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	Clinical Pathology Accreditation (UK) Ltd
	Vertical Assessment Form



	CPA Centre No:
	
	Centre:
	

	Date of Visit:
	
	Regional Assessor:
	


	EQA scheme
	
	Procedure
	

	Distribution number
	
	Peer assessor
	


	INSTRUCTIONS

	1. Select a report sent to a laboratory 

2. Audit from the preparation and sending out of EQA samples to issuing of report.
3. If findings lead you to a horizontal assessment please discuss this with the Regional Assessor before proceeding.


	Audit area
	Standard
	Records/methods checked
& procedures witnessed
	Findings

	Information for participants

Is there information readily available to participants relating to practical details of participation

Check:- User handbook 

              Intranet

              Internet sites
	E1.1 
G1
	
	

	External Professional Advice

Is there a formally constituted Steering Committee that advises the Scheme Organiser and meets regularly 

Check:-  Structure of committee

               Minutes of meetings
Has S/C approved the introduction of new scheme(s)
	E2.1
E2.2 
E2.4
	
	

	Links with NQAAP

Is there NQAAP representation on Steering Committee

Check:- Minutes of S/C
             Reports to NQAAP
	E2.3

	
	

	If new scheme – has it NQAAP approval
	E4.3d

E5.2
	
	

	EQA Scheme design:  sample distribution and analysis of results

Are the numbers of samples and frequency of distribution sufficient
	E4
	
	

	Assessment and evaluation of performance

Check performance criteria for each scheme
	E5
	
	

	Preparation of test items

Is there evidence of procedures meeting all Health and Safety requirements? 
Check:-
	
	
	

	· EQA material resembles as closely as possible the relevant clinical material
	F1.1
	
	

	· Due regard is paid to ethical considerations
	F1.2
	
	

	· Preparation and use of EQA material conforms to health and safety standards provision and legislation
	F1.3
C4
	
	

	· Material at different stages of manufacturer is kept separate
	C3
F1.4
	
	

	· Procedures for all stages of manufacture
	F1.5
	
	

	· Process control and documentation of batches
	A9
	
	

	· Specifications for uniformity, stability and shelf life of EQA materials and compliance with specifications
	F1.6
	
	

	· Were materials dated and suitable for use
	D3.3
	
	

	· How were materials issued and was this recorded
	D3.2d
	
	

	Subcontractors & Collaborators

Check that there are written procedures for the initiation & review of all sub-contracted elements
	E6
	
	

	Work environment

Were all areas kept clean and tidy?
	C4.6
	
	

	Is there enough space available in all areas?
	C1.2
	
	

	Document Control
	A8
	Discuss with Regional Assessor
	

	Retained material

Are records/logs held of all items retained relating to this distribution number?
Are the records available to carry out a full audit from source?
	A9.4


	
	

	Is the specimen still available for this test?
	A10.1d
	
	

	Have the relevant specimens been retained in accordance with this procedure and in accordance with RC Path guidelines?
	A10.2
	
	

	If not , has it been discarded within the timeframe allowed by the procedure for control of clinical material?
	A10.2
	
	

	Is material readily accessible?
	C3.1
	
	

	Are facilities for storage suitable for the purpose and in accordance with current legislation and guidelines
	C3.2
	
	

	Disposal procedures

Are procedures established for safe disposal of these materials?
	C4.3i
	
	

	Were all waste materials/reagents disposed of safely and according to regulations?

Are procedures in accordance with current legislation and guidelines?
	C4.3h
	
	

	Packaging & Accompanying Documentation

Check the documented procedure is established to ensure integrity of batches of EQA Materials 
	F2.1
	
	

	Check that packaging of EQA materials shall conform to relevant legislation & codes of practice 
	F2.2
	
	

	Check the information insert includes:

· Unique identifier for the EQA Samples

· Procedures for handling samples

· Procedures for return of results

· Sufficient clinical information to allow analysis of the EQA sample

· Procedures for onward transmission of materials
	F2.3
	
	

	Receipt of Results

Check that there is a documented procedure and process for reception of results from participants
	F3.1
	
	

	Check that there are procedures and processes for storage & retrieval of participants results
	A9.1d F3.2
	
	

	Data Entry & Statistical Analysis

Check that there is a procedure and process for validation of data entry prior to statistical analysis
	F4.1
	
	

	Check that there is a procedure and process for identifying outliers & handling of results expressed in non-standard or inconsistent units
	F4.2
	
	

	Check that the procedure and process for statistical analysis is defined & documented
	F4.3
	
	

	Check that procedures and processes are defined for handling late/amended results
	F4.4
	
	

	Reports to Participants

Check that reports issued include:

· Clear identification of the scheme, distribution date & report number 

· Statistical data & summaries of results 

· Analyses of performance over time
	F5.1
	
	

	Check interpretive comments are clearly presented & explained
	F5.2
	
	

	Check reports to participants are validated prior to dispatch
	F5.3
	
	

	Check that reports are issued in a timely manner & issue is recorded for audit purposes
	F5.4
	
	

	Is the turnaround time acceptable?
What performance targets have been set?
	H2.1b   
	Discuss with Regional Assessor
	

	Does the scheme routinely monitor turnaround time

Is the scheme routinely meeting these targets?
	H2.1b   
	
	

	Communication procedures & Participant Feedback

Are procedures established for providing technical advice to participants?
	G2.1
	
	

	Are communications to and from participants recorded & logged & action taken?
	G2.2
	
	

	Is there a defined complaints procedure in the participant’s manual? 
	E1.2

G1.1
G2.3
	
	

	Procurement & management of Equipment

Where equipment was observed being used, is there evidence of : 
	
	
	

	Routine maintenance and daily checks were performed as appropriate?

List equipment checked
	D1.2e
	
	

	Staff Training

For those staff observed performing the tests, is there evidence of appropriate qualifications, staff training and education?

List records examined

	B9.1
B9.2
B9.3
	
	

	Is there evidence of adequate supervision, where appropriate?
	B9.2
	
	

	Is there evidence of CPD
	B9.4
	
	

	Assessor Signature:
	
	Date:
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