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[bookmark: _GoBack]Quality Control Document: 
Setting up a Laboratory Master File


Purpose
[bookmark: _Hlk120722771]The creation of a laboratory master file (LMF) will help to ensure that a research project’s procedures are correctly documented, and it will allow laboratory team members to easily access all of the project’s laboratory-specific information. The purpose of this document is to provide an LMF Index template for use within an LMF. 
[bookmark: _Hlk120721448]All of the documents listed, in each of the nineteen sections of the LMF Index template, are mandatory content within an LMF for clinical trials of investigational medicinal products (CTIMPs). Whilst the entire LMF content listed in the LMF Index template is mandatory for CTIMPs, the use of an LMF index is optional. 
[bookmark: _Hlk120722271]Some content listed in the LMF Index template appears in bold text. The emboldened text indicates that the documents are mandatory content within an LMF for: i) non-CTIMPs; ii) studies working with human biomaterial that is categorised as ‘relevant material’ under the Human Tissue Act 2004. The use of an LMF index within their LMF is optional.
An LMF is not mandatory for studies. However, to support best practice, the LMF Index template along with all the documents listed in it, may be used to create a study’s LMF.
Instructions
1. [bookmark: _Hlk120718726]Remove these first instruction pages. 
2. Update the header to include the study/trial ID.
3. Update the footer, retaining the document reference information relating to this quality control document (QCD).
4. [bookmark: _Hlk120718832]Develop and print all relevant documents that are required for your trial/study and collate them in a file to create your LMF.
5. Complete the LMF Index in line with your trial’s/study’s requirements.
6. [bookmark: _Hlk120718878]Add your LMF Index to the front of the LMF.
7. Ensure all documents listed in the LMF Index are present in the LMF, where applicable.
[bookmark: _Hlk120718954]Where a mandatory section is inapplicable to the study/trial; do not remove it from the LMF (or LMF index); add a note to file in the LMF. Non-mandatory sections can be removed from the LMF/LMF index without the requirement for a note to file in the LMF. 
Review the LMF regularly to ensure that it remains up to date. 
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UoB-CRL-QCD-021 Computerised System Validation Plan v1.3+KB Effective date tbc
Related documents
UoB-CRL-QCD-002 Laboratory Roles and Duties
UoB-CRL-QCD-003 Laboratory Competencies
UoB-CRL-QCD-004 Laboratory Contracts and Agreements Checklist
UoB-CRL-QCD-005 Key Contacts
UoB-CRL-QCD-006 Housekeeping Schedule 
UoB-CRL-QCD-007 Temperature Monitoring
UoB-CRL-QCD-008 Refrigerator or Freezer Failure Management
UoB-CRL-QCD-009 Equipment Fitness for Use and User Acceptance Testing
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
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).
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	No.
	Section
	Contents
	References

	1
	Key Contacts
	List of Key Contacts
	UoB-CRL-SOP-001 Laboratory Set-up and Management
UoB-CRL-QCD-005 Key Contacts

	2
	Laboratory Roles and Duties
	Laboratory Roles and Duties Log
CVs (signed and dated), less than two years old
Job descriptions (signed and dated)
Training Log
	UoB-CRL-SOP-001 Laboratory Set-up and Management
UoB-CRL-QCD-002 Laboratory Roles and Duties

	3
	Housekeeping Schedule
	Housekeeping Record (blank)
Housekeeping Record(s) (completed)
	UoB-CRL-SOP-002 Laboratory Facilities 
UoB-CRL-QCD-006 Housekeeping Schedule


	4
	Refrigerator and Freezer Temperature Monitoring
	Temperature Monitoring Record (blank)
Temperature Monitoring Record(s) (completed) per unit
Refrigerator or Freezer Failure Form (blank)
Refrigerator or Freezer Failure Form (s) (completed)

	UoB-CRL-SOP-002 Laboratory Facilities 
UoB-CRL-QCD-007 Temperature Monitoring
UoB-CRL-QCD-008 Refrigerator or Freezer Failure Management


	5
	Equipment Fitness for Use and User Acceptance Testing
	Equipment Fitness for Use and User Acceptance Testing Record (blank) 
Equipment Fitness for Use and User Acceptance Testing Record(s) (completed) per equipment
	UoB-CRL-SOP-002 Laboratory Facilities 
UoB-CRL-QCD-009 Equipment Fitness for Use and User Acceptance Testing

