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ECTU External Handover 

There may be occasion where studies or certain responsibilities within a study have commenced within ECTU however they are required to be passed to another unit prior to completion of the study.
The purpose of this form is to document the status of the study at the point of handover and to detail discussions and transfer of responsibilities at this point. Sections A to C must be completed as appropriate.
	Section A

	Study Details

	Trial Name/Acronym:
	

	Sponsor:
	

	Chief Investigator:
	

	Dates ECTU took on responsibilities:
	

	Date ECTU transferred responsibilities:
	

	Study Status

	



	Section B

	Handover Details - Trial Management - ☐ NA

	
Name of Trial Manager:




	Task
	Y/N/NA
	Comments (include signature/date that task was carried out and any other useful details e.g. see email from XXX dated XX XXX)

	Sponsor notified of change in personnel and have given approval by signing Section C - Sponsor Approval
	
	

	Following discussions with Sponsor, co-sponsorship agreement updated to detail ECTU responsibilities which have been transferred to new team.
	
	

	CI notified of change in personnel
	
	

	Handover meeting(s) held with new Trial Management Team: (include date of meeting, ensure minutes are taken at meetings and minutes included in TMF)
	
	

	Access to e-mails arranged for replacement/e-mails archived
	
	

	Passwords for any databases/spreadsheets been shared with new Personnel
	
	

	Sites notified of change in personnel and new contact details

	
	

	Email to DMC/TSC members informing them of change of TM
	
	

	Has there been agreement on how ECTU TM staff will be involved in the final publication. (i.e. ensure the relevant people will be named).  
	
	

	Check budget – do salary/other costs need to moved to another school?. Confirm date that salary payments from the grant end
	
	



	

	Signature below confirms the above tasks have been addressed:

	
Signature/Date of ECTU staff member handing over study/part of study:

	

	Signature below confirms responsibility for Trial Management has been transferred:

	
Signature/Date of person taking on responsibility/CI:

	





	Handover Details - Trial Master File - ☐ NA

	



	Task
	Y/N/NA
	Comments (include signature/date that task was carried out and any other useful details e.g. see email from XXX dated XX XXX)

	Have the responsibilities for who is taking on the TMF been documented? Sponsor TMF delegation form will need updated. Provide details
	
	

	Paper TMF?
Paper Trial Master File current?
Has paper TMF been transferred? (Include Date of Transfer and to who in comments section)
	
	

	Document final TMF review, electronic files are complete and index is up to date. Study Management Logs/ Tracker current.

	
	

	Electronic TMF structure transfer-
Has it been confirmed that the transfer is a complete copy of the ECTU version? (Include Date of Transfer and to who, plus confirmation that QC of received electronic files with completed index has been carried out) 
	
	

	Electronic TMF file structure and other documents on ECTU drive have been moved to ECTU archive folder following transfer to new site over to new site.
	
	



	

	Signature below confirms the above tasks  have been addressed

	
Signature/Date of ECTU staff member handing over study/part of study:

	

	Signature below confirms responsibility for Trial Master File has been transferred

	
Signature/Date of person taking on responsibility/CI:

	

	
Handover Details - Data Management - ☐ NA

	

	
Name of Data Manager:




	Task
	Y/N/NA
	Comments (include signature/date that task was carried out and any other useful details e.g. see email from XXX dated XX XXX)

	Sponsor notified of change in personnel
	
	

	Following discussions with Sponsor, co-sponsorship agreement updated to detail ECTU responsibilities which have been transferred to new team.

	
	

	Has access to the following documents been given to the new group:
· Protocol 
· CRFs 
· Database
· Data Management files
· System specifications
· Validation and Testing documentation
· System Release Histories and Change Documentation
· Data Management Plan
· Data Query guidelines
· Data Entry Guidelines 
· Quality Checking Guidelines
· Data Cleaning Guidelines
· Data Query Report (if appropriate)
· Quality Checking Reports
· Completed CRFs (if appropriate)
· Any relevant electronic documentation 
	
	

	REDCap- database transfer has been completed and documented.
	
	

	Handover of DM file and all the checks required to ensure this is complete have been documented.
	
	

	Has there been agreement on how ECTU TM staff will be involved in the final publication. (i.e. ensure the relevant people will be named).
	
	

	Date that salary payments from the grant end.
	
	



	

	Signature below confirms the above tasks have been addressed

	
Signature/Date of ECTU staff member handing over study/part of study:

	

	Signature below confirms responsibility for Data Management has been transferred

	
Signature/Date of person taking on responsibility/CI:

	





	Handover Details  (Statistics) - ☐ NA

	

	
Name of Trial Statistician:




	Task
	Y/N/NA
	Comments (include signature/date that task was carried out and any other useful details e.g. see email from XXX dated XX XXX

	The sponsor, CI, DMC, TSC notified of change in personnel
	
	

	Following discussions with Sponsor, co-sponsorship agreement updated to detail ECTU responsibilities which have been transferred to new team.
	
	

	· Has access to the following documents been given to the new group:
· Protocol 
· CRFs 
· Statistical Analysis Plan (or draft)
· Stats Master File, 
· Database, 
· DMC and TSC charters, 
· Any relevant electronic documentation (e.g. sample size program output, analysis programs, data snapshots, analysis reports). 
	
	

	Handover of SAP/Stats file and all the checks required to ensure this is complete have been documented.
	
	

	Unblinded personnel- if relevant, have the new unblinded personnel been identified? Has transfer of unblinded trial material (e.g. DMC reports) taken place in a secure manner.  (The method of transfer should be documented)
	
	

	Have the names of the statisticians been changed in the
Protocol
DMC
TSC charter. 
	
	

	Has there been agreement on how ECTU TM staff will be involved in the final publication. (i.e. ensure the relevant people will be named).  
	
	

	Date that salary payments from the grant end.
	
	



	

	Signature below confirms the above tasks  have been addressed

	
Signature/Date of ECTU staff member handing over study/part of study:

	

	Signature below confirms responsibility for Statistics has been transferred

	
Signature/Date of person taking on responsibility/CI:

	




	Section C

	Sponsor Approval

	
Signature/Date of Sponsor representative approving the transfer of trial responsibilities from ECTU to an external party:
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