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[bookmark: _Toc153528138][bookmark: _Toc320536979]Purpose
[bookmark: _Toc153528139]This quality control document (QCD) contains a memorandum of understanding (MoU) template and will support the development of a document that records and agrees the responsibilities of, and the services to be provided by, the clinical trials unit (CTU) and the University of Birmingham (UoB) laboratory(ies)’ undertaking sample collection, storage, processing and/or analysis. An MoU will help to ensure that there is a clear and documented understanding between the CTU and the laboratory.
This template is not to be used when contracting laboratories that are not part of the UoB. Where a non-UoB laboratory is being used, the CTU will work with the appropriate representative within the appropriate College Research Support Hub to establish a formal contractual agreement.
Scope
[bookmark: _Toc153528140]This is an optional QCD, and is designed to be used for clinical trials of investigational medicinal products (CTIMPs) but could also be used for non-CTIMPs and studies to support best practice.
Implementation plan
This QCD will be implemented in line with this document’s effective date.
[bookmark: _Ref153523581][bookmark: _Toc153528141]Stakeholders
CTU staff. Where a CTIMP is being managed independently, outside a CTU, where this QCD states ‘the CTU’, read this to be ‘the CI’, or the CI’s details as appropriate.
Laboratory Management (this will include the laboratory academic lead (LAL)).
Instructions
1. [bookmark: _Toc153528153]It is recommended that CTUs use this template starting from page 5 of this document. 
2. Remove pages 1-4. 
3. Update the header to include the trial ID
Update the document’s footer details (e.g. with local filename and version number), retaining the document reference information to this QCD.
4. Complete all sections of the MoU, removing any red instructional text in the process. Ensure that any example text provided is updated to be trial-specific where necessary. The sections included in the template are expected as a minimum. Other sections may be added in an appropriate location in the agreement if required, e.g. data transfer. 
5. [bookmark: _Hlk120718832]A separate MoU should be used for each trial and each participating UoB laboratory in a trial. 
Related documents
[bookmark: _Toc153528154]Associated QMS documents
UoBH-CRL-SOP-006 CTU Selection, Set-up and Oversight of Laboratories 
UoBH-CRL-QCD-025 Laboratory Self-Assessment Questionnaire
UoBH-CRL-QCD-026 Sample Collection Manual Checklist
Additional qms documents
UoB-SPO-QCD-001 Clinical Trials Task Delegation Log
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Access to the full UoB QMS for clinical research is available via the CRCT website.
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< start of the template – delete this red text and the pages above when you are ready to use this template >
Laboratory Memorandum of Understanding
This Memorandum of Understanding (MoU) is between the following departments within the University of Birmingham:

<insert CTU name> University of Birmingham, B15 2TT (henceforth <insert CTU acronym>
And
<insert laboratory name, department name, school>, University of Birmingham, B15 2TT (henceforth Laboratory)

For the following trial:

	Protocol Title
	<insert trial acronym>: <insert trial full title>

	Protocol Version Number*
	<insert protocol version number and date used to write the agreement>

	Sponsor Reference Number
	<insert sponsor reference number, RG number of UoB sponsored trials>

	IRAS Number
	

	Chief Investigator
	


* This agreement should be reviewed when there is an update to the protocol or applicable associated documentation to determine if an amendment is required. 

The MoU details the responsibilities of all parties in relation to the trial. 

This MoU will commence from <insert details e.g., when the trial opens to recruitment, when the first participant is recruited> and will cease once the trial has been archived, with the exception of responsibilities with regard to audit and inspection.



















Trial Background
Briefly summarise the trial design, indicate what the purpose of the trial is and reference why samples are being collected (e.g. specify laboratory secondary outcomes). 
Research Samples
State what research samples are being collected. Including the type of sample, the time points at which the sample will be collected, and the total number of samples expected to be collected. 
It is recommended that this information be presented as a table. Below is an example of the type of information you may include.  
In accordance with the protocol, the research samples in Table 1 are being collected, processed, stored and analysed.

Table 1: Details of Research Samples
	Sample Type
	Time Point
	Total Number of Samples

	
	Baseline
	Cycle 1
	Cycle 2
	Cycle 4
	Cycle 6
	Treatment Completion
	

	Blood (serum)
	X
	X
	X
	X
	X
	X
	600

	Blood (PBMC)
	X
	X
	
	
	
	X
	300

	Tissue
	X
	
	
	
