Trial: 
TMGInsert
Re:
Summary

Trial Approval/Activation Timeline
TMG– Insert
Centre Patient History 
TMG– Insert
	Patient ID
	Randomization Date
	Arm (if applicable)
	Randomizing Investigator

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Drug Supply Process / Mechanism
TMG– Insert schema for drug supply
e.g. where is drug coming from, who distributes, what are the supply triggers (randomization, local activation)….
Training History 

TMG
Include list of people trained via STU; dates discussed at Spring Meeting (and attendees if available, and any other forms of trial specific training.  Include list of staff who have completed NCIC CTG GCP training.
	Name
	Role
	Training type (e.g. GCP, STU)
	Date(s)

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Centre Protocol Compliance History 
TMG– Insert
	Patient ID
	Violation/Deviation date
	Issue
	Other Comments

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Amendment History

Ethics – Insert  (Blue = sample)

	Protocol/Consent Amendment History
	Reference Date
	Date Sent to Centres
	Date Approved/CATC
	Rationale

	Amendment/Consent #1
	2009JAN28
	2009JUL30
	2009SEP03
	• Inclusion of participant groups’ Appendices;

• Stratification and staging/treatment clarifications;

• Literature/references update and related recalculation of power;

• Correction to QOL timing in NCIC CTG EN.7 sample consent.

• Revisions and corrections to logistics/directions for Canadian IMRT XRT QA review in the

NCIC CTG EN.7 Appendix, section 6.2.

• Correction to specimens submission in NCIC CTG EN 7 Appendix, section 7.1.


SAE Reports
Safety– Insert
Centre Specific Events (blue = sample)
	Patient ID
	Date of SAE
	Description

	CATC0001
	2011Mar28
	Radiation enteritis

	
	
	


Global Comments re Safety
Include NCIC CTG reporting plan, Sponsor responsibility to  Health Canada, Reportable Safety Info, and summary of MAC5 SAEs
Audit / Monitoring History 
Compliance (AMG) – Insert
	Visit Date
	Program
	Outcome
	Other Comments

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


CPI History 
Compliance (CPI) – Insert
Add summary
Contract History 

Audit/GAO – Insert
	Focus (e.g. IMP, correlative studies)
	Party A (Including address)
	Party B (Including address)
	Effective and end dates
	Notes (if applicable)
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