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Introduction
Why have I been sent this questionnaire?
You have been sent this questionnaire as your laboratory is being considered to store, process or analyse samples for a Clinical Trial of an Investigational Medicinal Product (CTIMP) that is being sponsored by the University of Birmingham (UoB). 
What is the purpose of the questionnaire?
The analysis of clinical trial samples plays a critical role in determining trial outcomes and ensuring participant safety. Laboratories involved in the storage, processing, or analysis of these samples must operate in accordance with Good Clinical Practice (GCP) and all relevant regulatory requirements. This ensures that data is both reliable and accurately reported, and that patient safety is upheld.
As the Sponsor of this trial, the UoB must be assured that all laboratories engaged in these activities have the appropriate systems, procedures, and documentation in place to meet GCP. To support this, completion of this questionnaire is a mandatory requirement for UoB trial sponsorship. This process ensures compliance with the Medicines for Human Use (Clinical Trials) (Amendment) Regulations 2025, in relation to the selection and oversight of laboratories.
The questions in this questionnaire are based on guidance issued by the Medicines and Healthcare products Regulatory Agency (MHRA) and the European Medicines Agency (EMA).
Who do I contact if I have any questions and who do I send it back to?
The ‘contact information’ section on page 2 of this document contains the name and email address of your key contact at the clinical trials unit (CTU) that is managing the trial for which your lab is being considered to store/process/analyse samples. Please contact this person if you have any questions regarding the trial or contact the UoB Clinical Research Compliance Team (CRCT) (crct@contacts.bham.ac.uk) if you have any questions about the questionnaire itself. The completed questionnaire should be returned to both the trial team and the CRCT.
How long do I have to complete the questionnaire?
The ‘contact information’ section on page 2 of this document will detail the deadline for returning the questionnaire. If you do not think it will be possible for you to complete the questionnaire by this date, please contact the person who is listed in the ‘contact information’ section on page 2. 
What happens next?
Once you have sent the completed questionnaire back to the CTU and the UoB CRCT, your answers will be reviewed by several people at UoB. This includes members of the trial team at the CTU, the Chief Investigator for the trial, and members of the UoB CRCT. If they have any questions about your answers, the CRCT will get back in touch with you to request further information or clarification. If you are a UoB lab, it may be easier for the CRCT to arrange to meet with you to discuss any questions. If you are a non-UoB lab, in some cases, a vendor audit of your laboratory may need to be arranged. 
What will happen to the information in the questionnaire?
The completed questionnaire will be kept securely at UoB. A copy will be kept in the Trial Master File, and a copy will be provided to the Sponsor office at UoB to be kept with their copies of the trial documentation. At the end of the trial, the completed questionnaire will be archived along with the rest of the trial documentation for the required archiving period. You will also be provided with a copy of the completed questionnaire.  
To be completed by the CI/Clinical Trials Unit (CTU) representative
	Contact information

	Contact name
	Please insert contact name of who the completed questionnaire should be returned (e.g. the CI or a CTU representative)

	Contact email address
	

	Trial name
	

	Date to return
	Please insert the date by which the questionnaire needs to be returned 



	Trial work to be undertaken by the laboratory

	Laboratory endpoints

	Please insert the reason the lab is being assessed, for example will they be contributing to Primary/Secondary/Exploratory analysis or storing samples only.

	Sample details
	Please insert the number and type of samples the lab will be receiving.

	Summary of laboratory work

	Please insert a short summary of each type of storage/processing/analysis the laboratory would be expected to perform.




To be completed by the laboratory
	Laboratory overview

	Laboratory Name
	

	Laboratory Address
	

	Name and contact details of the laboratory lead (or equivalent)
	Please provide name and contact details. For UoB labs this will be the Laboratory Academic Lead (LAL)

	Details of current accreditation schemes, if applicable
	Provide information of the status of the accreditation (e.g. active, expired), the applicable standard (e.g. the applicable ISO standard) and the date of the last inspection. 

	Details of audits/inspections in last 5 years, if applicable
	Provide details on the dates of the audits/inspections, who conducted the audits/inspections and the applicable standard.

	Does the laboratory have experience of working to GCP (has the laboratory previously analysed CTIMP samples)?
	

	Does the laboratory have sufficient capability and capacity to undertake the work outlined above for the trial?
	





