SCCA Research Implementation Office
AMENDMENT SUMMARY FORM
Research staff must complete this form for all solid tumor/non-transplant protocol amendments and submit to the Research Implementation Office (RIO) at groper@seattlecca.org or mail-stop E2-128.   RIO will forward the Amendment Summary Form along with a copy of the protocol to the appropriate SCCA Departmental Contacts for review.

	PROT #:


	
	TITLE:


	

	DATE:
	
	SUBMITTED BY:
	


Is the protocol amendment currently available on Clinical FYI:  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No (submit copy of protocol)
Summary of amendment (check all applicable boxes):

 FORMCHECKBOX 

Administrative changes (ex: Informational updates, changes to contact numbers or references)

 FORMCHECKBOX 

Change to patient observation or monitoring requirements
 

 FORMCHECKBOX 
  Change to plan of treatment



 FORMCHECKBOX 

Collection of kinetic samples






 FORMCHECKBOX 
  Drug dosing changes, including deleting or adding drugs
 
 FORMCHECKBOX 

Modification to consent form (submit copy of consent to RIO)
 FORMCHECKBOX 
  Randomization changes
 FORMCHECKBOX 
  Study procedure changes
 FORMCHECKBOX 

Other  

Details regarding the changes above can be found in:   FORMCHECKBOX 
 Summary from sponsor   FORMCHECKBOX 
 Summary within Protocol Amendment
If the changes noted above are not described in a summary from the sponsor or included within the protocol amendment, please provide details below:

	


1.  Has there been a change to any information given during a staff educational in-service?  FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No    FORMCHECKBOX 
 N/A
If yes, for which area(s) are changes applicable:  
 FORMCHECKBOX 
 Infusion Services 
 FORMCHECKBOX 
 4th floor Gen/Onc  
  FORMCHECKBOX 
 3rd floor Women’s Center  
 FORMCHECKBOX 
 IDS Pharmacy
2.
Have any of the activities outlined in the SCCA Clinical Trial Planning & Implementation (CTPI) form (aka pricing pages) changed?    FORMCHECKBOX 
 Yes (see below)   FORMCHECKBOX 
 No    FORMCHECKBOX 
 N/A
· If changes involve the addition of research related services/procedures, submit a request for additional pricing to RIO using the CTPI form and include only the activity that has been added.

· If changes are extensive (adding procedures, deleting procedures and modifying study time-points) submit a new CTPI form including all activity to RIO. 

· If research related services/procedures have been deleted please summarize changes below: 
	


3.   Do the changes impact the content of protocol specific pre-printed orders?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    FORMCHECKBOX 
 N/A

If yes, RIO will email the CTI approved version of the protocol specific order(s) for this study to you and ask that a modified version be returned for review and approval.
Note: The changes noted above may warrant a follow-up implementation review by the Clinical Trial Implementation (CTI) committee.  You will be notified by RIO of this requirement, if applicable.
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