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	Clinical Pathology Accreditation (UK) Ltd
	POCT Site Examination Audit Form

	
	
	



	CPA Ref No(s):
	
	Department:
	

	Date of Visit:
	
	Hospital:
	

	Regional Assessor:
	


	POCT Type: HBW / HBC / EC / HP / GP

	Form number

…………….of …………

	SITE:
	 LOCATION :             
	Analyser/Test platform:


	General

	Suitable document controlled SOPs and manuals


	

	Is there evidence that examinations have been verified for intended use prior to introduction? 


	

	Sample collection and handling

	Written procedures for specimen requirements, collection & handling


	

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

	Request Form/ Sample labelling (if appropriate)


	

	What mechanisms in place to prevent mismatch of samples

	

	Has the specimen been transported appropriately (where applicable) and tested within an appropriate timeframe
	

	Operator knowledge, understanding and training

	List of designated staff for POCT


	

	Understanding of relevant  pre-examination factors  and limitations of analyses by POCT operator


	

	Evidence of training  programme  for POCT users


	

	Evidence/records of staff training and ongoing competence assessment


	

	POCT testing performed in accordance with SOP


	

	Process records e.g. identity of person performing the examination


	

	Assuring the quality of examinations

	Are there written procedures for internal quality control.


	

	Evidence of IQC including review of results by appropriate personnel, investigation & corrective action where applicable.
	

	Evidence of EQA including review of results by appropriate personnel, investigation & corrective action where applicable.


	

	If EQA not performed on all analysers what mechanism used for comparability of analysers

	

	Comparability of results  &ref ranges with lab /?repeat testing  if indicated


	

	Control of equipment and reagents

	Records/evidence of equipment maintenance / decontamination


	

	Records/evidence of equipment calibration 


	

	Reagents/ labelled/ in date/ date of 1st use

	

	How are reagents stored and are storage facilities satisfactory/monitored


	

	Reporting results

	Recording of results-how are results stored/ how get into patients notes


	

	How are reference intervals made readily available as required


	

	How are POCT results distinguishable from results provided by the laboratory

	

	How is clinical advice available if required

	

	Working environment

	Suitability of area/general H &S/ disposal of sample & reagents/PPE


	

	Availability and understanding of safety instructions


	


Name of Assessor _____________________________________      Peer/RA (delete as appropriate)          
Date_______________
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