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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 standards for the diagnosis and management of the rare bleeding disorders (RBD)

	Background
	This guideline on the diagnosis and management of the rare bleeding disorders (RBD) replaces the previous guideline from 2004 under the auspices of the United Kingdom Haemophilia Centre Doctors’ Organisation (UKHCDO) and the British Committee for Standards in Haematology (BCSH). 

	Aim and objectives
	1. To audit the ability of the laboratory to be able to diagnose RBD.
2. To audit compliance with the optimal factor levels in the management of surgery or a bleeding episode in patients with RBD.
3. To audit compliance with the optimal factor levels for patients with RBD at the time of delivery.
4. To audit the use of prophylactic treatment in patients with very low clotting factor levels and a severe bleeding phenotype.
5. To audit compliance with the use of factor concentrates or blood components in patients with RBD requiring treatment.

	Standards and criteria
	Criteria range: 100%, or if not achieved, there is documentation that explains the variance.
Investigations:
· To ensure the laboratories use PT and  APTT reagents that are sensitive to deficiencies of factors II, V, VII, VIII, IX, X and XI. 

· To ensure the laboratories are able to perform a thrombin clotting time to identify quantitative and qualitative disorders of fibrinogen

· To ensure the laboratory is able to measure fibrinogen by the clauss method plus factors II, V, VII, VIII, IX, X, XI and XIII. 

· To ensure the laboratory is able to measure the aforementioned clotting factor levels before and after replacement therapy to ensure an adequate haemostatic response in a timely fashion. 
Treatment:
· In cases of minor bleeding or low-risk surgery, Tranexamic acid should be considered. 
· In cases of severe bleeding or high-risk surgery, replacement therapy should be considered with appropriate monitoring of the response. Written plans should be available in the patient’s case notes regarding the optimal treatment and the factor levels needed. 

· In women with severe disease, replacement therapy should be considered at the time of delivery, again with written plans guiding the treatment plus monitoring. 
· Consider long-term prophylaxis in patients with severe bleeding phenotypes, again with appropriate monitoring. 

· The choice of product used should be as per the guideline, including the use of recombinant products if available. SD treated FFP is preferable to the use of non-pathogen inactivated FFP. 

· Tranexamic acid should not be used in combination with Factor XI concentrate.
Follow up:
· Outcome data regarding the response to treatment and whether any bleeding episodes occurred will be important after haemostatic challenges such as surgery but also for those patients on regular prophylactic therapy.

	
	Sample selection: 

This is very difficult to measure, given the fact these are very rare bleeding disorders with incidences of 1 in 1 million in most cases. It is therefore very difficult to set a minimum number of cases to be audited and may have to be done on a case-by-case basis. 

	Results
	(To be completed by the author)

The results of this audit show the following compliance with the standards:

% compliance

Investigations
Baseline PT / APTT / Thrombin clotting time / Fibrinogen performed as appropriate with sensitive reagents
Baseline factor levels to establish a diagnosis after the results of a clotting screen are known
Factor levels determined before replacement therapy
Factor levels determined after replacement therapy
Trough factor levels and inhibitor screens for those patients on regular prophylaxis
Treatment

Tranexamic acid used for minor bleeding or low risk surgery
In cases of severe bleeding, high-risk surgery or childbirth, replacement therapy is given as per the BCSH guideline
In cases of severe bleeding, high-risk surgery or childbirth, factor levels are checked and documented before and after replacement therapy as per the BCSH guideline
In patients with severe bleeding phenotypes replacement therapy is given as per the BCSH guideline and the response is appropriately monitored

Follow up
Outcome data is recorded for those patients undergoing haemostatic challenges such as surgery or childbirth.
Outcome data is recorded for those patients on regular prophylaxis
Complications
Morbidity or mortality related to major bleeding 
Red cell transfusions required to manage symptomatic anaemia 


	Conclusion
	(To be completed by the author)



	Recommend-
actions for improvement

Action plan
	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 timeframe.

Some suggestions:

· highlight clinical practice that deviates from the BCSH guideline and areas for improvement
(To be completed by the author)

	Re-audit date
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Data collection proforma for the diagnosis and management of the 
rare bleeding disorders

  Audit reviewing practice 
Patient name:          
Hospital number:
Date of birth: 
	
	1

Yes 
	2

No
	3
If no, was there documentation to explain the variance? 
Yes/No plus free-text comment
	4
Compliant with guideline based on Yes from column 1 or an appropriate explanation from column 3. Yes/No
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	Audit action plan: 

An audit of compliance with the standards for the diagnosis and management of the rare bleeding disorders

	Audit recommendation

	Objective
	Action
	Time scale
	Barriers and constraints
	Outcome
	Monitoring
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