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	Clinical Pathology Accreditation (UK) Ltd
	Documentation Requested For Main Visit



	CPA Centre No:
	
	Centre:
	

	Date of Visit:
	

	Regional Assessor:
	


Dear

As previously arranged I will be conducting the assessment visit to the above centre.  It will be helpful if you would be able to arrange for the following documentation/records and supporting evidence of conformity with the standards to be available in the assessor’s room at the start of the visit
If the evidence is in electronic format only please provide filenames and an indication of their location within your file structure
I would be grateful also, if you could provide a computer with Internet access and a printer.

	A STANDARDS EVIDENCE
	STANDARD

	Evidence of Contractual Arrangements 
	A1.2

	Evidence of any arrangements to ensure work is not affected by improper internal/external commercial/financial/other pressures
	A1.4

	An up to date staff list giving names and positions
	A1.4

	Evidence of any arrangements to ensure protection of users confidential information & proprietary rights 
	A1.4

	Minutes of Centre meetings e.g. Steering Committee, management, H&S, governance & quality, etc. 
	A1.6

	A copy of the Centre Quality Policy & evidence of communication to all staff 
	A3

	A copy of the Centre  Quality Objectives 
	A5

	A copy of the current Quality Manual & evidence of communication to all staff 
	A6

	Evidence to show quality manager’s roles and responsibilities are clearly defined
	A7

	Procedure(s) for document control
	A8.1

	Copy of document control master list
	A8.1c

	Procedure(s) for control of process records
	A9.1

	Procedure(s) for control of clinical material
	A10.1

	Example of method SOP
	A8

	Procedure(s) for control of Clinical Material 
	A10

	A copy of the summary and minutes from the most recent Annual Management Review meeting – including any supporting data, reports, actions & plans
	A11


	B STANDARDS EVIDENCE
	STANDARD

	Evidence of Statutory registration 
	B2

	Procedure(s) for Personnel Management 
	B3

	Induction Documentation and records of participation 
	B4/B6

	Samples of Job Descriptions (including Quality Manager, H&S responsibilities and Training Officer) and contacts for staff
	B5

	Records on ongoing Mandatory Training for all staff e.g. Fire, Manual Handling etc 
	B6

	Evidence of Annual Joint Review over last two years for all staff and example of AJR template. 
	B7

	Minutes of staff meetings 
	B8

	Training Manual/Programme for all staff 
	B9

	Evidence of CPD for all staff 
	B9

	C STANDARDS EVIDENCE
	STANDARD

	Evidence of how laboratory management has defined and implemented health and safety procedures
	C4.1

	Evidence to show that all staff are aware of their responsibilities relating to health and safety 
	C4.2

	Evidence to show that laboratory management has established a health and safety Procedure(s)
	C4.3 a) – j)

	D STANDARDS EVIDENCE
	STANDARD

	Procedure(s) for Procurement & Management of equipment of equipment 
	D1

	Documentation for any recent major equipment tenders and equipment acceptance records. 
	D1

	A copy of the equipment inventory
	D1

	Procedure(s) for the Management of Data and Information 
	D2

	Procedure(s) for Management of Materials 
	D3


	E STANDARDS EVIDENCE
	STANDARD

	The Participant’s Manual 
	E1

	Names of Steering Committee members and tenure on committee
	E2

	Minutes of Steering Committee meetings 
	E2

	Most recent report to NQAAP 
	E2

	Evidence of plans for introduction and validation of new schemes
	E4.3

	Documented participation criteria. 
	E5

	Performance criteria 
	E5

	Evidence of contractual agreements for sub-contracted materials 
	E6

	Procedure(s) for all sub-contracted material including specification of materials 
	E6

	G STANDARDS EVIDENCE
	STANDARD

	Complaints procedure 
	G2

	H STANDARDS EVIDENCE
	STANDARD

	Procedure(s) for 

a) Assessment of User Satisfaction and Complaints

b) Internal Audit of QMS 

c) Internal Audit of EQA Scheme operation

d) Quality improvements

And evidence of improvement processes
	H1

	Evidence of the assessment of user satisfaction, complaints and turnaround time data 
A copy of the most recent Participant  Satisfaction Survey 
	H2

	Evidence of internal audit schedule for QMS, audits of scheme operation and examination processes for the previous 12 months
	H3.2          H4.2

	Evidence of Corrective and preventive actions carried out resulting from internal audit for the previous 12 months
	H3  H4 

H5.2  H5.3

	Evidence that results of quality improvement forms part of development, training and education of staff 
	H5

	Procedure(s) for Quality Improvement
	H5.1


Thank you for your co-operation

Regional Assessor
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