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Clinical Audit Tool: Assessing motility of the gastrointestinal tract using a wireless capsule
Implementing the NICE guidance on Assessing motility of the gastrointestinal tract using a wireless capsule (IPG502)
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This clinical audit tool accompanies the interventional procedure: Assessing motility of the gastrointestinal tract using a wireless capsule 
Issue date: 2014
This document is a support tool for clinical audit based on the NICE guidance. It is not NICE guidance.
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Clinical audit tool
NICE has recommended that assessing motility of the gastrointestinal tract using a wireless capsule should only be used with special arrangements for audit. This means that clinicians carrying out the procedure should audit and review the outcomes of all patients. Audit data should be reviewed at appropriate intervals and practice should be changed if the results suggest the need to do so.
To help clinicians audit and review outcomes, NICE has produced this clinical audit tool, which is for use at local discretion. It contains clinical audit criteria and a data collection form, which can be used in its current form or amended to suit local preferences. 
A data collection form should be completed for each patient. Demographic information can be completed if this information is essential to the project.

Patient identifiable information should never be recorded on the data collection form and clinical audit data could be pseudonymised. For example, a secure file containing the audit IDs linked to the patient identifiable items of information could be held in a different location to the clinical audit data. This will allow the data to be linked to the patients again, but it will mean that clinical audit data alone will not identify individuals. 
To ensure that any valuable insight regarding the consequences of this procedure is shared among clinicians, serious or previously unrecognised patient safety incidents should be documented and information submitted to the National Reporting and Learning System (NRLS). 

For further information about clinical audit, clinicians should refer to a clinical audit professional within their own organisation or the HQIP website. 
To ask a question about this clinical audit tool, or to provide feedback to help inform the development of future tools, email auditsupport@nice.org.uk.

Audit criteria 
	Criterion 1
	The percentage of patients having motility of the gastrointestinal tract assessed using a wireless capsule who have had any of the following outcomes:

· confirmation of diagnosis or new diagnosis or rejection of a presumed diagnosis
· patient management influenced by the procedure
· improvement in symptoms following diagnosis and management 
· patient satisfaction

· other.

	Exceptions
	None

	Standard
	Outcomes from published literature should be considered when reviewing audit data, such as those set out in the guidance. 

	Data items

	See the following data items in the data collection tool:

Outcome
Data items

Confirmation of diagnosis or new diagnosis or rejection of a presumed diagnosis
9

Patient management influenced by the procedure
10

Improvement in symptoms following diagnosis and management 
3, 20 and 23

Patient satisfaction 
11

Other outcomes 
12, 21 and 24


	Definitions
	A validated symptom questionnaire could be used to determine if there has been an improvement in symptoms following diagnosis and management. This could be measured at 3 to 6 months and at 12 to 24 months.
Where a comparative procedure is used to assess motility (gastric emptying scintigraphy, radiopaque marker or barium radiography) the clinician should record the results of the procedure (transit time in hours) and whether there was diagnostic agreement between the wireless capsule and the comparator. See data items 8, 16, 17 and 18.


	Criterion 2 
	The percentage of patients having motility of the gastrointestinal tract assessed using a wireless capsule, who have had any of the following adverse events:

· device failure
· capsule retention
· other.

	Exceptions
	None

	Standard
	Outcomes from published literature should be considered when reviewing audit data, such as those set out in the guidance 

	Data items
	See data collection tool, data items 13 to 15.

	Definitions
	None

	Criterion 3
	The percentage of patients having motility of the gastrointestinal tract assessed using a wireless capsule, who have:
· been told that there are uncertainties about the procedure’s efficacy
· received written information explaining there are uncertainties about the procedure’s efficacy
· given written consent to treatment.

	Exceptions
	If the patient is unable to understand information and/or give consent to treatment.

	Standard
	100%

	Data items
	See data collection tool, data items 5 to 7.

	Definitions
	NICE recommends its Information for the public. This is written to help patients who have been offered this procedure (and their families or carers) to decide whether to agree to it or not.


Data collection form 
	Audit ID:
	Sex:
	Age:
	Ethnicity:


The audit ID should be an anonymous code. Patient identifiable information should never be recorded.
	Data item
	Data 
	Tick/complete box as indicated

	Date of procedure and baseline data 

	1
	Date of procedure
	Date:

	2
	Indication (patient selection criteria) 
	Suspected gastroparesis 
	

	
	
	Suspected slow transit constipation
	

	
	
	Other
	

	
	
	If other, provide detail:



	3
	Gastrointestinal symptoms
	Questionnaire used and score:



	Consent 

	4
	Has the patient been told there are uncertainties about the procedure’s efficacy?
	Yes
	
	No
	

	5
	Has the patient received written information explaining that there are uncertainties about the procedure’s efficacy?
	Yes
	
	No
	

	6
	Has the patient given written consent to treatment?
	Yes
	
	No
	

	Outcomes 

	7
	Date of assessment
	Date:

	8
	Transit time 


	Gastric emptying time:

Small bowel  transit time:

Colonic transit time:

Whole gut transit time:

	9
	Confirmation of diagnosis or new 
	Confirmation of diagnosis
	

	
	diagnosis or rejection of a presumed 
	New diagnosis
	

	
	diagnosis?
	Rejection of a presumed diagnosis
	

	
	
	None of the above
	

	
	
	Detail:




	Data item
	Data 
	Tick/complete box as indicated

	10
	Patient management influenced by 
	Yes
	
	No
	

	
	the procedure? (medicine, diet or surgery) 
	Detail:


	11
	Was the patient satisfied with the 
	Yes
	
	No
	

	
	procedure?
	Detail:


	12
	Other outcome
	Detail:


	Adverse events 

	13
	Device failure?
	Yes
	
	No
	

	14
	Capsule retention?
	Yes
	
	No
	

	15
	Other adverse event
	Detail:

	
	
	

	Comparator (where used) 

	16
	Comparator used 
	Gastric emptying scintigraphy
	

	
	
	Radiopaque marker
	

	
	
	Barium radiography
	

	17
	Transit time
	Gastric emptying time:

Small bowel  transit time:

Colonic transit time:

	18
	Diagnostic agreement between the 
	Yes
	
	No
	

	
	wireless capsule and comparator?
	Detail:



	Outcomes – 3 to 6 months

	19
	Date of assessment
	Date:

	20
	Improvement in symptoms following 
	Yes
	
	No
	

	
	diagnosis and management?
	Questionnaire used and score :



	21
	Other outcome
	Detail:


	Outcomes – 12 to 18 months

	22
	Date of assessment
	Date:

	23
	Improvement in symptoms following 
	Yes
	
	No
	

	
	diagnosis and management?
	Questionnaire used and score :



	24
	Other outcome
	Detail:
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