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	BASIC STUDY INFORMATION
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	DISCLOSURES

	Funding:
	Yes
	No

	a. Does this study receive funding for resources, personnel, materials, or equipment, etc.) by:
· An internal source such as BUMED-DSG, BUMED-WII, or the Commander’s Fund? 

· An external source such as NIH, NSF, RDT&E P6, academia, or industry?
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	b.
Is there a Cooperative Research and Development Agreement (CRADA), Memorandum of Understanding (MOU), Interagency Agreement (IAA), Educational Partnership Agreement (EPA) or ANY other collaborative agreement associated with this study?
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Do you or any other person responsible for the design, conduct or reporting of this research have an economic interest in or act as an officer or director of any outside entity whose financial interests would reasonably appear to be affected by this research? 


If “yes”, provide a written justification for continued association with this study.
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The officials signing below certify that the information provided within this document is correct and that, as required, future reviews will be performed and certification will be provided.
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	Department Head: The principal investigator, who will be directly responsible for the study, is a member of my department, has current privileges at this facility, and is qualified to perform the proposed research. I have informed my Director that this research will be conducted within my Department. In the event of his/her detachment from this facility, I will ensure that the principal investigator designates an appropriately qualified individual who will provide continuity for the study including all reports and obligations to CID and to the reach subjects. 
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Conflict of Interest Declaration

In evaluating whether a researcher has a Conflict of Interest, the following items may be considered:

In the past year I (and/or spouse, and/or dependent child) have received salary, consulting fees, honoraria (including honoraria from a third party, if the original source is a financially interested company), gifts or other enrollments, “in kind” compensation, whether for consulting, lecturing, travel, service on an advisory board, or for other purposes not directly related to the costs of research or other medical center activity, that in the aggregate have exceeded $10,000, or are expected to exceed that amount in the next twelve months. 

If no, please indicate below that you do not have a conflict of interest.

If yes, please indicate below that you do have a conflict of interest.  If you indicated that you have a conflict of interest, CID will contact you for additional information. You may be required to disclose the extent and basis of your monetary award or potential for gain. You may be required to develop a management plan for this conflict or you may be asked to withdraw from this research. A final decision will be made by the Commanding Officer. 
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Enter name of each Research Team Member (e.g., PI, AI). 

Use the tab key in last cell to add rows to table.

Support Statement

If the proposed project may impact other product or service lines within this facility, describe in detail the support needed from department. Send this to the department head for his/her approval. Include details in this proposal for the Committee's information. 
Enter NA when appropriate. Attach continuing pages as needed. 
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Appendix A:  Research Plan


	PI:
	

	Study Title:
	


RESEARCH PLAN

1.
OBJECTIVES/SPECIFIC AIMS  

2.
BACKGROUND AND SIGNIFICANCE  

3.
RESEARCH DESIGN/METHODS 

a.
General Approach 


(1)
Research Objective 


(2)
Detail How Many Groups or Arms are in the Study and What Each Receives 


(3)
Randomization Procedures 

b.
Methods and Materials

(1) Experimental Procedure

(2) Research Material To Be Collected

(3) Data Collection Tools

(4)
Protection and Security of Data 

(5)
Disposition of Data at the End of Project

(6)
Number of Records / Samples / Specimens for Inclusion and Justification 
4.
STATISTICAL ANALYSIS

5.
SIGNIFICANCE TO NAVY MEDICINE

6.
PATENT DISCLOSURES/INVENTIONS  

7.
POTENTIAL HAZARDS TO THE RESEARCH TEAM
8.
ANTICIPATED DATA SOURCE COLLECTION TIMELINE

	
	Number Records / Samples / Specimens

	Year 1:
	

	Year 2:
	

	Year 3:
	


You may insert additional rows in the table as needed.
9.
BIBLIOGRAPHY FOR RESEARCH PLAN
Appendix B: Data Collection Forms, Letters of Support, etc.
To be appended to application by PI

Appendix B: Outside Agreements. 
Contact CID for assistance. Because outside agreements take a long time to process, action to draft such an agreement should be taken as soon as possible, even prior to submitting the protocol for committee review.

Appendix D:  Basic Science Reviewer Checklists

To be added by CID following review

Appendix E: Curriculum Vitae, RIT
To be appended to application by PI
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