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R&D/F73 – Laboratory Research Clinical Trial Set Up Form

Laboratory Research Clinical Trial Set Up 
This Template should be used in conjunction with R&D/S35
IT IS THE RESPONSIBILITY OF ALL USERS OF THIS SOP TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&I Department’s website and/or Q-Pulse for information relating to the implementation of new or revised versions.  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.  

The definitive versions of all R&I Department SOPs appear online. If you are reading this in printed form check that the version number and date below is the most recent one as shown on the R&I Department website: https://www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	SOP Reference:
	R&D/F73

	Version Number:
	6.0

	Author:
	Ella Banken

	Implementation date of current version:
	


	Approved by:
	Name/Position:
	Marthe Ludtmann, Lab Manager 


	
	Date:
	

	
	Name/Position:
	Jonathan Hawker, SOP Controller


	
	Date:
	13/08/2026


	This SOP will normally be reviewed at least every 3 years unless changes to the legislation require otherwise


Version History Log

This area should detail the version history for this document.  It should detail the key elements of the changes to the versions.

	Version
	Date Implemented
	Reviewers
	Details of significant changes

	1.0
	9th November 2017
	
	

	2.0
	16th April 2018
	
	

	3.0
	N/A
	
	Stage 1 – Updated

Stage 2 – Changed from ‘Review & Authorisation’ to ‘Funding’. There are two versions of Stage 2; commercial and non-commercial. Updated.

Stage 3 – Changed from ‘Readiness Checklist’ to ‘Review & Authorisation’. Updated. 

Stage 4 - Updated

	4.0
	31st August 2020
	
	Minor changes to stages, some sections removed to avoid duplication. Change of link to R&D website.

	5.0
	13th February 2023
	Sarah Bell
	Change of Trust name. Change of author. General formatting update throughout document 

Stage 1 – Redundant questions removed, and explanations added

Stage 2 – Condensed commercial and non-commercial review to a single review 

Stage 3 – Remove duplicate questions and separation of histology questions. Removal of equipment no longer in-use/available

Stage 4 – Removal of questions no longer applicable

Removal of ‘Questions Raised and Outcomes’ section

	6.0
	
	Ella Banken
	Change of author. Change of department name to R&I or Research & Innovation throughout document. Form updated alongside SOP R&D/S35 to ensure guidance and instructions are in line. Changes made throughout document to comply with new UK Clinical Trials Regulations and ICH-GCP E6(R3) (28 April 2026).
Key information - Addition of ‘Central laboratory address’ section.

Stage 1 - Addition of R&I Laboratory involvement section. Clarifications to multiple sections. Addition of question in line with new UK Clinical Trials Regulations. Addition of ‘laboratory manual provided’ section.

Stage 2 – clarifications made between local (NHS pathology) laboratory and R&I laboratory. Separate funding review sections for commercial and non-commercial studies created.
Stage 3 – Addition of question in line with new UK Clinical Trials Regulations. Formatting changes to R&I Laboratory Equipment section. 

Stage 4 – Minor changes to readiness and go-live checklists

	
	
	
	

	
	
	
	

	
	
	
	


Key Information
	Short Trial Name:
	
	R&D Reference:
	

	Research Facilitator:
	
	EudraCT Number (CTIMP only):
	

	Trial Location(s) :
	
	Research Type:
	

	Commercial/Non-commercial:
	
	Recruitment Target:
	

	Full Trial Name:
	  


Sponsor:
	Contact Name:
	  

	Email Address:
	  
	Telephone Number:
	  


Research Team:
	PI:
	  

	Email Address:
	  
	Telephone Number:
	  

	Lead Research Nurse:
	  

	Email Address:
	  
	Telephone Number:
	  


Central Laboratory:
	Contact Name:
	  

	Email Address:
	  
	Telephone Number:
	  

	Central laboratory address or location :
	  

	Additional Information:
	


Trial Title: 
Stage 1 – Initial Feasibility Assessment

Date Stage 1 Requested: DD/MM/YYYY

	Summary

	Planned SSV/SEV/SQV Date:
	  
	Planned Open Date & Study Duration:
	  

	Local Laboratory Involvement:
	YES/NO
	Central Laboratory Involvement:
	YES/NO

	R&I Laboratory Involvement:
	YES/NO  

	Notes/Comments:
	  