	
	X
	200


Standards
This section includes information on the standards that are applicable for the trial. The example text below is for a CTIMP, for which samples must be analysed in accordance with Good Clinical Practice. 
The CTU is responsible for all aspects of trial design, delivery, analysis, and reporting in accordance with the Medicine for Human Use (Clinical Trials) Regulations 2004 and subsequent amendments, the ethical approval for the trial, Good Clinical Practice (GCP) and the CTU quality management system. 
The research laboratories are responsible for aspects of the trial about laboratory outcomes as defined in the protocol and in accordance with the University of Birmingham (UoB) QMS, applicable regulatory guidance, GCP in the laboratory and in compliance with the Clinical Research in the laboratory standard operating procedures (SOPs) (see https://www.birmingham.ac.uk/qms). 
Responsibilities of the Laboratory
These responsibilities are taken from the UoB laboratory Standard Operating Procedures (SOPs). 
Note: It is anticipated that all these responsibilities will apply to all UoB laboratories. Any deletions should be justified in the comments when the document is sent for review.
Responsibilities of the laboratory include: 
providing input into the development of the protocol and advising on the laboratory aspects of the trial.
maintaining the Laboratory Master File (LMF) (as detailed in UoB-CRL-SOP-001 Laboratory Set-up and Management).
the development and maintenance of SOPs and/or guidelines relevant to the conduct of the trial in the laboratory.
conducting risk assessments applicable to the laboratory activities.
defining roles and responsibilities, training staff on the relevant trial-specific processes and maintaining relevant training records.
assay development (where applicable) and validation.
sample management, processing, storage, and subsequent transport to third parties in accordance with the applicable conditions and regulatory requirements (where applicable).
conducting and reporting on the relevant assays (where applicable), including keeping records of samples that cannot be analysed and why, and retaining the source data.
performing relevant quality checks on the data output (where applicable).
assisting the CTU with sample reconciliation.
providing relevant data to the CTU for analysis (as applicable).
defining when repeat analysis is acceptable.
providing expert advice on these analyses and providing input into the Clinical Study Report and publications as required.
deciding on and documenting reportable issues.
notifying the CTU of any reportable issue, incident or quality management failure which could affect patient confidentiality, safety, or data integrity or otherwise pose a risk to the trial. Note: the CTU must be provided with details about the event, including which samples are affected and the impact on them as soon as possible. This is so the strict reporting timelines can be adhered to if the event constitutes a serious breach (see the Deviations and Serious Breach SOP (UoB-DSB-SOP-001) for more information).
destroying stored samples or moving them to a Human Tissue Act (HTA) certified Tissue Bank, or moving them to an ethically approved study on the instruction of the Trial Office. Note: this must be before the submission of the End of Trial Declaration (no exceptions are allowed).
providing the LMF and source data to the CTU at the end of the trial for archiving for the duration specified in the protocol. 
assisting in regulatory inspections and audits as applicable.
Additional trial-specific responsibilities may need to be added. For example, consider:
Who is providing clinical sample kits?
Who is communicating with the site (the expectation is that this is the CTU)?
Is the laboratory performing statistical analyses itself? 
If so, make it clear what analyses they are performing and what analysis of laboratory data the CTU are performing. 
Where the laboratory is performing analyses, consider how this information will be sent to the CTU for storage in the archived TMF. 
Where CTU is receiving data for analyses, consider how the data will be sent. 
Consult with the Programming and Biostatistics Team if required. 
Is the laboratory responsible for sending samples to a third party? If so, consider who will implement the Material Transfer Agreement for this. Due diligence should be performed to ensure the laboratory has appropriate contracts in place with the third party.
Is the laboratory lead on the Trial Management Group (TMG)? If so, include as a responsibility of the laboratory.
Note: there is no requirement to repeat information that is included in other documents, e.g. the protocol, laboratory manual, or SOPs, if these are referenced and filed in the TMF. 
If the laboratory has no SOPs or more detail is needed about the type of analyses being undertaken, this can be included in an appendix and cross-referenced in this section. 
Responsibilities of the CTu
This section details responsibilities that it is expected the CTU will perform. However, it must be reviewed to ensure that any additional trial-specific responsibilities are included. 
Responsibilities regarding the laboratory aspects of the trial are summarised below. For the avoidance of doubt, the Chief Investigator and CTU remain responsible for all other trial tasks as stipulated in the Clinical Trials Task Delegation Log (UoB-SPO-QCD-001), including contracting with Sites for research sample shipment. 
The CTU are responsible for the following tasks:
the preparation of all trial documentation except for:
The Laboratory Manual used by Sites, which will be written jointly with the relevant laboratories and signed off by both parties; and 
relevant laboratory SOP and guidelines. 
Providing the laboratories with essential documents required for the Laboratory Master File (LMF), including any amendments to documentation as and when these occur. 
Ensuring informed consent has been appropriately obtained from the participants, and the laboratory is notified of any patient withdrawals which impact sample retention, analyses, or data already obtained.
Site set-up and training, including sample collection processes.
Notifying the laboratory of participating sites (where applicable).
