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NOTE:

This program is open to Army Medical Department (AMEDD) personnel only.  Collaboration with industry, academia and other military services is permitted, however the Principle Investigator must be an AMEDD personnel and the funding must go to an AMEDD facility or command. 

Instructions on How to Create Your Account.

To create your account you will need to first download the PDF Document titled 41 DISA.  This document is a “System Authorization Access Request” and must be completed and faxed to our security officer at 301-619-5067.  There are instructions on how to complete this document attached with the download.  In addition there are parts of this document that will need to be completed by your on post security officer.  Your account will be generated within 2 to 4 business days.  When completing this form please make special note of item 9 where you will enter your email address.  This must be a regularly used email address as this will be the primary form of contact used in regards to this award.  

PREFACE
The U.S. Army Medical Research and Materiel Command's (USAMRMC) mission is to provide solutions to medical problems of importance to the American war fighter at home and abroad.  The AMEDD Advanced Medical Technology Initiative (AAMTI) plays a vital role in the fulfillment of these objectives.  Through this program Army Medical Department leaders have the resources to conduct advanced technology development, demonstration and validation of important new technologies that can enhance the ability of the U.S. Army component of the TRICARE system to address emerging Force Health Protection requirements.  Additional information on the FY 2011 AMEDD Medical Technology Initiative can be obtained from this site.

This document defines policy and procedure for the execution of the FY 2011 program.  The FY 2011 program will enhance the management, accountability and reporting of medical technology demonstrations by leveraging the USAMRMC infrastructure for the execution of science and technology programs.  The plan incorporates a Request for Submission (RFS) of pre-proposals for FY 2011, with two layers of submission and review.  The initial submission will be in the form of a Pre-proposal each of which will be evaluated and scored based upon scientific, medical and military applicability.  Those PIs whose proposal are deemed to be of greatest importance/interest will be invited to submit a full proposal, which will be evaluated by the AAMTI Vision Setting Panel.  The CG, USAMRMC will choose those projects that will be funded. 

Included within this RFS is a general description of the AMEDD Medical Technology Initiative, including specific areas of interest; the evaluation and selection criteria; and submission preparation instructions and formats.  Submission eligibility is limited to AMEDD organizations.  Any amendments of this submission system will be advertised on this site. 

Questions concerning the preparation of submissions can be emailed (john.winston@tatrc.org).  Telephonic inquiries can be answered by calling 301-619-7674.  The appropriate mailing address is as follows:
U.S. Army Medical Research and Materiel Command

Telemedicine and Advanced Technology Research Center

ATTN: MCMR-TT

Mr. John Winston

504 Scott Street

Fort Detrick, MD 21702-5012 
U.S. Army Medical Research and Materiel Command

TABLE OF CONTENTS

1.
Program Overview

2.
FY 2010 Program Areas of Interest

A.
Clinical Applications

B.
Medical Informatics

C.
FY09 Areas of Particular Interest

3.
General Information

A.
USAMRMC Awards

B.
Conflict of Interest

C.
Government Obligations

D.
Information Service

E.
Two-Tiered Submission Process


a.
Pre-Proposal Submission Preparation


b.
Pre-Proposal Submission Form


c.
Full Proposal Submission Preparation


d.
Full Proposal Submission Form

F.
Evaluation and Selection


a.
Request for Pre-Proposal Submissions


b.
Two-Tier Review Process


c.
Schedule


d.
Evaluation Factors

G.
Pre-Proposal Evaluations

H.
Full Proposal Evaluations

I.
Award Administration



a.
Information Release



b.
Freedom of Information Act Requests



c.
Site Visits



d.
Reports



e.
Project Management Files

1.
PROGRAM OVERVIEW
The objectives of the AMEDD Advanced Medical Technology Initiative are to increase beneficiary access to healthcare, improve the quality of healthcare, and reduce the cost of delivering healthcare.
To achieve these objectives, candidate advanced medical technology projects are subjected to a rigorous review process.  This process includes request for and submission of project pre-proposals, peer review and scoring, submission of full proposals (for selected projects), full proposal review, and final selection by the CG, USAMRMC.

