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Purpose
An agreement (contractual or otherwise) that details the laboratory’s role in the trial must be in place before any samples can be sent to the laboratory for analysis. The purpose of this document is to provide a Laboratory Contracts and Agreements Checklist template.  Use of this template is optional.
A laboratory contracts and agreements checklist should be used as a tool to verify that the agreement meets the University of Birmingham’s (UoB) requirements as documented in the Laboratory Set-up and Management SOP (UoB-CRL-SOP-001).
[bookmark: _GoBack]Clinical trials of investigational medicinal products (CTIMPs) are expected to use a laboratory contracts and agreements checklist, as referenced in the Laboratory Set-up and Management SOP (UoB-CRL-SOP-001). A laboratory contracts and agreements checklist can also be used where contracts/agreements are required for non-CTIMP trials and studies.
Instructions
1. Where the laboratory is not part of the sponsor’s organisation, liaise with the UoB Contracts Team to draft, review and agree a contract between the laboratory and the sponsor. The contract must cover all of the elements listed in the checklist below. 
2. Where the laboratory is part of the sponsor’s organisation, set up a non-contractual, documented agreement (such as a Memorandum of Understanding) between the laboratory and the chief investigator (CI).
3. Where the laboratory is sub-contracting analysis to another laboratory, set up either: i) an external laboratory contract (as detailed in instruction 1); or ii) a non-contractual agreement (as detailed in instruction 2). 
4. Set up a form per contract/agreement.
5. Remove this first instruction page.
6. Update the header to include the trial/study ID.
7. Update the checklist title to include the names of the parties to the contract/agreement. For example, where a contract is between the laboratory and an external sponsor, insert the name of the sponsor organisation.
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8. Update the footer, retaining the document reference information relating to this quality control document (QCD).
9. [bookmark: _Hlk120631267]In all cases, complete a laboratory contracts and agreements checklist to confirm that the required key points are included in the contract/agreement. 
10. When confirming that the contract meets all regulatory requirements consider, for example, whether the following are applicable:
European Medical Agency Reflection paper for laboratories that perform the analyses or evaluation of clinical trial samples
Human Tissue Act (2004)
Medicines for Human Use (Clinical Trials) Regulations 2004 and amendments
the principles of Good Clinical Practice (GCP).
11. When confirming that the contract contains sufficient detail regarding data reporting, consider the following:
whether interim or batch data reporting is required
who data should be reported to, and 
which data are to be reported.
12. File the signed checklist in the ‘Contracts and Agreements’ section of the laboratory master file (LMF). 
Related documents
UoB-CRL-QCD-001 Setting up a Laboratory Master File
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
UoB QMS documents can be found on the CRCT website. Internal work instructions can be obtained from the CRCT (mailto:crct@contacts.bham.ac.uk) and/or from the RGT (researchgovernance@contacts.bham.ac.uk).
References and Frameworks
[bookmark: _Hlk120843613]Reflection paper for laboratories that perform the analyses or evaluation of clinical trial samples (2012), European Medical Agency: www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2012/05/WC500127124.pdf
The Human Tissue Act (2004): http://www.legislation.gov.uk/ukpga/2004/30/contents
The Medicines for Human Use (Clinical Trials) Regulations 2004 and amendments: https://www.legislation.gov.uk/uksi/2004/1031/contents/made
UoB Contracts team: https://intranet.birmingham.ac.uk/finance/rss/contracts/index.aspx

Sample Analysis for Clinical Trials Contract/Agreement, between the Laboratory and the <Sponsor/CI details> - Checklist 
	The contract/agreement:
	Confirmed By
(initial)
	Date Confirmed
(dd-mmm-yyyy)

	details that the laboratory will work to GCP in the laboratory standard
	
	

	contains sufficient detail of the types of analyses the laboratory will perform 
	
	

	contains sufficient detail about the type, quantity and timescale of the samples that the laboratory will receive
	
	

	reflects the protocol’s requirements
	
	

	reflects the requirements of the laboratory’s analytical plans
	
	

	details the applicable regulatory requirements
	
	

	confirms which quality management system (QMS) will be followed by the laboratory (where the laboratory is sub-contracting analysis to a non-UoB laboratory)
	
	

	contains sufficient detail about data-reporting requirements
	
	

	stipulates who will archive trial documentation
	
	

	The contract/agreement is in place, signed, dated and filed in the laboratory master file 
(This must be completed before the laboratory receives any clinical trial samples for analysis.)
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