Carnegie Mellon University   


REQUEST FOR MODIFICATION OF IRB APPROVED HUMAN SUBJECT RESEARCH
Please complete this form as thoroughly as possible.  Submit to the IRB along with a copy of the original application with the changes highlighted and any other study documents that require modification.  
The following items must be submitted for this Request for Modification to be processed:

1. Completed Request for Modification.
2. An updated Application with changes highlighted.
3. All study documents that are being modified with changes highlighted.
Please email all documents to irb-review@andrew.cmu.edu.  For assistance call CMU Research Compliance at 412-268-1901 or email irb-review@andrew.cmu.edu.  Additional information and templates are available at http://www.cmu.edu/osp/regulatory-compliance/human-subjects.html
	1. Protocol

	Title:       

	IRB Number:      
	Date Started:      

	Principal Investigator:      
	E-mail:      

	Other person to correspond with regarding this modification request:       

	Telephone:      
	E-mail:      

	 FORMCHECKBOX 
 I am a student.  If so, please provide information about your faculty advisor below.

	Faculty Advisor Name:      
	E-mail:      

	2. Type of Modification check all that apply & attach copies of all updated documents

	 FORMCHECKBOX 
 Change in Investigators
	 FORMCHECKBOX 
 Change in location of research

	 FORMCHECKBOX 
 Change in study design
	 FORMCHECKBOX 
 Change in participant activity

	 FORMCHECKBOX 
 Change in participant cost or compensation
	 FORMCHECKBOX 
 Change in recruitment method

	 FORMCHECKBOX 
 Change in participant population
	 FORMCHECKBOX 
 Change in consent form

	 FORMCHECKBOX 
 Change in funding source
	 FORMCHECKBOX 
 Change in advertisement

	 FORMCHECKBOX 
Change in risks and benefits
	 FORMCHECKBOX 
 Other, describe below

	3. Modification Request 

	Please provide a summary of the changes you want to make to the protocol. Include a rationale for each change.        

	4. New Investigators List any new investigators below

	Name:      
	E-mail:      
	Training Cert.   FORMCHECKBOX 
 Attached  FORMCHECKBOX 
 On File

	Name:      
	E-mail:      
	Training Cert.   FORMCHECKBOX 
 Attached  FORMCHECKBOX 
 On File

	Name:      
	E-mail:      
	Training Cert.   FORMCHECKBOX 
 Attached  FORMCHECKBOX 
 On File

	Name:      
	E-mail:      
	Training Cert.   FORMCHECKBOX 
 Attached  FORMCHECKBOX 
 On File

	Name:      
	E-mail:      
	Training Cert.   FORMCHECKBOX 
 Attached  FORMCHECKBOX 
 On File

	Name:      
	E-mail:      
	Training Cert.   FORMCHECKBOX 
 Attached  FORMCHECKBOX 
 On File

	Name:      
	E-mail:      
	Training Cert.   FORMCHECKBOX 
 Attached  FORMCHECKBOX 
 On File

	Name:      
	E-mail:      
	Training Cert.   FORMCHECKBOX 
 Attached  FORMCHECKBOX 
 On File

	5. Investigators to be removed List any investigators being removed below

	Name:      
	Name:      

	Name:      
	Name:      

	Name:      
	Name:      


	Name:      
	Name:      

	6. Protocol Status

	Have there been any changes to the conflict of interest disclosure information or are there conflict of interest issues now relevant to the review of this protocol.   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No   If yes, please explain.

	Have there been any adverse events related to the conduct of the study?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No   If yes, was the CMU IRB office notified?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No   Please explain.     

	7. Principal Investigator’s Assurance

	· I certify that the information provided in this IRB modification request is complete and accurate.

· I understand that I cannot initiate any changes in my approved protocol before I have received approval of this modification request.

	     
	     

	PI Signature                                                                                                       Date 

NOTE: If emailed from the PI’s CMU e-mail account a hand written signature is not needed.  Please type in name and date above.


Please submit to irb-review@andrew.cmu.edu
	Comments:      



Note:  Links to the policies and Federal regulations for the protection of human research subjects (including the Code of Federal Regulations [.CF.R.] Title 45 CFR Part 46 and Title 21 C.F.R. parts 50 and 56) are available on the IRB web page (http://www.cmu.edu/provost/spon-res/compliance/hs.htm
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