anticipated outcomes from the proposed work.
7. Military Relevance: Provide a description of how the proposed technology meets the needs of military and/or veteran populations.
8. Technical Maturity and Commercialization Strategy: Provide a description and justification of the maturity of the proposed technology, anticipated regulatory pathway and commercialization plans. Include information about Intellectual Property/Data Rights Assertions. Describe the planned indication for the product label, if appropriate, and include an outline of the development plan required to support that indication. The application should describe a transition plan (including potential funding and resources) showing how the product will progress to the next clinical trial phase and/or delivery to the market after the successful completion of this award.
9. Data Rights: Identify any proposed data rights. See Section 8.4 of this PPG for more detail.
10. Personnel: Address the qualifications, capabilities and experience of the proposed management team and technical personnel who will be assigned to carry out the project. What will their key role and responsibility be? Provide resumes (no longer than 2 pages each) of key personnel in Appendix A (resumes are excluded from page count limit). Provide a summary table that identifies each project participant, their role and key contributions to the proposed project, and their relative level of effort (as a percentage of total man-hours) for the proposed effort. Use the following format to summarize this information:

	Project Participant
	Organization 
	Role and Key Contribution
	Relative Level of Effort

	Person 1
	
	
	50% (for example)

	Person 2
	
	
	25%

	Person 3
	
	
	15%

	………
	
	
	10%

	
	
	
	100%      



11. Schedule: Identify key technical, schedule, and cost risks, their potential impact and mitigation.
12. Resources: Identify any key facilities, equipment and other resources proposed for the effort.  Identified facilities, equipment and resources should be available and relevant for the technical solution being proposed.
13. Proposed Cost Share Above Statutory Minimum: Prototype research projects require significant participation of a non-traditional defense contractor, a nonprofit research institution, or a 1/3 cost share. This section provides technical evaluators with information on any additional cost share proposed by the Offeror above this statutory cost share requirement. Identify deliverables that are associated with cost shared resources as well as the technical benefit resulting from this resource.
14. Cost Realism: This section provides technical evaluators with high-level cost data in order for them to determine if the costs proposed are realistic as compared to the scope of work proposed. This information must be consistent with the Cost Proposal. The information must be provided in this section of the Technical Proposal. Include the following table as a summary of the costs by cost element.

	Cost Realism Form (EXAMPLE)
to be completed by Offeror and evaluated by Technical Evaluators*

	Cost Element
	Total Proposed Cost
	Description/Explanation

	Labor
	 $100,000.00 
	750 hrs of engineering and 250 hours of program management

	Labor Hours
	1,000.0 
	

	Subcontractors
	 $50,000.00 
	Sub A - $25,000; 250 engineering hours
Sub B - $25,000; 250 hours of Testing

	Subcontractor Hours
	500.0 
	

	Government/Military Partner(s)/Subcontractor(s) (subKTR)*
	$0.00
	

	Gov’t/Military Prtnrs / subKTR Hours
	0.0 hrs
	

	Consultants
	 $10,000.00 
	Design engineer - supporting all tasks

	Consultant Hours
	100.0 
	

	Material/Equipment
	 $75,000.00 
	steel, modeling software

	Other Direct Costs
	 $1,000.00 
	ship testing materials to lab

	Travel
	 $5,000.00 
	2 trips 2 days to Ft. Detrick from Charleston, for 2 people

	Indirect Costs
	 $48,200.00 
	approved by DCAA 30 Sept 21

	Total Cost 
	 $289,200.00 
	 

	Fee (Not applicable if cost share is proposed)
	 $0.00 
	Not applicable if cost share proposed

	Total Cost Plus Fee
	 $289,200.00 
	 

	Cost Share
(if cost share is proposed then fee is unallowable)
	 $290,000.00 
	 

	Total Project Cost
	$ 579,200.00
	

	*Items in italics are provided as samples only. Offeror must complete table with the applicable information.  
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Appendix A: Resumes of Key Personnel (including Principal Investigator)
Include the resumes of key Lead MTEC member organization, team members, subcontractor and university personnel who will be assigned to and work on this project if selected. Indicate what percentage of their total available work time each will devote to this project. Each resume must be no more than two (2) pages in length.

Appendix B: Letters of Support
Include letters of support as appropriate. They act as an indication of market validation for the proposed innovation and add significant credibility to the proposed effort. Letters of support (no more than five) should demonstrate that the company has initiated dialog with relevant stakeholders (potential customers, strategic partners or investors) for the proposed innovation and that a real business opportunity may exist. The letter(s) must contain affiliation and contact information for the signatory stakeholder. Letters and supporting documents from consultants and subcontractors are NOT considered letters of support and are NOT to be included here. Letters and supporting documents from consultants and subcontractors should be included in the Budget Justification section.
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The objective of the Cost Proposal is to provide sufficient cost information to substantiate that the proposed cost is realistic, reasonable and complete for the proposed work. The Cost Proposal should provide enough information to ensure that a complete and fair evaluation of the reasonableness and realism of cost or price can be conducted and reflect the best estimate of the costs for the project. The Cost Proposal must be consistent with information provided in the Technical Proposal (i.e., costs, cost share, dates, etc.). NOTE: Proposals that deviate substantially from these guidelines or that omit substantial parts or sections may be found non-responsive and may be eliminated from further review and funding consideration. 

To ensure Cost Proposals receive proper consideration, it is mandatory that the Cost Proposal include the information below.

Section I: Cost Proposal Narrative
a. Cover Page (see Section 6.1.4 of this PPG)
b. MTEC Member Organization Information Sheet (see Section 6.1.5 of this PPG)
c. Table of Contents
d. Budget Narrative
Section II: Cost Proposal Formats (see Attachment 1 of this PPG)
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The Cost Proposal Narrative is excluded from the page limitation of the full proposal. 

Additionally, a Table of Contents must be provided.
  
The Budget Narrative is used to assess various criteria. This section will be used to determine reasonableness, allowability, and allocability of costs. The Budget Narrative section should provide a more detailed breakdown of the figures that are contained in the Cost Proposal Formats. The Budget Narrative section also should give substantiation and written explanation of proposed costs. Breakdowns should be as accurate and specific as possible. Ensure that any figures presented in this part are consistent with the figures in the Cost Proposal Formats.

The Budget Narrative must include, at a minimum, details on the following cost categories for the proposed cost: 

 	Labor Rates. In the Cost Proposal Formats section, the Offeror should identify the position title of all personnel, the hourly rate for each individual, and show estimated hours for each labor category proposed. If this information is not contained in the Cost Proposal Formats section, then it must be included in the Budget Narrative section. If the Offeror’s approved organizational estimating procedures use average labor rates for specific labor categories, this would be acceptable.  

It is recognized that an organization may not be able to identify all of the personnel to be assigned to the project several years in advance. Where this cannot be done, use generic position titles such as “engineer.” If direct labor costs include allocated direct costs or other direct costs in accordance with the Offeror’s established accounting and estimating practices and systems, identify these costs separately and provide an explanation and basis for proposed costs in the Budget Narrative section. Note that rate and pricing information is required to properly perform the cost analysis of a proposal. Proposals without this information cannot be properly evaluated and may be eliminated from selection for award.  

