Carilion Clinic Institutional Review Board

IND Determination

Whether an Investigational New Drug application to the FDA is needed to conduct a clinical investigation of a marketed drugs depends on the intent of the investigation and the degree of risk associated with the use of the drug in the investigation The  IRB must have documentation whether the use meets the exemptions as outlined in the Code of Federal Regulations Title 21 CFR Part 312, Investigational New Drug Application, 312.2 (b) Exemptions.
Please answer yes/no to each of the following and provide the justification for your answer for  1-3, then sign below and return to the IRB Office.

(1) The investigation is not intended to be reported to FDA as a well-controlled study in support of a new indication for use nor intended to be used to support any other significant change in the labeling for the drug;


 FORMCHECKBOX 
  Yes           FORMCHECKBOX 
  No  

Justification:
(2) If the drug that is undergoing investigation is lawfully marketed as a prescription drug product, this investigation is not intended to support a significant change in the advertising for the product;





 FORMCHECKBOX 
  Yes           FORMCHECKBOX 
  No  


Justification:
(3) The investigation does not involve a route of administration or dosage level or use in a patient population or other factor that significantly increases the risks (or decreases the acceptability of the risks) associated with the use of the drug product;         










 FORMCHECKBOX 
  Yes           FORMCHECKBOX 
  No  

Justification:
 (4) The investigation is conducted in compliance with the requirements for institutional review set forth in the Code of Federal Regulations Title 21 part 56 and with the requirements for informed consent set forth in the Code of Federal Regulations Title 21 part 50; and               





 FORMCHECKBOX 
  Yes           FORMCHECKBOX 
  No  
(5) The investigation is conducted in compliance with the requirements of 312.7. *
                                                                        


 FORMCHECKBOX 
  Yes           FORMCHECKBOX 
  No  
 _______________________________________
_______________________________________ Carilion Principal Investigator (Signature)

Date

​​​​​_______________________________________ 

Carilion Principal Investigator (Print Name)
*PART 312 -- INVESTIGATIONAL NEW DRUG APPLICATION

S
ubpart A--General Provisions

	Sec. 312.7 Promotion of investigational drugs.


	(a) Promotion of an investigational new drug. A sponsor or investigator, or any person acting on behalf of a sponsor or investigator, shall not represent in a promotional context that an investigational new drug is safe or effective for the purposes for which it is under investigation or otherwise promote the drug. This provision is not intended to restrict the full exchange of scientific information concerning the drug, including dissemination of scientific findings in scientific or lay media. Rather, its intent is to restrict promotional claims of safety or effectiveness of the drug for a use for which it is under investigation and to preclude commercialization of the drug before it is approved for commercial distribution.

(b) Commercial distribution of an investigational new drug. A sponsor or investigator shall not commercially distribute or test market an investigational new drug.

(c) Prolonging an investigation. A sponsor shall not unduly prolong an investigation after finding that the results of the investigation appear to establish sufficient data to support a marketing application.


To search Title 21 of the Code of Federal Regulations and read more about INDs, go to:

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm 

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/InvestigationalNewDrugINDApplication/
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM229175.pdf
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