CAMPDEN BRI RETAILER SUPPLEMENTARY AUDIT (RSA) SCHEME
EXTENSION TO SCOPE APPLICATION REQUESTED OUTSIDE ANNUAL AUDIT VISIT


Please complete this form if your laboratory wishes to apply to have new or modifications to existing methods and/or matrices made to your current scope of compliance outside of your annual RSA audit.

Please complete a separate extension to scope form for each change you wish to make.

Please return the form with the requested documentation

	1. Company Details

	Company/Laboratory Name
	

	Location
	

	2. Extension/Modification Requested

	Method
	

	Lab Method Ref No
	

	RSA compliant source method
	

	Identity of RSA clients requesting new/modified method
	

	RSA sample matrices to be tested by new/modified method
	

	3. Documentation to Return to Demonstrate Methods Performance, Lab Competence and Integration into RSA requirements and Operational Quality System.
Note: some of the below will not apply to all extensions/modifications.  Where you feel any are not applicable to your application please indicate this and your Auditor will review/verify as part of the ETS appraisal 

	Information Required for Appraisal
	Evidence To be Submitted
	Enclosed

(Yes/No/NA)

	Method details
	Documented method 
	

	Suitability of method for required purpose and laboratory competence in conduct
	In-house validation/verification report to show RSA sample matrices (or similar matrices included)
	

	Method and matrices covered by ISO17025 (or equivalent) accreditation
	Current UKAS/INAB/ISO17025/CLAS scope of accreditation
	

	Commercial materials permitted in retailer approved methods comply with ISO7218 requirements (e.g. biochemical galleries, commercial latex tests)
	Appropriate peer verified scientific publications to support use
	

	Method changes notified to/accepted by clients 
	Updated client written agreements 
	

	Specifications -matrices/microorganisms
	Client supplied product specifications

	


	Incorporation into external proficiency tests /inter laboratory comparisons 
	Evidence method registered to a PT Scheme.
	

	
	Results from last 12 months (or all if <12 months) PT challenges.
	

	
	NCW records for any poor performances
	

	Incorporation into IQA programme at required frequency
	IQA (spiked sample) schedule.  
	

	
	Last 12 months performances from spiked samples (or all if <12 months) - records to show sample matrices, spike levels and criteria to appraise results
	

	
	NCW records for any poor performances
	

	Competence of all trained staff assessed for new method at required frequency
	System/record used to monitor/track competence of staff with new method added
	

	Quantitative methods: 
	MU procedure and current estimated MU value
	

	Qualitative methods: 
	Current estimated limit of detection value
	

	Traceability of work and data to calculate/verify reliability of results 
	Completed technical records for all stages of method and associated media/test kit QC checks (including confirmation if applicable to method)
	

	Reporting of Results
	Completed reports 
	

	Laboratory environmental controls reviewed for new microorganism (eg if extension to add new infective pathogen to scope)
	Environmental monitoring procedure 
	

	
	Recent records from environmental checks for new pathogen
	

	
	NCW records for any environmental failures for the new pathogen (if none please state this)
	

	If extension relates to testing HG3 organisms in either a CL2 or CL3 facility
	Documented procedure for working with and handling Hazard Group 3 organisms including access requirements for staff and authorised visitors, and laboratory risk assessment
	

	Method integrated into witnessed method internal audit 
	Updated internal audit schedule for witness of methods 
	

	Nonconforming work/complaints – not applicable if method is new to laboratory (i.e. newly implemented by laboratory).
	Details of any NCW/complaints in last 3 months that relate to testing associated with the method. 
If none, please indicate this 
Note: For non-RSA related work: redact identity of client
	

	4. Form Completed By:

	Name and Position
	

	Date
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