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This clinical audit tool accompanies the interventional procedure: Corneal inlay implantation for correction of presbyopia 

Issue date: 2013

This document is a support tool for clinical audit based on the NICE guidance. It is not NICE guidance.
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Corneal inlay implantation for correction of presbyopia clinical audit tool

NICE has recommended that corneal inlay implantation for correction of presbyopia should only be used with special arrangements for audit. This means that clinicians undertaking the procedure should audit and review the clinical 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 clinical 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 enable the data to be linked to the patients again but it will mean that clinical audit data alone will not identify individuals. For further details refer to the Healthcare Quality Improvement Partnership (HQIP) Information governance guide for clinical audit.
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 for corneal inlay implantation for correction of presbyopia clinical audit
	Criterion 1
	The percentage of patients undergoing corneal inlay implantation for correction of presbyopia who have had any of the following clinical outcomes:

· improved monocular uncorrected near visual acuity (UNVA)

· improved reading performance 

· decreased use of glasses

· 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 data collection tool, data items 2 to 4 and 17 to 22.

	Definitions
	Changes in uncorrected near visual acuity could be measured using a LogMAR reading chart.

Reading performance could be measured using reading speed and reading distance.

Patients could be asked about how often they use glasses for driving or watching television (distance visual function), computer work or reading music (intermediate visual function) and reading fine print or sewing (near vision) and their answers recorded using a 3-point Likert scale with the answers ‘always’, ‘sometimes’ and ‘never’.

Patient satisfaction could be assessed by asking the question ‘would you recommend this procedure to a close friend or relative’ or using a linear scale. 

	Criterion 2 
	The percentage of patients undergoing corneal inlay implantation for correction of presbyopia who have had any of the following adverse events:

· deterioration in uncorrected distance visual acuity (UDVA)

· deterioration in corrected distance visual acuity (CDVA)

· deterioration in corrected near visual acuity (CNVA)

· decrease in contrast sensitivity 
· refractive shift
· glare, halo or blurred vision
· corneal flap related problems 
· removal of the inlay
· re-centering of the inlay
· other.

	Exceptions
	None

	Standard
	Adverse events 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 5 to 8 and 23 to 32.

	Definitions
	The audit standards and data collection can be amended to suit local preferences. For example, where contrast sensitivity is not routinely tested it could be removed from the audit.

Visual acuity could be measured by lines of acuity lost or gained on the LogMAR reading chart.

Where the inlay has been removed, the reason for removal should be recorded.

Other adverse events may include decentring of the inlay, infectious keratitis, corneal scarring or opacification or corneal thinning and melting.

	Criterion 3
	The percentage of patients undergoing corneal inlay implantation for correction of presbyopia who have:

· been told that this is principally a cosmetic procedure that may reduce their need to wear glasses or contact lenses, that there are other management options for presbyopia and that the possible adverse events associated with the procedure should be balanced carefully against the expected benefits

· received written information explaining that this is principally a cosmetic procedure that may reduce their need to wear glasses or contact lenses, that there are other management options for presbyopia and that the possible adverse events associated with the procedure should be balanced carefully against the expected benefits

· given written consent to treatment.

	Exceptions
	None

	Standard
	100%

	Data items
	See data collection tool, data items 10 to 16

	Definitions
	NICE recommends its Information for the public. This document 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 for clinical audit of corneal inlay implantation for correction of presbyopia
	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
	Monocular UNVA
	Detail:

	3
	Reading performance
	Detail:

	4
	Use of glasses
	Detail:

	5
	UDVA
	Detail:

	6
	CDVA
	Detail:

	7
	CNVA
	Detail:

	8
	Contrast sensitivity 
	Detail:

	9
	Inlay used
	Type:

	Consent 

	
	Has the patient been told that:
	
	
	
	

	10
	· this is principally a cosmetic procedure that may reduce their need to wear glasses or contact lenses
	Yes
	
	No
	

	11
	· there are other management options for presbyopia
	Yes
	
	No
	

	12
	· the possible adverse events associated with the procedure should be balanced carefully against the expected benefits?
	Yes
	
	No
	

	
	Has the patient received written information explaining that:
	
	
	
	

	13
	· this is principally a cosmetic procedure that may reduce their need to wear glasses or contact lenses
	Yes
	
	No
	

	14
	· there are other management options for presbyopia
	Yes
	
	No
	

	15
	· the possible adverse events associated with the procedure should be balanced carefully against the expected benefits?
	Yes
	
	No
	

	16
	Has the patient given written consent to treatment?
	Yes
	
	No
	


	Data item
	Data 
	Tick/complete box as indicated

	Clinical outcomes 

	17
	Date of follow-up
	Date:

	18
	Improved monocular UNVA
	Yes
	
	No
	

	
	
	Detail:

	19
	Improved reading performance
	Yes
	
	No
	

	
	
	Detail:

	20
	Decreased use of glasses
	Yes
	
	No
	

	
	
	Detail:

	21
	Patient satisfaction
	Detail:

	22
	Other clinical outcome
	Detail:

	Adverse events 

	23
	Deterioration in UDVA
	Yes
	
	No
	

	
	
	Lines lost/gained:

	24
	Deterioration in CDVA
	Yes
	
	No
	

	
	
	Lines lost/gained:

	25
	Deterioration in CNVA
	Yes
	
	No
	

	
	
	Lines lost/gained:

	26
	Decrease in contrast sensitivity
	Yes
	
	No
	

	
	
	Detail:

	27
	Refractive shift
	Yes
	
	No
	

	
	
	Detail:

	28
	Glare, halo or blurred vision
	Yes
	
	No
	

	
	
	Detail:

	29
	Corneal flap related problems
	Yes
	
	No
	

	
	
	Detail:

	30
	Removal of the inlay
	Yes
	
	No
	

	
	
	Detail (including reason for removal):



	31
	Re-centering of the inlay
	Yes
	
	No
	

	
	
	Detail:

	32
	Other adverse event
	Detail:

	
	
	


Duplicate this page of the data collection form for any subsequent follow-up.
Clinical audit tool








2
Clinical audit tool: [Short title of IP (Year)]
PAGE  

