(Note: words that appear in italics on your screen should be replaced with the appropriate language for your study, used when applicable, and deleted when no longer needed)

(Throughout this document, you may cite page and paragraph numbers from grants, company-written, or oncology group protocols.)
BAMC/WHMC

PROTOCOL FOR CLINICAL INVESTIGATION – EXEMPT

(This form may be used for retrospective chart reviews or data analysis as defined below)

[45 CFR 46.101 (b-4); AR 40-38 Appendix B-6.  Research involving the collection or study of existing data, documents, records, and pathological or diagnostic specimens if these sources are publicly available or if the information is recorded in such a way that subjects cannot be identified directly or through identifiers linked to the subject.]

1.0  Title:  (You may include the collaborative institution’s protocol number in the title if required.)
2.0 Principal Investigator (PI):  State first and last name, grade, service branch, corps, specialty, staff/resident/fellow, department, office symbol, phone and pager numbers, office and home e-mail addresses [Include CV with proposed protocol].  

2.1 Associate Investigators (AI):   State first and last name, grade, service branch, corps, specialty staff/resident/fellow/civilian, location, department, office symbol, phone and pager numbers, office and home e-mail addresses [Include CV with proposed protocol].

3.0  Location(s):  List all facilities participating in this study (except for oncology group and drug company studies).
4.0  Research Plan (Complete sections 4.1 - 4.8 below)
4.1  Purpose:  List the broad, long-term objectives of the study.  (For Example:  The purpose of this study is to review the treatment of disease X with drug Y)
4.2  Hypotheses/Research Questions:  State the specific hypotheses or research questions you wish to test.  (For Example you could use the following research question:  1.  Are there differences in the rate of remission of disease X between groups treated with drug Y and placebo.  This could be stated as a hypothesis:  2) There are statistically significant differences in the rate of remission between groups treated with drug Y and placebo,  or as a null hypothesis:  3) There are no differences in the rate remission between groups treated with drug Y and placebo.)
4.3  Significance: State concisely the importance and health relevance of the research described by relating the specific aims to the broad, long-term objectives.  State the practical application(s).  Significance is often demonstrated using numbers affected, cost of care, impact on quality of life, etc.

4.4  Military Relevance: With regard to military needs and mission requirements (e.g. Readiness, TriCare, Build Health Communities), this paragraph should provide a brief and succinct military justification for the research. (e.g. benefit healthcare of military medical care beneficiaries).

4.5 Background/ Review of Literature: Briefly describe the background leading to the present study. Critically evaluate existing knowledge, and specifically identify the gaps that the project is intended to fill. 

4.6 Bibliography:
4.7  Research Design and Methods:   State in detail how the research will be designed to answer the hypotheses/research questions. Define what measurements (operational definitions - independent and dependent variables) the study will evaluate to answer the research question. 
4.8  Number of Subjects:  State only what is applicable.

TOTAL NUMBER OF SUBJECTS (nation-wide/study-wide)
_____

Number of subjects planned for BAMC


_____

Number of subjects planned for WHMC


_____

Number of subjects planned for (specify institution)

_____

5.0  Human Subject Protection (Complete sections 5.1 - 5.6 below)
5.1  Source of Data:  Describe what existing database or records will be used to collect information. 
5.2   Benefits: Describe any benefit that may be reasonably expected from the research.
5.3  Risks: Describe any  potential risks in the collection of this data.  

5.4  Safeguards for Protecting Information:  Describe the procedures for protecting any risks of confidentiality and assess their likely effectiveness.  Please note that the collected data must be recorded without identifiers.  Also where appropriate, describe the provisions for storage and monitoring the data collected to assure the safety of the subjects.
6.0  Data Analysis:  Describe what data (outcome measures) will be compared for each research question, and by what method (statistic or methodology as appropriate).  Be specific.
7.0 Duration of Study: 
Estimated start date and approximate duration of the study: _________ months/years
8.0 Staff Monitor (for resident and fellow projects) - State first and last name, grade, service branch, corps, specialty staff/civilian, location, department, office symbol, phone and beeper number of person responsible for monitoring the PI.
9.0  Signature Section:  
9.1  Principal Investigator
I am aware that I am not authorized to accept any funds or other form of compensation for conducting research.  All subjects will be treated in compliance with all applicable organizational, service, DoD and Federal regulations, and all applicable FDA and HHS guidelines.”

Signature block of principal investigator
Date of Protocol Submission: ____________ (before approval)

----------------------------------------------------------------------------------------------------------------------------------------

9.2  PI’s Service Chief (BAMC)







I have considered this protocol and am able to approve (for BAMC use “Service” or for WHMC use “Squadron”) personnel and resource support.  I understand that I will be the point of contact for correction of deficiencies should the principal investigator fail to meet the requirements agreed to in the Letter of Compliance.

Signature block of Service Chief





Date _____________

--------------------------------------------------------------------------------------------------------------------------------------

9.3  Scientific Merit Review:  This protocol has been reviewed and found to have sufficient scientific merit for consideration by the Institutional Review Board.






MICHAEL J. MORRIS






Date____________

LTC, MC

Chief, Research Consult Service

--------------------------------------------------------------------------------------------------------------------------------------

16.4 Joint Study Use this block if submitting a Joint BAMC/WHMC protocol.  Complete both the PoC-AI and Joint Service/Squadron parts.
I agree to act as the Point of Contact-Associate Investigator (PoC-AI) at (insert either BAMC or WHMC).

Signature block of Point of Contact-Associate Investigator



Date___________

AND
If the PI is assigned to one organization, this signature demonstrates approval by the other institution’s service that the study can be supported.  For example, if the PI is assigned to BAMC Surgery Service, the WHMC Surgery Squadron commander would sign this block.
I have considered this protocol and am able to approve (for BAMC use “Service” or for WHMC use “Squadron”) personnel and resource support.

Signature block of Joint Service Chief or Squadron Commander 


Date___________
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