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Introduction

This document can be used to support development of a shared care scheme of delegation, and participant pathway, for an ATMP trial within or across NHS Trusts/Health Boards. It is not fully exhaustive and can be adapted as required.

It does not replace requirements to comply with the International Council for Harmonisation Good Clinical Practice (ICH GCP) E6 guidance to maintain a record of delegation.

It may be necessary to create a separate checklist for each delegated trial location. 

This document may also support sponsor/CRO understanding, regarding establishment of these arrangement within/across NHS organisations.

It is advised that the NHS organisation(s) involved discuss and document agreement reached on:
· which PI(s) will provide oversight at each NHS Trust/Health Board 
· the types of activities taking place at trial location/s


	Short Study Title:
	

	REC Ref:
	

	NIHR Portfolio ID (if applicable):
	

	IRAS Project ID:
	

	Main trial location: 
Internal R&I Ref:
	

	Delegated trial location:
Internal R&I Ref:
	

	Study Sponsor:
	




Scheme of Delegation Completion Note

This template scheme of delegation is designed as a guide to users, it is not fully exhaustive and content should be based on trial protocol requirements.

Yellow highlights and fields marked XXX can be completed or deleted as appropriate. 

Guidance notes/examples included – which can be deleted following completion. 

Rows that are not applicable can be deleted/additional rows can be added as required.

If a Service Level Agreement (SLA) is required this template can be inserted into the SLA as an appendix, therefore including the detail of delegation and avoiding duplication of sign-off.



		


Purpose
The purpose of this document is to summarise the level of delegation of research activities for the conduct of:
Include full study title

This document is in addition to a Clinical Trial Agreement. 
For the purpose of this agreement:
	The Main Specialty team, Trial Location and NHS Trust/Health Board is:		
Include 
	The Delegated Specialty team, Trial Location and NHS Trust/Health Board is:	
		Include

Overview
Include an overview of the shared care participant pathway required to deliver the trial protocol

Guidance:
· Outline the process which will be followed within/across the trial location/s for participants to be identified and referred for treatment, also how information sheets will be provided and eligibility confirmed.
· Outline the process to obtain participant consent for any clinical procedures required within the trial protocol, which will be undertaken at the trial location/s (as appropriate)
· Where more than one specialty team and/or trial location is involved in delivering care to a participant under the trial protocol, outline how participants underlying health conditions and care needs will be managed:
· at the main trial location,
· at the delegated trial location,
· and contingency plans should the participant have an extended inpatient stay at the delegated or main trial location
· Outline arrangements for participants to undergo procedures/assessments/treatments at the trial location/s which are standard of care but not protocol related 
· Identify responsible clinicians at the trial location/s
· Outline responsibilities for the chain of identity and chain of custody across the trial timeline.
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	Shared Care Study Specific Scheme of Delegation for ATMP trials

	Guidance: This table should be completed in conjunction with the Schedule of Assessment in the trial protocol.

	Area of Delegation
	Role in Study 
	NHS organisation
	Name of Person(s) Responsible & trial location

	Participant Recruitment and Selection

	Guidance: 
· Identify who will identify and refer participants, provide information sheets and confirm eligibility, in line with protocol requirements at the relevant trial location/s.
· Identify who will obtain informed consent at the trial location/s (as appropriate) and in line with trial protocol requirements. 

	Example provided below:

	
Participant identification 



	{Select as appropriate}:
PI
Sub -Investigator
Research Nurse
Research Practitioner
Research Assistant
	xxx
	{Enter name XXXX} 
(Enter job role XXXX}
 {Enter trial locationXXX}

	Participant referral 
	{Select as appropriate}:
PI
Sub -Investigator
Research Nurse
Research Practitioner
Research Assistant
	xxx
	{Enter name XXXX} 
(Enter job role XXXX} 
{Enter trial locationXXX}

	Information sheet given to potential participant

	{Select as appropriate}:
PI
Sub -Investigator
Research Nurse
Research Practitioner
Research Assistant
	xxx
	{Enter name XXXX} 
(Enter job role XXXX} 
{Enter trial locationXXX}

	Eligibility criteria checked
	{Select as appropriate}:
PI
Sub -Investigator
Research Nurse
Research Practitioner
Research Assistant





	xxx
	{Enter name XXXX} 
(Enter job role XXXX} 
{Enter trial locationXXX}

	Study Specific Medical Procedures/ Assessments and Treatments

	Guidance: 
· Identify all visits required in relation to procedures/assessment/treatment, as set out in the schedule of assessments in the protocol. Include the trial location where each visit will take place. 
· Where all trial activity will take place at one trial location - state all protocol derived activity is documented in the schedule of assessments. 
· Where trial activity will take place across more than one trial location:
· it should be clearly documented which activity will be undertaken at each visit, in each trial location. 
· if participant care is transferred back to the main trial location e.g. at the later stages of the treatment pathway, these visits can be summarised rather than listed individually

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Assessment, Causality & Reporting of Adverse Event Casuality/Serious Adverse Events

	Guidance: 
· Outline who is responsible at each trial location/s for the assessment & causality of adverse/serious adverse events, at each time point across the duration of the trial.
· This will include any delegated trial locations, even if the participant is there for a short period of time

	
	
	
	

	
	
	
	

	Support Departments

	Guidance:
· List any departments/activities who will resource/support this trial, eg, Pharmacy, Radiology, Pathology/Histopathology.
· Clearly outline the activities that will take place at each trial location and who will undertake them as appropriate.

	Pharmacy (delete if N/A)

	
	
	



	

	
	
	


	

	Radiology (delete if N/A)

	
	
	

	

	
	
	


	

	Pathology/Histopathology (delete if N/A)

	

	


	



	

	Clinical Trial Data

	Guidance:
· Detail the trial location responsible for data entry to the eCRF at each trial location/s. (Likely to be the location where the visit was undertaken)
· Where there is more than one trial location, clarify which will be responsible for queries that arise.
· PI/s are required to sign off those eCRF pages where they have responsibility at that trial location and as detailed in this document.
· Where there is more than one trial location, each location will retain and be responsible for its own source data

	
	
	
	

	
	
	
	

	Archiving

	Guidance: 
· Document the archiving arrangements required by the sponsor for each trial location 


	
	
	







	

	Modifications

	Guidance:
· If there is more than one trial location involved, each is responsible for reviewing and processing modifications through their own Research & Innovation Departments. 
· The modification process should be documented here for the trial location/s involved. Consideration should be given regarding the impact of the modification at the main and/or delegated locations (as appropriate)

	
	
	
	

	
	

	
	

	Follow up

	Guidance:
· Arrangements within/across trial locations should be determined, defined and outlined, to comply with any HTA, accreditation, regulatory, standard of care or trial protocol requirements, also to ensure participant progress can be monitored.
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Recruitment Accreditation
Trial location xxxx

Agreement
I agree to adhere to the scheme of delegation as set out in the table above, in conjunction with the Participant Pathway Flowchart (VX.X Date: XX.XX.XXXX).


	Principal Investigator 
	R&I contact 

	Name:
	
	Name:
	

	Position:
	
	Position:
	

	Signature:
	
	Signature:
	

	Date:
	
	Date:
	

	Principal Investigator
	R&I contact 

	Name:
	
	Name:
	

	Position:
	
	Position:
	

	Signature:
	
	Signature:
	

	Date:
	
	Date:
	



(Add further signatures if more than two specialty teams/trial locations are involved in the shared care trial)



Participant Pathway 
Include Participant Pathway flowchart here. (Vx.x Date: xx.xx.xxxx)
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