   Fringe Benefits. In the Budget Narrative, identify percentage rate and provide supporting documentation to support the fringe rate(s) proposed. If fringe benefits are normally included in the Offeror’s indirect cost rate, they should be budgeted as such. A statement to that effect should be provided. 

Travel. The Offeror must provide an estimate of the travel required for the proposed effort broken out by participant (i.e., Offeror’s and any team member’s/consultant’s travel schedule) either in the Budget Narrative or the Cost Proposal Formats. Travel may be estimated based on the Offeror’s approved methodology.  

Estimate the number of trips; cost per trip; number of days; number of persons; destination; approximate travel time frames; and the purpose of the travel. The key is to apply best estimating techniques that are auditable. Include a brief explanation of the methodology used to estimate travel costs. If exact destination is unknown at time of proposal, for pricing purposes use a potential location using best known information. Note that MTEC project awardees are expected to be cost-conscious regarding travel (e.g., using coach rather than first class accommodations and, whenever possible, using Government per diem, or similar regulations, as a guideline for lodging and subsistence costs).  

Team Members/Subcontractors. In the Budget Narrative, please provide a list of all team members/subcontractors and a total cost for each team member. Offeror also must state that a cost and price analysis has been performed on all team members/subcontractors and their proposed costs found to be fair and reasonable.  

A cost by cost element breakout for each of the team members/subcontractors proposed must be provided in the Cost Proposal volume either as part of the Budget Narrative or the Cost Proposal Formats. This includes Contract Research Organizations (CROs).

· Team member/subcontractor proposals should be as detailed as possible, but at a minimum must include the following: labor categories and hours specified, list of material/equipment and other direct costs, travel detail, lower tier subcontractors/consultants identified, indirect costs and fee or cost share. If detailed breakout cannot be provided, please include as much detail as possible to adequately justify the proposed amount, such as: 1) past invoices for similar effort; 2) evidence of competitive bid; and/or 3) Offeror’s detailed cost or price analysis.

Please identify if the team member/subcontractor is a traditional contractor, nontraditional contractor, nonprofit research institution, or a Government entity, such as a research lab. 

Consultants. A cost by cost element breakout (i.e., labor categories, associated hours, travel, other direct costs, etc.) for each of the consultants proposed must be provided in the Cost Proposal volume either as part of the Budget Narrative or the Cost Proposal Formats. 

In the Budget Narrative, provide a list of all consultants and a total cost for each consultant.  Offerors shall also include the following justification for each consultant proposed:

1) Identify the need for each consultant from a programmatic perspective (i.e., significant contribution towards the scope of the project); and
2) Justification on the proposed hourly rate for each consultant and how the Offeror determined the proposed rate to be fair and reasonable for the contribution each consultant will provide. 

*Note: Offerors may be required to provide additional supporting documentation to justify the need and proposed cost for each consultant proposed. This documentation may include a past invoice, quote, formal letter from the consultant, etc.

If the consultant is also a government employee, provide a letter from the consultant explaining that the work being performed on the proposed project is not part of their government duties. 

[bookmark: OLE_LINK17][bookmark: OLE_LINK18]Material/Equipment. An itemized list of the material/equipment proposed including the unit cost and quantity must be provided in the Cost Proposal volume either as part of the Budget Narrative or the Cost Proposal Formats. Provide a basis of cost (i.e., vendor quote, catalog pricing data, past purchase orders, etc.) for each item. Additionally, a copy of the basis of cost documentation for each piece of proposed material/equipment with a unit cost greater than or equal to $10,000 must be included in the Offeror’s Cost Proposal. 

Only in extraordinary circumstances will government funds be used to purchase equipment. Examples of acceptable equipment might include special test equipment, special tooling, or other specialized equipment specific to the research effort. This award is not an assistance agreement/instrument and contractors should normally have the required equipment to perform. The value of equipment should be prorated according to the share of total use dedicated to carrying out the proposed work. Include a brief explanation of the prorating methodology used. Offerors must submit an affirmative statement that all proposed material/equipment was proposed in accordance with its approved costing procedures.  Equipment costs should be excluded from the fee base calculation. 

   Other Direct Costs. The Offeror must identify and provide an itemized list including cost and a detailed description of any other direct costs that do not fit into the cost categories above, including the basis for determining those costs (i.e., vendor quotes, catalog pricing data, company estimating procedures, etc.) either in the Budget Narrative Section or the Cost Proposal Formats. Additionally, a copy of the basis of cost documentation for each piece of proposed other direct cost with a unit cost greater than or equal to $10,000 must be included in the Offeror’s Cost Proposal.

Indirect Costs. In the Budget Narrative, provide an estimate of the total indirect costs and provide data to support the indirect cost rates by one of the following methods:
1. Specify the Offeror’s current indirect rates and: 
a. Provide a copy of certification from a Federal agency indicating these indirect rates are approved by the Federal agency; or
b. Provide a letter from the Offeror’s Administrative Contracting Officer, in lieu of a rate certificate, stating these indirect rates are approved by a Federal agency; 
c. Copy of current forward pricing rate proposal with date the proposal was submitted to your Administrative Contracting Officer; or
d. If the Offeror does not have approved rates, provide detailed supporting data to include (1) indirect rates and all pricing factors that were used; (2) methodology used for determining the rates (e.g., current experience in the Offeror’s organization or the history base used); and (3) all escalation, by year, applied to derive the proposed rates. If computer usage is determined by a rate, identify the basis and rationale used to derive the rate. 
2. Alternately, in lieu of providing indirect rates, if the Offeror can obtain appropriate Government assistance, it may provide a letter from the cognizant Federal audit agency stating that, based upon their review of the Offeror’s proposal, the indirect rates used in the proposal are approved by a Federal agency and were applied correctly in this specific proposal.  

Supporting data in one of the above formats must be provided with the proposal. If the Offeror elects to rely on Government inputs as discussed above, it is responsible for ensuring any Government agency cooperation is obtained so that the proposal is complete when submitted.

Cost of Money. If applicable, Cost of Money should be proposed on a separate line from indirect costs.  

Fee/Profit. Fee/Profit is allowable for the effort being conducted when cost share is not being contributed by the MTEC member organization. The fees shall be specific to the individual MTEC project and negotiated on a project by project basis. If Fee/Profit is proposed, it should be identified on a separate line in the Cost Proposal Formats and the fee percentage shall be stated in the Budget Narrative.  

	Total Cost by Major Task/Clinical Study Cost Elements. When required by the Solicitation, in the Budget Narrative, include a list of each major task that is stated in the SOW and its associated total cost by year. The sum of the major tasks must equal the total listed in the Cost Proposal Formats. It is recommended that the number of major tasks be kept to the minimum number required to manage the project effectively.

