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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
	The use of C1 esterase concentrate prophylaxis in patients with hereditary angioedema 

	Background
	Hereditary angioedema (HAE) is found in one in 50,000–10,000 patients of either gender across the world (NHS England, 2013). It results in dermal swellings that can be debilitating or, at worst, life threatening. HAE can be caused as a result of mutations in the C1 esterase inhibitor (C1INH) gene and the coagulation factor XII (FXII) (HAE type III). The majority of patients are adequately managed by using prophylactic medications such as attenuated androgens, however, acute attacks respond to the bradykinin B2 receptor antagonist icatibant or the C1 esterase inhibitor concentrate.

	Aim & objectives
	To examine compliance with NHS England clinical commissioning policy on the use of C1 esterase concentrate for prophylaxis of patients with HAE and to fulfil the NHS England clinical commissioning policy audit requirement. 

	Standards & criteria
	Criteria range: 100% or, if not achieved, there is documentation in the case notes that explains the variance.
‘Long-term, prophylactic C1-inhibitor injections should be considered by specialist immunology consultants working in specialist centres, with approval from their respective network. Use should be in line with the Marketing Authorisation. Use outside of this will not be funded.
Plasma-derived C1 esterase inhibitor will be commissioned for:
1. Individuals who fail, or are intolerant of oral prophylaxis and who experience two or more clinically significant attacks per week, despite oral prophylaxis (see Definitions), over a period of at least 56 days requiring treatment with c1 esterase inhibitor or icatibant.
2. Individuals in whom oral prophylaxis is contraindicated for example pregnant women, recognising that there are currently no other prophylactic treatment options during pregnancy and that there is increased risk of rapid deterioration in condition and additional risks to women during pregnancy.’

	Method


	Sample selection: all the patients of the immunology department at ………………………… who were on prophylactic C1 esterase inhibitors. The out-patient clinic letters on the Electronic Patient Records (EPR) or in-patient notes were consulted to find data on:

1. Number of attacks per week

2. Contraindications for oral prophylaxis or the reason for not having oral prophylaxis, e.g. pregnancy or failure to respond to oral prophylaxis

3. Previous history of oral prophylaxis regimen and reason for discontinuation

4. Written documentation of approval from immunology specialist colleagues within the network. 
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
No of patients

% age

Started on prophylaxis before 15 July 2016

Started prophylaxis after 15 July 2016

>2 attacks per week

>1 attack per week

Number of attacks not documented or <1

Tranexamic acid or attenuated androgens used
Tx or AA use not documented

Receiving intravenous (IV) medication
Receiving subcutaneous (SC) medication
Treatment discussed within network
Comments: 
 

	Conclusion
	 (To be completed by the author)

	Recommend-
ations for improvement


	Present the result with recommendations, actions, and responsibilities for action and a timescale for implementation. Assign a person(s) responsible to do the work within a time frame.

Some suggestions:

· highlight areas of practice that are different
· present findings.

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

	Re-audit date
	 (To be completed by the author)
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2. Longhurst H, Cicardi M, Craig T, Bork K, Grattan C, Baker J et al. Prevention of Hereditary Angioedema Attacks with a Subcutaneous C1 Inhibitor. N Engl J Med 2017;376:1131–1140. 


Data collection proforma for the compliance of the use of C1 esterase concentrate prophylaxis in patients with hereditary angioedema
Audit reviewing practice

Patient audit number: 

Patient name:

Hospital number:

Date of birth: 




Consultant/other:

	HAE history prior to commencement of prophyactic C1 esterase



	Name
	

	MRN
	

	DOB
	

	Year of diagnosis
	

	No of attacks per week at worst
	

	Previous Tranexamic acid or attenuated androgens?
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YES 
NO 

Date started: 

	No of attacks on TXA per week
	

	Previous androgen
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YES  
NO 

Date started:


	No of attacks per week while on androgens
	

	Reason for commencing prophylactic treatment
	

	Discussion with network?
	Date…………..
Consultant……………….

Evidence………………

	Product to be commenced
	

	IV/SC
	IV 
SC 



	Audit action plan
The use of C1 esterase concentrate prophylaxis in patients with hereditary angioedema

	Audit recommendation


	Objective
	Action
	Time scale
	Barriers and constraints
	Outcome
	Monitoring
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