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[bookmark: _Toc153528138][bookmark: _Toc320536979]Purpose
[bookmark: _Toc153528139]This quality control document (QCD) contains a checklist that supports Clinical Trials Units (CTUs) in the development of a complete, consistent, and compliant Sample Collection Manual (formerly referred to as the Laboratory Manual) that is fully aligned with the eprotocol. 
Scope
[bookmark: _Toc153528140]The requirements defined within this QCD are mandatory and shall be incorporated in full during the development of a Sample Collection Manual. This document is designed to be used for clinical trial 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 of a CTU, where this QCD states ‘the CTU’, read this to be ‘the CI’, or the CI’s details as appropriate.
Instructions
1. [bookmark: _Toc153528153]The staff members must use the checklist provided on page 5 of this document.
2. Remove instruction pages 1-4.
3. Update the header to include the trial ID.
4. Update the document’s footer details (e.g., with local filename and version number), retaining the document reference information to this QCD.
5. Complete all sections of this QCD checklist to confirm that the Sample Collection Manual provided to trial locations contains clear, sufficient, and trial-specific instructions for the collection, handling, storage, and transfer of biological samples. 
6. All sections of the checklist must be completed in full. Where an item is not applicable, this must be clearly indicated, and a brief justification recorded. Any identified gaps or deviations must be documented, with actions defined as appropriate.
7. [bookmark: _Hlk120718832]A separate checklist should be used for each trial and each participating site 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-027 Memorandum of Understanding Template
Access to the full UoB QMS for clinical research is available via the CRCT website.
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< start of the checklist – delete this red text and the pages above when you are ready to use this template >
Sample Collection Manual Checklist
This checklist supports the Sponsor in demonstrating that trial locations have been provided with clear and sufficient instructions to ensure appropriate handling, traceability, and integrity of trial-related biological samples. 

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
	



	Area
	Required Content
	Included? (Y/N)
	Manual Section Ref
	Comments / Gaps

	Trial Documentation
	Trial identifier, protocol number, document version and date
	
	
	

	Trial Oversight
	Named Coordinating Centre (if applicable) or laboratories contact responsible for site support
	
	
	

	
	Trial Office contact details for routine and urgent queries
	
	
	

	
	Defined escalation route for sample-related issues
	
	
	

	Document Terminology
	List of abbreviations and definitions
	
	
	

	Sample Description
	Description of biological samples collected in the trial
	
	
	

	
	Sample matrix, volume, container type, additives/anticoagulant
	
	
	

	Sample Purpose
	Intended use of samples (e.g. eligibility, safety, PK, endpoint they are attributed to, sub-studies, future research)
	
	
	

	Responsibilities
	Responsibilities of the Coordinating Centre
	
	
	

	
	Responsibilities of the collection site 
	
	
	

	
	Responsibilities of analytical/testing laboratories
	
	
	

	Sample Schedule
	Summary of samples to be collected by visit/timepoint
	
	
	

	Collection Materials
	Description of collection kits and consumables provided
	
	
	

	
	Instructions for storage and management of kits at site
	
	
	

	Sample Identification
	Requirements for unique sample identification
	
	
	

	
	Required information on sample labels
	
	
	

	
	Confirmation that subject identifiers are not used (unless previously agreed in the protocol)
	
	
	

	
	Procedures for correction of labelling errors
	
	
	

	Sample Collection
	Instructions for sample collection in accordance with protocol
	
	
	

	
	Timing requirements and pre-collection conditions
	
	
	

	Sample Processing
	Pre-analytical processing requirements (if applicable)
	
	
	

	
	Description of assessments/analysis to be performed
	
	
	

	Sample Storage
	Storage conditions at site prior to shipment
	
	
	

	
	Maximum storage duration prior to shipment
	
	
	

	
	Actions to be taken in the event of temperature deviations
	
	
	

	Sample Transport
	Instructions for packaging and shipment of samples
	
	
	

	
	Temperature control requirements during transport
	
	
	

	
	Courier arrangements and shipment timelines
	
	
	

	
	Arrangements for weekends/public holidays
	
	
	

	Chain of Custody
	Confirmation of Consent status (i.e. optional consent)
	
	
	

	
	Identification of sample custody and transfer points
	
	
	

	
	Documentation required to support sample traceability
	
	
	

	Non-Compliance
	Procedures to follow when sample collection procedures are not correctly followed.
	
	
	

	
	Procedures to follow when delays, deviations, or sample compromise have occurred
	
	
	

	
	Requirements for documentation and notification to CTU
	
	
	

	Health & Safety
	Biosafety considerations for handling human samples
	
	
	

	
	PPE and waste disposal guidance
	
	
	

	Documentation
	Source documentation requirements at site
	
	
	

	
	Requirements for correction of records
	
	
	

	
	Record retention expectations at site
	
	
	

	Training
	Requirement for site staff to be trained on the manual
	
	
	

	
	Requirement to use the current approved version
	
	
	

	Sample Disposal
	Circumstances under which collection site-level disposal is permitted
	
	
	

	Document Control
	Version history and summary of changes
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