Clinical Research Center (CRC)

Amendment Submission Form

General Information:

· All amendments except those dealing with recruitment materials need to be on record with the CRC.  The current version of the protocol, consent form(s), and assent form(s) must always be on file with the CRC.  
· Amendments submitted to a central or single IRB - The CRC does not have access to these amendments, so it is the study team’s responsibility to submit the amendment and supporting documentation to the CRC.  

· Amendments to RSRB-reviewed protocols that have not indicated in the Click IRB system that CRC resources would be used – The CRC does not have access to these amendments, so it is the study team’s responsibility to submit the amendment and supporting documentation to the CRC.  

· Amendments to RSRB-reviewed protocols that have indicated in the Click IRB system that CRC resources would be used – The CRC has access to the amendments and supporting documentation, but does not receive notification of amendment approval.  It is the study team’s responsibility to communicate to the CRC when an amendment has been approved.     
· All amendments must be IRB-approved prior to implementation.

Please complete the information below, provide supporting documentation, and send to CTSI@urmc.rochester.edu or mail physical copies to Box 708.  If you have any questions, please call Jeanette Griebel at 585-275-0654.
PI:       





CRC #      



Amendment: #         dated      
Will this amendment impact the CRC?

 FORMCHECKBOX 
    No, this amendment will not impact the CRC and is only for information 

   purposes.

 FORMCHECKBOX 
    Yes, this amendment will impact the CRC.
         Please indicate below the CRC cores impacted by the amendment and detail in the area provided what the CRC staff will need to know to change current practices with your protocol.  (Please do not simply refer to a protocol page.)

 FORMCHECKBOX 
 Bionutrition

           Impact:       
 FORMCHECKBOX 
 Nursing
           Impact:       

      FORMCHECKBOX 
 This amendment results in additional admissions/outpatient visits:


 FORMCHECKBOX 
  Admissions:  Number of Subjects:       
Per Subject: Number of days per admission:       



Per Subject: Number of admissions:      
 FORMCHECKBOX 
 Outpatient Visits:  Number of Subjects:       
Per Subject:  Number of visits:           





Per Subject:  Approximate length of visit:        hours  
 FORMCHECKBOX 
 Re-open a previously closed study
           Impact:       
 FORMCHECKBOX 
 Other

           
      Impact:       
Supporting Documentation must accompany all amendments.  The following are included with this amendment:

 FORMCHECKBOX 

Revised Protocol:  version/date      
 FORMCHECKBOX 

IRB Certificate/Letter of Approval for the Amendment
 FORMCHECKBOX 

Revised consent form(s)/assent form(s)
 FORMCHECKBOX 

Other:        

Amendment Submission Form - Version 091421


