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NAVAL MEDICAL RESEARCH CENTER



Office of Research Administration


	ORA Use Only
Project #: 


Determination of Human Subject Research

Date:       

 FORMCHECKBOX 
 Initial Submission
 FORMCHECKBOX 
 Resubmission
Title of Project:      
Applicant Name:      
Directorate/Department:      /     
Part A - Background Information

1.
Please provide a synopsis of the proposed project (or attach proposal and supporting documents if available). 

     
2.
Please identify the primary intent/objectives. 

     
3.
Who will benefit from this project? (select one option) 

 FORMCHECKBOX 
 
Benefits intended primarily or exclusively for the participants or the participants’ community.  Please explain and indicate to whom results will be reported:      
 FORMCHECKBOX 
 
Benefits intended to extend beyond study participants, e.g., to society. Please explain and indicate to whom results will be reported:      
4.
What NMRC or NMRCD resources do you anticipate dedicating to this project (funding, equipment, personnel, etc.)? 

     
5.
Could the activity be characterized as any of the following (check all that apply):

 FORMCHECKBOX 
 
Outbreak investigation
 FORMCHECKBOX 
 
Epidemiological surveillance


 FORMCHECKBOX 
 
Military deployment surveillance
 FORMCHECKBOX 
 
Standard health care practice

 FORMCHECKBOX 
 
Professional consultation only
 FORMCHECKBOX 
 
Provision of resources only

6.
Does the project include any of the following (check all that apply):

 FORMCHECKBOX 
 
Non-FDA approved drug/biologic
 FORMCHECKBOX 
 
Non-FDA approved device

 FORMCHECKBOX 
 
Non-commercial (research) assay/test
 FORMCHECKBOX 
 
Off-label use of FDA-approved product

7.
Does the project involve host nation capacity building (e.g., tech transfer, etc.)? 

 FORMCHECKBOX 
 
No
 FORMCHECKBOX 

Yes – Please describe:      
8.
Is the project a systematic investigation designed to develop or contribute to generalizable knowledge?  Please explain: 

     
9.
Do you anticipate presentation or publication of findings? 

 FORMCHECKBOX 
 
Yes
 FORMCHECKBOX 

No 
10.
Does the project involve obtaining information about living individuals?  Please explain:

     
11.
Does the project involve human specimens or data previously obtained from human subject research? 

 FORMCHECKBOX 

No 
 FORMCHECKBOX 
 
Yes – please answer the following:

a. Please provide approved human subject protocol title, number and status, e.g., open or closed (or explanation if no approved protocol):      
b. Please provide a brief description of the project to include study population, dates of research, numbers of specimens collected, general methods, etc.:       

c. Please describe how the specimens are labeled, e.g., with identifiers (which means they can be linked to a specific individual either directly or indirectly through coding systems):        

12.
Does the project involve human specimens previously obtained from clinical activities (including outbreak investigations)? 

 FORMCHECKBOX 

No 
 FORMCHECKBOX 
 
Yes – please answer the following:

a. Please provide approved project number, letter of request to perform investigation, and/or other applicable documentation (e.g., HIPAA Privacy Board review):      
b. Please provide a brief description of the project to include involved population, dates of activity, numbers of specimens collected, general methods, etc.:       

c. Please describe how the specimens are labeled, e.g., with identifiers (which means they can be linked to a specific individual either directly or indirectly through coding systems):        

13.
Does the project involve prospective collection of human specimens? 

 FORMCHECKBOX 

No 
 FORMCHECKBOX 
 
Yes – please answer the following:

d. Please provide letter of request to perform investigation, and/or other applicable documentation (e.g., HIPAA Privacy Board review):      
e. Please provide a brief description of the project to include involved population, dates of activity, numbers of specimens to be collected, general methods, etc.:       

f. Please describe how the specimens will be labeled, e.g., with identifiers (which means they can be linked to a specific individual either directly or indirectly through coding systems):        

14.
Does the project involve human specimens to be obtained from the DoD Serum Repository? 

 FORMCHECKBOX 
 
No 
 FORMCHECKBOX 

Yes – please attach a copy (or draft copy) of the request to DoD Serum Repository for specimens (please provide a letter of acknowledgment from the DoD Serum Repository to ORA when available).

15.
Does the project involve human specimens to be obtained from commercial or otherwise publicly available cell lines? 

 FORMCHECKBOX 
 
No 
 FORMCHECKBOX 

Yes

16.
Does the project involve intervention (i.e., physical procedures by which data are gathered and manipulations of the subject or the subject’s environment that are performed for the project purposes) or interaction (i.e., communication or interpersonal contact between investigator and subject) with the individuals?  Please explain:

     
17.
Is the information private (i.e., about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, or provided for specific purposes by an individual and which the individual can reasonably expect will not be made public)? 

 FORMCHECKBOX 
 
Yes
 FORMCHECKBOX 

No – please explain:      
Part B – Signatures

Applicant 
 FORMCHECKBOX 
  The information provided in this form is complete and correct.

 FORMCHECKBOX 
  The proposed project is not currently underway and will not begin until either a determination that the project does not involve human subject research, or IRB review and approval of human subject research, which is applicable, has been obtained. 



     
Signature of Applicant




Date


Department Head
I have reviewed the information provided in this form and it appears to be complete and correct.



     
Signature of Department Head




Date


OIC / Director
I have reviewed the information provided in this form and it appears to be complete and correct.



     
Signature of OIC / Director




Date


Reviewer Determination

To be completed by IRB Chair or Vice Chair. 
Name of IRB Chair or Vice Chair:      
Reviewer Determination (please check one):

 FORMCHECKBOX 

The proposed project, as submitted, meets criteria that define it as human subject research.  The Applicant must submit a protocol and supporting documents to the NMRC SRB for prospective scientific review and the NMRC IRB for prospective ethical review.  Based on provided information, recommend submission to ORA as: 

 FORMCHECKBOX 
  Exempt Protocol Category No.: ______

 FORMCHECKBOX 
  Expedited Protocol Category No.: ______

 FORMCHECKBOX 
  Full Board Submission

 FORMCHECKBOX 

The proposed project, as submitted, does not meet the definition of human subject research and therefore may proceed without further review by the NMRC IRB.  However, if the nature of the activity changes such that it may meet the definition of human subject research, the Applicant must report such changes to the IRB Chair for further verification. 

 FORMCHECKBOX 

More information is required to make a determination.  The Applicant should address the queries below. 

Reviewer Comments:

Signature of IRB Chair or Vice Chair




Date
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