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                 Amendment Request Form

All amendment requests must be submitted to the IRB for review prior to implementation, unless required to maintain the immediate health and safety of the subject.  Please submit two complete packets, including the original signed form.

Principal Investigator:
                                                        IRB #: 

Study Title: 





1. Describe the amendment request(s) (each requested addition, deletion, or revision must be specified).  [If the request includes a revised Sponsor Protocol or Investigator’s Brochure the version and version date must be specified. If the request includes a change in PI the Principal Investigator Responsibilities and Assurance of Compliance form must be attached]:
2. Explain why the amendment(s) are being requested (each item must be addressed):

3. State whether the amendment(s) will alter the risks or benefits to the subjects.  If the risks are increased or the benefits reduced this must be explained and justified:
4. Address whether the amendment(s) requires that the subjects be notified about this new information: 
5. If the amendment includes request to add study personnel, please ensure the new personnel complete their IRB Tutorial accessible at irb.rchsd.org. Has the new personnel to be added completed the IRB tutorial?

Yes ______
No_______  

	Study Team Member
	Role in the Project
	Completion of the IRB Tutorial and Date
	Note

	
	
	
	

	
	
	
	

	
	
	
	


______________________________________________

______________

SIGNATURE OF PRINCIPAL INVESTIGATOR


DATE

***************************************************************************************************************
[The below information should be deleted from your study amendment request] 

The following documents should be submitted based upon their relevance to the amendment request:

· Revised Research Plan (changes highlighted)

· Revised Research Plan (changes not highlighted)

· Revised Parent and/or Adult Consent Form (changes highlighted)

· Revised Parent and/or Adult Consent Form (changes not highlighted) 

· Revised Child and/or Adolescent Assent Form (changes highlighted)
· Revised Child and/or Adolescent Assent Form (changes not highlighted)
· Revised Parent and/or Adult HIPAA Authorization form (changes highlighted)
· Revised Parent and/or Adult HIPAA Authorization form (changes not highlighted)
· Revised Application for Waiver of HIPAA Authorization (changes highlighted)
· Revised Application for Waiver of HIPAA Authorization (changes not highlighted)
· Revised Sponsor Protocol (changes outlined)

· Revised Investigator Brochure (changes outlined)

· If new materials are added they must be submitted. This includes recruitment


materials, questionnaires, verbal scripts, application for waiver of  HIPAA authorization, etc.
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