Quality Management System
UoB laboratories only
1. Is the laboratory aware of the below following mandatory UoB Laboratory Standard Operating Procedures? yes/no
· UoB-CRL-SOP-001 Laboratory Set-up and Management
· UoB-CRL-SOP-002 Laboratory Facilities
· UoB-CRL-SOP-003 Sample Management 
· UoB-CRL-SOP-004 Laboratory Analysis
· UoB-CRL-SOP-005 Reportable Issues
2. Is the laboratory compliant with the above SOPs? yes/no 
Non-UoB laboratories only
3. Does the laboratory have a Quality Management System? yes/no
4. Please detail all areas covered by the Quality Management System (e.g. staff training, data management, sample management, assay and computer system validation, expediting safety data, repeat analysis, deviation management, facilities and equipment) below:
	



5. Will new procedures be required to process trial samples in compliance with GCP? yes/no
Staff training
All laboratories
6. Do staff have a job description describing their roles and responsibilities? yes/no
7. Do staff have an up-to-date training record? yes/no
8. Is training on trial specific processes documented? yes/no
9. Is staff competency on key assays documented? yes/no
10. Do staff have up-to-date GCP training commensurate with their role? yes/no
11. Do staff working with human tissue have training covering the requirements of the human tissue act? yes/no
12. Are training requirements periodically reviewed and updated? yes/no
UoB laboratories only:
13. Has the Laboratory Academic Lead attended the ‘Clinical research in a UoB laboratory’ training session in the last 3 years? yes/no
Contracts and agreements
All laboratories
14. Are third parties external to your laboratory going to be used for the processing/storage/analysis of trial samples (including other laboratories or services within your own institution)? yes/no 
If yes, please detail below:
	



Study conduct
All laboratories
15. Do you have a process for expedited reporting of urgent and or/out of range results? yes/no
16. Do you use specific laboratory manuals or other written instructions when processing trial samples? yes/no
17. If yes to the above, are these reviewed for each trial to check that they meet the requirements of the trial? yes/no
18. Do you have a procedure for recording and reporting deviations to the Sponsor? yes/no
Sample management
All laboratories
19. Do you have a sample receipt procedure? yes/no
20. Are samples tracked throughout their time in the lab (i.e., is the movement of samples from receipt, storage, analysis and final fate of samples recorded)? yes/no
21. Is the temperature of fridges, freezers and other storage units used to store samples continuously monitored? yes/no
22. Do you have a contingency plan for if fridges/freezers/storage units’ break? yes/no
Clinical sample kits 
All laboratories
23. Do you prepare clinical sample kits for sites for this trial? yes/no
If yes, please briefly describe the process below, including information about preparation areas, record keeping, quality checks and recall.
	



Assay validation
All laboratories
24. Are assays used in the analysis of samples for this trial validated? yes/no
If no, please describe what processes are used to validate results (e.g. commercial standards, EQA) below.
	



Repeat analysis
All laboratories
25. Do you have a procedure outlining when repeat analysis is acceptable? yes/no
26. If yes, does the above procedure include the need to report the original and repeat result? yes/no
27. Please describe how acceptance criteria are defined in the box below (e.g., commercial standards used to produce standard curve)
	



Recording and reporting results
All laboratories
28. Do you have a process for recording and reporting of results? yes/no
29. Will your laboratory be handling blinded samples or producing blinded data for the trial? yes/no
If yes, please describe method to maintain the blind below.
	



30. Is there a complete audit trail for a given sample analysis, including sample ID, ID of analyst, associated reagents and equipment used? yes/no
Facilities and equipment
All laboratories
31. Is access to the laboratory restricted? yes/no
32. Do you have a process for equipment maintenance? yes/no
33. Are all pieces of equipment uniquely identifiable and their identities recorded (e.g., in an equipment register)? yes/no
34. Do you have a process for ensuring that equipment is fit for its intended use in the trial? yes/no
computer systems
All laboratories
35. Do people have individual log ins to computer systems? yes/no
If no, please provide further details below, including how data is made attributable to the user.
	



36. Are computer systems validated? yes/no
37. Are computer systems re-validated following upgrades and/or maintenance? yes/no
38. Will data produced for the trial be in an editable format? yes/no
If yes, please provide details below, including how data integrity is maintained.
	



39. Are databases regularly backed up? yes/no
40. Do you have a process for data storage and transfer? yes/no
Quality Assurance
Non-UoB Laboratories
41. Does your laboratory have an individual responsible for quality assurance? yes/no
If yes, please provide their name and email address below
	



42. Does your laboratory have an internal audit plan? yes/no
43. Does your laboratory have an HTA licence, or any other licences? yes/no
If yes, please provide details below.
	



Archiving
All laboratories
44. Is your laboratory responsible to archiving documentation for this trial? yes/no
If yes, please provide details below (including as a minimum the archivist name, where data will be archived, what will be archived, the archiving duration and who will have access to the archived data)
	




UoB request for further information
	section and Question
	Clarification request and response 

	
	

	
	


Authorisation
	laboratory representative completing the form

	Name
	

	Date
	

	Position
	



	uob crct representative

	Comments
	

	Name
	

	Date
	

	Position
	



	CI/CTU representative

	Name
	

	Date
	

	Position
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