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Purpose
This document provides background information on the University of Birmingham (UoB)'s new sponsor oversight process for laboratories, utilising the Laboratory Self-Assessment Questionnaire. It also offers guidance for CTU staff on how to effectively implement the questionnaire.
background
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 trial Sponsor, the UoB must be assured that all laboratories engaged in these activities have the appropriate systems, procedures, and documentation in place to meet GCP. This process ensures compliance with the Medicines for Human Use (Clinical Trials) (Amendment) Regulations 2025, in relation to the selection and oversight of laboratories.
Implementation
Effective from 01-Aug-2025 the assessment process described below will be mandatory for laboratories being considered for Clinical Trials of Investigational Medicinal Products (CTIMPs). Consider the questionnaire as best practice for other types of trial or studies. 
Sponsor oversight of laboratory selection 
When a potential laboratory has been identified, the trial team will complete the relevant sections of the Laboratory Self-Assessment Questionnaire, ‘Contact information’ and ‘Trial work to be undertaken by the laboratory’ on page 2 of the questionnaire. 
The laboratory will complete the questionnaire and return it to both the CTU and the CRCT.
The Clinical Research Compliance Team (CRCT) will review the completed laboratory assessment questionnaire and, based on the level of risk identified, will take the following actions:
Sufficient Assurance Provided: If the responses in the questionnaire provide adequate assurance that the laboratory is capable of conducting the trial work to the required standard (e.g., an experienced trial laboratory with comprehensive GCP procedures in place), the CRCT will accept the laboratory assessment without further action.
Insufficient Assurance – Further Information Required: If the responses do not provide sufficient assurance, the CRCT may request additional information or clarification from the laboratory. Should the supplementary information demonstrate that the laboratory can meet the required standards, the CRCT will accept the laboratory assessment.
Persistent Insufficient Assurance – Further Evaluation: If assurance remains insufficient following the request for further information, the CRCT will undertake additional evaluation. This may involve a meeting with the internal team (for UoB laboratories) or a vendor audit (for external laboratories) to assess how the laboratory intends to address any procedural deficiencies. If this evaluation confirms the laboratory’s capability to meet the required standards, the CRCT will accept the assessment.
Inadequate Assurance – Conditional or Rejection Outcome: Where there is still insufficient evidence that the laboratory can conduct the trial work to the required standard, the CRCT will issue a recommendation that the laboratory may only be used if specific GCP-compliant procedures are implemented. If such implementation is not feasible, the CRCT will advise that the laboratory should not be used.
Where the laboratory assessment is accepted by the CRCT, the CTU complete the CTU ‘Authorisation’ section on Page 7 of the questionnaire and will follow the applicable step below:
If the trial is in set-up, the trial team will submit a copy to the Research Governance, Ethics and Integrity Team (REGI) as part of their sponsorship application as REGI will check for the presence of a completed questionnaire at the point of sponsorship.
If the trial is active, the trial team will file a copy in the trial master file (TMF) and provide a copy to REGI for their oversight and awareness.
The CRCT will maintain a spreadsheet of all assessed laboratories that will be accessible to REGI, the Human Tissue Oversight Committee, the Clinical Trials Oversight Committee and the CTU QA teams.
Additional guidance
Which Laboratories Are Required to Complete the Questionnaire?
The Laboratory Self-Assessment Questionnaire must be completed by all laboratories—both within and outside the UoB—that are being considered to perform trial-specific storage, processing, or analysis of CTIMP samples.
Please note: This process replaces the procedures outlined in:
External Laboratory Set-Up and Oversight (UoB-CRL-SOP-006)
External Laboratory Self-Assessment Questionnaire (UoB-CRL-QCD-025).
This requirement applies to laboratories across various settings, including:
Other academic institutions
Industry partners
NHS laboratories (only where the analysis is not standard of care).
It is applicable to any laboratory contributing to trial endpoints—whether primary, secondary, or exploratory.
If your trial involves multiple laboratories, the questionnaire must be sent to each one.
Please note: This requirement applies only to laboratories undertaking trial-specific procedures. Laboratories performing standard care procedures are exempt (see below for further details).
Laboratories Exempt from Completing the Questionnaire
The Laboratory Self-Assessment Questionnaire is not required for the following types of laboratories:
Sample Collection Sites: Laboratories that are solely responsible for collecting samples and performing basic processing (e.g. centrifuging blood to produce plasma) do not need to complete the questionnaire. However, these sites must still be informed of any trial-specific requirements. For example:
Freezer temperatures used for sample storage must be monitored.
Equipment used in sample processing must be regularly serviced.
Staff must be appropriately trained in relevant procedures. These requirements should be communicated through alternative means outside of the questionnaire.
NHS Laboratories Performing Standard of Care Analyses: If an NHS laboratory is conducting standard clinical analyses and the CTU is only accessing the resulting data, the questionnaire is not required.
When does the quetionnaire need to be sent to the laboratory?
The Laboratory Self-Assessment Questionnaire should be sent to the laboratory as soon as you are considering engaging their services. You should request that the laboratory completes and returns the questionnaire by a specified deadline.
For trials currently in the set-up phase, the questionnaire must be completed prior to submitting your sponsorship application, as REGI will verify the presence of a completed questionnaire during their sponsorship review.
If you are submitting your sponsorship application to REGI between 01 August 2025 and 30 September 2025, or if your application is already under Sponsor review, you are not required to submit completed questionnaires for laboratories at the point of sponsorship. However, you must ensure that completed questionnaires are provided before any trial samples are sent to the laboratory. This requirement will be clearly stated as a condition in your letter of sponsorship.
Adding a Laboratory to a Trial Post-Sponsorship
If a trial has already been awarded sponsorship and you wish to engage a laboratory after the trial has commenced, the Laboratory Self-Assessment Questionnaire must still be completed by following the procedure points outlined above.
Are there any parts of the questionnaire that need to be completed by the CTU?
Certain sections of the Laboratory Self-Assessment Questionnaire must be completed by the CTU:
Page 2: This section requires CTU input and includes key contact details as well as a description of the laboratory work being commissioned for the trial.
Page 7 – Authorisation Section: The CTU is also responsible for completing part of the authorisation section. The individual best suited to complete this should be determined by the trial team, based on their role and familiarity with the laboratory’s involvement.
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