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I. PROJECT SUMMARY
    A. ABSTRACT:

     B. KEY WORDS:

      C. ABBREVIATIONS USED:

D.  KEY PERSONNEL 

	
	· Name, Degree & Grade/Rank

· Social Security # 

· Phone # 

· Pager #

· E-mail address
	· PI, AI, PI(A)*, or MM

· PRD 

· % of Time Devoted to this Effort
	· Organization (e.g. NMCSD)

· Department 

· Status (Trainee, Resident, Staff, Fellow, DOD Contractor, or HMJ Contractor, etc.)

	(1)
	
	
	

	(2)
	
	
	

	(3)
	
	
	

	(4)
	
	
	

	(5)
	
	
	

	(6)
	
	
	

	(7)
	
	
	

	(8)
	
	
	


	
	PI = Principal Investigator

	
	*PI (A) = The local Principal Investigator for Administrative purposes (use only if PI is from another facility

	
	AI = Associate Investigator

MM = Medical Monitor


	NOTE:  THE FOLLOWING IS TO BE COMPLETED BY CID STAFF.

	This is the 
	
	Original or
	
	Updated (check one) key personnel listing.

	Date Effective: 
	
	


E.  HUMAN USE ASSURANCE STATEMENT

	We, the Principal Investigator and Associate Investigators on the above noted research project, have read and understand the provisions of 32 CFR Part 219 (Protection of Human Subjects), the Belmont Report, "Ethical Principles and Guidelines for the Protection of Human Subjects of Research," and NAVMEDCEN SDIEGOINST 6500.9, Human Clinical Investigation Program, Institutional Review Board, and the Protection of Human Subjects.  The DOD Multiple Project Assurance Number for this facility is DOD40005.  We agree to abide by all applicable laws and regulations and agree that in all cases the most restrictive regulation related to a given aspect of research involving protection of research volunteers will be followed during the conduct of this research project.  In the event that we have a question regarding our obligations during the conduct of this Navy sponsored project, we have ready access to each of these regulations, as either a personal copy or available on file from the Chairman, Institutional Review Board.  We understand that the immediate resource for clarification of any issues related to the protection of research volunteers is the Chairman of that committee.  We understand that failure to comply with reporting and/or review requirements will require suspension or termination of the project.




	PRINT 

NAME, RANK / DEGREE
	POSITION OR

ROLE

(PI, AI, MM)
	SIGNATURE
	DATE

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


F.  SUB-INVESTIGATORS

Sub-investigators are individuals who will be trained in the specifics of the protocol and on how to perform the informed consent process from prospective subjects.  This does not require the submission of a curriculum vitae or listing them as investigators on the Human Use Assurance Statement.  However, the Principal Investigator will be responsible for providing training to all Sub-Investigators and documenting such by listing the names below.  Prior approval must be obtained from the IRB, before Sub-Investigators can be utilized.  Approval can be requested by completing this form and including it with the protocol submission.  If approved, the information must be updated at the time of continuing review.

1. Will anyone other than the Key Personnel be performing the consent process?  (Check one.)

	
	Yes
	
	No


If Yes, provide justification:

Category (Residents, Staff, Civilian):
2. Provide Names and SSNs for all Sub-Investigators in the table below. 

The following individuals will be sub-investigators on this study.  All have/will participate(d) in, and satisfactorily complete(d), training in the specifics of this protocol, as well as how to appropriately obtain informed consent form prospective subjects.

	PRINTED NAME
	SSN
	
	PRINTED NAME
	SSN

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


G. BUDGET
Budget Summary Or Payment Schedule:

	BUDGET ITEM
	Yr 1  $
	Yr 2  $
	Yr 3  $

	
	FY:
	
	FY:
	
	FY:
	

	Personnel Costs
	
	
	

	Minor Equipment Costs < $25K)
	
	
	

	Major Equipment Costs (> $25K)
	
	
	

	Equipment Maintenance Costs
	
	
	

	Equipment LEASE Costs
	
	
	

	Expendable Supplies
	
	
	

	Animal Purchase and Per Diem
	
	
	

	Miscellaneous Expenses (including printing, reproduction, and publication)
	
	
	

	Travel (for data collection)
	
	
	

	Contracts/Consultants
	
	
	

	TOTAL:
	
	
	


A detailed list of items requested FOR EACH YEAR is included on the following page.