Preferred Payment Method. Identify which of the payment methods is preferred. The methods are: (1) Cost Reimbursable Milestones (with ceiling); (2) Cost Reimbursable/Cost Sharing Milestones (with ceiling); (3) Cost Plus Fixed Fee Milestones (with ceiling); and (4) Fixed Price Milestones.

Cost Share. If cost share is proposed, the following must be provided:
· A description of each cost share item proposed;
· Proposed Dollar Value of each cost share item proposed; and
· The Valuation Technique used to derive the cost share amounts (e.g., vendor quote, historical cost, labor hours and labor rates, number of trips, etc.).
For additional detail on cost share, see section 7.4 of this PPG below.
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The Cost Proposal Formats provided as Attachment 1 are NOT mandatory. Offerors are encouraged to use their own cost formats such that the necessary cost detail is provided.

The Cost Proposal Format section of the proposal must include a breakout of the total cost proposed by cost element for each year of the program. Supporting data and justification for labor, equipment/ material, team member/subcontractor, consultants, travel, other direct costs, and indirect costs used in developing the cost breakdown also must be included. The Offeror must provide sufficient details to allow a full understanding of and justification for the proposed costs. Offerors must refer to the RPP for a start date for cost estimating purposes.   

As a convenience, Attachment 1 provides the Cost Proposals Formats, specifically a Total Project Cost sheet, a Consultant detail sheet, a Material Equipment detail sheet, a Travel detail sheet, an Other Direct Costs detail sheet, a Cost Share detail sheet, and a Costs by Major Task sheet. The MTEC Cost Proposal Formats in Microsoft Excel can be obtained from the MTEC members only website. Members are encouraged to use their own cost formats such that the necessary cost detail is provided.

The Solicitation may require costs be broken out by each Major Task identified in the RPP. If so, costs should be broken out for each Major Task that is stated in the SOW. The cost format should reflect estimated costs for each task by year, as well as totals for the entire project. The sum of the major tasks must equal the total of the total costs. It is recommended that the number of major tasks be kept to the minimum number required to manage the project effectively.
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If a proposal includes cost share then it cannot include fee. Cost Share may be proposed only on cost type agreements.
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[bookmark: _Toc445910684]The Budget Narrative section should explain in detail the sources of cash and amounts to be used for cost sharing requirements and the specific in-kind contributions proposed, their value in monetary terms, and the methods by which their values were derived. In addition, the Budget Narrative should describe how the proposed cost share is applicable to the proposed SOW. 
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Acceptable Cost Share Sources
Cost sharing includes any costs a reasonable person would incur to carry out (necessary to) proposed projects’ SOW not directly paid for by the Government. There are two types of cost sharing: 
(1) Cash: Outlays of funds to perform the proposed project. Cash includes labor, materials, new equipment, and relevant subcontractor efforts. Sources include new IR&D funds, profit or fee from another contract, overhead or capital equipment expense pool. 
(2) In-Kind: Reasonable value of in-place equipment, materials or other property used in performance of the proposed project. 
All cash or in-kind cost sharing availability must be clearly and convincingly demonstrated by the Offeror. The Offeror will be required to provide financial reporting with appropriate visibility into expenditures of Government funds vs. private funds. Parallel research that might be related to the proposed project, but will not be part of the SOW or subject to the direction of the project management will not be considered for cost sharing. All costs, fees, profits, G&A, bid and proposal costs, or intellectual property value incurred prior to the award will not be accepted.  

Unacceptable Cost Share Sources
a. Sunk costs or costs incurred before the start of the proposed project.
b. Foregone fees or profits.
c. Foregone G&A or cost of money applied to a base of IR&D.
d. Bid and proposal costs.
e. Value claimed for intellectual property or prior research.
f. Parallel research or investment (i.e., research or other investments that might be related to the proposed project but which will not be part of the SOW). Typically these activities will be undertaken regardless of whether the proposed project proceeds.
g. Off-Budget Resources (i.e., resources that will not be risked by the Offeror on the SOW).



1. [bookmark: _Toc208073849]Additional Requirements 

[bookmark: _Toc208073850]Prohibition of Use of Human Cadavers
Research, development, testing and evaluation (RDT&E), education or training activities involving human cadaveric specimens under a RPA shall not begin until approval is granted in accordance with the Army Policy for Use of Human Cadavers for RDT&E, Education, or Training, 5 November 2019.
(https://mrmc.amedd.army.mil/index.cfm?pageid=research_protections.overview).

The USAMRDC Office of Human and Animal Research Oversight (OHARO) (previously Office of Research Protections (ORP)) is the Action Office (usarmy.detrick.medcom-USAMRDC.other.hrpo-cr-documents@mail.mil) for this policy. Approval must be obtained from the USAMRDC OHARO. Research Project Awardees must coordinate with the supporting/funding Army organization to ensure that proper approvals are obtained. OHARO will issue written approvals to begin under separate notification to the Research Project Awardees, a copy of which shall be provided to the appointed SOTR. Written approval to proceed from the USAMRDC OHARO is also required for any subaward that will use funds from a RPA to conduct RDT&E, education or training involving human cadaveric specimens.

The Research Project Awardee must promptly report problems related to the conduct of the activity involving cadavers or the procurement, inventory, use, storage, transfer, transportation, and disposition of cadavers to the appointed SOTR who informs USAMRDC OHARO.

The Research Project Awardee must maintain complete records of the activity.

The USAMRDC or designees must be permitted to observe the activity upon request and/or audit activity records to ensure compliance with the approved protocol or applicable regulatory requirements.

Non-compliance with these terms and conditions may result in withholding of funds and/or the termination of the award.

[bookmark: _Toc208073851]Prohibition of Use of Human Subjects
Research under this Agreement or RPAs involving the use of human subjects, to include research involving the secondary use of human biospecimens and/or human data, cannot begin until the USAMRDC’s OHARO provides authorization that the research may proceed. The USAMRDC OHARO will issue written approval to begin research under separate notification to the Research Project Awardee, a copy of which shall be provided to the appointed SOTR. Written approval to proceed from the USAMRDC OHARO is also required for any Research Project Awardee (or lower tier subawards) that will use funds from this award to conduct research involving human subjects.

The USAMRDC OHARO conducts site visits as part of its responsibility for compliance oversight. Accurate and complete study records must be maintained and made available to representatives of the USAMRDC as a part of their responsibility to protect human subjects in research. Research records must be stored in a confidential manner so as to protect the confidentiality of subject information.

MTEC is required to adhere to the following reporting requirements:

Submission of substantive modifications to the protocol, continuing review documentation, and the final report as outlined in the USAMRDC OHARO approval memorandum.

Unanticipated problems involving risks to subjects or others, subject deaths related to participation in the research, clinical holds (voluntary or involuntary), and suspension or termination of this research by the IRB, the institution, the Sponsor, or regulatory agencies, must be promptly reported to the USAMRDC OHARO.

Change in subject status when a previously enrolled human subject becomes a prisoner must be promptly reported to the USAMRDC OHARO OHRO (previously HRPO).

