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Clinical immunology audit template 
	Date of completion 
	(To be inserted when completed)

	Name of lead author/
participants
	(To be inserted)

	Specialty
	Clinical immunology

	Title
	An audit of compliance of serological screening tests for coeliac disease against the National Institute for Health and Care Excellence (NICE) 2015 coeliac disease guidelines

	Background
	Coeliac disease is an autoimmune condition that affects approximately one in 100 people in the UK. It is associated with chronic inflammation of the small bowel caused by dietary glutens. Complications of coeliac disease can include malabsorption, iron deficiency and, rarely, intestinal lymphoma. The treatment of coeliac disease is a lifelong gluten-free diet. 
The investigation of coeliac disease includes serological testing, such as anti-IgA tissue transglutaminase (anti-IgA tTG) and anti-IgA endomysial antibody (anti-IgA EMA) tests, followed by referral to a gastrointestinal specialist for endoscopic intestinal biopsy to definitively confirm or exclude coeliac disease. 

	Aim & objectives
	To assess if serological testing for coeliac disease is compliant with the NICE 2015 guidelines Coeliac disease: recognition, assessment and management.

	Standards & criteria

	Criteria range: 100% or, if not achieved, there is documentation that explains the variance.
The audit standards are based on the NICE 2015 guidelines Coeliac disease: recognition, assessment and management.

NICE 2015 coeliac disease guidelines:

1.  When healthcare professionals request serological tests to investigate suspected coeliac disease in young people and adults, laboratories should:
· test for total immunoglobulin A (IgA) and IgA tTG as the first choice 
· use IgA EMAs if IgA tTG is weakly positive 
· consider using IgG EMAs, IgG deamidated gliadin peptide (DGP) or IgG tTG if IgA is deficient.
2.  When healthcare professionals request serological tests to investigate suspected coeliac disease in children, laboratories should:
· test for total IgA and IgA tTG, as the first choice

· consider using IgG EMA, IgG DGP or IgG tTG if IgA is deficient.
3.  When laboratories test for total IgA, a specific assay designed to measure total IgA levels should be used.

4.  Laboratories should clearly communicate the interpretation of serological test results and recommend action to healthcare professionals.
5.  All serological tests should be undertaken in laboratories with clinical pathology accreditation (CPA) or ISO 15189 accreditation.

	Method


	Sample selection: all coeliac serological test requests and reported results (n =…. ) over a …... months’ period between …………………………………and …………………………. were audited.
Data to be collected on proforma (see below).

	Results 
	(To be completed by the author)
The results of this audit show the following compliance with the standards:
Investigation
% compliance
When coeliac disease is suspected:
Anti-IgA tTG or anti-IgA EMA should be used as the first-choice screening test (unless the patient is known to have IgA deficiency)
IgA EMAs should be used if IgA tTG is weakly positive on initial screening
A robust method should be used for detecting IgA-deficient samples 
When laboratories test for total IgA, a specific assay designed to measure total IgA levels should be used
There should be robust local verification of the threshold for anti-IgA tTG results reported as ‘weakly positive’
Laboratories should:
Clearly communicate the interpretation of serological test results
Recommend action to healthcare professionals (if applicable)
All serological tests should be undertaken in laboratories with CPA or ISO 15189 accreditation.

Comments: 


	Conclusion
	(To be completed by the author)



	Recommend-
ations for improvement


	Present the results with recommendations, actions and responsibilities for action, and a timescale for implementation. Assign a person(s) responsible to do the work within a timeframe.
Some suggestions:
· highlight areas of practice that are different

· present findings.

	Action plan
	(To be completed by the author – see attached action plan proforma)

	Re-audit date
	(To be completed by the author)

	Reference
	National Institute for Health and Care Excellence. NICE guideline. Coeliac disease: recognition, assessment and management. 2 September 2015. Available at: nice.org.uk/guidance/ng20


Data collection proforma for patients with coeliac disease
Audit reviewing practice

Patient audit number:
Patient name:
Hospital number:

Date of birth:

Consultant/other:
	Standard
	1

Yes 
	2

No
	3   If column 1 not ticked, was there documentation to explain the variance?
Yes/No plus free-text comment
	4   Compliant with guideline if column 1 ticked or an appropriate explanation from column 3. Yes/No/NA

	When coeliac disease was suspected:
	
	
	
	

	anti-IgA tTG or anti-IgA EMA was used as the first-choice screening test (unless the patient is known to have IgA deficiency)
	
	
	
	

	If IgA tTG was weakly positive on initial screening, IgA EMAs were tested 
	
	
	
	

	The laboratory clearly communicated the interpretation of serological test results
	
	
	
	

	The laboratory recommended action to healthcare professionals 
	
	
	
	

	Total IgA was measured
	
	
	
	

	There was robust local verification of the threshold for anti-IgA tTG results reported as ‘weakly positive’
	
	
	
	

	The laboratory has CPA or ISO 15189 accreditation
	
	
	
	


	Audit action plan

An audit of compliance of serological testing for coeliac disease against the National Institute for Health and Care Excellence (NICE) 2015 coeliac disease guidelines

	Audit recommendation
	Objective
	Action
	Timescale
	Barriers and constraints
	Outcome
	Monitoring
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