    FUNDING SOURCE(S)

	In-House (CID)
	
	
	

	Other DOD: (Specify)
	
	
	

	HMJFAMM
	
	
	

	Grant: (Specify)
	
	
	

	Gift: (Specify)
	
	
	

	CRADA (Specify company)
	
	
	


Approved___  Disapproved _____

_________________  _______

W. Lockette, MD     Date

H.  DETAILED BUDGET LIST

YEAR 1 BUDGET
	BUDGET ITEM
	DOLLAR AMOUNT

	Personnel Costs:


	

	Minor Equipment Costs < $25K):


	

	Major Equipment Costs (> $25K):


	

	Equipment Maintenance Costs:


	

	Equipment LEASE Costs:


	

	Expendable Supplies:


	

	Miscellaneous Expenses (including printing, reproduction, and publication):


	

	Travel (for data collection):


	

	Contracts/Consultants:


	

	YEAR 1 TOTAL:
	


YEAR 2 BUDGET
	BUDGET ITEM
	DOLLAR AMOUNT

	Personnel Costs:


	

	Minor Equipment Costs < $25K):


	

	Major Equipment Costs (> $25K):


	

	Equipment Maintenance Costs:


	

	Equipment LEASE Costs:


	

	Expendable Supplies:


	

	Miscellaneous Expenses (including printing, reproduction, and publication):


	

	Travel (for data collection):


	

	Contracts/Consultants:


	

	YEAR 2 TOTAL:
	


YEAR 3 BUDGET
	BUDGET ITEM
	DOLLAR AMOUNT

	Personnel Costs:


	

	Minor Equipment Costs < $25K):


	

	Major Equipment Costs (> $25K):


	

	Equipment Maintenance Costs:


	

	Equipment LEASE Costs:


	

	Expendable Supplies:


	

	Miscellaneous Expenses (including printing, reproduction, and publication):


	

	Travel (for data collection):


	

	Contracts/Consultants:


	

	YEAR 3 TOTAL:
	


II. PROJECT DESCRIPTION
     A. BACKGROUND AND SIGNIFICANCE:


1)
Definition and Scope of Problem 



(Definition, context, and clinical relevance)
2) Literature Review 


(Summary and evaluation of major studies)

3) Novel Contributions of this Study 


(What is unique about this study)?

     B. SPECIFIC OBJECTIVES:

     C. PREVIOUS WORK BY YOU RELATED TO PROPOSAL:

 D. RESEARCH DESIGN

    1. General Approach:


    2. Methods:


    3. Retrovirology Research:

    4. Investigational Drugs/Devices/Biologics Research:


    5. Statistical Analysis:

    6. Military Relevance / Operational Use, if any:

E. APPLICATION TO USE HUMAN SUBJECTS
   1. Subject Population:

   
   Subject Inclusion Criteria:

      Subject Exclusion Criteria:

   2. Protected Population (i.e., children, women of

   childbearing age, and 3rd party subjects):

   3. Subject Recruiting/Consent Process:

   4. Experimental Procedure(s):

   5. Research Material Collected:

   6. Protection of Patient Privacy:

   7. Risks:

   8. Radiation or Laser Exposure:

   9. Justification of Risks:

  10. Minimization of Risks:

11. Medical Monitor (include duties – see instructions below):


For all greater than minimal risk studies, a medical monitor must be named to oversee the safe and ethical conduct of the study by the investigators. The medical monitor must be a physician or dentist, may not be a member of the investigative team, yet must have sufficient expertise in the subject under study to provide meaningful monitoring.  The duties of the medical monitor must be specified and he or she must sign the protocol to indicate acceptance of the responsibilities and provide a current CV. Consider applicable sample language below:

“[This multicenter clinical trial will be monitored by the sponsor for protocol compliance and risk to the subjects.]  Dr. _____________, rank, corps, USN will be the NMCSD medical monitor for this protocol to oversee the safe and ethical conduct of the study by the investigators, and has the authority to recommend suspension or any other steps deemed necessary to protect the subjects.to oversee the safe and ethical conduct of the study by the investigators. Dr. ___________ will:

a. Monitor the consent process to ensure an absence of coercion

b. Monitor data collection and clinical outcome

c. Review all adverse event reports with comments from the PI and forward to the IRB with his/her own comments. Adverse event reports must be received by the IRB within 5 working days of occurrence or reporting (within 1 working day for serious adverse events).

d. Make sure inclusion/exclusion criteria are followed

e. Review data security measures

f. Have full access to study data

Dr. Smith's expertise makes him/her well suited to this task.”  
Medical Monitor’s

Signature: ___________________________  Date___________

III. DATA COLLECTION SHEET(S) AND QUESTIONNAIRES:

	Insert hard copy of all data collection sheets and questionnaires.


IV.  CONSENT FORM, INFORMATION SHEET, OR WAIVER
	Insert hard copy of appropriate documents.  In separate template files, you’ll find:

1. 1st party consent

2. 3rd party consent
3. Assent (available upon request from CID Research Admin)
  a.  for subjects 7-10 years old

  b.  for subjects 10-17 years old

4. Patient Information Sheet (for minimal risk studies only)
5. PHI checklist
6. HIPAA Patient Authorization
7. HIPAA Waiver of Patient Authorization
8. HIPAA Records Review Request


V. BIBLIOGRAPHY 

VI. CURRICULUM VITAE
	Please attach a hard copy of current CV for each PI, PI(A),AI, and Medical Monitor. An updated last: XX-XX-XX date should appear in the upper right hand corner.