The knowledge of any pending compliance inspection/visits by the FDA, OHARO, or other Government Agency concerning this clinical investigation or research, the issuance of Inspection Reports, FDA Form 483, warning letters or actions taken by any Regulatory Agencies, and any instances of serious or continuing noncompliance with regulatory requirements that relate to this clinical investigation or research, must be reported immediately to the USAMRDC OHARO.

Non-compliance with these terms and conditions may result in withholding of funds and/or the termination of the award.

DoD requirements for human subjects research, including 32 C.F.R. Part 219, DoD Instruction 3216.02, and USAMRDC OHARO Human Research Protection Office submission instructions can be accessed at https://mrmc.amedd.army.mil/index.cfm?pageid=research_protections.hrpo.

[bookmark: _Toc208073852]Prohibition of Use of Laboratory Animals 
Research Project Awardees (or lower tier subawards) are expressly forbidden to use laboratory animals in any manner whatsoever without the express written approval of the USAMRDC, Animal Care and Use Review Office (ACURO). Written authorization to begin research under the applicable protocol(s) proposed for RPA(s) will be issued in the form of an approval letter from the USAMRDC ACURO. Furthermore, modifications to already approved protocols require approval by ACURO to the Research Project Awardee(s), a copy of which shall be provided to the appointed SOTR prior to implementation. For each fiscal year, a Research Project Awardee must maintain, and upon request from ACURO, submit animal usage information.

Non-compliance with any of these terms and conditions may result in withholding of funds and/or the termination of the RPA.

The Animal Care and Use Office requirements can be accessed at
https://mrmc.amedd.army.mil/index.cfm?pageid=research_protections.acuro.

[bookmark: _Toc208073853]Data Rights
The Offeror shall comply with the terms and conditions defined in the MTEC Base Agreement regarding Data Rights.

It is anticipated that anything delivered under this proposed effort would be delivered to the Government with unlimited data rights. If this is not the intent, then the proposal should discuss data rights associated with each item, and possible approaches for the Government to gain Government purpose data rights or unlimited data rights as referenced in the MTEC Base Agreement. Rights in technical data in each RPA shall be determined in accordance with the provisions of the MTEC Base Agreement. 

If applicable, Offerors should identify any items to be furnished to the Government with restrictions utilizing Attachment 6: Intellectual Property and Data Rights Form. 

[bookmark: _Toc208073854]Security 
(To be provided initially by the Offeror at the time of proposal submission. Submitted information is subject to change through negotiation if the Government selects the proposal for funding.)

The security level for this effort is <UNCLASSIFIED, SECRET, TOP SECRET>

[bookmark: _Toc208073855]Government Furnished Materials/Facilities 
(To be provided initially by the Offeror at the time of proposal submission. Submitted information is subject to change through negotiation if the Government selects the proposal for funding.)

[bookmark: _Toc208073856]Sponsor Office Technical Representative (SOTR) and Alternate 
(The following information will be provided by the Government.)

[bookmark: _Toc208073857]MTEC Assessment Fee 
Per Section 3.4 of the Consortium Member Agreement, each recipient of a RPA under the MTEC OTA shall pay MTEC an amount equal to 2% of the total funded value of each research project awarded. Such deposits shall be due no later than 90 days after the RPA is executed. The MTEC Assessment Fee is not considered a direct charge to any resulting award or any other contract. Therefore, Offerors shall not include this Assessment Fee as part of their proposed direct costs. 

[bookmark: _Toc208073858]Guidance Related to DoD-Affiliated Personnel for Participation
Please note that compensation to DoD-affiliated personnel for participation in research while on duty is prohibited with some exceptions. For more details, see Department of Defense Instruction (DODI) 3216.02, Protection of Human Subjects and Adherence to Ethical Standards in DoD-Conducted and ‑Supported Research. You may access a full version of the DODI at this link: https://www.esd.whs.mil/Portals/54/Documents/DD/issuances/dodi/321602p.pdf. 

[bookmark: _Toc208073859]Federal Interagency Traumatic Brain Injury Research Informatics System
If this proposal involves research in the area of traumatic brain injury (TBI) the following requirements will be applicable and outlined in the resulting RPA. The Department of Defense, in collaboration with the National Institutes of Health, has developed the Federal Interagency Traumatic Brain Injury Research (FITBIR) Informatics System, a central repository and resource for sharing data to promote collaboration, accelerate research, and advance knowledge on the characterization, prevention, diagnosis, and treatment of TBI. FITBIR provides a common platform and standardized format for data collection, retrieval and archiving, while allowing for flexibility in data entry and analysis. You are required to share your data via the FITBIR platform, utilizing the processes outlined at https://fitbir.nih.gov/.

[bookmark: _Toc208073860]Clinical Trial Registry and Data Upload  
The Government requires all funded Applicable Clinical Trials to register on ClinicalTrials.gov. When entering study identification information, include the MTEC proposal number as a Secondary ID for the study with the following designation: “MTEC Proposal Number” (e.g., MTEC-25-XX-XXX). Ensure that “MRDC/DHA” is entered as a collaborator for the study due to their role as a funding source. Additional instructions for registering a clinical trial and using clincaltrials.gov can be found here.  As described in Section 801 of the Food and Drug Administration Amendments Act (FDAAA Section 801) and the Final Rule for Clinical Trials Registration and Results Information Submission (42 C.F.R. Part 11) studies that meet the definition of an Applicable Clinical Trial are required to submit study result information to clinicaltrials.gov. 

Performers conducting phase 3 clinical trials must submit results of analyses of group differences on the basis of sex/gender, race, and/or ethnicity to ClinicalTrials.gov at the time of final report submission. If final analyses of sex/gender and race/ethnicity are not available at the time of the final technical report, a justification and plan ensuring completion and reporting of the analyses must be submitted to USAMRAA.
[bookmark: Appendix7]
[bookmark: _Toc208073861]Posting of Informed Consent Forms  
Studies that meet the definition of a clinical trial must post an IRB-approved informed consent form used to enroll subjects on a publicly available Federal Website (e.g., ClinicalTrials.gov, Regulations.gov). The informed consent form must be posted on the Federal Website after the clinical trial is closed to recruitment and no later than 60 days after the last study visit by any subjects.

