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Request for Exemption from IRB Review

Instructions:  If you believe that your research is exempt from IRB review, please complete Part A of this form and attach to the Initial Review Application Form (IRB Form 1).  Please contact the NMRC Office of Research Administration if you have any questions at (301) 319-7276.  

Claimed exemptions from NMRC IRB review must be verified by the IRB Chair or Vice Chair before the initiation of the activity.  An exemption can be invoked only if all components of the research fit the categories described in Part A below.  You must notify ORA if your research changes after approval because the exemption may no longer apply.
Regulatory Criteria: To claim exemption from the human subject protection regulations and IRB review, the reviewer must have sufficient information to verify that all components of the research fit the categories described below (see 32 CFR 219.101(b)). Accordingly, please ensure that all relevant information is described in the protocol or Initial Review Application Form.

Children: Surveys and interviews involving children cannot be declared exempt.

Prisoners:  Research involving prisoners cannot be declared exempt.  A prisoner is defined as any individual involuntarily confined or detained in a penal institution. 

Part A – Regulatory Criteria for Exemption

Please check all applicable categories below: 
	Cat. 1 
 FORMCHECKBOX 
 


	1.  Research conducted in established or commonly accepted educational settings, involving normal educational practices. Examples include:

a) Research on regular and special education instructional strategies, OR
b) Research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

	Cat. 2
 FORMCHECKBOX 
 


	2.  Research involving the use of educational tests (cognitive, diagnostic, aptitude, or achievement), survey procedures, interview procedures, or observation of public behavior. 


NOTE:  This exemption may be invoked for research involving adult subjects who are not prisoners UNLESS BOTH OF THE FOLLOWING APPLY:

a) Information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects (NOTE: Codes constitute identifiers.); AND
b) Any disclosure of the subjects’ responses outside of the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, or reputation.


NOTE: This exemption may be invoked for research involving children EXCEPT THAT (i) research involving surveys or interviews with children cannot be exempt, AND (ii) research involving the public behavior cannot be exempt if the investigators participate in the actions being observed. 

	Cat. 3

(a)  FORMCHECKBOX 
  

or

(b)  FORMCHECKBOX 
 
	3.  Research involving the use of educational tests (e.g., cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under Category 2 above, IF:
a) The human subjects are elected or appointed public officials or candidates for public office; OR

b) Federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

	Cat. 4

(a)  FORMCHECKBOX 
  

or

(b)  FORMCHECKBOX 
 
	4.  Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens (NOTE: EXISTING means research materials are already on the shelf or archived when the research is proposed; e.g., blood samples already taken from patients or subjects for other clinical or research purposes). This exemption applies IF:

a) These sources are publicly available, OR

b) The information is recorded by the investigator in such a manner that individual subjects cannot be identified, directly or through identifiers linked to the subjects.

	Cat. 5

 FORMCHECKBOX 
  


	5.  Research and demonstration projects that are designed to study, evaluate, or otherwise examine:
a) Public benefit or service programs;

b) The procedures for obtaining benefits or services under such programs;

c) Possible changes in or alternatives to such programs or procedures; or

d) Possible changes in methods or levels of payment for benefits or services under such programs.

NOTE: This exemption applies only to research and demonstration projects studying Federal programs, and its use must be authorized by the Federal agency supporting the research. As with all exemptions, IRBs and institutions retain the authority not to invoke the exemption even if so authorized by the relevant Federal agency.  Studies of state and local public service programs require IRB review; but, waiver of informed consent is possible for such programs under 32 CFR 219.116(c).

	Cat. 6

(a)  FORMCHECKBOX 
  

or

(b)  FORMCHECKBOX 
 
	6.  Taste and food quality evaluation and consumer acceptance studies, which meet any of the following conditions:

a) If wholesome foods without additives are consumed; OR

b) If a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection of the US Department of Agriculture.


Part B – Determination Record

To be completed by IRB Chair or Vice Chair. 
Please select as applicable:

 FORMCHECKBOX 

Verified as 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 IRB Chair or Vice Chair
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