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Principal Investigator Name:








Study Title:

FDA website:  IND Application Reporting: Protocol Amendments
If a sponsor intends to conduct a study that is not covered by a protocol already contained in their IND application, the sponsor is expected to submit to FDA a protocol amendment containing a copy of the new protocol and a brief description of the most clinically significant differences between it and the previous protocols.
	Task- Submission of a new protocol to an investigator held IND (Investigational New Drug) Application
This checklist provides a list of items needed for submission of a new protocol to an existing IND. The checklist includes links to various optional document templates and form links for your use in preparing an IND amendment submission. The checklist is not part of the IND amendment submission to FDA.
	Date completed and initials
	Comments 
(Note if N/A)

	 FORMCHECKBOX 
 Cover letter with contact information and a brief description of the most clinically significant differences between the new protocol and the previous protocols.  
	
	

	 FORMCHECKBOX 
 Cover sheet (“Investigational New Drug Application”) signed by sponsor    

Click on link to obtain FDA Form 1571
Field 2: Date of submission should match date of the cover letter  

Field 10: Include appropriate sequential serial number

Field 11: Identify as Protocol Amendment: New protocol
	
	

	 FORMCHECKBOX 
 Investigator data (“Statement of Investigator”) signed by investigator
Click on link to obtain FDA Form 1572
Include Investigator CV and medical license
	
	

	 FORMCHECKBOX 
 Protocol
	
	

	 FORMCHECKBOX 
 Include “Certification of Compliance with ClinicalTrials.gov”

FDA Form 3674  
	
	

	 FORMCHECKBOX 
 Submit the original and two photocopies of the protocol, Forms FDA 3674, 1571 & 1572, CV & medical license of investigator to appropriate FDA division.   (Most use FedEx so that you can track your submission.) 
	
	

	 FORMCHECKBOX 
 File copies of IND amendment submission and all related FDA correspondence with sponsor’s IND documents
	
	File location (electronic &/or paper)

	 FORMCHECKBOX 
 Checklist for IND Amendment Submission Completed

Retain checklist for your records; this is not part of submission to FDA.
	
	Print name
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