[bookmark: _Toc208073862]Acronyms/Abbreviations
[bookmark: _Toc208073863]ACURO		Animal Care and Use Review Office 
[bookmark: _Toc208073864]CAS		Cost Accounting Standards
[bookmark: _Toc208073865]CRO		Contract Research Organization
[bookmark: _Toc208073866]DODI		Department of Defense Instruction
[bookmark: _Toc208073867]FITBIR		Federal Interagency Traumatic Brain Injury Research
FOIA		Freedom of Information Act
GCP		Good Clinical Practice
HIPPA		Health Insurance Portability and Accountability Act
ICH		International Conference on Harmonisation 
IP		Intellectual Property
[bookmark: _Toc208073868]MPS		Milestone Payment Schedule
[bookmark: _Toc208073869]MTEC		Medical Technology Enterprise Consortium
[bookmark: _Toc208073870]OCI		Organizational Conflict of Interest
[bookmark: _Toc208073871]OHARO		Office of Human and Animal Research Oversight
[bookmark: _Toc208073872]ORP		Office of Research Protections
[bookmark: _Toc208073873]OTA		Other Transaction Agreement
[bookmark: _Toc208073874]PAL		Project Award Letter
[bookmark: _Toc208073875]POC		Point-of-Contact
[bookmark: _Toc208073876]PPG		Proposal Preparation Guide
[bookmark: _Toc208073877]RDT&E		Research, Development, Testing and Evaluation
RFP		Request for Proposal
[bookmark: _Toc208073878]RPA		Research Project Award
[bookmark: _Toc208073879]SOTR		Sponsor’s Office Technical Representative
[bookmark: _Toc208073880]TBI		Traumatic Brain Injury
[bookmark: _Toc208073881]USAMRAA	U.S. Army Medical Research Acquisition Activity
[bookmark: _Toc208073882]USAMRDC	U.S. Army Medical Research and Development Command 

[bookmark: _Toc445908045][bookmark: _Toc445910687][bookmark: _Toc208073883]ATTACHMENT 1 – COST PROPOSAL FORMATS

Cost Proposal Formats in Excel format are available on the MTEC website. The Cost Proposal Formats provided are optional.  Offerors are encouraged to use their own cost formats such that the necessary cost detail is provided.


[bookmark: _Toc208073884]ATTACHMENT 2 – CHECKLIST FOR SUBMISSION OF A FULL TECHNICAL PROPOSAL
The following items shall be included/adhered to in all full technical proposals submitted to MTEC. Failure to submit the required documents and adhere to the requirements may result in the proposal being disqualified. 
_____	1.	Technical and Cost Proposal in Separate Volumes
_____  	2.   	Nontraditional defense contractors and or Nonprofit research institutions identified and % of work clearly stated on Cover Page / information sheet
_____	3.	Warranties and Representations (required for all Offerors)
_____	4.    Technical Proposal signed
_____	5.	Cost Proposal signed
_____	6.	Cover Page identifies Offeror 
_____	7.	MTEC Member Organization Information Sheet (in Technical and Cost Volumes)
_____   8.    Offeror certifies that, if selected for award, the Offeror will abide by the terms and                    conditions of the MTEC Base Agreement
_____	9. 	Offeror understands MTEC Leadership has access to this Technical Proposal in order to pursue potential philanthropic donations. Cover page must indicate otherwise if not allowing access.
_____ 10.   Offeror clearly addresses the following items in the proposal:
a) Use of Animal subjects
b) Use of Human subjects
c) Use of Human Anatomical Substances (cell, tissue, etc.)
d) Use of Commercially or Publicly Available Cell Lines
e) Cadaver Use
_____ 11.   The following Sections and tables are included in the Technical Volume:
			_____	Cover Page
			_____	MTEC Member Organization Information Sheet
	_____	Table of Contents 
	_____	List of Figures and Tables 
			_____	Executive Summary
			_____	Technical Approach
	       _____    Bibliography
		_____	Appendices
				_____	A. Resumes of Key Personnel (No more than 2 pages each)
				_____	B. SOW/MPS (As a Word document)
				_____	C. Letters of Support
_____ 12.	Technical Proposal page count does not exceed required page limitation (excluding Cover Page, MTEC Member Organization Information Sheet, Appendices)
_____ 13.	Project duration is within RPP guidance
_____ 14.	The following information is included in the Cost Volume 
			_____ Section I: Cost Proposal Narrative
			_____	Cover page
			_____	MTEC Member Organization Information Sheet
			_____	Table of Contents
			_____	Budget Narrative
			_____  Labor Rate Section
			_____  Fringe Benefits Section 
			_____  Team Members/Subcontractors Section
			_____	Consultants Section
			_____	Material/Equipment Section
			_____	Travel Section
			_____	Other Direct Costs Section
			_____	Fee Section
				_____	Indirect Cost Section
				_____	Total Cost by Major Task Section
				_____	Preferred Payment Method Section
				_____	Cost Share Section
		_____	Section II: Cost Proposal Formats (using Microsoft Excel)
_____ 15.	Applicant is an MTEC member in good standing 




[bookmark: _Toc208073885][bookmark: _Toc445908046][bookmark: _Toc445910688]ATTACHMENT 3 – WARRANTIES AND REPRESENTATIONS 

Warranties and Representations
Authority to Use Other Transaction Agreement

Section 815 of the National Defense Authorization Act (NDAA) for Fiscal Year 2018, authorizes Department of Defense organizations to carry out prototype projects that are directly relevant to enhancing the mission effectiveness of military personnel and the supporting platforms, systems, components, or materials proposed to be acquired or developed by the Department of Defense, or to improvement of platforms, systems, components, or materials in use by the armed forces. The law also requires one of the following conditions to be met:

(A) There is at least one nontraditional defense contractor or nonprofit research institution participating to a significant extent in the prototype project.

(B) All significant participants in the transaction other than the Federal Government are small businesses (including small businesses participating in a program described under section 9 of the Small Business Act (15 U.S.C. § 638)) or nontraditional defense contractors.

(C) At least one third of the total cost of the prototype project is to be paid out of funds provided by sources other than the Federal Government. 

A. Prime Contractor: The prime contractor must complete the following table.  
	1. Legal Name:
	
	2. UEI:
	

	3. Point of Contact:
Name, Title, Phone #, Email
	

	4. Prime Contractor is a nontraditional (Y/N)?
	

	5. Prime Contractor is a nonprofit research institution (Y/N)?
	

	6. Prime Contractor will provide at least one third of the total cost of the prototype project out of funds provided by sources other than the Federal Government (Y/N)?
	

	7. Prime Contractor is a small business (Y/N)?
	


 
If the prime contractor has answered “Y” to question 4, 5, or 6, skip Section B and proceed to Section C.

B. Subcontractor(s)/Vendor(s): If the prime contractor is a traditional defense contractor and proposes the use of one or more nontraditional defense contractors or nonprofit research institutions, the following information is required for each participating nontraditional defense contractor or nonprofit research institution.
	8. Legal Name:
	
	9. UEI:
	

	10. Dollar Value to be Awarded: 
	

	11. Point of Contact: 
(Name, Title, Phone #, Email)
	
	12. Task/Phase:
	

	13. Subcontractor/Vendor is a nontraditional (Y/N)?
	

	14. Subcontractor/Vendor is a nonprofit research institution (Y/N)?
	

	15. Subcontractor/Vendor is a small business (Y/N)?
	

	16. Significant Contribution:

		

	A - The significant contribution involves developing, demonstrating or providing a key technology. Please describe what the key technology is; why it is key to the medical technology community, and what makes it key.



	
	B - The significant contribution involves developing, demonstrating or providing a new technology that is not readily available. Please describe what the new part or material is and why it is not readily available.




	

	C - The significant contribution involves use of skilled personnel (such as modeling & simulation experience, medical technology design experience, etc.), facilities and/or equipment that are within the capabilities of the designated nontraditional and required to successfully complete the program. Please describe the personnel, facilities and/or equipment involved in the proposed program and why they are required to successfully complete the program.



