Business Case Guidance

This business case is a generic framework intended to form the basis of a bid for funding by an Organisation to introduce Intraoperative Cell Salvage (ICS). The text is unprotected and can be amended to suit local requirements. 
This business case focuses on the contract and investment required to acquire new ICS equipment and how the additional costs will be offset by the costs of the allogeneic blood avoided in an NHS internal market setting. At a local level the visibility of the costs/income will therefore be most apparent in the English NHS internal market setting, supplemented by the Payment by Results (PBR) funding mechanism. The profile of costs will however, be similar, irrespective of the market setting.
Wider cost savings are realisable from the financial impacts of a shorter patient length of stay. These issues can be discussed with the Departmental Management Accountant as there will be a degree of variation across specialties. For example the NICE interventional procedure guidance (IPG 44) on obstetrics quotes studies noting the length of stay following a caesarean section was two days less when comparing patients who received salvaged blood against those who received allogeneic blood. Again, discussion with the Departmental Management Accountant can add a local dimension to these costs.

Insert Organisation’s Details Here
The Provision of Intraoperative Cell Salvage 

Business Case

Executive Summary 

· Intraoperative Cell Salvage (ICS) is a recognised blood conservation technique that is suitable for use in the elective and emergency surgical setting in a wide variety of specialities.

· ICS has minimal associated risks and recognised benefits for patients e.g. reductions in allogeneic blood transfusions and lower infection rates and shorter hospital stays when compared to patients who receive allogeneic blood.

· This business case provides the tools to assess the financial impact at hospital level.

· ICS, when use appropriately, can result in savings in blood budgets.

· The introduction of ICS into (insert organisation, department, or speciality details here), could potentially generate annual savings of (enter figure here).

STRATEGIC CASE
Introduction
Whilst allogeneic (donated) blood is an essential adjunct to health care, it is a limited resource (subject to the threat of future shortages), increasingly expensive and can present a source of risk for patients, in particular the risk of “wrong blood” incidents as reported by the Serious Hazards of Transfusion (SHOT) steering group1. 

The Health Service Circular (HCS 2007/001), “Better Blood Transfusion: Safe and Appropriate Use of Blood”, recommends that effective alternatives to allogeneic blood transfusion be explored, including the appropriate use of autologous blood transfusion techniques such as Intraoperative Cell Salvage (ICS)2. In addition, in December 2004, the Chief Medical Officer’s National Blood Transfusion Committee issued the document “Development of an integrated blood shortage plan for the National Blood Service and hospitals”3 outlining a framework of actions for the blood services and hospitals to ensure the availability of blood for patients with the greatest clinical need in the event of a blood shortage. The “Emergency Blood Management Arrangements” described in the document clearly outline that even in times of plentiful blood supply (Green), the use of ICS should be maximised where appropriate.
The aim of this business case, with the support of (insert directorates here), is to justify the allocation of funds for the introduction of ICS into (insert organisation, department, or speciality details here).
Intraoperative Cell Salvage

ICS can be used routinely in some areas of surgical practice. Using a modified aspiration line, blood lost from the surgical field is aspirated into a collection reservoir. Anticoagulant is used to prevent the collected blood from clotting. The modified aspiration line delivers the anticoagulant to the tip of the suction allowing the blood to mix with the anticoagulant as it is aspirated away from the surgical field. A filter in the collection reservoir removes large particulate debris. The salvaged blood is then centrifuged and washed to produce red blood cells suspended in saline which are sent to a reinfusion bag for reinfusion to the patient. The waste products (plasma, platelets, anticoagulant etc) are removed during processing. When used appropriately, by adequately trained staff, ICS is a simple, safe and cost-effective method of reducing allogeneic transfusion.

Advantages:
· Associated with recognised benefits for patients:

· Reduces exposure to allogeneic blood and therefore reduces exposure to the risks associated with allogeneic blood transfusions (e.g. Incorrect Blood Component Transfused)
· Lower infection rates and shorter hospital stays when compared to patients who receive allogeneic blood.

· Has minimal risks (providing the manufacturer’s guidelines are followed)

· For volume dependent systems, providing the minimum volume of blood has been collected, processing is quick and blood can be reinfused within minutes of the start of processing. 

· Disposable kits cost less than a unit of allogeneic red blood cells and can process very large volumes of blood. ICS is therefore a cost effective alternative to allogeneic blood (especially for large blood loss cases).

Disadvantages:

· May be contraindicated in certain surgical procedures
Choice of Equipment

There are a number of cell salvage devices available on the market, the most suitable equipment for (insert Organisation, department or surgical speciality here), was determined through an option appraisal (Appendix I). 
The machine identified through the option appraisal as most suitable had advantages over other commercially available equipment in the following areas:

· (Enter criteria from option appraisal under which decision was made e.g. ease of set up, speed, Quality Control of final product etc)

ECONOMIC CASE

Options for Procuring Equipment
There are a number options available for the introduction of ICS into (insert Organisation, department or surgical speciality here). These include:

· Outright purchase of the equipment of choice

· Lease of equipment of choice via consumable charges

· Purchase of alternative equipment

Prior to comparing costs, the most suitable option identified via an option appraisal (appendix II), is the (enter option here) option. This option was identified as most suitable based on the following criteria:
· (Enter criteria from option appraisal under which decision was made e.g. quality, risk, patient benefit, availability etc)

Financial Case
The financial impact of outright purchase versus lease has been assessed by (enter details here e.g. Departmental Management Accountant). The attached spreadsheet (Appendix III) compares the direct costs generated by purchase/leasing a cell salvage machine against the cost of the allogeneic blood avoided. In addition, although hard to estimate, savings may also be generated through reduced length of stay for patients having received ICS when compared to patients receiving allogeneic blood transfusions.

