Request for an Exemption 
(Part III and adequate information, including and data collection forms are required to be submitted in addition to this request)

	Principal Investigator:
	

	Study Title:
	


Research activities in which the only involvement of human subjects will be in one or more of the following categories may be exempt from review by the Institutional Review Board (IRB) unless otherwise required by the IRB.  The exempt status must be approved by the IRB Chair designee.  When research is determined to be exempt the IRB, the R&D will be notified.  Please note annual status reports are required to be submitted for R&D review. The exempt categories, may be found in Title 38 Code of Federal Regulations (CFR) 16.101(b).
Please indicate the category you are requesting: and provide justification

 FORMCHECKBOX 

a.  Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as:


(1)  Research on regular and special education instructional strategies, or


(2)  Research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

 FORMCHECKBOX 

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


(1)  Information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and


 (2)  Any disclosure of the subjects' responses outside 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.  The Department of Veterans Affairs (VA) also includes loss of insurability in this category.

 FORMCHECKBOX 

c.  Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under preceding subparagraph 2b, if:


(1)  The subjects are elected or appointed public officials or candidates for public office, or


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

 FORMCHECKBOX 

d.  Research involving the use or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available, or if the information is recorded by the investigator in such a manner that subjects cannot be identified, either directly or through identifiers linked to the subjects.

 FORMCHECKBOX 

e.  Research and demonstration projects that are conducted by, or subject to, the approval of department or agency heads, and that are designed to study, evaluate, or otherwise examine public benefit or service programs, procedures for obtaining benefits or services under such programs, possible changes in or alternatives to such programs, and possible changes in methods or levels of payment for benefits or services under such programs.  NOTE:  The determination of exempt status for these research and demonstration projects must be made by the Under Secretary for Health on behalf of the Secretary of Veterans Affairs, after consultation with Office of Research and Development, the Office of Research Oversight, the Office of General Counsel, and other experts, as appropriate. 

 FORMCHECKBOX 

f.  Taste and food quality evaluation and consumer acceptance studies as defined in 38 CFR 16.101(b).

Signature of Principal Investigator:  _____________________________________

Determinations: (Check ones that apply) - All approvals meeting exemption criteria will be reported to the convened IRB.

· The Chair, or designee, has reviewed the initial protocol submission and has determined that it fits the criteria for an exemption # ________________

· The Chair, or designee, has reviewed the initial protocol submission and has determined that it does not fit the criteria for exemption and requires review by the IRB:

· Convened IRB

· Expedited Criteria

· Additional Information is required as listed below: 
_______________________________________________________
___________

Chair or designated reviewer






Date.

5-01-07


