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Submission Date:               
Application for

AMENDMENT / REVISION
Of a Project Involving Human Subjects

IRB Contact Information

Phone:  313-343-8314   or   313-343-3863

Fax:  313-343-7840

Office Hours:  7:00 AM – 3:30 PM

Address:  19251 Mack Avenue, Suite 340, Mailbox #33, Grosse Pointe Woods, MI  48236

This form must be typed and appropriately signed. 
Incomplete applications will be returned. 

To complete this form, place cursor within the designated gray box or area and begin typing.  For check boxes, place cursor in the box and click.   

Study Number and Title:

	     


Principal Investigator:  

	     


Contact Person:  




Contact Number:

	     
	     


1.
Categories.  Check all categories of proposed changes below that apply.

Administrative Changes


Study Changes / Amendments

 FORMCHECKBOX 

Funding




 FORMCHECKBOX 

Advertisement/Recruitment

 FORMCHECKBOX 

Protocol/Design/Analysis

 FORMCHECKBOX 

Project Title



 FORMCHECKBOX 

Consent





 FORMCHECKBOX 

Subject Incentive


 FORMCHECKBOX 

Study Investigator(s)

 FORMCHECKBOX 

Eligibility Criteria



 FORMCHECKBOX 

Target Population


 FORMCHECKBOX 

Data Analysis Only

 FORMCHECKBOX 

Instrument(s)




 FORMCHECKBOX 

Protected Health Information









 FORMCHECKBOX 

Other


Study Status Change

 FORMCHECKBOX 

Temporary Closure


 FORMCHECKBOX 

Re-Open previously closed study

 FORMCHECKBOX 

Enrollment Closed (participants are receiving study treatment or intervention)


 FORMCHECKBOX 

Enrollment Closed (participants no longer receiving study treatment or intervention)


 FORMCHECKBOX 

Enrollment Closed (participants no longer receiving study treatment or intervention; long-term follow-up 

only)


 FORMCHECKBOX 

Data Analysis Only (contact with subjects and data collection is complete and research involves data 


analysis only)

2.
Briefly summarize the current protocol.
	     


3.
Briefly describe the proposed revision(s) and rationale.
	     


4.
Risk.   Does the proposed revision(s) increase the level of risk for harm or privacy 

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes
protections for subjects?
   If yes, please describe the increase in risk.
	     


5.
Consent.  Does the proposed revision(s) require changes in the consent process?


 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes



The new consent document(s) is an addition to the current one(s).
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
  Yes



The new consent document(s) is to replace the current one(s).

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes
	
	     


Signature of Principal Investigator








Date
Attach the revised protocol, consent form and/or other documents.

Highlight or track all revisions on the consent form.
IRB Form.  Version dated 10/2009

PAGE  
2

