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This audit support accompanies the interventional procedure: ‘Percutaneous tibial nerve stimulation for bowel dysfunction and faecal incontinence’ (available online at www.nice.org.uk/guidance/IPG/395).
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This is a support tool for clinical audit based on the NICE guidance. 
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Using audit support

NICE has recommended that tibial nerve stimulation for bowel dysfunction and faecal incontinence should only be used with special arrangements for audit. Clinicians should make special arrangements to audit and review their results. This means keeping detailed and accurate records of all patients who have had the procedure, including all adverse events and outcome measures of efficacy. These data should be reviewed at appropriate intervals and practice should be changed if the results suggest the need to do so. Clinical governance departments should keep a record of the audit being carried out by the clinician.

This audit support material has been produced to help to facilitate local audit. It can be used in its current form or amended to suit local preferences.  

This document provides audit criteria based on the guidance developed by the NICE IP guidance programme. The standards (where given) are based on the evidence available. Where there is insufficient evidence, no standard is given. In this situation, a local standard should be determined based on regular monitoring.

To assist with the collection of data to support the suggested audit criteria, a data collection tool has also been provided. The data collection tool can be used in its current form or amended.
To ensure that any valuable insight regarding unexpected consequences of this procedure is shared among clinicians, each adverse event should be documented and details forwarded to the National Patient Safety Agency's (NPSA) National Reporting and Learning System. 

Clinical criteria for ‘Percutaneous tibial nerve stimulation for bowel dysfunction and faecal incontinence’
	CONSENT

	Criterion 1
	The percentage of patients undergoing percutaneous tibial nerve stimulation for bowel dysfunction and faecal incontinence who have: 

· received written information on the procedure and any possible complications 

· had a discussion with the clinician about the procedure which is documented in the notes 
· given written consent to treatment.

	Exceptions
	None 

	Standard
	100%

	Data items
	See data collection tool, data items A to C

	Definitions
	The DH 'Good practice in consent' initiative produced formal processes and documents for full and informed consent. The correct documents should be used to support the consent process for all investigations and treatments. Specific information regarding the treatment should be provided. If the patient is not capable of providing consent, the information and discussion elements should apply to the patient’s delegated carer/guardian.

	SAFETY

	Criterion 2 
	The percentage of people undergoing percutaneous tibial nerve stimulation for bowel dysfunction and faecal incontinence who have had any of the following adverse events:

· discomfort or pain at the insertion site
· redness or inflammation at or around the insertion site

· toe numbness

· leg numbness

· gastrodynia
· other.

	Exceptions
	None

	Standard
	A standard can not be set.

	Data items
	See data collection tool, data items K to P

	Definitions
	Grade

0 - No adverse event

1 - Mild adverse event (minor no specific intervention)

2 - Moderate adverse event (minimal intervention)

3 - Severe and undesirable adverse event (significant symptoms)

4 - Life threatening or disabling adverse event (need for intensive care or invasive procedures)

5 - Death related to adverse event

	EFFICACY

	Criterion 3 
	The percentage of people undergoing percutaneous tibial nerve stimulation for bowel dysfunction and faecal incontinence who have had any of the following clinical outcomes:

· improvement in faecal incontinence disease severity
· improvement in quality of life and emotional impact
· improvement in physiological measurements
· recurrence/reduction in symptoms
· other.

	Exceptions
	None

	Standard
	FIQL scores – in the evidence, a case series of 22 patients reported a significant improvement in coping/behaviour and embarrassment from baseline to 6 weeks, and that this remaineded significant for coping/behaviour at 1-year follow-up.
CCF-FI scores – the case series of 31 patients reported that 65% (20/31) of patients had improved scores but 1 had deteriorated after the procedure.
The case series of 22 patients reported significant improvements in the role–emotional and vitality domains of the SF-36 questionnaire at 6 weeks. The case series of 16 patients reported a significant increase in quality of life on a visual analogue scale after 8 months.
The non-randomised study of 52 patients reported that of the 53% (17/32) of patients with ‘good’ results, all had a normal rectometrogram. The case series of 16 patients reported that the only measurement that was significant from baseline to the second phase (8 months) was maximum squeeze pressure. Maximum resting pressure, first sensation and urgency were not significantly different.

