	[bookmark: _GoBack]AMENDMENT TO PROJECT UNDER R&D COMMITTEE (RDC) REVIEW 
Minneapolis VA Health Care System

	Date
	

	RDC Number
	

	Principal Investigator
	

	Study Title
	

	Contact Name
	Phone
	Mail Code
	Email

	
	
	
	

	1. Please describe the content of your changes to this project, including adding personnel, in detail. Include versions and/or dates if applicable.

	

	2. What is your reason or justification for the change?

	

	3. Are you changing the principal investigator? 
If yes, please complete the following:
	Yes ☐     No ☐


	First Name
	Last Name
	Mail code
	Phone
	Email

	
	
	
	
	

	Employment Status:  Choose an item.

	Are Scope of Practice and Training current for this investigator? 
	Yes ☐ No ☐

	4. Are you updating the protocol/study plan? 
If yes, attach revised plan.
	Yes ☐ No ☐


	5. Does this amendment add any new hazards to research staff such as drawing blood or handling and shipping bodily fluids? Does it add any other new biological, chemical, physical, or radiation hazards to research staff??
	Yes ☐ No ☐

	       If yes, submit a Research Protocol Safety Survey (RPSS) with this amendment. The survey is located at: 
Q:\Research\9 – SRS Subcommittee\Safety Survey Forms  or  SRS on SharePoint. 
      Contact SRS at 612-467-5180 for questions. 

	6. Does the change to this project affect human subjects in any way, e.g., there will now be interactions with individuals or their private identifiable information, or the interactions with human participants will differ in some way than is already approved by the RDC?
	Yes ☐ No ☐

	7. Does this amendment include a change in the way that data is collected, shared, stored or transmitted? For example: a change in data use and storage within VA, who has access to data inside and/or outside VHA, data sources  (e.g., audio, video, paper surveys, web-based surveys), or process of transmitting, sending, or sharing data inside and/or outside the Minneapolis VA (e.g., a new URL).
	Yes ☐ No ☐

	If yes to 6 or 7, then provide an updated protocol.
	

	8. Does the change to this project include animal research in any way (e.g., animals or animal tissue will be used)?
	Yes ☐ No ☐




	RDC REVIEW & APPROVAL

	Having reviewed this request and accompanying materials, I have determined that this amendment:

	☐ Meets criteria for approval under RDC. The changes do not impact the oversight of this study. 

	☐ Requires a change in the research oversight of this study and will be referred to the appropriate subcommittee.

	
Signature of RDC Chair or Designee: ____________________________   Date: ________________
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