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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 guideline on the diagnosis and management of chronic myeloid leukaemia

	Background
	The British Society for Haematology (BSH) has published guidance on the diagnosis and management of chronic myeloid leukaemia (CML). This audit will review compliance with some of the level 1 recommendations made.

	Aim & objectives
	To review whether patients with CML are: 
1. offered appropriate therapy for their stage of disease
2. monitored appropriately
3. correctly managed should they develop any drug side effects. 

	Standards & criteria
	100% or, if not achieved, there is documentation in the case notes that explains the variance. Note: several of these standards will apply to subgroups of the patient population only.
All patients should have their fusion type established to allow for molecular monitoring to guide future management.
Molecular monitoring should be performed by RTqPCR and, for typical transcripts, be expressed according to the International Scale (IS) and by molecular response (MR) level.
Monitoring should be every 3 months until the achievement of a stable major MR (MMR) (<MR3 – sustained for 1 year) and thereafter at 3–6 monthly intervals but the individual depth of response, concerns regarding compliance and/or previous TKI resistance will determine the precise frequency.
Patients presenting with CML in chronic phase should receive first-line treatment with imatinib.
BCR-ABL1 kinase domain (KD) mutational analysis should be performed in the event of European LeukemiaNet (ELN) treatment failure or ‘warning’.
Patients with documented treatment failure on first-line therapy should be considered for a change to an alternative tyrosine kinase inhibitor (TKI).
The choice of second-line therapy in resistant patients should initially be guided by BCR-ABL1 KD mutational analysis.
Patients in de novo accelerated phase (AP) CML should ideally be treated with a second-generation (2G)TKI or with consideration of allogeneic stem cell transplantation (alloSCT) if suboptimal response.
All responding, transplant-eligible patients in blast crisis (BC) CML should proceed to alloSCT.
Side effects of TKIs should initially be managed by dose interruption or reduction and slow titration back to a dose that maintains MMR (<MR3).
Patients with intolerable side effects should be changed to an alternative TKI.
Patients with a history of previous cardiovascular events should be offered secondary prevention via their GP. 
All patients on TKIs should have a cardiovascular risk assessment and those with a 10-year risk of >10% should be offered atorvastatin 20 mg daily.
Breathlessness should be investigated thoroughly as patients are at risk of alternative causes than pleural effusion.

	Method

	Sample selection: All patients being seen in clinic with a diagnosis of CML, aiming for a minimum of five consecutive patients.

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

	All patients had their fusion type established to allow for molecular monitoring 
	

	In all cases, molecular monitoring was performed by RTqPCR and, for typical transcripts, was expressed according to the IS and by MR level
	

	Monitoring was performed every 3 months until the achievement of a stable MMR (<MR3 – sustained for 1 year) and thereafter was at 3–6 monthly intervals 
	

	Patients presenting with CML in chronic phase received first-line treatment with imatinib
	

	BCR-ABL1 KD mutational analysis was performed in the event of ELN treatment failure or ‘warning’
	

	Patients with documented treatment failure on first-line therapy were considered for a change to an alternative TKI
	

	For resistant patients, the choice of second-line therapy was guided by BCR-ABL1 KD mutational analysis
	

	Patients in de novo AP CML were treated with a 2GTKI or with consideration of alloSCT if suboptimal response
	

	Transplant-eligible patients in BC CML who were responding proceeded to alloSCT
	

	Patients with TKI side effects were initially managed by dose interruption or reduction and slow titration back to a dose that maintained MMR (<MR3)
	

	Patients with intolerable side effects were changed to an alternative TKI
	

	Patients on TKIs with previous cardiovascular events were offered secondary prevention via their GP 
	

	Patients with a 10-year cardiovascular risk of >10% were offered atorvastatin 20 mg daily
	

	Patients with breathlessness were investigated thoroughly 
	




	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 – see attached action plan proforma)

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

	Reference
	Smith G, Apperley J, Milojkovic D, Cross NCP, Foroni L, Byrne J et al. A British Society for Haematology Guideline on the diagnosis and management of chronic myeloid leukaemia. Br J Haematol 2020;191:171–193.
https://onlinelibrary.wiley.com/doi/10.1111/bjh.16971 






Data collection proforma for patients with chronic myeloid leukaemia
Audit reviewing practice


Patient name:          

Hospital number:

Date of birth: 

	Standard
	1
Yes 
	2
No
	3	If Yes not ticked, was there documentation to explain the variance?
Yes/No plus free-text comment
	4	Compliant with guideline if Yes ticked or an appropriate explanation from column 3. Yes/No
(Record if standard not applicable)

	For all patients with CML 

	1  Had their fusion type established to allow for molecular monitoring
	
	
	
	

	2  Molecular monitoring was performed by RTqPCR and, for typical transcripts, was expressed according to the IS and by MR level
	
	
	
	

	3  Monitoring was performed every 3 months until the achievement of a stable MMR (<MR3 – sustained for 1 year) and thereafter at 3–6 monthly intervals
	
	
	
	

	For patients in chronic phase

	4  Received first-line treatment with imatinib
	
	
	
	

	5  For those with ELN treatment failure or ‘warning’, BCR-ABL1 KD mutational analysis was performed 
	
	
	
	

	6  For those with documented treatment failure on first-line therapy, a change to an alternative TKI was considered
	
	
	
	

	7  For patients with resistance, the choice of second-line therapy was guided by BCR-ABL1 KD mutational analysis
	
	
	
	

	For patients with advanced phase disease

	8  Patients in de novo AP CML were treated with a 2GTKI or with consideration of alloSCT if suboptimal response
	
	
	
	

	9  Transplant-eligible patients in BC CML who were responding proceeded to alloSCT
	
	
	
	

	For all patients receiving TKIs

	10  For those with side effects of TKIs, dose was interrupted or reduced and slowly titrated back to a dose that maintained MMR (<MR3)
	
	
	
	

	11  Patients with intolerable side effects were changed to an alternative TKI
	
	
	
	

	12  Patients with a previous cardiovascular event were offered secondary prevention via their GP 
	
	
	
	

	13  Patients with a 10-year cardiovascular risk of >10% were offered atorvastatin 20 mg daily
	
	
	
	

	14  For patients with breathlessness, alternative causes of breathlessness were investigated thoroughly
	
	
	
	






	Audit action plan
An audit of compliance with the British Society for Haematology guideline on the diagnosis and management of chronic myeloid leukaemia

	Audit recommendation

	Objective
	Action
	Time scale
	Barriers and constraints
	Outcome
	Monitoring

	


	
	
	
	
	
	

	


	
	
	
	
	
	

	


	
	
	
	
	
	

	


	
	
	
	
	
	

	


	
	
	
	
	
	

	


	
	
	
	
	
	

	


	
	
	
	
	
	

	


	
	
	
	
	
	

	


	
	
	
	
	
	

	


	
	
	
	
	
	

	


	
	
	
	
	
	

	


	
	
	
	
	
	

	


	
	
	
	
	
	




[image: A picture containing text, outdoor, sign

Description automatically generated][image: path_crest_min_grey.tif][image: Investor_crest]	CEff	040122	1	V1	Final                             



[image: Investor_crest]CEff	040122	4	V1	Final
image2.png
British Society for
Haematology

|istening * Learning « Leading

o




image3.png
The Royal College of Pathologists

Pathology: the science behind the cure





image1.png
INVESTOR IN PEOPLE




image4.png
INVESTORS IN PECPLE

We invest in people Standard




image5.png