AFTER SELECTION, PROPOSALS RECEIVE FUNDING WITH AN EIGHTEEN MONTH LIFE-CYCLE.  FUNDS FOR THIS PROGRAM ARE PROGRAM 8 (P8) DOLLARS AND ALL FUNDS MUST BE OBLIGATED NO LATER THAN COB 30 SEPTEMBER 2011.

The USAMRMC monitors the progress of funded projects throughout the execution.  A Final report will be submitted electronically, via the web.  The final results may be presented to the Commanding General, USAMRMC at a time and location to be determined.  Each funded site is responsible for all costs related to this presentation, to include (but not limited to) travel, lodging, per diem, etc.  The CG, USAMRMC may review and formulate recommendations for The Surgeon General (TSG) of the U.S. Army.  The TSG will decide which project (s) has potential for incorporation into the operational Army medical department setting. 
Please note: This program is designed to foster and encourage new projects that reflect "medical technology entrepreneurship".  OMA or acquisition efforts are not eligible for this program and will not be considered.  Funded projects will have eighteen months for execution, therefore, infrastructure, equipment, personnel, etc should be obtainable in a reasonable amount of time from the award date. 
2.
FY 2011 PROGRAM AREAS OF INTEREST
The scope of the FY 2011 program includes identification, exploration, and demonstration of key technologies and enabling biomedical principles required to overcome technological barriers that are medically and militarily unique. The goals of this effort are to: 1) provide technologies needed to enhance full spectrum force health protection; 2) reduce the cost of delivering care; 3) reduce the time it takes to access care and critical specialty intervention; 4) improve the skills and efficiency of care providers; and 5) improve the quality of care throughout the TRICARE healthcare continuum.

Achieving these goals will require the application of new and existing technologies to health-related problems, as well as the integration of medical technology with other DoD modernization initiatives in the areas of information systems and telecommunications.  As a result, submissions are sought in the following areas:
A.
Clinical Applications
The FY 2011 program seeks a broad range of clinical submissions.  All manner of clinical submissions are encouraged.  In the final analysis, the key will depend on matching the technology to appropriate clinical needs across the axis of cost, access, and quality of care.  Accordingly, broadly defined, successful submissions will feature the use of clinically relevant procedural protocols and technology to improve cost, access, and quality of care. Implied in the above is the requirement that any IM/IT technologies demonstrated through this program must be able to interface with CHCS as well as AHLTA and other enterprise solutions.
B.
Medical Informatics
The FY 2011 program seeks a broad range of medical informatics submissions.  These submissions will include, but are not limited to, proposals that leverage healthcare information technologies to streamline and enhance the documentation of medical encounters, allow the content of diverse, heterogeneous databases of medical information to be queried for research into evidence based medicine, information analysis that leads to better disease management, the integration of speech recognition technology into the health care delivery environment, and development and demonstration of novel approaches to the acquisition, fusion, distribution and interfacing with medical information.  Of particular interest are medical informatics technologies that facilitate individual and aggregate predictive diagnostics that utilize tailored, natural language information, and object oriented, intelligent agents for search and retrieval of medical data and wireless medical applications that provide access to practice guidelines, patient confirmation, learning tools and other medical information.  In addition, submissions are encouraged that utilize advanced medical modeling and simulation to provide senior leaders with the capability to perform what if analysis of the impact of technology on the performance of complex integrated health care delivery networks.  Implied in the above is the requirement that any technologies demonstrated through this program must be able to interface with CHCS as well as AHLTA and other enterprise solutions.

C. 
FY 2011 Areas of Particular Interest

For FY 2011, the following areas are of particular interest. 

· Demonstration of technologies that address medical issues associated with TBI/PTSD, particularly as they relate to:

· Screening

· Diagnostics

· Protection

· Demonstration/Development of technologies that improve education for both patients and providers

· Applications involving the use of cell phones and other ubiquitous technologies to:

·  Deliver care 

·  Monitor patients

·  Provide patients with information

· Integration of clinical functionality into AHLTA

· Demonstration of technologies that support/enable medical care to remote and underserved populations within the AMEDD

· Demonstration of technologies that reduce the administrative burden associated with the provision of care in the AMEDD

· Tele-Surgical applications to include real-time surgical consultation from theatre, telementoring (using theatre surgeries), consultation and telementoring between AMEDD medical facilities   

3.
GENERAL INFORMATION
A.
USAMRMC Awards
The USAMRMC will execute this demonstration program by entering into partnerships with selected AMEDD organizations and transferring funds to them contingent upon appropriate safety and administrative approvals.  Submissions selected for funding are processed for award by the USAMRMC.  The transfer agreements are awarded to organizations, not individuals. A principal investigator (PI) must submit a pre and (if invited) a full proposal through, and be employed by, an AMEDD organization to receive support.  Contractors are not eligible to submit pre or full proposals and may not act as a PI.

