Baystate Medical Center Institutional Review Board

Request for Determination of Exempt Status


Complete this form if you believe that your activity may meet the criteria for a determination of exempt status.  The determination of exempt status must be made by a disinterested person knowledgeable in the interpretation of Human Subjects Research regulation and guidance.  At Baystate Health, this responsibility is delegated by policy to the HRPP and its IRBs. The HRPP and its IRBs have the authority to require modifications to exempt research in order to maximize protections of human subjects.

Once a research study has been certified as "exempt," there is no need to report back to the IRB other than to report the study closure, request an extension of the exemption beyond the approval period, or if changes or modifications are made in the study's design, procedures, etc. which may impact the exempt determination.
A determination of exempt status does not in any way absolve the investigator from his or her responsibilities in protecting the rights and welfare of the subjects participating in the research. Exempt research is subject to the policies and oversight of the Human Research Protection Program. All principles of the Belmont Report and BH policies on the protection of patient(s) privacy and confidentiality also apply.
A.  Evaluation of Exemption
1. Does the research involve prisoners?

 FORMCHECKBOX 
 Yes.  The research is not eligible for exemption.  Apply to the IRB for either expedited or convened board review.
 FORMCHECKBOX 
 No.  Go on to the next question.

2. Is the research subject to FDA regulations (e.g. drug, devices, or biologics)?
 FORMCHECKBOX 
 Yes. Category 6 is the only allowable category that is exempt from the requirements of FDA regulations for IRB review.  If your research does not fit the criteria for Category 6 you must apply to the IRB for either expedited or convened board review.
 FORMCHECKBOX 
 No. Go on to the next question.

3. Exemption Categories. In order to be exempt, the only involvement of human subjects must be in one or more of the following categories. Indicate all of the categories which you believe to apply:

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

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


NOTE: If the research involves either of the following, then this exemption does not apply:

 FORMCHECKBOX 
 Information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; AND b) 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.

 FORMCHECKBOX 
 The research involves surveys, interviews or participant observation with children.

 FORMCHECKBOX 
 Category 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 Category 2, if:

 FORMCHECKBOX 
 The human subjects are elected or appointed public officials or candidates for public office; or 

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

 FORMCHECKBOX 
 Category 4: Research involving the collection or study of EXISTING data, documents, records, pathological specimens, or diagnostic specimens, if:

 FORMCHECKBOX 
 The sources are publicly available; or 

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

NOTE: ALL of the data must exist prior to the start of the research for this exemption to apply. 

Will all of the data exist prior to the start of the research?

 FORMCHECKBOX 
 Yes. This exemption applies.  This must be clearly delineated in the protocol.
 FORMCHECKBOX 
 No. This exemption does not apply.

 FORMCHECKBOX 
 Category 5: Research and demonstration projects which are designed to study, evaluate, or otherwise examine public benefit or service programs, if:

 FORMCHECKBOX 
 The projects are conducted by or subject to the approval of Federal Department or Agency heads, and,

 FORMCHECKBOX 
 There is no statutory requirements for IRB review, and

 FORMCHECKBOX 
 The research does not involve significant physical invasions or intrusions upon the privacy of subjects and,

 FORMCHECKBOX 
 The exemption is invoked with authorization or concurrence by the funding agency

NOTE: ALL of these criteria must be met for this exemption to apply. 
According to the protocol, will all of these criteria be met?

 FORMCHECKBOX 
 Yes. This exemption applies.
 FORMCHECKBOX 
 No. This exemption does not apply.

 FORMCHECKBOX 
 Category 6: Taste and food quality evaluation and consumer acceptance studies, if:

 FORMCHECKBOX 
 Wholesome foods without additives are consumed; or 

 FORMCHECKBOX 
 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 Service of the U.S. Department of Agriculture
4. Provide justification for the selection of each category you have indicated as applicable:  
     
-2-

v. 08/26/2009


