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UNIVERSITY of PENNSYLVANIA




University of Pennsylvania  (  Institutional Review Board

  Supplemental Form

Research with Drugs, Biologics, Dietary Supplements, Foods, Food Additives, & Cosmetics
Please submit this supplemental form if your research procedures involve the use of any of the above products AND you are requesting that the IRB make an IND exemption determination.
	SECTION A: ALL PRODUCTS


1. Are any of the following products being administered on this protocol as part of research procedures? [If more than one product, check all that apply]
 Drug or Biologic ( Complete Section B
 Placebo

 Dietary Supplement or GRAS product ( Complete Section C
 Food / Food Additive ( Complete Section D
 Cosmetic ( Complete Section E
      Other: 
2. Please provide the name(s) of the products:      
3. Who is manufacturing the product(s) (including any placebos)?      
[Please upload a copy of the package insert or label for the product in HSERA]
	SECTION B: DRUGS/BIOLOGICS ONLY


4. Are all products marketed in the United States (FDA approved)? 

       No, if more than one product, please identify the unapproved product: 
  Yes

5. Does the study involve a combination of approved products used in an investigational manner? 
  No 
       Yes, please explain: 
6. Is the investigation intended to be reported to the FDA or any other Health Authority, by you or a Collaborator, as a well-controlled study in support of a new indication for the product? 
 No
 Yes

7. Is the investigation intended to be reported to the FDA or any other Health Authority, by you or a Collaborator, as a well-controlled study in support of any significant change in labeling? 

 No
 Yes

8. Prescription drugs only: Is the investigation intended to be reported to the FDA or any other Health Authority, by you or a Collaborator, as a well-controlled study in support of a significant change in advertising of the product?
 NA 
 No

 Yes 

9. Does the route of administration significantly increase the risk (or decrease the acceptability of the risks) associated with the drug product? 

 Yes

      No, please provide rationale as to why the risks are not significantly changed by the route of administration: 
10. Does the dosage level significantly increase the risk (or decrease the acceptability of the risks) associated with the drug product? 

 Yes


      No, please provide rationale as to why the risks are not significantly changed by the dosage level: 
11. Does the use in a patient population (e.g., children, elderly, cancer dx, etc.) significantly increase the risk (or decrease the acceptability of the risks) associated with the drug product? 

 Yes


      No, please provide rationale as to why the risks are not significantly changed by the use in the selected patient population: 
12. Is there any other factor that significantly increase the risk (or decrease the acceptability of the risks) associated with the drug product? 

 Yes


      No, comments: 
	SECTION C: DIETARY SUPPLEMENTS/GRAS PRODUCTS


13. Is the intent of the study to: 

a.   Evaluate the dietary supplement’s ability to diagnose, cure, mitigate, treat, or prevent disease?
b.  Evaluate the dietary supplement’s effect on the structure or function of the body? 
Please explain your response:      
14. Is the product(s) being used according to the marketed /approved labelling? 
       No, please explain: 
  Yes
	SECTION D: FOOD/FOOD ADDITIVES


15. Is the intent of the study to: 

a.   Evaluate the food/food additive’s ability to diagnose, cure, mitigate, treat, or prevent disease?
b.  Evaluate the food/food additive’s nutritional effects? 
c.  Evaluate the food/food additive’s effect on the structure or function of the body (aside from nutritional effects)? 
Please explain your response:      
	SECTION E: COSMETICS


16. Is the intent of the study to: 

a.   Evaluate the cosmetic’s ability to diagnose, cure, mitigate, treat, or prevent disease?
b.  Evaluate the cosmetic’s effect on the structure or function of the body? 
Please explain your response:      
17. Is the cosmetic(s) being used according to the marketed /approved labelling? 
       No, please explain: 
  Yes
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