The non-randomised comparative study of 52 patients reported that of those with any improvement in scores after the procedure, 30% (8/27) had a recurrence of symptoms during a mean follow-up of 22.3 months.

The case series of 31 patients reported that 2 patients requested additional sessions for recurrence of symptoms.

	Data items
	See data collection tool, data items Q to AC

	Definitions
	None


	OTHER

	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
	

	Data items
	

	Definitions
	


Data collection tool for ‘Percutaneous tibial nerve stimulation for faecal incontinence’
Complete one form for each procedure. 
	

	Patient identifier:
	Sex:  

M / F
	Age:
	Ethnicity:

	Date of procedure:


	Date(s) of follow up:



	
	


	Data item 
	Criteria
	
Tick/complete box as indicated

	Consent

	A
	Written information on the procedure and any possible complications has been given to patient
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	B
	Discussion with clinician about the procedure has been documented in the notes
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	C
	Written consent to treatment has been obtained
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Baseline data

	D
	Number of patient-reported faecal incontinence episodes per week (change unit as necessary)
	

	E
	Cleveland Clinic Florida Fecal Incontinence score (CCF-FI) (also referred to as the Wexner or Jorge-Wexner score)
	Score:

	F
	Rockwood score 
	Score:

	G
	Faecal incontinence quality of life questionnaire (FIQL)
	Score:

	H
	Faecal Incontinence Severity Index (FISI)
	Score:

	I
	Short Form 36 Health Survey (SF-36)
	Score:

	J
	Other quality of life or health status instrument (please specify):
	Score:

	Adverse events (please indicate in which session(s) the adverse event occurred)

	K
	Discomfort or pain at the insertion site
	Session:
	Grade:

	L
	Redness or inflammation at or around the insertion site
	Session:
	Grade:

	M
	Toe numbness
	Session:
	Grade:

	N
	Leg numbness
	Session:
	Grade:

	O
	Gastrodynia
	Session:
	Grade:

	P
	Other (please specify)
	Session:
	Grade:

	
	
	
	Detail:


	Effectiveness (post procedural – after the full course of treatment)

	Q
	Improvement in faecal incontinence disease severity
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	R
	Improvement in quality of life and emotional impact
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	S
	Cleveland Clinic Florida Fecal Incontinence score (CCF-FI) (also referred to as the Wexner or Jorge-Wexner score)
	Post procedural score:

	T
	Rockwood score 
	Post procedural score:

	U
	Faecal incontinence quality of life questionnaire (FIQL)
	Post procedural score:

	V
	Faecal Incontinence Severity Index (FISI)
	Post procedural score:

	W
	Short Form 36 Health Survey (SF-36)
	Post procedural score:

	X
	Other quality of life or health status instrument (please specify):
	Post procedural score:

	Y
	Improvement in physiological measurements
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	Z
	Recurrence of symptoms
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	AA
	Reduction of symptoms
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	AB
	Number of patient reported faecal incontinence episodes per week (change unit as necessary)
	

	AC
	Other (please specify)
	Detail:


Grade
0 - No adverse event

1 - Mild adverse event (minor no specific intervention)

2 - Moderate adverse event (minimal intervention)

3 - Severe and undesirable adverse event (significant symptoms)

4 - Life threatening or disabling adverse event (need for intensive care or invasive procedures)

5 - Death related to adverse event

Further information

For further information about clinical audit refer to a local clinical audit professional within your own organisation or the Healthcare Quality Improvement Partnership (HQIP) website www.hqip.org.uk. HQIP was established in April 2008 to promote quality in healthcare, and in particular to increase the impact that clinical audit has on healthcare quality in England and Wales.
Supporting implementation

A series of practical guides to implementation are also available on our website (www.nice.org.uk/usingguidance/implementationtools). 

The guidance

You can download the guidance documents from www.nice.org.uk/IPG395
· Interventional procedures guidance – all the recommendations.

· ‘Understanding NICE guidance’ – information for patients and carers.

For printed copies of the ‘Understanding NICE guidance’, phone NICE publications on 0845 003 7783 or email publications@nice.org.uk and quote N2548 (‘Understanding NICE guidance’).
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