A recipient should meet certain minimum standards pertaining to institutional support, financial resources, prior record of performance, integrity, organization, experience, operational controls, facilities, and conformance with safety and environmental statutes and regulations (see OMB Circulars http://www.1800net.com/nprc/omb-a110.html or http://www.pr.doe.gov/omb2.html]).  Additionally, the submitter should include a list of infrastructure, equipment, personnel and subjects that would have to be acquired with an estimated time needed to acquire each.  There should also be a disclosure of how soon the project could start from the FADing of funds, based upon the above acquisition requirements.  The local IMO and Commander should be aware of all submissions and should confirm that the proposed work is both feasible from a technical perspective and relevant from a programmatic and command perspective.
B.
Conflict of Interest
Investigators are cautioned that awards are made to institutions.  Should the PI of a funded project leave the recipient institution, contact the AAMTI Program Manager as soon as possible to discuss transition to a new PI. 

C.
Government Obligation
The Government does not fund preparation of Submissions or support research that is inferred from discussions with technical project officers. 
D.
Information Service
Submitters may use the technical reference facilities of the USAMRMC, Telemedicine and Advanced Technology Research Center (TATRC) (http://www.tatrc.org) to acquire information of existing research to avoid duplication of scientific and engineering effort. 
E.
Two-Tiered Submission Process

a.
Pre-Proposal Submission Preparation
Submissions will be made according to a two-tiered process.  Initial submissions will be in the form of a Pre-Proposal submitted via a secure web site.  Pre-Proposals may be submitted by any who meet the submission eligibility requirement: the PI must be an AMEDD employee (employed at an AMEDD facility/activity).  Upon review and scoring of the Pre-Proposals by AMEDD representatives, the CG, USAMRMC will choose those Pre-Proposals that merit further exploration via the submission of a Full Proposal. Full Proposal submission is by invite only based upon that decision.
All Pre-Proposals will be assigned an identification number after receipt.  Brochures or other descriptions of general organizational or individual capabilities will not be accepted as a Submission. The PI should receive a decision letter or electronic mail on the Submission within 40 to 50 days of the closing date of the Pre-Proposal submission period.  A copy of the electronic Pre-Proposal and Full Proposal Submission forms can be found below.

b.
Pre-Proposal Submission Form
Preferred Title of Reference:

Last Name:

First Name:

Degree:

Specialty:

Duty Title:
Corps:

Military Rank:

AMEDD Facility:

AMEDD Address
Day Phone:

FAX: 

E-mail:

Secondary Organizational POC

Last Name:

First Name:

Day Phone:
E-mail:

Pre-Proposal Title (limit to 120 characters):

Estimated Cost of Project:
Project Purpose and Deliverables:

Problem Being Addressed/including Literature Support:

Military Relevance:

Methods (to include Human/Animal Use):

Description of Metrics/Outcome Measures:

Infrastructure, Equipment, Personnel, that would have to be acquired:
Partner Institutions:
c.
Full Proposal Submission Preparation
Upon review and scoring by the AMEDD panel, the CG, USAMRMC will identify those Pre-Proposals that merit further consideration.  A Full Proposal will be solicited for these projects.  Full Proposal submission is by invite only.

d.
Full Proposal Submission Form

Proposal Title (limit to 120 characters): Pre-Loaded from Pre-Proposal

Cost:
Abstract (Problem to be addressed): Pre-Loaded From Pre-Proposal

Technology to be demonstrated:
What is the technology, what is your study/demonstration design

Military Relevance:
How will the military benefit, what military requirements does it address?

