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This audit support accompanies the technology appraisal: ‘Cetuximab for the first-line treatment of metastatic colorectal cancer’ (available online at www.nice.org.uk/TA176).
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Using audit support

The audit support document can be used to measure current practice in the use of cetuximab for the first-line treatment of metastatic colorectal cancer against the recommendations in the NICE technology appraisal guidance. Use it for a local audit project, by either using the whole tool or cutting and pasting the relevant parts into a local audit template.

Audit criteria and standards are based on the recommendations made in the guidance. The standards given are typically 100% or 0%. If these are not achievable in the short term, set a more realistic standard based on discussions with local clinicians. However, the standards given remain the ultimate objective.

The data collection tool can be used or adapted for the data collection part of the clinical audit cycle by the trust, service or practice. The tool is based on the recommendations relating to clinical activity and on organisational priorities. Data may be required from a range of sources, including policy documents and patient records. Suggestions for these are indicated on the tools, although this is not an exhaustive list and they may differ in your organisation.

The sample for this audit should include patients with EGFR-expressing, Kirsten rat sarcoma (KRAS) wild-type metastatic colorectal cancer. Select an appropriate sample in line with your local clinical audit strategy.

Whether or not the audit results meet the standard, re-auditing is a key part of the audit cycle. If your first data collection shows room for improvement, re-run it once changes to the service have had time to make an impact. Continue with this process until the results of the audit meet the standards.

Links with other national priorities

The audit based on this guideline should be considered in conjunction with other national priorities such as: 

The Association of Coloproctology of Great Britain and Ireland (National Bowel Cancer Audit)   

http://www.acpgbi.org.uk/news/nbc_audit  or www.ic.nhs.uk/services/national-clinical-audit-support-programme-ncasp/cancer/bowel 
Clinical criteria for ‘Cetuximab for the first-line treatment of metastatic colorectal cancer’
	Criterion 1
	Patients with metastatic colorectal cancer in whom cetuximab in combination with 5-fluorouracil (5-FU), folinic acid and oxaliplatin (FOLFOX), within its licensed indication, was used as the 
first-line treatment, when all of the following criteria were met: 
· the primary colorectal tumour had been resected or was potentially operable
· the metastatic disease was confined to the liver and was unresectable
· the patient was fit enough to undergo surgery to resect the primary colorectal tumour and to undergo liver surgery if the metastases became resectable after treatment with cetuximab.

	Exceptions
	None 

	Standard
	100%

	Definitions
	None

	Criterion 2
	Patients with metastatic colorectal cancer in whom cetuximab in combination with 5-fluorouracil (5-FU), folinic acid and irinotecan (FOLFIRI), within its licensed indication, was used as the 
first-line treatment, when all of the following criteria were met:
· the primary colorectal tumour had been resected or was potentially operable

· the metastatic disease was confined to the liver and was unresectable
· the patient was fit enough to undergo surgery to resect the primary colorectal tumour and to undergo liver surgery if the metastases became resectable after treatment with cetuximab

· the patient was unable to tolerate or had contraindications to oxaliplatin.

	Exceptions
	None 

	Standard
	100%

	Definitions
	None 

	Criterion 3a
	Patients who met criteria 1 or 2 and who received treatment with cetuximab for no more than 16 weeks.  

	Exceptions
	None 

	Standard
	100%

	Definitions
	None 


	Criterion 3b
	Patients who met criteria 1 or 2 and who at 16 weeks had treatment with cetuximab stopped and were assessed for resection of liver metastases.

	Exceptions
	None 

	Standard
	100%

	Definitions
	None 

	Criterion 4
	Patients should be offered written information about:

· their illness or condition 

· the treatment and care they should be offered, including being made aware of the ‘Understanding NICE guidance’ booklet (www.nice.org.uk/TA176) 
· the service providing their treatment and care. 

	Exceptions
	None

	Standard
	100%

	Definitions
	Patients should be offered written information to help them make informed decisions about their healthcare. This should cover the condition, treatments and the health service providing care. Information should be available in formats appropriate to the individual, taking into account language, age, and physical, sensory or learning disabilities.

	Criterion 5
	Carers should be offered written information about:

· the patient’s illness or condition 

· the treatment and care the patient should be offered, including being made aware of the ‘Understanding NICE guidance’ booklet (www.nice.org.uk/TA176) 
· the service providing the patient’s treatment and care. 

	Exceptions
	A Where there is no carer involved

B Where sharing information may compromise the patient’s confidentiality or wishes 

	Standard
	100%

	Definitions
	If the patient agrees, families and carers should have the opportunity to be involved in decisions about treatment and care.

	Number of criterion replaced: 
	Local alternatives to above criteria (to be used where other data addressing the same issue are more readily available).

	Exceptions
	

	Settings
	

	Standard
	

	Definitions
	


Organisational criteria for ‘Cetuximab for the first-line treatment of metastatic colorectal cancer’
	Criterion 6
	The percentage of patients who met criterion 1 who were registered into the manufacturer’s rebate scheme.