	

	D - The use of this designated subcontractor/vendor will cause a material reduction in the cost or schedule. Please describe the specific cost or schedule impact to be realized.



	

	E - The use of this designated subcontractor/vendor will increase medical technology performance. Please describe what the performance increase will be attained by the use of this designated nontraditional defense contractor.



	[bookmark: _Toc188533292][bookmark: _Toc208073886]In addition to the above please provide the following information: 

	Q1
	What additional capability beyond those described in A through E above does this subcontractor/vendor have that is necessary for this specific effort? 

	A1
	



	Q2
	In which task/phase(s) of the effort will the subcontractor/vendor be used?

	A2
	



	Q3
	What is the total estimated cost associated with the subcontractor/vendor included in the proposal? Note: While cost is an indicator for the level of nontraditional defense contractor participation, there is no particular cost threshold required.

	A3
	








C. Signature
               _________________________________________________________	_____________
               Signature of authorized representative of proposing Prime Contractor	Date


Warranties and Representations Instructions

Section A must be completed for the Prime Contractor.
1. Insert prime contractor’s legal name.
1. Insert prime contractor’s UEI #.
1. Insert the Point of Contact (Name, Title, Phone #, Email) for the prime contractor.
1. Indicate Yes (Y) or No (N) if the prime contractor is a nontraditional defense contractor (Note: A nontraditional defense contractor means an entity that is not currently performing and has not performed, for at least the one-year period preceding the issue date of the solicitation, any contract or subcontract for the Department of Defense that is subject to full coverage under the cost accounting standards prescribed pursuant to Section 1502 of Title 41 and the regulations implementing such section.).
1. Indicate Yes (Y) or No (N) if the prime contractor is a nonprofit research institution. 
1. Indicate Yes (Y) or No (N) if the prime contractor will provide at least one third of the total cost of the prototype project out of funds provided by sources other than the Federal Government (i.e. will the project contain at least 1/3 cost share).
1. Indicate Yes (Y) or No (N) if the prime contractor is a small business (including small businesses participating in a program described under section 9 of the Small Business Act (15 U.S.C. § 638)). 

Section B must be completed if the Prime Contractor is traditional and has proposed nontraditional defense contractors, nonprofit research institutions, or small businesses. Copy, paste, and complete the table found in Section B for each participating nontraditional defense contractor, nonprofit research institutions, or small business.
1. Insert subcontractor/vendor’s legal name.
1. Insert subcontractor/vendor’s UEI #.
1. Insert the dollar value (cost and fee) to be awarded to the subcontractor/vendor.
1. Insert the Point of Contact (Name, Title, Phone #, Email) for the subcontractor/vendor.
1. Indicate in which specific task/phase(s) of the effort will the subcontractor/vendor be used.
1. Indicate Yes (Y) or No (N) if the subcontractor/vendor is a nontraditional defense contractor (Note: A nontraditional defense contractor means an entity that is not currently performing and has not performed, for at least the one-year period preceding the issue date of the solicitation, any contract or subcontract for the Department of Defense that is subject to full coverage under the cost accounting standards prescribed pursuant to Section 1502 of Title 41 and the regulations implementing such section.).
1. Indicate Yes (Y) or No (N) if the subcontractor/vendor is a nonprofit research institution. 
1. Indicate Yes (Y) or No (N) if the subcontractor/vendor is a small business (including small businesses participating in a program described under section 9 of the Small Business Act (15 U.S.C. § 638)). 
1. Explain the subcontractor/vendor’s Significant Contribution to the project by answering the questions below. 




A - The significant contribution involves developing, demonstrating or providing a key technology. Please describe what the key technology is, why it is key to the medical technology community, and what makes it key.

B - The significant contribution involves developing, demonstrating or providing a new technology that is not readily available. Please describe what the new part or material is and why it is not readily available.

C - The significant contribution involves use of skilled personnel (such as modeling & simulation experience, medical technology design experience, etc.), facilities and/or equipment that are within the capabilities of the designated nontraditional defense contractor and required to successfully complete the program. Please describe the personnel, facilities and/or equipment involved in the proposed program and why they are required to successfully complete the program.

D - The use of this designated subcontractor/vendor will cause a material reduction in the cost or schedule. Please describe the specific cost or schedule impact to be realized.

E - The use of this designated subcontractor/vendor will increase medical technology performance. Please describe what performance increase will be attained by the use of this designated nontraditional defense contractor.
 
Q1	- What additional capability beyond those described in A through E above does this subcontractor/vendor have that is necessary for this specific effort? 

Q2	- In which task/phase(s) of the effort will the subcontractor/vendor be used?

Q3 - What is the total estimated cost associated with the subcontractor/vendor included in the proposal? Note: While cost is an indicator for the level of nontraditional defense contractor participation, there is no particular cost threshold required.

Section C must be signed by an authorized representative of the prime contractor.

General Guidance
· Nontraditional defense contractors can be at the prime level, team members, subcontractors, lower tier vendors, or "intra-company" business units, provided that the business unit makes a significant contribution to the prototype project. 
· All nontraditional defense contractors must have a UEI number.
· A foreign business can be considered a nontraditional if it has a UEI number and can comply with the terms and conditions of the MTEC Base Agreement.






[bookmark: _Toc208073887]ATTACHMENT 4 – STATEMENT OF WORK/MILESTONE PAYMENT SCHEDULE
The SOW developed by the Lead MTEC member organization and included in the proposal (also submitted as a separate document) is intended to be incorporated into a binding agreement if the proposal is selected for award. If no SOW is submitted with the proposal, there may be no award. The proposed SOW shall contain a summary description of the technical methodology as well as the task description, but not in so much detail as to make the contract inflexible. DO NOT INCLUDE ANY PROPRIETARY INFORMATION OR COMPANY-SENSITIVE INFORMATION IN THE SOW TEXT. The following is the required format for the SOW. 

Statement of Work

Proposal Number: (RPP Number)
Organization: 
Title: (Proposed Project Title) 
ACURO and/or OHRO approval needed: (If you’re conducting any animal or human testing, you will need to submit for the appropriate Army Approvals)

Introduction/Background (To be provided initially by the Offeror at the time of proposal submission. Submitted information is subject to change through negotiation if the Government selects the proposal for funding.)

Scope/Project Objective (To be provided initially by the Offeror at the time of proposal submission. Submitted information is subject to change through negotiation if the Government selects the proposal for funding.)
This section includes a statement of what the project covers. This should include the technology area to be investigated, the objectives/goals, and major milestones for the effort.

Requirements (To be provided initially by the Offeror at the time of proposal submission and to be finalized by the Government based on negotiation of Scope/Project Objective.)
State the technology objective in the first paragraph and follow with delineated tasks required to meet the overall project goals. The work effort should be segregated into major phases, then tasks and identified in separately numbered paragraphs (similar to the numbered breakdown of these paragraphs). Early phases in which the performance definition is known shall be detailed by subtask with defined work to be performed. Planned incrementally funded phases will require broader, more flexible tasks that are priced up front, and adjusted as required during execution and/or requested by the Government to obtain a technical solution. Tasks will need to track with established adjustable cost or fixed price milestones for payment schedule. Each major task included in the SOW should be priced separately in the cost proposal. Subtasks need not be priced separately in the cost proposal.

