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



	Name of lead author/

participants
	(To be completed by the author)



	Specialty
	Haematology / Transfusion Medicine

	Title
	An audit of compliance with the Guideline on the clinical use of apheresis procedures for the treatment of patients and collection of cellular therapy products
 

	Background
	 BCSH have published an updated guideline on the clinical use of cell separators (BCSH Joint Working Party, 1998). The scope has been extended into a comprehensive description of best practice in Clinical Apheresis. 


	Aim & Objectives
	To review compliance of current practice with the new guideline.

	Standards and criteria
	Criteria range: 100%, or if not achieved, there should be documentation that explains the variance.
Standards: Summary of key guideline recommendations:
1. Therapeutic apheresis should be carried out only where there is published evidence of efficacy, or occasionally in very rare conditions whose pathophysiology predicts efficacy.

2. SD-FFP should be used as replacement fluid for plasma exchange in TTP; otherwise 4.5% or 5% Human Albumin Solution should generally be used.

3. Patients undergoing a course of plasma exchange should have fibrinogen levels monitored.

4. Initiation of apheresis for HPC-A (PBSC) collection should be based on flow-cytometric peripheral CD34+ count monitoring, with a count of 10 per microlitre recommended as the general minimum threshold.

5. Before initiating a course of apheresis procedures, clinical assessment and laboratory results must be documented and a written treatment plan produced.

6. Trusts should identify a single individual as an apheresis lead, regardless of whether apheresis services are provided internally or by another organisation.

7. The Lead Clinician of the apheresis service must ensure implementation of a Quality Management Programme to cover all activities undertaken by the service.
(To be completed by the author dependant on specific subject for audit – see Appendix)

	Method


	(To be completed by the author)


	Results
	(To be completed by the author – attached data collection proforma)
The results of this audit show the following compliance with the standards:

Investigation

% compliance



	Conclusion
	(To be completed by the author)


	Recommendations 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 time frame.

Some suggestions:

· Highlight areas of practice that are different

· Present findings 

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


	Re-audit date
	(To be completed by the author)
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Data collection proforma on the clinical use of apheresis procedures for the treatment and collection of cellular therapy products

 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 Guideline on the clinical use of apheresis procedures for the treatment of patients and collection of cellular therapy products

	Audit recommendation
	Objective
	Action
	Time scale
	Barriers and constraints
	Outcome
	Monitoring

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


	SUBJECT FOR AUDIT
	DETAILS

	· Incidence of  symptomatic citrate toxicity and other adverse events
	· Data should be collected routinely on adverse events of apheresis, even if not obviously due to a mistake or non-conformance, and even if not “serious”. Mild citrate toxicity is a common adverse event of apheresis. The Service may seek to reduce its incidence through measures such as prophylactic oral or IV calcium. Particular patient/donor groups may be at increased risk, and audit will help to identify these groups and to plan the service’s policy accordingly.

	· Type of venous access for plasma exchange, and complications of venous access
	· Peripheral venous access should be used whenever possible, as it is considerably safer than central venous access. An apheresis service could, for instance, audit the proportion of patients receiving plasma exchange that required central venous access, and could seek to reduce this proportion over time. 
      Re-cannulation rates could also be audited.

	· Clinical outcomes following plasma exchange
	· Clinical feedback can be sought routinely from the referring Consultant, particularly where plasma exchange is used for indications where this is a less well established evidence base, to try to improve the evidence base for clinical efficacy for the future, and to avoid performing plasma exchange for conditions where it is ineffective. Did the patient appear to benefit from the plasma exchange, particularly in terms of objective outcome measurements?


	· CD34+ cell collection efficiency during PBSC collection
	· This may be calculated routinely for all PBSC collections, using pre-run peripheral CD34+ count, blood volume processed and CD34+ cell dose achieved in the product. Procedures with collection efficiency falling below a pre-determined threshold may be investigated for quality assurance purposes. Median collection efficiencies may be compared between different cell separator machines or between different operators.

	· Reduction in HbS level after red cell apheresis for sickle cell disease
	· The aim of red cell apheresis for sickle cell disease is generally to reduce the HbS level below 30%. In what proportion of patients was the planned reduction in HbS achieved?

	· Engraftment following PBSC transplant
	· Any apheresis service carrying out either autologous or allogeneic PBSC collection should routinely review post-transplant neutrophil and platelet engraftment data from all transplant centres using its PBSC products.
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