REQUEST FOR EXEMPT REVIEW OF RESEARCH

Instructions: Please complete the document, print and sign. Attach a copy of the protocol, along with copies of surveys and/or data collection tools and submit to the VAPHS Research Office.  Please keep in mind that research procedures that involve the use or disclosure of protected health information will require use of either 1) a safe harbor or limited data set, 2) a HIPAA Authorization or, 3) a Request for a Waiver of HIPAA Authorization in order for the exempt request to be considered.
Principal Investigator:      
Project Title:      
MIRB# (if known):        

I am requesting that the attached research proposal be considered exempt from the Common Rule requirements because I believe that it falls into one or more of the following categories for exempt review in accordance with DHHS, VA, and FDA regulations. Please check all that apply: 
 FORMCHECKBOX 
 1.
Research conducted in established or commonly accepted educational settings, normal educational practices, e.g. i) research on regular and special education instructional strategies or ii) research on the effectiveness of or the comparison among instructional techniques, curricula or classroom management methods. 

 FORMCHECKBOX 
 2.
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior unless: i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and ii)  any disclosure of the human 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. NOTE: The Department of Veterans (VA) also includes loss of insurability in this category.

 FORMCHECKBOX        
3.
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 paragraph (b)(2) of this section if: i) the human subjects are elected or appointed public officials or candidates for public office;  or ii) federal statute(s) require(s) without exception that the confidentiality of personally identifiable information will be maintained throughout the research and thereafter. 

 FORMCHECKBOX 
4.  
Research involving the collection 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. NOTE: Data pulls utilizing scrambled social security numbers are NOT considered eligible for this category of exemption at this time.

 FORMCHECKBOX 
 5.
Research and demonstration projects which are conducted by or subject to the approval of Department or Agency heads, and which are designed to study, evaluate, or otherwise examine:  i) public benefit or service programs;  ii)  procedures for obtaining benefits or services under those programs; iii)  possible changes in or alternatives to those programs or procedure; or iv)  possible changes in methods or levels or payment for benefits or services under those programs.


NOTE: Requests for exempt status for such projects must be submitted to the Under Secretary for Health on behalf of the Secretary of Veterans Affairs. Please contact the VAPHS IRB Office for assistance.
 FORMCHECKBOX 
 6.
Taste and food quality evaluation and consumer acceptance studies,  i) if wholesome foods without additives are consumed or ii) 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 FDA or approved by the EPA or the Food Safety and Inspection Service of the USDA. 

I further certify that the research meets the following criteria (NOTE:  All of the items below

must be met in order for the request to be reviewed):

· The research does not focus on pregnant women.

· The research does not involve prisoners.

· The research represents no more than minimal risk to the subjects.

· The research either: 1) does not involve an FDA regulated product, 2) does involve an FDA regulated product and a waiver of IRB review has been obtained by the FDA or 3) does involve an FDA regulated product and a category 6 exemption is being requested.

Investigator’s Signature: __________________________________
Date: _____________
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