	Laboratory Medicine

	Local Laboratory Department(s) Involved:
	

	State Each Test Required Locally (if known, specify if test is standard of care):
	

	State the Testing Frequency (by visit or by test):
	

	Are any Local Tests supporting a Primary or Key Secondary Study Endpoint:
	YES/NO
	If YES, please provide details and start checks on whether test assay is appropriately validated (see SOP R&D/S35 for guidance):
	

	Are All Named Tests Available (see SOP R&D/S35 for guidance):
	YES/NO
	Does Testing Conflict with Minimum Retest Intervals (if known):
	YES/NO

	Are any of the Tests Referred to an External Site for Analysis (as above):
	YES/NO
	If YES, Please Specify (Site/TAT/Test):
	

	Is BMS/MLA Staff Time Required (outside of their usual duties):
	YES/NO
	If YES, Please Specify (and determine lab C&C, in principle):  
	

	Notes/Comments:
	  

	R&I Laboratory

	Central Laboratory Name:
	  
	Central Laboratory Location:
	  

	Sample Processing Requirements (key steps):
	

	Equipment Requirements:
	

	Sample Storage Requirements:
	

	Sample Shipping Requirements:
	

	Extra Staffing Requirements (Out of Hours & Training):
	

	Has a Laboratory Manual been provided:
	YES/NO

	Notes/Comments:
	


Based on the information currently available, can the R&I Laboratory Service support this study?   Yes/No
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Trial Title: 
Stage 2 – Funding & Local Approval
Date Stage 2 Requested: DD/MM/YYYY
	Consumables

	Sample Collection Tubes/Kits Provided:
	YES/NO
	Compatible Needles Provided:
	YES/NO

	All Laboratory Consumables Provided:
	YES/NO
	Other Equipment Provided:
	YES/NO

	All Storage Containers Provided:
	YES/NO
	All Shipping Provided (Including Packaging):
	YES/NO

	Comments/Notes:
	

	Staff

	Local Laboratory Staff Time Required (outside of their normal duties):
	YES/NO
	If YES, Please Specify:
	

	R&I Laboratory Staff Time Required: 
	YES/NO
	If YES, Please Specify:
	

	Comments/Notes:
	

	Funding Review – Commercial

	Pathology and/or Research Laboratory Set Up Fee Included :
	YES/NO
	All Investigations (tests) Included:
	YES/NO

	All Procedures (processing, shipping, storage, kit disposal) Included:
	YES/NO
	Procedures/ Investigations on the Correct ‘Tab’:
	YES/NO

	Change Request to iCT:
	YES/NO
	Date Request Made:
	

	Details of Requested Change(s):
	

	Outcome(s) of Request:
	

	Comments/Notes:
	

	Funding Review – Non-commercial

	Non-Standard-of-Care Testing Involved:
	YES/NO
	Non-Standard-of-Care Testing Confirmed by (if applicable):
	

	If YES, State Non-Standard-of-Care Test(s) and Frequency:
	

	SoECAT Covers Local Laboratory Costs (including non-standard-of-care testing):
	YES/NO

	Change Request to SoECAT:
	YES/NO
	Date Request Made:
	

	Details of Requested Change(s):
	
	Outcome(s) of Request:
	

	Other Funding Cover for Laboratory Costs (if required):
	

	Comments/Notes:
	  

	Add or delete as many departmental Laboratory Medicine Approvals, as needed.
Laboratory Medicine Approval

	Local Laboratory Department:
	   

	Funding and C&C Approval Date:
	  
	Approved By:
	  

	Comments/Notes:
	  


	Laboratory Medicine Approval

	Local Laboratory Department:
	   

	Funding and C&C Approval Date:
	  
	Approved By:
	  

	Comments/Notes:
	  


Can the R&I Laboratory Service authorise the funding arrangements for this study?   Yes/No
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Trial Title: 
Stage 3 – Review & Final Authorisation
Date Stage 3 Requested: DD/MM/YYYY

	Summary

	SSV/SQV/SEV Date/Attendance:
	  
	Planned SIV Date/Attendance:
	  

	Comments/Notes from SSV/SQV/SEV:
	  

	Laboratory Medicine

	Local Laboratory Department(s):
	
	Location(s):
	

