Appendix C

NF/SGVHS Investigator Attestation of Compliance with IND/IDE Regulations when holding IND/IDE

As a Principal Investigator conducting human subject’s research in which I hold the IND/IDE, I have the ultimate responsibility for conducting the study and following all FDA requirements for being a sponsor as well as an investigator.  The applicable FDA requirements are listed below:

For drugs or devices: 
•
21 CFR §54 (Financial Disclosure by Clinical Investigators) [FDA forms 3454 and 3455] 

For drugs and biologics only: 
•
21 CFR §210 (Current Good Manufacturing Practice In Manufacturing, Processing, Packing, Or Holding of Drugs; General) 

•
21 CFR §211 (Current Good Manufacturing Practice for Finished Pharmaceuticals) 

•
21 CFR §312 (Investigational New Drug Application) 

•
21 CFR §314 (Drugs for Human Use) 

•
21 CFR §320 (Bioavailability and Bioequivalence Requirements) 

•
21 CFR §330 (Over-The-Counter (OTC) Human Drugs Which are Generally Recognized as Safe and Effective and Not Misbranded) 

•
21 CFR §601 (Biologics Licensing) 

For devices only: 
•
21 CFR §812 (Establishment Registration and Device Listing for Manufacturers and Initial Importers Of Devices) 

•
21 CFR §812 (Investigational Device Exemptions) 

•
21 CFR §814 (Premarket Approval of Medical Devices) 

•
21 CFR §820 (Quality System Regulation) 

•
21 CFR §860 (Medical Device Classification Procedures) 

Sincerely,

Principal Investigator Signature
Date