Infrastructure, Equipment, Personnel, and Subjects Needed:
Significance and/or Uniqueness of the Demonstrated Technology:

Include Literature search if the technology and competing technologies

Metrics to be used to Prove Efficacy:

How do you intend to measure the success of the proposed demonstrations?

What criteria will be used and how will this date be measured, verified and analyzed? 
Participating Personnel & Man Hours:

Name:

Title:

Role 

Effort (%):
Major Capital Equipment/Subcontracts > $10K:

Item:

Estimated Cost:
List all equipment, personnel, infrastructure, and subjects to be procured for this project and estimated time to acquire same.
Expected Time from Award to Commencement (from Receipt of funds).

When will you be able to start once funds are MIPRed?
Literature Search

List all sources used to research this technology

Internal Review Board (IRB) Protocol:
What is the human or animal use issues attendant to this project?  Have you established a plan to deal with these issues?  Show that you are aware of, and are prepared to address, any human/animal use issues as part of your IRB approval requirement.
Commander/IMO Concurrence:

Have you notified the IMO and Commander's officer regarding the proposal? 

Has IMO confirmed that the technical infrastructure exists to allow for success for completion of this project?

Is your Commander aware of the project and it's time requirements should you be funded?
PI's Curriculum Vitae (one page):
Partner Institutions:
F.
Evaluation and Selection
a.
Request for Pre-Proposal Submissions

The AMEDD Advanced Medical Technology Initiative will be conducted as a single funding effort.  The USAMRMC will prepare a Request for Submissions announcement to request submissions of Pre-Proposals for FY 2011.  To allow additional flexibility, partnerships between the civilian sector and AMEDD institutions and personnel are permitted.  However, all submissions must have an AMEDD organization as the sponsor.
b.
Two-Tier Review Process

All Pre-Proposals will be evaluated for scientific merit and relevance to military medical programs using the criteria listed below: - Military and Program Relevance - Objectives - Scientific Excellence.  A panel of AMEDD personnel representing the various AMEDD activities will score each Pre-Proposal.  The CG, USAMRMC will identify those Pre-Proposals that merit further review.  Full Proposals will be invited for these projects.  Full Proposals will be reviewed for consistency with the Pre-Proposal by an AMEDD personnel panel using the following criteria: Military and Program Relevance - Proposed Objective - Scientific Excellence – Potential for AMEDD-wide adoption - Metrics.  Awards will also be dependent upon adequate demonstration by the applicant that they have considered administrative issues related to: interfaces with legacy systems or enterprise solutions (existing and planned) - Research involving Human Subjects/Anatomical Substances - Research involving Animals - Facility Safety Plan (FSP) and - Certificate of Environmental Compliance -.  As a consequence, awardees should initiate IRB procedures in accordance with their local command authority standard operating procedures at their earliest convenience.  Once local IRB approval is received, the Clinical Investigations Research Office (CIRO) will review the approval and protocol.  A FUNDED PROJECT MAY NOT ENROLL SUBJECTS UNTIL CIRO HAS REVIEWED AND APPROVED THE LOCAL IRB APPROVAL AND DOCUMENTATION. 
c.
Schedule

The Commander, USAMRMC, will retain authority for final source selection, execution of procurement actions and subsequent program management.  TATRC will execute the program in accordance with the following milestones (dates subject to change): 

18 JUN 10 - Opening Date for Pre-Proposal Submission
 29 AUG 10- Closing Date for Pre-Proposal Submissions
3 Sep – 08 Oct 10 - Pre-Proposal Review
TBD - Opening Date for Full Proposal Submissions (Invitation Only)
TBD - Closing Date for Full Proposal Submissions
TBD - Full Proposal Review Order of Merit List Prepared
TBD - Funding Decision by CG, USAMRMC
d.
Evaluation Factors

Submissions will be reviewed by an AMEDD panel for scientific/technical merit and military relevance using the factors listed below. 

G.
Pre-Proposal Evaluations
· Military and Program Relevance: Does the Pre-Proposal clearly address a relevant and significant military-related problem that can be solved by the technology to be demonstrated?  Does the proposed project meet stated AMEDD Areas of Interest as mentioned in the above descriptions? 

