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	Clinical Pathology Accreditation (UK) Ltd
	Vertical Assessment Form



Main/Surveillance

	CPA Ref No(s):
	
	Department:
	

	Date of Visit:
	
	Regional Assessor:
	


	Section of department
	
	Examination or procedure
	

	Specimen  number  
	
	Form number
	              of


	Instructions

	1. Select a laboratory accession number either from the computer record or from work sheets/day book etc.

2. Audit from receipt of request to issuing of report.


	Audit area
	Standard
	Records/methods checked
& procedures witnessed
	Findings

	Request form

Is the request form available for the specimen?

Is there sufficient information to allow unequivocal identification of the patient?

Does the request form allow for inclusion of all of the components of E2.1 including:

· date and time of collection

· type of specimen

· investigations requested

· clinical information

Check how the laboratory manages the recording of date and time of receipt. If samples are not date/time stamped on receipt have the audited arrival time vs data entry time? 

Has transcription of the request been done accurately? 
Check:- computer entry with original request form
	E2.1a

E2.1 a-j

E5.1c


	
	

	Information for users and patients

Check user information against standard E1.2 to ensure that all components (a-l) are included.

Check:- User handbook 

              Intranet

              Internet sites 
Is the information readily available to users relating to specimen requirements for the test being examined? 

Does the user guide show evidence of document control?

If this is a test where information for patients is required e.g. for sample collection, is this readily available to patients/users and appropriate?

Are the instructions for completion of the request form compliant with local rules on minimum data set?

Do local rules on minimum data set comply with national guidelines on sample labelling? 
	E1.2a-l

E1.1

A8.1

E1.3

E1.4

E1.2f

E2.2


	
	

	Specimen collection

Has the department established written procedures covering the components of E3.1 (a-j)

Where relevant are these procedures readily available to users or people responsible for sample collection

Is the specimen still available for this test?

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

Is the sample appropriately labelled and in accordance with local sample labelling requirements

If the laboratory has an area for sample collection are facilities for patients suitable.


	E3.1 a-j

E3.2

A10.2

A10.2

C3.1


	
	

	Specimen transportation

Are there written procedures for specimen transport?

Check:-

Guidelines for couriers, porters and general public
Packaging, labelling and dispatch procedures

Are these procedures readily available where required?

Do the transport staff know what to do if there is a problem with a specimen?

Do sample transport arrangements meet current legislation and guidance?

Is there evidence of procedures meeting all Health and Safety requirements?
Procedures in the event of spillage

Incident reporting procedures

If the laboratory does not directly manage sample transport has there been an appropriate audit to ensure that all health and safety procedures are in place?  


	E4.1

E4.1
	
	

	Specimen Reception

Are there written procedures for sample receipt and booking-in covering all the components of E5.1 a-e?

Is there a written procedure for rejection of specimens covering the components of E5.2 a-c?

If this was an urgent or higher risk sample was it prioritised/handled appropriately? 
	E5.1 a-e

E5.2

E5.1d


	
	

	Specimen referral

Are there written procedures for sample referral covering the components of E6.1 a-g

If the sample or sub sample was referred to another laboratory, are records in place of tests sent away?

If this sample, or a sub-sample e.g. aliquot, isolate, have been referred where these procedures followed?

How does the laboratory ensure the suitability of its referral centres?
	E6.1 a-g

E6.1b

E6.1g


	
	

	Examination procedures

Is there evidence that procedures have been validated for intended use prior to introduction? 

If the method has been recently changed, resulting in a change in results or interpretation, have users been notified?

Are there documented standard operating procedures readily available and are they detailed enough to allow a consistency of application? 

List those checked
Are SOPs readily available where required?

Were procedures followed in accordance with documented method? 

List procedures checked

Are records available for each stage of the procedure such that there is a complete audit trail?

List all records examined
	F1.2

F1.3

F2.1

F2.2

A6.3

A9.4


	
	

	Quality Control

Are there  written procedures for internal quality control of all parts of the examination

Are there acceptance criteria

List check procedures

Are IQC failures reported as part of non-conformance reporting?

Is there a relevant EQA Report

Indicate scheme

Is EQA satisfactory for this examination?

If examinations are performed using different procedures or equipment or at different sites have they checked for result comparability

Have the laboratory determined uncertainty of results
	F3.2

F3.2d

F3.2

H7.1

H5.1

H5.2

F3.5

F3.3
	
	

	Equipment

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

Routine maintenance and daily checks were performed as appropriate?

List equipment checked
Calibration where required
	D1.2e

D1.2f
	
	

	Reagents 

Were all reagents properly labelled?

Were all reagents dated and suitable for use?

Were they used and stored correctly?

If reagents are stored at ambient temperature is this monitored

Were reagents rotated or changed regularly and was this recorded?
	C5.3h

D3.3

C4.1f

C1.1

D3.2d


	
	

	Disposal procedures

Are procedures established for safe disposal of these samples?

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

Are procedures in accordance with current legislation and guidelines? 
	C5.3i

C5.3h
	
	

	Reporting results

Is there a written procedure for reporting results?

Is a copy of test report able to be generated?

Are there any transcription errors between worksheets and the test report?

Does the report contain the components included in 

G2.3 a-j

If the report contains reference laboratory results does it comply with G2.4

Does the laboratory have a written procedure for giving reports by telephone containing the components of G3.1 a-h

If this report was telephoned are records available

Does the laboratory have a written procedure for producing amended reports containing the components of G4.1

If this report was amended are records available

Is advice on interpretive comments available ?

Is advice provided by authorised personnel ?
Was the recommended turnaround time for this specimen achieved?
	G1.1a

G2.3a-j

G2.4

G3.1a-h

G3.1f

G4.1

G4.1g

G5.1
G5.3

G1.2

H2.1b

	
	

	Retained material

Are there documented procedures available for storage of clinical material?

Are records /logs held of all items retained relating to this laboratory number?

Have the relevant specimens been retained in accordance with this procedure?

Is material readily accessible?

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


	A10.1

A9.4

A10.1d

C4.1

C4.2
	
	

	Work environment

Were all areas kept clean and tidy?

Is there enough space available in all areas?


	C5.6

C1.2
	
	

	Staff training/Competence

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

Is their competence level recorded for the tasks they were doing?

List records examined

Is there evidence of adequate supervision, where appropriate?

Is there evidence of CPD?


	B9.1

B9.2

B2.2

B6.2h

B9.2

B9.4
	
	

	Assessor Signature:
	
	Date:
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