VII.  DECLARATION OF CONFLICT OF INTEREST/ 

              CLINICAL INVESTIGATOR FINANCIAL CERTIFICATION
This information below is provided in accordance with 21 CFR Part 54 in regard to the following clinical study.

                 _________________________________

                                                                  Client Company

                                                   ________________________________
 

                                                                Investigating Product(s)  

                       ___________________


                             Protocol #

Investigator/Subinvestigator  (Please Print)

	Yes
 Yes    No

 (  (     
	Do you, your spouse or dependent children have a financial arrangement with Name of all collaborators including parent companies and labs involved, whereby the value of compensation to you, your spouse or dependent children could be influenced by the outcome of the study?  This includes compensation that could be greater for a favorable clinical result, compensation in the form of an equity interest in Name of all collaborators including parent companies and labs involved  or compensation tied to sales of the product tested in the above study such as a royalty interest.  If yes, the nature of the financial arrangement is as follows:



	Yes
 Yes    No

 (  (     
	Do you, your spouse or dependent children have a proprietary interest in Name of all collaborators including parent companies and labs involved such as patent rights or rights under a patent, trademark, copyright or licensing agreement?  If yes, the nature of the proprietary interest is as follows:



	Yes
 Yes    No

 (  (     
	Do you, your spouse or dependent children, or any of you combined have a significant equity interest in Name of all collaborators including parent companies and labs involved such as an ownership interest, stock options or any other financial interest whose value cannot be readily determined through reference to public prices, or any equity interest in Name of all collaborators including parent companies and labs involved  (if it is a publicly traded organization) exceeding $50,000, or any combination of these?  If yes, the amount and nature of the equity interest is as follows:



	Yes
 Yes    No

 (  (     
	Have you, your spouse or dependent children, or any of you combined received payments from Name of all collaborators including parent companies and labs involved  in excess of $25,000, exclusive of the costs of conducting the clinical studies, such as honoraria, a grant or grants to fund ongoing research, compensation in the form of equipment, or retainers for ongoing consultation?  If yes, the amount and nature of the payment is as follows:



	To the best of my knowledge, the information provided above is correct and complete.  I understand that I am obligated to amend this statement and notify Naval Medical Center San Diego promptly if there is any change in this information during the conduct of the clinical studies listed above or during one year after the studies have been completed.

	__________________________________________________________

Signature of Investigator


	     ________________________________

Date


3/8/99

VIII. SPECIAL INFORMATION AND SUPPLEMENTARY DOCUMENTATION

A.  COLLABORATION WITH OTHER INDIVIDUALS OR INSTITUTIONS - COOPERATIVE RESEARCH AND DEVELOPMENT AGREEMENTS (CRADAs) AND MEMORANDA OF UNDERSTANDING (MOUs):

B.  PERSONNEL AND ENVIRONMENTAL HAZARDS / PRECAUTIONS: 

IX. APPENDIX
A. REVIEW SIGNATURES

The proposed research involves reviews and/or approvals by the committees and organizations noted below.

	
	YES
	NO
	
	APPROVAL DATES:
	INITIAL

	
	
	
	
	PENDING
	APPROVED
	

	1. HUMAN SUBJECTS
	
	
	IRB
	
	
	

	2. RETROVIRUS
	 
	
	MED-O2H
	
	
	

	3. INVESTIGATIONAL AGENT
	 
	
	FDA
	
	
	

	4. RADIATION/LASER
	 
	
	RSC/LUC
	
	
	

	5. COLLABORATION
	
	
	CRADA/MOU
	
	
	


(CID will complete approval dates.)
The following signatures indicate the documentation has been reviewed and has been completed appropriately according to the best knowledge of the signees.

	CID Program Administrator 

	
	
	

	Lynda J. Reed, CIP (Signature)
	Date


	Director, CID w/CO Naval Medical Center San Diego by direction authority 

	
	

	Warren Lockette, MD (Signature)
	(Date)


 Action by BUMED reviewing authority NOT applicable.
B.  DEPARTMENT SUPPORT STATEMENT

The proposed project may impact other departments within the organization.  Provide a statement of the support needed from the department(s) listed below in order to perform the study.  

LABORATORY:
PHARMACY:

RADIOLOGY:

NUCLEAR MEDICINE:

NURSING SERVICES:

PATIENT ADMINISTRATION:

PATIENTS (i.e. # of admissions):

BED OCCUPANCY/DURATION OF STAY:

OTHER SPECIAL REQUIREMENTS:

SIGNATURES: We agree to provide the support described above.

	
	

	Signature
	Signature

	   Name: 
	Type or print 
	   Name:
	Type or print

	   Rank:
	
	   Rank:
	

	   Title:
	
	   Title:
	


	
	

	Signature
	Signature

	   Name: 
	
	   Name:
	

	   Rank:
	
	   Rank:
	

	   Title:
	
	   Title:
	


C. INSERT: COMMITTEE MINUTES signed by Chairman, IRB, and Commander

Template Updated 8/23/04; LR
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