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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 diagnosis of specific antibody deficiency (SPAD) with the European Society for Immunodeficiencies (ESID) criteria

	Background
	SPAD is a primary immunodeficiency in which immunoglobulin levels are normal but a functional antibody deficiency can be demonstrated. The diagnosis is based on the following criteria:
· recurrent infections
· normal IgG, IgA, IgM and IgG subclasses
· evidence of impaired response to polysaccarhide vaccination
· no evidence of T-cell deficiency. 

Some individuals may be erroneously categorised as SPAD, which could have undesirable consequences on patient management, use of resources and collection of SPAD data for national and international registries.

	Aim & objectives
	To assess if patients with a diagnosis of SPAD reach the diagnostic criteria.

	Standards & criteria
	Criteria range: 100% or, if not achieved, there is documentation in the case notes that explains the variance.
The audit standards used here are from the ESID registry’s Working definitions for clinical diagnosis of primary immunodeficiency.
Probable diagnosis: 

· Infections (recurrent or severe bacterial).
· Normal levels of serum/plasma IgG, IgA, IgM and IgG subclasses.
· Profoundly poor antibody responses to Streptococcus pneumonia infection (or polysaccharide-only vaccines) either after documented invasive infection or after test immunisation with polysaccharide-only vaccines.
· Exclusion of T-cell defect (refer to Box 1).

	Method


	Sample selection: all the new cases (n =…) diagnosed with SPAD 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 ESID standards:
Investigation
% compliance
Infections (recurrent or severe bacterial)
Normal levels of serum/plasma IgG, IgA, IgM and IgG subclasses
Profoundly poor antibody responses to S. pneumonia infection (or polysaccharide-only vaccines) either after documented invasive infection or after test immunisation with polysaccharide-only vaccines
Profound alteration of the antibody responses to S. pneumonia infection (or polysaccharide-only vaccines) either after documented invasive infection or after test immunisation with polysaccharide-only vaccines.
 Exclusion of T-cell defect
Comments: 

	Conclusion
	(To be completed by the author)

	Recommend-
actions 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
	European Society for Immunodeficiencies Clinical Working Party. Diagnostic criteria for PID. Available at: https://esid.org/Working-Parties/Clinical-Working-Party/Resources/Diagnostic-criteria-for-PID2#Q7 


Data collection proforma for the compliance of diagnosis of SPAD with the ESID 
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

	Infections (recurrent or severe bacterial)
	
	
	
	

	Normal levels of serum/plasma IgG, IgA, IgM and IgG subclasses
	
	
	
	

	Profoundly poor antibody responses to S. pneumonia infection (or polysaccharide-only vaccines) either after documented invasive infection or after test immunisation with polysaccharide-only vaccines
	
	
	
	

	Exclusion of T-cell defect
	
	
	
	


	Audit action plan

An audit of compliance of diagnosis of specific antibody deficiency (SPAD) with the European Society for Immunodeficiencies (ESID) criteria

	Audit recommendation
	Objective
	Action
	Timescale
	Barriers and constraints
	Outcome
	Monitoring

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


Box 1: Evidence of profound T-cell deficiency. 
	Two out of the following:

· CD4 numbers/microlitre: 2–6y <300, 6–12y <250, >12y <200

· % naive CD4: 2​–6y <25%, 6–16y <20%, >16y <10%

· T-cell proliferation absent


y:year of life.
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