· Project Objective: Is the stated objective clear, valid, and logical?  Is the technology or system to be demonstrated innovative? 

· Scientific Excellence: Does the work merit further review via a Full Proposal?  Is there potential for AMEDD-wide adoption?  Are the identified metrics potentially capable of supporting an AMEDD-wide deployment decision?

H.
Full Proposal Evaluations
· Military and Program Relevance: Does the Pre-Proposal clearly address a relevant and significant military-related problem that can be solved by the technology to be demonstrated?  Does the proposed project meet stated AMEDD Areas of Interest as mentioned in the above descriptions?

· Proposed Objective: Is the stated objective clear, valid, and logical?  Is the research innovative?

· Scientific Excellence: Are the plans, methods, techniques and procedures feasible, clear, valid, adequately referenced, and state-of-the-art?  Has the PI identified vigorous Metrics to prove success?

· Qualifications: Are the qualifications, capabilities, and experience of the proposed PI and other key personnel sufficient to achieve the proposed objectives? 

· Facilities: Are the proposed facilities and equipment, or unique combinations of these, adequate for the proposed objectives? 
I.
Award Administration
a.
Information Release
Recipients are required to agree to the release of information pertaining to the research and development supported by the USAMRMC instrument.  Statement (a) shall be included in all such releases; Statements (b)-(f) shall be included if relevant to the research being conducted:

· "This work was supported by the US Army Medical Research and Materiel Command under MIPR No. -_______. Opinions, interpretations, conclusions and recommendations are those of the author and are not necessarily endorsed by the US Army."

· "In conducting research using animals, the investigator(s) adheres to the laws of the United States and regulations of the Department of Agriculture."  Include required assurances, approvals, forms and descriptions as outlined in Appendix 10.

· "In conducting research using humans and/or human anatomical substances, the investigator is required to include approvals, forms, and descriptions as outlined in Appendix 9 of this announcement."

· "In the conduct of research utilizing recombinant DNA, the investigator adhered to NIH Guidelines for research involving recombinant DNA molecules (http://www.nih.gov/od/orda/toc.htm)."

· "In the conduct of research involving hazardous organisms, the investigator adhered to the CDC-NIH Guide for Biosafety in Microbiological and Biomedical Laboratories (http://www.cdc.gov/od/ohs/biosfty/bmbl/bmbl-l.htm)."

· "Information" includes, and is not limited to, new releases, articles, manuscripts, brochures, advertisements, still and motion pictures, speeches, trade association meetings, and symposia.
· “This work was funded by the AMEDD Advanced Technology Initiative (AAMTI), through the Telemedicine and Advanced Technology Research Center (TATRC)”.
b.
Freedom of Information Act Requests
The Freedom of Information Act (FOIA) (5 USC 552) provides a statutory basis for public access to official Government records.  "Records" are defined to include documentation received by the government in connection with the transaction of public business. Records must be made available to any person requesting them unless the records fall under one of nine exceptions to the Act (http://www.aclu.org/library/foia.html).  When a FOIA request asks for information contained in a successful Submission that has been incorporated into an award document, the submitter will be contacted and given an opportunity to object to the release of all or part of the information that was incorporated.  A valid legal basis must accompany each objection to release.  Each objection will be evaluated by USAMRMC in making its final determination concerning which information is or is not releasable.  If information requested is releasable, the submitter will be given notice of USAMRMC's intent to release and will be provided a reasonable opportunity to assert available action.
c.
Site Visits
The USAMRMC Project Officer will, at his or her discretion, visit each PI during the project lifecycle.
d.
Reports
Participation in this program will require the timely delivery of two reports during the effort.  The award instrument will state the necessary reports that are due to TATRC.  The usual reports consist of the following: 
Mid-Term update (halfway through the project) 
Final report details the findings and issues of the completed project. 
Final Presentation will be made by the PI to a panel at a time and place to be determined.  This presentation will occur in the calendar year following the obligation date of project funds, thus each funded AMEDD Activity will be responsible for all costs associated with the final presentation.
e.
Project Management Files 
All correspondence related to the submission, evaluation, selection, and execution of projects will be maintained by the TATRC.  Questions regarding official project management files can be addressed to Program Integration and Planning, TATRC, 301-619-7674.
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