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NAVAL MEDICAL RESEARCH CENTER



 Office of Research Administration


	HRPP#:
     
(DoD#:
     )


Annual Report for Exempt Research

Annual Report Number (provide sequential report number): 
Instructions:  Please submit this completed form for all research involving human subjects to the NMRC Office of Research Administration (ORA). Please contact ORA at (301) 319-7276 if you have any questions.

Annual Reports:  Navy policy requires that human subject protocols deemed exempt from the human subject protection regulations as set forth at 32 CFR Part 219.101(b), must report annually on its activities.  The information requested in this form is designed to provide the IRB Chair or Vice Chair with sufficient information to determine that the research remains exempt.

Reporting Timeline:  To ensure timely review and approval and avoid a lapse in approval period, please submit your annual report in enough time for the IRB Chair or Vice Chair to provide a substantive review.
Part A – Background Information

1.
Title of Project:      
2.
NMRC Lead Investigator (name):      

Signature: 
_____________________________________

Date: 



3.
Principal Investigator, if different from above (name):      
4.
Primary or Lead Institution (name of institution):      

5.
Dates of current reporting period:      
Part B – Current Status of Research

1.
Study initiation date:       
2.
Study completion date (or estimated date if study still ongoing):       
3.
Current Status of the approved study:

 FORMCHECKBOX 

Analysis of specimens/surveys/records continues

 FORMCHECKBOX 

Study withdrawn

4.
Research Sites (check all that apply):

 FORMCHECKBOX 

NMRC facilities (list):      
 FORMCHECKBOX 

Other collaboration (provide institution name and respective approval expiration date):      
Part C – Update on Research Design and Procedures

1.
Please state the objectives of the research, a summary of the research plan and methods, and summarize your findings to date, including preliminary results where available:      
2.
Briefly summarize recent scientific literature, study-wide reports, monitoring reports, preliminary results or any other information that has become available since the last report that may affect deliberations about the risks and/or benefits associated with the research:      
3.
Please describe any problems with or changes in the research that could affect the exempt determination:      
Part D – Update on Specimen Usage

1.
Number of specimens/surveys/records approved for this study:      
2.
Number of specimens/surveys/records added to this study to date:      
3.
Number of specimens/surveys/records added since last annual report:      
Part E – Additional Information

1.
Please list any other information specific to this study that you believe the Reviewer should consider:      
2.
As the NMRC investigator, do you believe that continuation of the research is justified in light of the above information? 

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No (If no, please explain):      
Part F – Update on Significant Financial Interest Disclosure

Significant Financial Interests:  A Significant Financial Interest is defined as an interest valued at greater than $10,000 or an equity ownership of more than 5% held by an investigator and/or the investigator’s spouse and/or dependent children. 

Financial Interests (check all that apply): 

 FORMCHECKBOX 
 Members of the investigative team have no significant financial interests related to this research

 FORMCHECKBOX 
 Members of the investigative team are disclosing the following significant financial interests (check all that apply): 

 FORMCHECKBOX 

Salary or other payment for services (e.g., consulting fees or honoraria)

 FORMCHECKBOX 

Equity interests (e.g., stocks, stock options, or other ownership interests)

 FORMCHECKBOX 

Intellectual property rights (e.g., patents, copyrights, or royalties from such rights)

 FORMCHECKBOX 

Other significant financial interest that could affect, or be perceived to affect, the results of the research or educational activities funded or proposed for funding

Part G –  Attachments

1.
Please attach the following items as applicable and check those attached: 

 FORMCHECKBOX 

Complete research protocol or research plan in most current form if changed since last review (one (1) copy with changes tracked and one (1) clean version)
 FORMCHECKBOX 

Other (e.g., tables of study data, figures, etc.):      
2.
Please attach the following items ONLY IF NOT PREVIOUSLY SUBMITTED:

 FORMCHECKBOX 

Any government, sponsor, or other audit or monitoring report for NMRC/NMRCD sites

 FORMCHECKBOX 

Any available abstracts, reprints, or progress reports based on the research

 FORMCHECKBOX 

All scales, survey instruments, questionnaires, interview scripts, etc.

 FORMCHECKBOX 

For PHS funded research, federal grant application (except attachments), where applicable

Part H – Chain of Command Review

DEPARTMENT HEAD:  

Signature:
_____________________________________

Date: 



Name/Dept.:
     
DIRECTOR:

Signature:
_____________________________________

Date: 



Name/Dir.:
     
Part H –  Review Recommendation 
To be completed by IRB Chair or Vice Chair. 
Please select as applicable:

 FORMCHECKBOX 

Remains Exempt under Category: 


 FORMCHECKBOX 

Not Exempt:


 FORMCHECKBOX 

Forward for expedited review


 FORMCHECKBOX 

Forward for convened (full) IRB review

​
 FORMCHECKBOX 

Resubmission Required (see comments below):

Comments:  

Signature of Reviewing IRB Chair or Vice Chair


Date

Part I – Approval 

To be completed by the Commanding Officer or Executive Officer. 
Based on the authority granted to me in BUMED ltr 3900 Ser M00RPH/12UMOORPH326 of 22 October 2012, I concur with the Commanding Officer/Commander’s approval and authorize NMRC participation in this action.  
Signature of Commanding Officer or Executive Officer

Date
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