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	Sponsor
	     
	Submitted by
	     

	Protocol Number
	     
	Quorum Review Number
	     

	Please choose one option:

	 FORMCHECKBOX 
  This material is being submitted on behalf of all Principal Investigators for the protocol listed above.

	 FORMCHECKBOX 
  This material is being submitted on behalf of a sub-set of Principal Investigators for this protocol.  PLEASE ATTACH  

      THE FOLLOWING:  

 FORMCHECKBOX 
  List of investigators who will require approval for the amendment.
 FORMCHECKBOX 
  Rationale as to why not all investigators require approval for the amendment.

	 FORMCHECKBOX 
  (For Single Site Studies Only) This material is being submitted on behalf of the following Investigator:      

	Please choose one option:

	 FORMCHECKBOX 
  In the Sponsor’s opinion, changes per the amendment do not affect the consent form(s) for this study. 
NOTE: If this option is selected, the Board may still determine that consent form revisions are necessary.

	 FORMCHECKBOX 
  Changes per the amendment affect the consent form(s) for this study.  PLEASE ATTACH THE FOLLOWING:  
 FORMCHECKBOX 
 Revised consent form(s).  Modifications must be incorporated into the current IRB approved consent form, using the ‘Tracking’ feature in Microsoft Word.  

	 FORMCHECKBOX 
 Changes per the amendment require the addition of a new Consent Form/Addendum.  PLEASE ATTACH THE 

     FOLLOWING:  

 FORMCHECKBOX 
 New Consent Form/Addendum

 FORMCHECKBOX 
 Rationale for the addition of a new consent form/addendum rather than incorporation of the information into the main consent form.

	In general, Quorum expects all actively enrolled participants to be re-consented when new or revised consent forms are issued, unless otherwise noted.  If the sponsor would like the Board to consider any alternative re-consenting options, please indicate your preference below.   

	 FORMCHECKBOX 
 Request all actively enrolled participants be re-consented (default if no other option is selected)

	 FORMCHECKBOX 
 Request only newly enrolled participants will be re-consented.  PLEASE ATTACH THE FOLLOWING:
 FORMCHECKBOX 
 Rationale describing why the new information does not affect a currently enrolled participant’s willingness to participate in the study. 

	 FORMCHECKBOX 
 Request other re-consenting option.  PLEASE ATTACH THE FOLLOWING:
 FORMCHECKBOX 
 Description of Sponsor’s re-consenting plan, including rationale.

	Additional information regarding the amendment:

	 FORMCHECKBOX 
  Changes per the amendment affect the protocol title, protocol number, and/or Sponsor name. 

	 FORMCHECKBOX 
  Changes per the amendment modify the existing compensation schedule for some/all sites in the study (e.g. number of study visits has increased/decreased).
NOTE:  Updated compensation information may need to be gathered from sites prior to issuing approval documents if the number of study visits has been revised.  

	 FORMCHECKBOX 
  If study is enrolling new sites:

 FORMCHECKBOX 
 Please hold all site approvals until submitted material receives final IRB approval.  Note: Final approval occurs following consent form finalization (if applicable).
 FORMCHECKBOX 
 Please move forward with site approvals (which will include previously approved protocol items).  Upon finalization of the new material, amended approvals should be issued to applicable sites (as noted above).  Note: This will incur additional amended approval charges.

	Please ensure the following are included with each amendment:

	 FORMCHECKBOX 
  Summary of changes per the amendment (including rationale).

	 FORMCHECKBOX 
  If changes per the amendment are due to updated safety information, please be sure to include source documentation (i.e. updated IB, Dear Investigator letter, DSMB report, etc.)
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