Clinical criteria for Transperineal template biopsy of the prostate
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Using audit support

The audit support document can be used to measure current practice in transperineal template biopsy of the prostate against the recommendations in the NICE guidance. Use it for a local audit project, by either using the whole tool or copying the relevant parts into a local audit template.
This document provides audit criteria (table 1) based on the guidance developed by the NICE IP guidance programme. Users can cut and paste these criteria into their own programmes. 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.

Data required for audit of this procedure are given in table 2. This dataset is intended to be collected for each patient (or sometimes each procedure) by the clinical team providing the treatment. To assist with the collection of data to support the suggested audit criteria, a tailored data collection tool has also been provided (table 3). Suggestions on where you might find relevant information are included although this may be different in your service. The dataset and data collection tool can be used or adapted for use by the trust.

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. 

Table 1. Clinical criteria

	Criterion 1
	The percentage of patients receiving transperineal template biopsy of the prostate within a given period 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.
(see table 2, data items A to C)

	Exceptions
	None

	Standard
	100%

	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.

	Criterion 2
	The percentage of people receiving transperineal template biopsy of the prostate as a mapping technique to determine the exact location and extent of prostate cancer (in order to guide focal ablation) or as part of active surveillance regimes.
(see table 2, data item D-F)

	Exceptions
	None

	Standard
	0%

	Definitions
	None


	SAFETY

	Criterion 3
	The percentage of people undergoing transperineal template biopsy of the prostate who have had any of the following adverse events:

· haematospermia
· infection
· fever

· urinary retention

· haematuria
· other.
(see table 2, data items G-L)

	Exceptions
	None

	Standard
	The evidence suggests that haematospermia can occur in <1-1.6% of people, infection in less than 1%, fever in 0%, urinary retention in 1.6-11.4% and haematuria in 1.6-35.3%.

	Definitions
	None

	EFFICACY

	Criterion 4
	The percentage of people undergoing transperineal template biopsy of the prostate who have a correct detection of prostate cancer.
(see table 2, data items M and N)

	Exceptions
	None

	Standard
	The evidence suggests cancer is correctly detected in 38-76% of people.

	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
	


	Table 2. Dataset: This defines the data items required within the audit criteria given in table 1.


	Dataset
item ref.
	Dataset required per patient
	Data source
	Data variable type

	 
	Consent
	 
	 

	A
	Received written information on the procedure and any possible complications
	Data collection form or patient record
	Y/N

	B
	Had a discussion with the clinician about the procedure which is documented in the notes
	Data collection form or patient record
	Y/N

	C
	Gave written consent to treatment 
	Data collection form or patient record
	Y/N

	 
	Procedure
	 
	 

	D
	Procedure used to determine location
	Data collection form or patient record
	Y/N

	E
	Procedure used to determine extent
	Data collection form or patient record
	Y/N

	F
	Procedure used as part of active surveillance regimes
	Data collection form or patient record
	Y/N

	
	Adverse events (intraprocedural and procedure-related)
	
	

	G
	Haematospermia
	Data collection form or patient record
	Y/N

	H
	Infection
	Data collection form or patient record
	Y/N

	I
	Fever
	Data collection form or patient record
	Y/N

	J
	Urinary retention
	Data collection form or patient record
	Y/N

	K
	Haematuria
	Data collection form or patient record
	Y/N

	L
	Other
	Data collection form or patient record
	Y/N: Detail

	
	Effectiveness 
	
	

	M
	Prostate cancer detected
	Data collection form or patient record
	Y/N

	N
	Prostate cancer subsequently diagnosed
	Data collection form or patient record
	Y/N

	
	Aggregated data / denominators
	
	 

	a
	The number of patients receiving transperineal template biopsy of the prostate as a mapping technique to guide focal therapy of prostate cancer
	Patient administration system
	Number


	Table 3. Data collection tool: This is the data collection tool developed by NICE to support the collection of data where the procedure is used as a mapping technique to guide focal therapy of prostate cancer. Users can cut and paste these into their programmes or they can use this template. Complete one form for each patient.


	Patient identifier:
	Sex:   

M  /  F
	Age:
	Ethnicity:

	Time period for audit (e.g. 1 year in which patients received this interventional procedure):

	From:
	To:

	Did patient have interventional procedure within given time period?
	Yes:


	No:

(If ‘No’, data collection completed)

	

	Criterion
	Data item
	Tick/complete box as indicated

	
	Consent

	1


	A
	Written information on the procedure and any possible complications has been given to patient (or carer/guardian if patient incapacitated)
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


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

	No
	 FORMCHECKBOX 


	
	C
	Written consent to treatment has been obtained
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	
	Procedure

	
	
	Was the procedure carried out:

	2
	D
	· to determine the exact location of prostate cancer?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	2
	E
	· to determine the extent of prostate cancer?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	2
	F
	· as part of active surveillance regimes?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	
	Adverse events 

	3
	G
	Haematospermia
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	3
	H
	Infection
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	3
	I
	Fever
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	3
	J
	Urinary retention
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	3
	K
	Haematuria
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	3
	L
	Other (please specify)
	Detail:




	
	Effectiveness 

	4
	J
	Was prostate cancer detected?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 


	
	K
	Was prostate cancer subsequently diagnosed?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 



Data collection completed

Further information

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

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/ip793
· 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 N2331 (‘Understanding NICE guidance’).
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