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Institutional Review Board

Amendment Form for IRB Approved Studies

Any change to an approved research protocol, including but not limited to the research plan, consent process and form, sub-investigators, other research personnel, surveys, questionnaires, data collection materials, and/or methods of subject recruitment, requires the submission and approval prior to implementation. Please clearly summarize the change(s) requested and the rationale for the change(s). Note: If this form is not completed as required, including an adequate summary of the revisions, or if the revised portions of the pertinent documents are not tracked, the amendment will not be reviewed by the chair or full board and the submission will be returned to the Principal Investigator. If this amendment affects more than one study, it must be submitted separately for each study.
Submission Requirements:

· Submit an electronic copy  of this form and supporting document  to the IRB mailbox: 

· In subject line of e-mail:  Amendment, IRB #, PI last name

· Attach electronic versions of all required documents

· Also submit a hard copy of the signed form and tracked and clean revised documents to:  Office of Research Integrity and Compliance, Box 205. 
Study Information
	Principal Investigator
	     
	Email
	     

	
	
	Phone
	     

	Department
	     
	Division
	     

	Contact Info for this study

(CRA, AA)
	
	Email
	

	
	
	Phone
	

	Protocol Title
	     
	IRB Protocol Number
	     

	Sponsor
	 FORMCHECKBOX 
 Internal

 FORMCHECKBOX 
 External
	

	
	
	If External, Sponsor name
	     


	Are any of these changes required by the sponsor?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	**Please note: If proposed change(s) affect the terms of a contract, it is the PI’s responsibility to contact the Office of Sponsored Programs 


1.   The following change(s) are being proposed for the above referenced protocol (check all that apply):

	 FORMCHECKBOX 

	Title change and / or funding source. New Title or funding source:       

	 FORMCHECKBOX 

	Research plan or protocol modifications, including changes in study procedures. 

	 FORMCHECKBOX 

	Addition or removal of PI, co-PI, or other key personnel. If the PI of study is changing, both the original PI and new PI are required to sign this form.

	 FORMCHECKBOX 

	Addition, deletion, and / or change in:  recruitment materials (advertisements, fliers or brochures, etc…), oral script, survey instruments, web-based instruments, questionnaires, etc…

	 FORMCHECKBOX 

	Addition of audio or video recording or photography of subject(s) for research purposes

	 FORMCHECKBOX 

	Change or addition of drug or device 

	 FORMCHECKBOX 

	Addition or deletion of collaborating institutions

	 FORMCHECKBOX 

	Change in number of participants

	 FORMCHECKBOX 

	Change in study population or inclusion criteria

	 FORMCHECKBOX 

	Revised informed consent and / or assent documents

	 FORMCHECKBOX 

	Addition of foreign language translation of consent/assent or other documents

	 FORMCHECKBOX 

	New information about the investigational agent (including, but not limited to revised investigational brochures, study holds, etc.)

	 FORMCHECKBOX 

	HIPAA Waiver form

	 FORMCHECKBOX 

	Other (please specify):      


	Do any of the proposed changes alter the risks to the research subjects?  
	 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

	If so, does this amendment include necessary changes to the protocol/research plan and/or consent/assent forms?
	 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

	If not, please explain:       


1. Describe/list the changes made in this amendment and clearly reference materials submitted with this form. Provide a clear rationale for the proposed change(s). Justify changes that will affect risks, benefits, informed consent, inclusion or exclusion criteria, the subject population(s), research sites, or the confidentiality or private identifiable subject information. 
	     



*Attach tracked and clean versions of amended documents.
Investigator’s Assurances

The original, inked signature of the Principal Investigator is required before this form can be processed.  Stamps, faxes or proxy signatures will not be accepted.  I certify that the information supplied in this form, with attachments, is complete and correct; that the modified protocol has not yet been used with any human subject; and that it will not be implemented until IRB approval has been obtained (except for removing immediate, apparent risks to subjects).
_________________________________________



___________________

 Signature of Principal Investigator



Date

_________________________________________



___________________

 Signature of New PI (if applicable)


 
Date
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