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

	Name of lead author/
participants
	(To be inserted)

	Specialty
	Haematology

	Title
	An audit of compliance with the British Society for Haematology (BSH) 2018 guideline for the treatment of patients with chronic lymphocytic leukaemia (CLL)

	Background
	The BSH published a guideline on the treatment of patients with CLL. Although CLL is a relatively common disorder, there have been significant changes in its treatment in recent years.

	Aim & objectives
	To ensure that patients receive current the standard of care or, if not, that the reasons are documented, and to ensure that where appropriate patients are offered a clinical trial.

	Standards & criteria
	Criteria range: 100%, or if not achieved, there is documentation in the case notes that explains the variance.
1. All patients should be supported by a clinical nurse specialist with experience in CLL.

2. Treatment choice and aims should be decided in discussion with the patient and a CLL expert and are based on the patient’s wishes, comorbidities and potential drug side effects.
3. All patients should be offered the opportunity to participate in a clinical trial, where available.

4. Tests for TP53 disruption should be performed on all patients prior to each line of therapy. This should include both mutation and deletion detection and ideally reveal subclonal TP53 mutations.
5. A combination of fludarabine, cyclophosphamide and rituximab (FCR) is recommended as initial therapy for previously untreated fit patients without TP53 disruption outside clinical trials and is NICE approved.
6. A combination of bendamustine and rituximab (BR) is an acceptable alternative for fit patients in whom FCR is contraindicated owing to specific comorbid conditions, e.g. renal impairment, more advanced age, concerns with marrow capacity or patient preference. 
7. Chlorambucil–obinutuzumab or chlorambucil–ofatumumab combinations 
are NICE approved and are the current standard of care in less fit 
patients.
8. Single agent chlorambucil may be used in patients who are intolerant 
of anti-CD20 antibodies or when intravenous therapy is considered unsuitable.
9. Ibrutinib is the treatment of choice in front-line therapy for patients with TP53 disruption and is now NICE approved.
10. Idelalisib and rituximab combination therapy is a suitable alternative for patients in whom ibrutinib is deemed inappropriate, such as patients with significant cardiac disease or those receiving vitamin K antagonists, and is also NICE approved. 
11. Venetoclax is the treatment of choice for patients who fail B-cell receptor pathway inhibitor (BCRi) therapy and is currently funded through the NHS England Cancer Drug Fund. 

12. All patients should be screened for evidence of previous hepatitis B or C infection prior to therapy.
13. All patients with CLL should be offered seasonal influenza vaccination.
14. All patients with CLL should be offered pneumococcal vaccination in the form of the pneumococcal conjugate vaccine (PCV13 or Prevnar 13) followed by the pneumococcal polysaccharide vaccine (PPV23 or Pneumovax), at least two months later.
15. Prophylactic cotrimoxazole or nebulised pentamidine can reduce the risk of Pneumocystis jirovecii pneumonia (PJP) in patients receiving treatment for relapsed CLL.

	Method
	Retrospective case note review.

	Results

	(To be completed by the author)
The results of this audit show the following compliance with the standards:

Investigation

% compliance

All patients were supported by a clinical nurse specialist with experience in CLL
Treatment choice took account of patient wishes, comorbidities and drug side effects
All patients were offered the opportunity to participate in a clinical trial, where available
Tests for TP53 disruption were performed on all patients prior to each line of therapy
FCR was used as initial therapy for previously untreated fit patients without TP53 disruption
BR was used as an alternative for fit patients in whom FCR was contraindicated 
Chlorambucil–obinutuzumab or chlorambucil–ofatumumab combinations were used as the current standard of care in less fit patients
Single agent chlorambucil was used in patients who were intolerant of anti-CD20 antibodies or when intravenous therapy was considered unsuitable
Ibrutinib was the front-line therapy for patients with TP53 disruption 
Idelalisib and rituximab combination therapy were 
used for patients in whom ibrutinib was deemed inappropriate

Venetoclax was the treatment of choice for patients who failed BCRi therapy

All patients were screened for evidence of previous hepatitis B or C infection prior to therapy
All patients with CLL were offered vaccination against seasonal influenza
All patients with CLL were offered the pneumococcal vaccination
Patients receiving treatment for relapsed CLL were given appropriate PJP prophylaxis


	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)

	Reference
	Schuh AH, Parry-Jones N, Appleby N, Bloor A, Dearden CE, Fegan C et al. Guideline for the treatment of chronic lymphocytic leukaemia: A British Society for Haematology Guideline. Br J Haematol 2018;182:344–359. 
https://onlinelibrary.wiley.com/doi/full/10.1111/bjh.15460 


Data collection proforma for patients with chronic lymphocytic leukaemia 
 Audit reviewing practice 
Patient name:          
Hospital number:
Date of birth: 
	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 (Record if standard not applicable)

	1  The patient was allocated a clinical nurse specialist contact
	
	
	
	

	2  There is documented evidence of assessment of patient fitness (fit, less fit, frail) for therapy
	
	
	
	

	3  The patient was offered a clinical trial if available
	
	
	
	

	4  TP53 status (by fluorescence in situ hybridisation and DNA sequencing) was documented prior to therapy
	
	
	
	

	5  FCR was used as initial therapy for previously untreated fit patients without TP53 disruption
	
	
	
	

	6  BR was used as an alternative for fit patients where FCR was contraindicated owing to specific comorbid conditions
	
	
	
	

	7  Chlorambucil–obinutuzumab or chlorambucil–ofatumumab were used as the standard of care in less fit patients
	
	
	
	

	8  Single agent chlorambucil was used in patients who were intolerant of anti-CD20 antibodies or when intravenous therapy was considered unsuitable
	
	
	
	

	9  Ibrutinib was used as front-line therapy for patients with TP53 
disruption
	
	
	
	

	10  Idelalisib and rituximab combination therapy was used as an alternative for patients in whom ibrutinib was deemed inappropriate
	
	
	
	

	11  Venetoclax was used as treatment for patients who failed BCRi therapy
	
	
	
	

	12  All patients were screened for  previous hepatitis B and C infection prior to therapy
	
	
	
	

	13  All patients were vaccinated against influenza
	
	
	
	

	14  All patients were vaccinated against pneumococcal disease
	
	
	
	

	15  Patients receiving treatment for relapsed CLL were given appropriate PJP prophylaxis
	
	
	
	


	Audit action plan
An audit of compliance with the British Society for Haematology (BSH) 2018 guideline for the treatment of patients with chronic lymphocytic leukaemia (CLL)

	Audit recommendation
	Objective
	Action
	Time scale
	Barriers and constraints
	Outcome
	Monitoring
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