Deliverables (To be provided initially by the Offeror at the time of proposal submission. Submitted information is subject to change through negotiation if the Government selects the proposal for funding.)
Results of the technical effort are contractually binding and shall be identified herein. Offerors are advised to read the MTEC Base Agreement carefully. Any and all hardware/software to be provided to the Government as a result of this project shall be identified. Deliverables should be submitted in PDF or MS Office format. It must be clear what information will be included in a deliverable either through a descriptive title or elaborating text.

Site Locations 
Provide a list of site locations identifying where all project work is to be conducted. Site locations should be inclusive of the Prime Organization, Subcontractors, Contract Research Organizations, Military Labs and/or Units. Only add information for an additional site if that site is receiving funding to conduct research as outlined in the SOW. Delete “Site 2” header if not used.

	Site 1:
	Institution Name
	Site 2*:
	Institution Name

	
	Address for primary site
	
	Address for Org #2

	
	PI: John Doe
	
	Partnering/Site PI/POC: Jane Smith




Milestone Payment Schedule (To be provided initially by the Offeror at the time of proposal submission. Submitted information is subject to change through negotiation if the Government selects the proposal for funding. The milestone schedule included should be in editable format (i.e., not a picture).
The Milestone Payment Schedule should include all milestone deliverables that are intended to be delivered as part of the project, a planned submission date, the monetary value for that deliverable and any cost share, if applicable. For fixed price agreements, when each milestone is submitted, the MTEC member will submit an invoice for the exact amount listed on the milestone payment schedule. For cost reimbursable agreements, the MTEC member is required to assign a monetary value to each milestone. In this case, however, invoice totals are based on cost incurred and will not have to match exactly to the amounts listed on the milestone payment schedule.

The milestones and associated deliverables proposed should, in general:
· Be commensurate in number to the size and duration of the project (i.e., a $5M multi-year project may have 20, while a $1M shorter term project may have only 6);
· Not be structured such that multiple deliverables that might be submitted separately are included under a single milestone;
· Be of sufficient monetary value to warrant generation of a deliverable and any associated invoices;
· Include, at a minimum, Quarterly Reports which include both Technical Reports and Business Status Reports (due the 25th of Apr, Jul, Oct, Jan), Annual Reports, Final Technical Report, and Final Business Status Report. 










	MTEC Milestone Payment Schedule Example

	

	MTEC Milestone Number
	Task Number
	Significant Event/ Accomplishments
	Due Date
	Government Funds
	Cost Share
	Total Funding

	1
	N/A
	Project Kickoff 
	12/1/2019
	$20,000
	   
	 $20,000 

	2
	N/A
	Quarterly Report 1 (October - December, Technical and Business Reports)
	1/25/2020
	 $ -                      
	 
	 $ -   

	3
	1
	Protocol Synopsis
	2/28/2020
	 $21,075 
	 
	 $21,075 

	4
	2
	Submission for OHRO Approval
	2/28/2020
	 $21,075 
	 
	 $21,075 

	5
	3
	Submission of Investigational New Drug application to the US FDA
	4/30/2020
	 $210,757 
	 $187,457 
	 $398,214 

	6
	N/A
	Quarterly Reports 2 (January - March, Technical and Business Reports)
	4/25/2020
	 $ -   
	 
	 $ -   

	7
	N/A
	Quarterly Report 3 (April - June, Technical and Business Reports)
	7/25/2020
	 $ -   
	 
	 $ -   

	8
	4
	Toxicity Studies 
	10/1/2020
	 $63,227 
	 
	 $63,227 

	9
	N/A
	Annual Report 1
	10/25/2020
	 $ -   
	 
	 $ -   

	10
	5
	FDA authorization trial
	11/30/2020
	 $84,303 
	 
	 $84,303 

	11
	6
	Research staff trained
	11/30/2020
	 $ -   
	 
	 $ -   

	12
	7
	Data Management system completed
	11/30/2020
	 $ -   
	 
	 $ -   

	13
	8
	1st subject screened, randomized and enrolled in study
	1/1/2021
	 $150,000 
	 $187,457 
	 $337,457 

	14
	N/A
	Quarterly Report 4 (October - December, Technical and Business Reports)
	1/25/2021
	 $ -   
	 
	 $ -   

	15
	9
	Completion of dip molding apparatus 
	3/1/2021
	$157,829
	$187,457
	$345,286

	16
	N/A
	Quarterly Reports 5 (January - March, Technical and Business Reports) 
	4/25/2021
	 $ -   
	 
	 $ -   

	17
	10
	Assess potential toxicology 
	6/1/2021
	 $157,829 
	 
	 $157,829 

	18
	N/A
	Quarterly Report 6 (April - June, Technical and Business Reports)
	7/25/2021
	 $ -   
	 
	 $ -   

	19
	11
	Complete 50% patient enrollment
	10/1/2021
	 $350,000 
	 $187,457 
	 $537,457 

	20
	N/A
	Annual Report 2
	10/25/2021
	 $ -   
	 
	 $ -   

	21
	N/A
	Quarterly Report 7 (October - December, Technical and Business Reports)
	1/25/2022
	 $ -   
	 
	 $ -   

	22
	12
	Electronic Report Forms Developed 
	3/1/2022
	 $315,658 
	 $187,457 
	 $503,115 

	23
	N/A
	Quarterly Reports 8 (January - March, Technical and Business Reports) 
	4/25/2022
	 $ -   
	 
	 $ -   

	24
	N/A
	Quarterly Report 9 (April - June, Technical and Business Reports)
	7/25/2022
	 $ -   
	 
	 $ -   

	25
	13
	Complete 100% patient enrollment
	8/1/2022
	 $315,658 
	 $187,457 
	 $503,115 

	26
	N/A
	Annual Report 3
	10/25/2022
	 $ -   
	 
	 $ -   

	27
	14
	Report results from data analysis
	11/1/2022
	 $157,829 
	 
	 $157,829 

	28
	N/A
	Final Reports (Prior to the POP End) – Final reports must have a milestone dollar amount. 
	11/30/2022
	$50,000    
	   
	 $50,000   

	 Total
	$2,075,240 
	$1,124,742
	 $3,199,982 

	Period of Performance 
	XX Months

	Agreement Type
	CPFF/CR/FFP



Please Note:

1. Firm Fixed Price Contracts – Milestone must be complete before invoicing for fixed priced contracts.
2. Cost Reimbursable Contracts – You may invoice for costs incurred against a milestone. Invoicing should be monthly.
3. Quarterly and Annual Reports include BOTH Technical Reports and Business Status Reports (separate).
4. Final Report due date must be prior to PoP end noted in RPA and have an associated milestone dollar amount.
5. MTEC Milestone Numbers are used for administrative purposes and should be sequential.
6. Task Numbers are used to reference the SOW if they are different from the MTEC Milestone Number.

