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Guidance: Establishing Shared Care ATMP trials within or across NHS Trusts/Health Boards

Appendix 2: Feasibility checklist & record of agreement for ATMP trials


The aim of this checklist is for all teams involved to gain a shared understanding of essential elements of potential capacity and capability, to deliver the trial within/across the NHS Trust(s)/Health Board(s).

	Main specialty team: 

	

	Main NHS Trust/Health Board:

	

	Delegated specialty team:

	

	Delegated specialty team NHS Trust/Health Board:

	



	Issue
	Comments/Record of agreement
	Responsible specialty team

	Participant pathway:


	What is the potential participant pathway?



	



	

	Which specialties are required within/across the Trust(s)/Board?

	
	

	How will the participant pathway be managed? 

	



	

	Which Support Depts/facilities will be required?
	· Pharmacy
· Haematology
· Apheresis
· Stem Cell Laboratory (identify facility/facilities to be used)
· Radiology
· Pathology
· Waste management
	

	Starting material: 


	Which starting material will be required? (As defined by the HTA)

	

	

	Are the required starting materials included in the current HTA licence, or does it need to be varied to include them?

	
	

	How will starting material be collected?
	· Surgery
· Apheresis
· Leukapheresis

	

	Where tissue collection is required, is a surgeon or appropriate tissue collection facility available for research purposes?


	
	

	Is a Biobank required?

	
	

	Is a DI (and associated HTA licence(s) required)? 

· If so, have they been identified and are they in place at each relevant trial location/s involved?


· Has the correct DI been informed of the potential study and received the protocol (if available)?

· Who has responsibility to liaise with the DI(s) in the NHS Trust(s)/Board(s)?

· Have handling manuals or starting material quality technical agreements been considered by the Stem Cell Lab manager and DI (where they are not the same person)?


	
	

	Capacity, facilities & equipment: 


	Where blood cell collection is required is apheresis capacity available?

	
	

	Is stem cell lab capacity available?

	
	

	Are any other specific facilities required?

	
	

	Does sponsor/CRO require access to any specific items/equipment and are they available to the Trust/? 

	Egs, infusion lines, needles, consumables
	

	Protocol requirements: 


	Are any procedures required in the protocol, standard of care or research specific? 

	
	

	Are any non-investigational material products/medications/vaccinations required? 

If so, are they available to the Trust(s)/Board(s)? 

How will they be funded, or will sponsor/CRO reimburse for this cost? 


	
	

	Recruitment & consent: 


	How will participants be identified and recruited? 

	
	

	What is the participant recruitment target for the relevant NHS Trust(s)/Board(s)? 

(Targets in contracts with sponsor should match).
.
	
	

	Which NHS organisation will consent participants?

	
	

	PI oversight & contracts:


	Is there a clear understanding of PI oversight within the trial location(s)?

	
	

	Based on agreement regarding PI oversight, is there a clear understanding of the relevant contractual arrangements required?

How will this be communicated to sponsor/CRO? 
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