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A. RESEARCH
1. Indicate whether the activity meets the following criteria:
 FORMCHECKBOX 
 The activity is an experiment that involves a test article and one or more human subjects (as defined below)
Note: For drugs, an experiment includes any use of a drug other than the use of a marketed (approved) drug in the course of medical practice.  For medical devices, it is limited to activities being conducted to determine the safety or effectiveness of a device.
 FORMCHECKBOX 
 Either of the following is true:
 FORMCHECKBOX 
 The activity is subject to requirements for prior submission to the Food and Drug Administration; or 

 FORMCHECKBOX 
 The activity is intended to be submitted later to, or held for inspection by, the FDA as part of an application for a research or marketing permit.
2. Are BOTH of the criteria met?
 FORMCHECKBOX 
 Yes. The activity meets the definition of research. Go on to the next section.
 FORMCHECKBOX 
 No. The activity is not research. Go to Section D – Determination.
B. HUMAN SUBJECTS

1. Indicate whether the research meets either of the following criteria:

 FORMCHECKBOX 
 The research involves one or more individuals who become a subject in research, either as a recipient of the test article or as a control. A subject may be either a healthy individual or a patient.
 FORMCHECKBOX 
 For medical devices, the research involves an individual on whose specimen an investigational device is used
2. Are either of the criteria met?

 FORMCHECKBOX 
 Yes. The research involves human subjects. Go on to the next section.
 FORMCHECKBOX 
 No. The research does not involve human subjects. Go to Section D – Determination.

C. EXEMPTION
1. 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 apply:
 FORMCHECKBOX 
 Category 1: 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
 FORMCHECKBOX 
 Category 2: Emergency use of a test article, provided that such emergency use is reported to the IRB within 5 working days. Any subsequent use of the test article at the institution is subject to IRB review.
2. Is the research eligible for exemption under one or more of the above categories?

 FORMCHECKBOX 
 Yes.  The research is eligible for exemption. Go to Section D - Determination
 FORMCHECKBOX 
 No.   The research is not eligible for exemption. Go to Section D - Determination

D. DETERMINATION
1.  As a reviewer, are you an investigator, consultant, collaborator, or study personnel on the proposed study; do you have a financial interest in the study; or do you have any other conflict of interest with this study?  

 FORMCHECKBOX 
  Yes**    FORMCHECKBOX 
  No
**If yes, please do not perform the review and contact the IRB Office at (216) 791-3800 ext. 4658.
2.  Based on the information in the protocol, I have made the following determination:

 FORMCHECKBOX 
 The activity is not human subjects research
 FORMCHECKBOX 
 The activity is human subjects research and is exempt

 FORMCHECKBOX 
 The activity is human subjects research and is not exempt.
	Please list any comments or, for exempt research, any additional provisions required to protect subjects (e.g., informed consent).


	     


	Signed
	
	Dated
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