NAVAL AEROSPACE MEDICAL RESEARCH LABORATORY

REQUEST FOR REVIEW OF RESEARCH ACTIVITY INVOLVING HUMAN SUBJECTS

FOR POSSIBLE CLASSIFICATION AS EXEMPT
Date:  

From: 

To:  Chair, Institutional Review Board 

Title of research protocol:  

Phone:  

Fax:  

Associate or Collaborating Investigator(s):

    Name:  

    Institution:  

    Address:  

    Phone:  

    Fax:  

    E-mail:  

Proposed starting date of research:  

Expected duration of research:  

1.  What is the nature of the research activity?  

2.  Are you contributing to the design or conduct of the study?  Yes    No

3.  Do you expect your name to appear on a publication resulting from the study?  Yes    No

4.  Please describe your role in the research:  

5.  Where are the subjects of this research located?

6.  If the research is taking place elsewhere (away from NAMRL), will you directly contact or intervene with the subjects?  For example, will you serve as subjects' physician, take samples from subjects, or interview subjects?  Yes    No

7.  Has the activity been reviewed and approved by an Institutional Review Board (IRB) elsewhere?  Yes    No

8.  If your answer to question 7 was "Yes," specify which IRB reviewed the activity and the date of the review:

    a.  IRB Committee:  

    b.  Date of review:  

9.  What kind of human samples (e.g., tissue, blood) or data (e.g., private information, responses to questionnaires) will be involved?

10.  Will you be:

    a.  Collecting samples or data?





Yes    No

    b.  Receiving samples or data?





Yes    No

    c.  Sending samples or data?





Yes    No

11.  Do the samples or data:

    
a.  Already exist?







Yes    No

    
b.  Or are they being collected expressly for this study? 
Yes    No

    
c.  Or some combination of (a) and (b) above?


Yes    No

12.  Please briefly describe the basis for any "Yes" responses to the preceding question:

13.  Do the samples or data come from any individuals who may need special safeguards (e.g., individuals under 18 years of age, pregnant women, or prisoners)?  Yes    No

14.  If the answer to the preceding question was "Yes," please explain.

15.  An IRB must review and approve the use of existing samples or data that contain personal identifiers or are coded and may be linked in any way to an individual.  The use of samples or data that are anonymous may be considered for exemption from IRB review and approval.  Are the samples or data you expect to collect, receive, or send anonymous?  Yes     No

16.  Please attach a separate sheet if there is anything you wish to add that might justify an exemption, or if you wish to amplify any answer.  For further information on exemptions, see "Guidelines for Research Involving Human Subjects" at the following Web site:

http://ohrp.osophs.dhhs.gov/humansubjects/guidance/45cfr46.htm#46.101

INVESTIGATOR ASSURANCE AGREEMENT

I, the Department Head, Principal Investigator, or Co-Investigator cited as responsible for performing and monitoring the research under the protocol entitled, "xxx," have read and understood the provisions of Title 32 Code of Federal Regulations Part 219 (Protection of Human Subjects), Department of Defense (DoD) Directive 3216.2 (Protection of Human Subjects and Adherence to Ethical Standards in DoD-Supported Research), Secretary of the Navy Instruction (SECNAVINST) 3900.39C (Protection of Human Subjects), Bureau of Medicine and Surgery Instruction (BUMEDINST) 6710.69, (Use of Investigational Agents in Humans, if applicable), Bureau of Medicine and Surgery Instruction (BUMEDINST) 3900.6B (Protection of Human Research Volunteers from Research Risks), Department of Defense (DoD) Directive 5500.7 (Standards of Conduct), and local instructions as applicable.  I will abide by all applicable laws and regulations, and I agree that in all cases, the most restrictive regulation related to a given aspect of research involving protection of research volunteers will be followed.  In the event that I have a question regarding my obligations during the conduct of this Navy-sponsored project, I have ready access to each of these regulations, as either my personal copy or available on file from the Chair, Institutional Review Board.  I understand that my immediate resource for clarification of any issues related to the protection of human research volunteers is the Chair, Institutional Review Board.

Signatures and Dates:

____________________________________________________  _______/_______/_______
[Typed Name]
Department Head

____________________________________________________  _______/_______/_______

 [Typed Name]
Principal Investigator

____________________________________________________  _______/_______/_______

[Typed Name]
Co-investigator
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