Implementing sample shipping arrangements from sites.
Documenting why samples were not taken.
Tracking samples sent to the laboratories by the sites and reconciling these with those received by the laboratories. 
Assessment of any laboratory quality issues or deficiencies which may impact the conduct of the trial and reporting these to the University as Sponsor and, if applicable, the regulatory authority and ethics committee.
Notifying the laboratory of temporary halts, trial closure, and other relevant milestones. 
Instructing the laboratory when to destroy stored samples, move them to a Human Tissue Act (HTA) certified Tissue Bank, or another ethically approved trial, as applicable. 
Archiving the LMF and applicable source data for the duration of the trial archiving period. 
Withdrawal of Participant Consent
In this section detail what will happen to participant samples if the participant withdraws consent. It must comply with what is written in the participant information sheet and the protocol. However, it is advised that the protocol is written so that any data and samples already collected are kept.
The CTU will notify the laboratory when a participant withdraws consent to participate in further research sample collection.
In accordance with the protocol and trial participant information sheet, if a participant withdraws consent all data and research samples collected up until that point will be retained. 
If the laboratory receives samples after the participant has withdrawn consent, they should immediately notify the CTU who will correspond with the site. The CTU will instruct the laboratory on what to do with the sample after discussion with the site. 
Sample Use, Retention and Disposal at the End of the Trial
This section includes details on how the samples can be used, how long the samples will be retained by the laboratory and what will happen to them when the trial is due to close. This needs to be in accordance with the ethics application and comply with the Human Tissue Act. 
Example wording for the use of samples:
For the avoidance of doubt the laboratory should only use the research samples for the trial and as specified in the protocol and this MoU. <If applicable include “The protocol does allow for samples to be used for other research studies, but this must be with the prior agreement of the applicable trial management group and oversight committees, the CTU sample access policy and the consent.”> 
Example wording for retention of samples:
Samples will be retained by the laboratory until the end of the trial.
OR
Samples will be immediately destroyed after analysis. 
Compulsory wording for disposal of samples:
In accordance with the Human Tissue Act 2004, all tissue samples remaining at the end of a trial must be destroyed, transferred to another ethically approved research project, or moved to a licensed HTA Tissue Bank. The ethics approval for this trial requires that samples are <insert applicable text from the IRAS application>.
The CTU will keep the laboratory updated on the progress of the trial and will notify them when the samples need to be destroyed or transferred as applicable. If samples are being transferred to another ethically approved research project, a copy of the ethical approval should be provided to CTU for the TMF. Alternatively, if the samples are being transferred to an HTA-licensed tissue bank outside the UoB, a copy of the Tissue Banks licence will be required. 
Source Data
Inspectors and auditors expect to be able to reproduce the results of the trial. The laboratory must therefore ensure that all source data (i.e. unprocessed results) and any manipulation of these data to create the final results used in the clinical study report and publications are retained for the duration of the trial and the regulatory-defined archiving period.
For this trial, laboratory source data is <insert what the laboratory source data is>.
Archiving
The archiving period for this trial is <insert archive period>. To ensure that the laboratory information is retained for the applicable period, the laboratory should 
Example text:
Provide the LMF and all source data, subsequent data manipulations, and the final data set to the CTU for off-site storage in a dedicated archive facility. 
Or
Ensure that the LMF and all source data, subsequent data manipulations, and the final data are archived appropriately.
Finance
This section can be deleted if the laboratory is a collaborator on the grant application for the trial and included in Worktribe.
If the laboratory is not collaborators include this section. Indicate if the laboratory is being paid and if so, how much and when. 
Note: any payments should reflect how the trial funding is paid, and a statement should be included to indicate that payments are subject to the CRCTU receiving the funding to be able to pay the laboratory.
Example text:
The laboratory has agreed to perform this analysis without payment. 
OR
Payment will be made by the CTU subject to the unit receiving the expected funding from <insert name of funder>. 
The laboratory will be paid <insert cost per sample> per sample and to a total value of <insert total amount to be paid>. 
Payments will be made quarterly in arrears and on receipt of the sample analysis results.  
Authorised Individuals
The individuals with responsibility for this MoU are:

<Insert CTU name>: 
<Insert person responsible for authorisation on behalf of the CTU – this would typically be the Operations Manager>
School of Medical Sciences
University of Birmingham. B15 2TT
<Insert authorizers email address> with copy to <insert trial email address>

<Insert name of laboratory>:
<Insert name of senior person responsible for laboratory aspects>
<Address in brief>
<Insert email address for correspondence>
Signatures
Signed on behalf of the CTU


	…………………………………………………………………………………
	…………………………………………………………………………………

	Name
	Position

	
…………………………………………………………………………………
	
…………………………………………………………………………………

	Signature 
	Date




Signed on behalf of the laboratory


	…………………………………………………………………………………
	…………………………………………………………………………………

	Name
	Position

	
…………………………………………………………………………………
	
…………………………………………………………………………………

	Signature 
	Date
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