	State Each Test Required Locally:
	

	State the Testing Frequency (by visit or by test):
	

	Are any Local Tests supporting a Primary or Key Secondary Study Endpoint:
	YES/NO
	If YES, confirm Assay Validation has been checked and how it was checked:  
	

	Are any of the Tests Referred to an External Site for Analysis:
	YES/NO
	If YES, Please Specify (Site/TAT/Test):
	

	Local Laboratory Staff Time Required (outside of their normal duties):
	YES/NO
	If YES, Please Specify:
	  

	Comments/Notes (including any issues and workarounds):
	  

	Histology Studies Only

Anonymised Pathology Report Required:
YES/NO
Samples Retrieved from Other Trusts (If YES, Name Trusts):
YES/NO
Central Laboratory Document Requirements:
Central Laboratory Sample Requirements:
Central Laboratory Shipping Requirements:
Research and Innovation Laboratory – Sample Processing

	Central Laboratory Name:
	  
	Central Laboratory Location:
	  

	Sample Processing Requirements (key steps):
	

	Comment/Notes for Sample Processing:
	

	Research and Innovation Laboratory – Equipment

	Equipment:
	Required:
	If YES, Please Provide Details (include study-specific temperature range, if applicable):



	Centrifuge:
	YES/NO
	

	Fridge:
	YES/NO
	

	-20°C Freezer (York only):
	YES/NO
	

	-70°C or -80°C Freezer:
	YES/NO
	

	Incubator:
	YES/NO
	

	Mechanical Pipette:
	YES/NO
	

	Comments/Notes for Equipment:
	  

	Research and Innovation Laboratory – Storage

	Sample Storage Required:
	YES/NO
	Duration:
	

	Adequate Storage Capacity:
	YES/NO
	If NO, Please Comment:
	

	Special Storage Condition Requirements:
	YES/NO
	If YES, Please Comment:
	

	Comments/Notes for Sample Storage:
	  

	Research and Innovation Laboratory – Shipping

	Sample Shipping Condition(s):
	
	Shipping Frequency:
	

	All Packaging Provided:
	YES/NO
	If NO, Please Comment (can it be sourced or funded elsewhere):
	

	Courier(s) Used:
	
	Shipping Day(s):
	

	Increased Shipping Frequency if Storage Capacity is Limited:
	YES/NO/N/A
	If NO, Please Comment:
	

	Sample Shipping Comments/Notes:
	

	Research and Innovation Laboratory – Staff

	R&D Laboratory Staff Time Required:
	YES/NO
	If YES, Please Give Details:
	

	Study Specific Training Required:
	YES/NO
	If YES, Give Details of Study Specific Training:
	

	Out-of-Hours Requirement:
	YES/NO
	If YES, Please Give Details (including staff pay arrangements):
	

	Comments/Notes:
	  


Does R&I Laboratory Service have the capacity and capability to deliver this study? Yes/No
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Trial Title:
Stage 4 – Green Light

	Readiness Checklist

	Item/Document/Other
	Required
	Details
	Completed (If not, state reason and action plan)

	Sample Collection Equipment:
	YES/NO
	
	(/N/A

	Laboratory Consumables:
	YES/NO
	
	(/N/A

	Other Equipment:
	YES/NO
	
	(/N/A

	Sample Storage Boxes:
	YES/NO
	
	(/N/A

	Shipping Packaging:
	YES/NO
	
	(/N/A

	Shipping Documents:
	YES/NO
	
	(/N/A

	Study Specific Documents/Forms:
	YES/NO
	
	(/N/A

	Login(s): 
	YES/NO
	
	(/N/A

	Reference Ranges Provided:
	YES/NO
	
	(/N/A

	SOP(s) Created:
	YES/NO
	
	(/N/A

	Additional Checklist Comments/Notes:
	  

	Go-Live Checklist

	Tasks
	Required
	Details
	Date Completed

	Laboratory Site File Created (N/A for studies with local testing only): 
	YES/NO
	N/A
	

	Study-Specific Training:
	YES/NO
	
	

	Delegation of Duties Log Signed (N/A for studies with local testing only):
	YES/NO 
	N/A
	

	Comments/Notes:
	  


Is the R&I Laboratory Service ready for this study to open and can the Green Light be given? Yes
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