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human subject research determination worksheet –fda research
This is a guide to help determine if your project is considered human subjects research as defined by the Food and Drug Administration (FDA), and may, therefore, require IRB review. This would include research involving Drugs, Biologics, Medical Devices, and Dietary Supplements. If your research does qualify as “Human Subject Research” under FDA criteria below, you are required to submit your IRB application to the Office of Human Research (OHR). Continue to OHR website “IRB Submissions” page for instructions.
	I.  FDA Determination: Human Research (Clinical Investigation) 

	I.A.  DOES YOUR RESEARCH INVOLVE ANY OF THE FOLLOWING FDA-REGULATED PRODUCTS? 

1.  FORMCHECKBOX 
  Drug or Biologic                
2.  FORMCHECKBOX 
  Medical Device (e.g. invitro diagnostic)               

3.  FORMCHECKBOX 
  Dietary Supplement used for diagnosing, mitigating, treating or curing a specific disease or class or diseases

· If you checked any of these 3 boxes, continue to section I.B. below. 

· If you did not check any of these boxes: Activities are not FDA-regulated but may be subject to HHS regulations.
· Please see determination worksheet to decide if your research requires IRB review.

                          https://humanresearch.gwu.edu/institutional-review-board-process


	I.B. IS THE ACTIVITY SUBJECT TO FDA HUMAN RESEARCH REGULATIONS?
1. Y  FORMCHECKBOX 
  N  FORMCHECKBOX 
 The activity involves the use of any food or color additive, drug or biological product, electronic product or medical device for human use, other than the use of these as approved for the course of medical treatment.
2. Y  FORMCHECKBOX 
  N  FORMCHECKBOX 
 The results of the activity are being submitted to FDA or held for inspection by the FDA.

3. Y  FORMCHECKBOX 
  N  FORMCHECKBOX 
 Specimens (blood, tissue, etc.), are being held to test the effectiveness of a medical device (including in vitro diagnostic devices) and the information is being submitted to the FDA for FDA approval of the device, even if specimens are not individually identifiable.
· “Yes” to 1, 2, or 3: Continue to section I.C. 
· “No” to 1, 2, and 3: Activities are not FDA-regulated but may be subject to HHS regulations.
· Please see determination worksheet to decide if your research requires IRB review.
                      https://humanresearch.gwu.edu/Determinations


	I.C. DOES THE ACTIVITY INVOLVE A “HUMAN SUBJECT” AS DEFINED BY FDA REGULATIONS? 

A human subject is an individual who is or becomes a participant in research, either as: 

1. Y  FORMCHECKBOX 
  N  FORMCHECKBOX 
  A recipient of an FDA-regulated product (approved or experimental) 

2. Y  FORMCHECKBOX 
  N  FORMCHECKBOX 
  As a control, as directed by a research protocol and not by medical practice, or
           3. Y  FORMCHECKBOX 
  N  FORMCHECKBOX 
  Whose specimens are being used to test the effectiveness of a medical device (including invitro
                                           diagnostic devices).

· “Yes” to 1 a, b, or c: Activities do involve human subject research under FDA regulations.
· Research that does qualify as “Human Subject Research” under FDA criteria above, requires an IRB application 

·                 be  submitted to the Office of Human Research. Go to the OHR website “IRB Submissions” page for instructions.  “No” to 1 a, b, and c: Activities are not FDA-regulated but may be subject to HHS regulations.  
· Please see determination worksheet to decide if your research requires IRB review.
                https://humanresearch.gwu.edu/Determinations
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