Reporting (The following information, if applicable to the negotiated SOW, will be provided to the Government based on negotiation.)

	Report Months
	Due Date

	January – March 
	25 April

	April - June
	25 July

	July - September
	25 October

	October - December
	25 January


 
· Quarterly Reports – The MTEC Research Project Awardee shall prepare a Quarterly Report which will include both a Technical Report and Business Status Report in accordance with the terms and conditions of the MTEC Base Agreement. (Required)

· Annual Reports – The project awardee shall prepare an Annual Report which will include both a Technical Report and Business Status Report for projects whose PoPs are greater than one year in accordance with the terms and conditions of the MTEC Base Agreement. (Required)

· Final Technical Report – At the completion of the RPA, the awardee will submit a Final Technical Report, which will provide a comprehensive, cumulative, and substantive summary of the progress and significant accomplishments achieved during the total period of the Project effort in accordance with the terms and conditions of the MTEC Base Agreement. As part of the Final Technical Report, the awardee must submit a DD Form 882, Report of Inventions and Subcontracts. (Required)

· Final Business Status Report – At the completion of the RPA, the awardee will submit a Final Business Status Report, which will provide summarized details of the resource status of the RPA, in accordance with the terms and conditions of the MTEC Base Agreement. (Required)


[bookmark: _Toc1052137][bookmark: _Toc208073888]ATTACHMENT 5 – CURRENT & PENDING SUPPORT TEMPLATE
CURRENT 
Award Number: 
Title: 
Funding Agency/Requiring Activity: 
Dates of Funding: 
Total Direct Costs: 
Organization’s Role: 
Key Personnel (Name, Role, Citizenship, Current Country of Residence, Time Commitments):
Brief summary of the scope of work: 

Award Number: 
Title: 
Funding Agency/Requiring Activity: 
Dates of Funding: 
Total Direct Costs: 
Organization’s Role: 
Key Personnel (Name, Role, Citizenship, Current Country of Residence, Time Commitments):
Brief summary of the scope of work: 

[Add additional fields, if needed, to report all current support] 

PENDING 
Solicitation Number: 
Title: 
Funding Agency/Requiring Activity: 
Proposed Period of Performance: 
Proposed Total Direct Costs: 
Organization’s Role: 
Key Personnel (Name, Role, Citizenship, Current Country of Residence, Time Commitments):
Brief summary of the scope of work: 

Solicitation Number: 
Title: 
Funding Agency/Requiring Activity: 
Proposed Period of Performance: 
Proposed Total Direct Costs: 
Organization’s Role: 
Key Personnel (Name, Role, Citizenship, Current Country of Residence, Time Commitments):
Brief summary of the scope of work: 

[Add additional fields, if needed, to report all pending support]
PREVIOUS (Award PoP ending within the past 5 years)
Award Number: 
Title: 
Funding Agency/Requiring Activity: 
Dates of Funding: 
Total Direct Costs: 
Organization’s Role: 
Key Personnel (Name, Role, Citizenship, Current Country of Residence, Time Commitments):
Brief summary of the scope of work: 

Award Number: 
Title: 
Funding Agency/Requiring Activity: 
Dates of Funding: 
Total Direct Costs: 
Organization’s Role: 
Key Personnel (Name, Role, Citizenship, Current Country of Residence, Time Commitments):
Brief summary of the scope of work: 

[Add additional fields, if needed, to report all previous support]

PERTAINING TO THIS PROPOSAL SUBMISSION: 
Title: 
Proposed Period of Performance: 
Proposed Costs (ROM): 
Organization’s Role: 
Key Personnel (Name, Role, Citizenship, Current Country of Residence, Time Commitments):
Brief summary of the scope of work: 



[bookmark: _Toc208073889][bookmark: _Toc58443953][bookmark: _Toc88025978][bookmark: _Hlk188443493]ATTACHMENT 6 – INTELLECTUAL PROPERTY AND DATA RIGHTS
Definitions
· Intellectual Property (IP) Rights for MTEC RPAs will be defined in the terms of an awardee’s Base Agreement, unless specifically negotiated in any resultant RPA. MTEC Base Agreements are issued by MTEC to MTEC members receiving a RPA. Base Agreements include the applicable flow down terms and conditions from the Government’s OTA with MTEC, including the IP terms and conditions.

· Data Rights: The Offeror shall comply with the terms and conditions contained in their Base Agreement regarding Data Rights, as modified by the specifically-negotiated Data rights terms herein. Refer to Section 2.10 of the RPP.
Directions to the Offeror
If applicable, complete the below table for any items to be furnished to the Government with restrictions. An example is provided. If the Offeror does not assert data rights on any items, a negative response is required by checking the applicable box below.

Failure to complete this attachment in its entirety (including a failure to provide the required signature) may result in removal from the competition and the proposal determined to be ineligible for award.

If the Offeror intends to provide technical data or computer software which existed prior to or was produced outside of the proposed effort, to which the Offeror wishes to maintain additional rights, these rights should be asserted through the completion of the table below.

Note that this assertion is subject to negotiation prior to award.

|_| If the Offeror will NOT be asserting data rights for the proposed effort, check this box.

|_| If the Offeror WILL be asserting data rights for the proposed effort, check this box and complete the table below, adding rows as necessary. Please note, the table contains sample information to be used as a reference but should be replaced and/or removed in its entirety prior to submission.






	Technical Data or Computer Software to be Furnished with Restrictions
	Basis for Assertion

	Asserted Rights Category

	Name of Organization Asserting Restrictions
	Milestone # Affected

	Software XYZ
	Previously developed software funded exclusively at private expense 
	Restricted

	Organization XYZ

	Milestones 1, 3, and 6

	Technical Data Description
	Previously developed exclusively at private expense
	Limited
	Organization XYZ
	Milestone 2

	Technical Data Description
	Previously developed with mixed funding 
	Government Purpose Rights
	Organization XYZ
	Milestone 2



|_| If the proposed effort represents work that derives from, extends, or logically concludes effort(s) performed under a prior SBIR funding agreement(s), check this box and complete the table below, adding rows as necessary.

	Technical Data or Software developed with SBIR/STTR Funding
	SBIR Award Number
	Identify
SBIR Phase I/II
	Is the intent of this award to be a continuation of the SBIR project (i.e., SBIR Phase III)? [Yes/No]

	
	
	
	 

	
	
	
	






______________________________________________________		______________
Signature of Responsible Party for the Proposing Prime Offeror			DATE



[bookmark: _Toc208073890]ATTACHMENT 7 – BIDS INSTRUCTIONS

The Biomedical Information and Data System (BIDS) is the secure website where all MTEC proposals must be submitted. It keeps proposals organized, ensures data is stored in one place, and provides clear communication with MTEC and our government sponsors. Importantly, this is also where you’ll see your proposal status and award notifications.

For a step by step guide to registering for BIDS and submitting a proposal through BIDS, refer here (scroll down): https://mtec-sc.org/proposal-submit
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