	Exceptions
	None

	Standard
	100%

	Definitions
	Section 3.30 of this guidance:
Details of a patient access scheme were provided by the manufacturer based on a 16% rebate of the amount of cetuximab used when given in combination with FOLFOX for people with KRAS wild-type metastatic colorectal cancer who have metastases confined to the liver. The scheme requires that patients are treated according to the final NICE guidance and that data should be provided to the manufacturer to show that the NICE guidance has been followed. Cetuximab would normally be rebated in the form of free stock at the rate of 16% for all patients in the scheme on a per patient basis, with an option for rebate via credit note or cash. The patient access scheme was incorporated into the economic analysis for the comparison of cetuximab in combination with FOLFOX compared with FOLFOX alone.

	Criterion 7
	People with metastatic colorectal cancer with metastatic disease confined to the liver who receive cetuximab should have their treatment managed only by multidisciplinary teams that involve highly specialised liver surgical services.

	Exceptions
	None

	Standard
	100%

	Definitions
	None

	Number of criterion replaced: 
	Local alternatives to above criteria (to be used where other data addressing the same issue are more readily available).

	Exceptions
	

	Standard
	

	Definitions
	


Patient data collection tool for ‘Cetuximab for the first-line treatment of metastatic colorectal cancer’

Complete one form for each patient or episode. 

	Patient identifier:
	Sex:
	Age:
	Ethnicity:


	No.
	Data item no.
	Criteria
	Yes
	No
	NA/

Exceptionsa
	NICE guidance ref.

	Treatment

	1
	
	For patients treated with cetuximab in combination with 5-fluorouracil, folinic acid and oxaliplatin, were the following criteria met?
	
	
	 FORMCHECKBOX 

	1.1

	
	1.1
	· The primary colorectal tumour had been resected or was potentially operable.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	
	1.2
	· The metastatic disease was confined to the liver and was unresectable.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	
	1.3
	· The patient was fit enough to undergo surgery to resect the primary colorectal tumour and to undergo liver surgery if the metastases became resectable after treatment with cetuximab.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	
	
	
	
	
	
	

	2
	
	For patients treated with cetuximab in combination with 5-fluorouracil, folinic acid and irinotecan, were the following criteria met?
	
	
	 FORMCHECKBOX 

	1.2

	
	2.1
	· The primary colorectal tumour had been resected or was potentially operable.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	
	2.2
	· The metastatic disease was confined to the liver and was unresectable.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	
	2.3
	· The patient was fit enough to undergo surgery to resect the primary colorectal tumour and to undergo liver surgery if the metastases became resectable after treatment with cetuximab.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	
	2.4
	· The patient was unable to tolerate or had contraindications to oxaliplatin.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	3a
	3.1
	Length of treatment with cetuximab:   _____________ weeks
	
	1.3

	3b
	3.2

3.3
	At 16 weeks:

· Was treatment with cetuximab stopped?

· Was the patient assessed for resection of liver metastases?
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

	


	Person-centred care

	4
	
	Patient offered written information about: 
	
	
	 
	Person-centred care

	
	4.1
	· their illness or condition
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	
	4.2
	· the treatment and care they should be offered
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	
	4.3
	· including being made aware of the ‘Understanding NICE guidance’ booklet
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	
	4.4
	· the service providing their treatment and care.

 (Data source: patient records)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	5
	
	Carer(s) offered written information about:
	
	
	A  /  B
	Person-centred care

	
	5.1
	· the patient’s illness or condition
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	
	5.2
	· the treatment and care the patient should be offered
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	
	5.3
	· including being made aware of the ‘Understanding NICE guidance’ booklet
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	
	5.4
	· the service providing the patient’s treatment and care.

 (Data source: patient records)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	a Circle exception codes as appropriate. Details of exceptions are listed at the end of the patient data collection tool.




Exception codes

A - where there is no carer involved
B - where sharing information may compromise the patient’s confidentiality or wishes

Organisational data collection tool for ‘Cetuximab for the first-line treatment of metastatic colorectal cancer’

	Organisation/service:
	


	No.
	Data item
	Criteria
	Yes
	No
	NA/

Exceptions
	NICE guideline ref.

	Treatment management


	6
	
	Was the manufacturer’s rebate scheme implemented and monitored for patients who met criterion 1?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	1.1

	7
	
	For services that treat people with metastatic colorectal cancer with metastatic disease confined to the liver with cetuximab:
· was treatment managed by multidisciplinary teams that involved highly specialised liver services?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	1.4

	


Further information

Click here for further information on reporting and monitoring the audit of NICE guidance in your organisation.
Supporting implementation 

NICE has developed tools to help organisations implement the technology appraisal guidance on cetuximab for the first-line treatment of metastatic colorectal cancer (listed below). These are available on our website (www.nice.org.uk/TA176).
· Costing tools
· costing report to estimate the national savings and costs associated with implementation

· costing template to estimate the local costs and savings involved.

· Audit support for monitoring local practice (this document).

A practical guide to implementation, ‘How to put NICE guidance into practice: a guide to implementation for organisations’, is also available on our website (www.nice.org.uk/usingguidance/implementationtools). 

The guidance

You can download the guidance documents from www.nice.org.uk/TA176 .For printed copies of the quick reference guide or ‘Understanding NICE guidance’, phone NICE publications on 0845 003 7783 or email publications@nice.org.uk and quote N1979 (quick reference guide) and/or N1980 (‘Understanding NICE guidance’).
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