	6
	Equipment Maintenance 
	Equipment Maintenance Record (blank)
Equipment Maintenance Record(s) (completed) per equipment
Where applicable:
Balance Calibration Record (blank)
Balance Calibration Record(s) (completed) per balance
Thermometer Calibration Record (blank) 
Thermometer Calibration Record(s) (completed) per thermometer
Pipette Calibration Record (blank)
Pipette Calibration Record(s) (completed) per pipette
	UoB-CRL-SOP-002 Laboratory Facilities 
UoB-CRL-QCD-010 Equipment Maintenance Schedule
UoB-CRL-QCD-011 Calibration of Balances
UoB-CRL-QCD-012 Calibration of Thermometers
UoB-CRL-QCD-013 Calibration of Single-Channel and Multi-Channel Pipettes

	7
	Computerised Systems
	Per computerised system:
User Access Level Record 
Computerised System Validation Plan 
Computerised System Validation Report – authorised and signed
Evidence of re-validation following the installation of upgrades or patches - where applicable
	UoB-CRL-SOP-002 Laboratory Facilities 
UoB-CRL-SOP-004 Laboratory Analysis
UoB-CRL-QCD-014 Computerised System and User Access Levels 
UoB-CRL-QCD-021 Computerised System Validation Plan

	8
	Clinical Trial Kits (where applicable)
	Sample Kit Preparation and Dispatch Record (template) 
Sample Kit Preparation and Dispatch Record(s) (completed) 
	UoB-CRL-SOP-003 Sample Management 
UoB-CRL-QCD-015 Clinical Sample Kits


	9
	Consent
	Procedure to confirm consent
Procedure to follow when consent is withdrawn
Consent Withdrawal Forms (completed) – where applicable
	UoB-CRL-SOP-003 Sample Management 
UoB-CRL-QCD-013 Managing Withdrawal of Consent in the Laboratory 

	10
	Sample Tracking
	Sample Transport Record (template)
Sample Transport Record(s) (completed)
Sample Integrity Check upon Receipt Record (template)
Sample Integrity Check upon Receipt Record(s) (completed)
Sample Storage Record (or directions to location of digital file)
	UoB-CRL-SOP-003 Sample Management 
UoB-CRL-QCD-017 Sample Transport 
UoB-CRL-QCD-018 Sample Receipt, Labelling, Tracking and Storage 

	11
	Damaged, Unexpected or Mislabelled Samples
	Damaged, Unexpected or Mislabelled Samples form (template)
Damaged, Unexpected or Mislabelled Samples form(s) (completed) – where applicable
	UoB-CRL-SOP-003 Sample Management 
UoB-CRL-QCD-019 Processing of Damaged, Unexpected or Mislabelled Samples

	12
	Analytical Plans
	Per Assay
Analytical Plan (blank) 
Analytical Plan (completed)
Repeat Analysis Form (blank) 
Repeat Analysis Form(s) (completed) - where applicable 
	UoB-CRL-SOP-004 Laboratory Analysis
UoB-CRL-QCD-022 Analytical Plans


	13
	Reportable Issues
	List of reportable issues
Reportable Issues Form (blank)
Reportable Issues Form(s) (completed) – where applicable 
	UoB-CRL-SOP-005 Reportable Issues
UoB-CRL-QCD-024 Reportable Issues


	15
	Data Reporting
	Data Reporting Check Form (blank)
Date Reporting Check Form(s) (completed)
	UoB-CRL-SOP-004 Laboratory Analysis
UoB-CRL-QCD-023 Review and Release of Results


	16
	Laboratory Competencies
	Blank form of each laboratory competency definition (including both competent to train and competent to perform definitions) for each trial assay and key piece of equipment.
	UoB-CRL-SOP-001 Laboratory Set-up and Management
UoB-CRL-QCD-003 Laboratory Competencies

	17
	Assay Validation
	Per Assay
Assay Validation Plan 
Assay Validation Report, approved and signed
	UoB-CRL-SOP-004 Laboratory Analysis
UoB-CRL-QCD-020 Assay Validation


	18
	Contracts and Agreements 
	Laboratory Set-up Contract/Agreement (signed and dated)
Laboratory Set-up Contract/Agreement Checklist 
All other contracts (signed and dated)
	UoB-CRL-SOP-001 Laboratory Set-up and Management
UoB-CRL-QCD-004 Laboratory Contracts and Agreements Checklist

	19
	Protocol
	Current protocol 
Superseded versions of protocol (clearly labelled as superseded)
	UoB-CRL-SOP-001 Laboratory Set-up and Management
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