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Clinical biochemistry audit template 
	Date of completion 
	(To be inserted when completed)

	Name of lead author/

participants
	(To be inserted by the author)

	Specialty
	Clinical biochemistry

	Title
	An audit of the appropriate use of tumour markers.

	Background
	No serum marker is currently specific for malignancy.
Serum markers are rarely elevated in early malignancy. High levels are usually only found in advanced disease. 
No marker is elevated in 100% of patients with a particular malignancy (except possibly HCG in choriocarcinoma). 
No cancer marker has absolute organ specificity (except PSA).

Requesting of multiple markers (such as CEA and the CA series of antigens) in an attempt to identify an unknown primary cancer is rarely of use. 

Reference ranges for cancer markers are not well defined and are used only for guidance. (Please note that a level below the reference range does not exclude malignancy, while concentrations above the reference range do not necessarily mean the presence of cancer. Changes in levels over time are likely to be more clinically useful than absolute levels at one point in time.) 
As many tumour markers lack agreed International Reference Preparations, different assay kits may give different results for the same sera. This situation applies particularly for PSA. 
Laboratories carrying out tumour marker assays should state the assay used on their report form.1

	Aim and objectives
	1. To establish the pattern of requesting. 

2. Do all requests from hospital conform to agreed standards.
3. General practice conforms to agreed standards.

	Standards and criteria
	Criteria range: 100%, or if not achieved, there is documentation in the case notes that explains the variance.
The agreed standards: 

1. Tumour markers should only be requested where there is a histological diagnosis 
Exceptions: AFP where:- 

Diagnostic aid for hepatocellular carcinoma and hepatoblastoma.

Screening for hepatocellular carcinoma in high-risk populations e.g. China.
But not for liver metastases.

CA125 in symptomatic women.
2. There should be no multiple tests per request.

	Method


	Sample selection:

Inpatients and outpatients on whom CEA, CA19-9, CA125, CA15-3 and AFP were requested. 
Workload for the above investigations are gathered within a given timeframe from laboratory information system, and listed by date, analyte, source of request and presence/absence of histological diagnosis. Duplicate testing should be identified). 

Period: (To be completed by the author).
Data to be collected on proforma (see below).


	Results
	(To be completed by the author)

The results of this audit show the following % compliance with the standards:

% compliance

% compliance

Commentary:


	Conclusion
	(To be completed by the author)



	Recommend-ations for improvement

Action plan
	Present the result with recommendations, actions, and responsibilities for action and a timescale for implementation Assign a person/s responsible to do the work within a timeframe.
Some suggestions:

•
highlight areas of practice that are different

•
present findings.
(To be completed by the author – attached action plan proforma)



	Re-audit date
	(To be inserted by the author)



	Reference
	1. Duffy MJ, McGing P. Guidelines for the Use of Tumour Markers (3rd edition). Association of Clinical Biochemists in Ireland, October 2010.


Data collection proforma for the appropriate use tumour markers
Audit reviewing practice 

Patient name:

Hospital number:

Date of birth: 



Consultant:

	
	1

Yes 
	2

No
	3
If no, was there documentation to explain the variance? 
Yes/No plus free-text comment
	4
Compliant with guideline based on Yes from column 1 or an appropriate explanation from column 3. Yes/No

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	Audit action plan

An audit of the appropriate use of tumour markers.

	Audit recommendation
	Objective
	Action
	Timescale
	Barriers and constraints
	Outcome
	Monitoring

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


[image: image2.png]


[image: image1.png]
CE
260213
1
V4
[image: image3.png]INVESTOR IN PEOPLE




[image: image2.png]CE
260213
5
V4

[image: image3.png][image: image4.png]INVESTOR IN PEOPLE



