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CONTACT REPORT
Study Title: 

AC/IRAS Number: 

Issue: Opening an Additional Centre for a Location

	Call Details

	Date of call
	

	Trial Management personnel present
	

	Study centre personnel present
	

	Initial location(s)
	

	Additional centre(s) being added
	

	NHS Trust/Health Board
	

	Feasibility

	Sponsor approved addition of centre(s) and confirmed it does not require an amendment? (✔)
	Yes
	
	No
	
	Any additional comments
	

	Does the board/trust have oversight (local R&D approval) of additional centre(s) and relevant contracts in place? (✔)
	Yes
	
	No
	
	If no, please state reason
	




	Is the PI based at this centre? (✔)
If no, confirm how adequate clinical oversight will be maintained in the comments section (e.g please name additional co-Investigator at centre) 
	Yes
	
	No
	
	Comments
	



	If the new centre will be involved in lab sample activity, does it have the facilities required for collecting, storing and processing the biological samples required by the protocol? (✔)
	Yes
	
	No
	
	N/A
	
	Comments
	

	If the new centre will be involved in lab sample activity, is the lab processing the samples accredited? (✔)
	Yes
	
	No
	
	N/A
	
	Comments
	

	Does the addition of the new centre impact the annual recruitment target stated in the completed feasibility questionnaire? If so, please confirm # of participants new centre expects to enrol on an annual basis in comments section (✔)
	Yes
	
	No
	
	Comments
	

	Documentation Logistics

	Which study activities will be performed at the centre being added? 
	




	Working ISF (current study records, SPC booklet, SAE forms etc.) in place? (✔)
	Yes
	
	No
	
	Comments
	

	Please state the secure location for holding the working ISF at new centre
	

	It must be clear from the essential records what happened at which location and at which centre in order to recreate the trial - How will the study team ensure this (e.g. consent forms)?
	

	Will a separate pre-screening and consent and subject status log be held for the new centre or will one log be maintained for the entire, overall location? (✔)
	Yes
	
	No
	
	Comments
	

	Are there any external
vendors performing
Investigator
responsibilities at the new centre
(e.g. courier transporting IMP/samples)? (✔)
	Yes
	
	No
	
	Comments
	

	Training Required

	If new study staff are introduced by addition of the new centre, confirm that these individuals have appropriate study specific and SOP training in place and documented (✔)
	Yes
	
	No
	
	Comments 
	

	Will staff at additional, new centre be added to the main location delegation log? (✔) 
(if no, please comment to confirm there is a separate delegation log in place for the new centre) 
	Yes
	
	No
	
	Comments 
	

	Source Data

	Will 1 source data plan be used for both the initial location and the additional, new centre? If no, confirm a separate source data plan will be in place (✔)
	Yes
	
	No
	
	Comments 
	

	Are there any differences in the medical records system compared to initial location? If so, please describe (e.g. paper instead of electronic, ensure monitor access if differences exist) (✔)
	Yes
	
	No
	
	Comments 
	

	IMP Supply

	Where will IMP be stored for this new centre (✔)
	IMP will be supplied to participants from a single pharmacy within the initial location – no new IMP storage area required 
	
	IMP will be supplied from the new centre pharmacy – A new IMP storage area review is required (see below sections)
	

	If new IMP storage area is required will stock be transferred from within the initial location or shipped directly to the new centre? (✔)
	Transferred to new centre within initial location 
(if yes discuss location level responsibilities listed in GS010 for within location IMP transfers)
	
	Shipped directly to new centre
	

	Confirm team at new centre will use same prescription approved for initial location (✔)
	Yes
	
	No
	
	Comments
	

	Pharmacy Team Review - For centres with a new IMP storage area only                                                    N/A ☐

	Confirm pharmacy file in place at new centre (✔)
	Yes
	
	No
	
	Comments
	

	Confirm a pharmacy representative from new centre will be added to the delegation log (✔)
	Yes
	
	No
	
	Comments
	

	Confirm any new pharmacy staff have received study specific training (✔)
	Yes
	
	No
	
	Comments
	

	IMP Accountability and Storage Area Review - For centres with a new IMP storage area only     N/A ☐           

	Confirm pharmacy will use same accountability log(s) already approved for initial location (✔)
	Yes
	
	No
	
	Comments
	

	Adequate storage for IMP at new centre? (✔)
	Yes
	
	No
	
	Comments
	

	Temperature monitoring in place and calibrated at new centre IMP storage area (✔)
	Yes
	
	No
	
	Comments
	

	IMP available in new IMP storage area at time of call? (✔)

	Yes
	
	No
	
	Comments
	

	Sample Processing

	Where will
samples be processed and stored?

	

	Labels and sample log tracker in place? (✔)

	Yes
	
	No
	
	Comments
	

	Is equipment used for samples calibrated (e.g. centrifuge, freezer)? (✔)

	Yes
	
	No
	
	Comments
	

	Database

	How will data collection within the eCRF be managed (eCRF
training for new team, PI access to initial location and additional centres)?

	

	General Comments (please include justification for why this is addition of a centre within a location, and not addition of a new location):

	





ACTIONS REQUIRED FROM SET UP CALL 
(Please list and clearly mark those required to be completed prior to new centre opening. Transfer to action log and follow up to resolution)

1. 
2. 
3. 

Author of report:
Signature:	_______________________		Date:	______________________

Reviewed by:
Signature:	_______________________		Date:	______________________


I confirm the information in this contact report accurately reflects the plans for study conduct at the planned new centre and adequate PI oversight of this centre will be maintained.
PI Signature:  _______________________		Date:	______________________
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