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Memorandum

To:
Institutional Review Board Coordinator

Through:
Research Review Committee
From:
Protocol Management Office

Date:  

Subject:
 

RE:
IRB#:


PI: 


TITLE:  

The attached Protocol amendment and all pertinent supporting documentation has been received from the Study Sponsor, Cooperative Group, or Principal Investigator of the above referenced protocol.  Review and approval is requested from the Research Review Committee (RRC) and Institutional Review Board (IRB).  The amendment contains:

 FORMCHECKBOX 

Revisions to Informed Consent Form only

 FORMCHECKBOX 

Revisions to the Protocol Document only

 FORMCHECKBOX 

Revisions to the Protocol Document and Informed Consent Document

 FORMCHECKBOX 

Revisions to or addition of Advertising/Publicity/Informational/Supplementary Materials

Due to the scope of the amendment, the following action will be taken: 

 FORMCHECKBOX 

Study will remain open to accrual. 

 FORMCHECKBOX 

Study accrual on hold pending IRB approval of the amendment

 FORMCHECKBOX 

Study is closed to accrual; re-consenting of study participants required

.
 FORMCHECKBOX 

Study is closed to accrual; no action required

*********************************************************************************************

Note:  It is the requirement of the FCCC IRB and Protocol Management Office to obtain Research Review Committee approval for all protocol amendments prior to IRB submission. 

Reviewed and Approved by RRC:_________________________________________________________




                   (Signature RRC Chairman or Designated Member)                   (Date)

For Internal Use Only After Approval:

 FORMCHECKBOX 

Protocol File


 FORMCHECKBOX 

IRB (Original)

 FORMCHECKBOX 

Team



 FORMCHECKBOX 

Sponsor

 FORMCHECKBOX 

FCN



 FORMCHECKBOX 
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