Summary of Potential savings at Hospital Level (Appendix III)
	
	Outright Purchase
	Lease

	Allogeneic Blood Savings
	(Enter values)  e.g. £28, 000
	(Enter values) e.g.£28,000 

	Costs generated by ICS (year 1)
	(Enter values) e.g. £23, 800
	(Enter values)e.g. £16,300

	Costs generated by ICS (year 2 onwards)
	(Enter values) e.g. £11,000
	(Enter values) e.g. 15,500

	Annual Saving on Hospital Blood Budget (year 1)
	(Enter values) e.g. £4,200
	(Enter values)e.g. £11,700

	Annual Saving on Hospital Blood Budget (year 2 onwards)
	(Enter values) e.g. £17,000
	(Enter values) e.g. £12,500


MANAGEMENT CASE

Human Resource
The introduction of ICS is likely to have an impact on the following staff groups:

ICS Equipment Operators (Enter staff groups identified as being responsible for undertaking ICS – this might be Operating Department Practitoners, Anaesthetic Nurses, Scrub Staff, Anaesthetists, Midwives or any other staff group deemed appropriately qualified): The introduction of ICS will require an initial period of training and competency assessment. Once competency assessment has been completed, ongoing updates and refresher training will need to be delivered. Additional training may also be necessary if a training need is identified or a change of practice occurs. The resources to train new staff also need to be considered once the ICS service has been established.
Once staff have been trained and competency assessed for ICS, it is not deemed necessary to have a “dedicated operator” for the ICS procedure, however, in certain emergency situations (catastrophic haemorrhage) a dedicated operator may be necessary.

Anaesthetists: Anaesthetists should undergo basic training in ICS even if they will not be carrying out the procedure directly. The responsibility for the reinfusion of the ICS blood falls with the anaesthetist and/or surgeon and as such they should be aware of the potential benefits and risks and the procedure for reinfusing ICS blood. 
Surgeons: The introduction of ICS may have a significant impact on surgeons. There are many aspects of ICS machinery being in theatre, such as the use of lower vacuum levels, that may require a period of adjustment.  

Training
ICS manufacturers usually offer a period of free training in the workplace to support the introduction of the equipment. This might include general awareness sessions for those not directly responsible for carrying out the ICS procedure (Surgeons, Anaesthetists, theatre staff who are not being trained to use the equipment), and intensive theory and hands on practical training in the classroom and the clinical environment for “key trainers” within the department. These “key trainers” are then usually responsible for training, supervising and competency assessing the other ICS operators in the department. 
It may be appropriate for a core number of staff to attend an intensive off site training course to reduce risk.

Support
Numerous resources to support all aspects of ICS are available from the Better Blood Transfusion Toolkit at www.transfusionguidelines.org.uk . These include educational resources such as a theory workbook and competency assessments, generic documentation, such as a policy, which can be adapted to meet local needs, and further resources such as an autologous transfusion label (which has been supported by the manufacturers of ICS equipment). 

Organisational Risks
The organisational risks should be minimal providing the equipment is used following the manufacturer’s guidance by adequately trained and competency assessed staff. The use of ICS should decrease patient exposure to allogeneic blood and its associated risks.

Conclusion 
Intraoperative Cell salvage offers a way forward in reducing allogeneic blood use in appropriate surgical patient groups and has some cost benefit implications.  The extent of the budgetary savings can be assessed via the spreadsheet in appendix III. These savings and the benefit to patients as identified in this business case support the introduction of ICS into (insert organisation, department, or speciality details here). 
Recommendations
Secure funding for the purchase/lease of equipment and continued running costs, to enable the provision of Intraoperative Cell Salvage for appropriate surgical procedures.
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Appendix I

Option Appraisal for choice of equipment

The criteria below are examples of the types of criteria you may wish to consider when deciding which of the commercially available machines is most suitable to the Organisation’s needs. Appropriate criteria should be entered and values assigned to the weight and raw scores for each machine option under consideration. The most favourable option (highest score) is the option that the business is being based on.

	(A) = Weight (how important) The weights for all criteria added together must be 100
(B) = Raw Score (how well does the Machine Option fulfil the criteria (1-10)
(AxB) = Weighted Score
	Machine Option 1


	Machine Option 2
	Machine Option 3
	Machine Option 4

	Criteria
	(A)
	(B)


	(AxB)


	(B)


	(AxB)


	(B)


	(AxB)


	(B)


	(AxB)



	Ease of Setup


	
	
	
	
	
	
	
	
	

	Speed of Processing


	
	
	
	
	
	
	
	
	

	QC of Final Product


	
	
	
	
	
	
	
	
	

	Company Support


	
	
	
	
	
	
	
	
	

	Total
	100
	
	
	
	
	
	
	
	


Appendix II

Options for Procuring Equipment

The criteria below are examples of the types of criteria you may wish to consider when deciding which of the options for procuring equipment is most suitable to the Organisation’s needs (there may be other procurement options also). Appropriate criteria should be entered and values assigned to the weight and raw scores for each procurement option under consideration. The most favourable option (highest score) is the option that the business is being based on. 
	(A) = Weight (how important) The weights for all criteria added together must be 100
(B) = Raw Score (how well does the Machine Option fulfil the criteria (1-10)
(AxB) = Weighted Score
	Do Nothing


	Outright Purchase of Equipment of Choice
	Lease Equipment via Consumables Charge
	Purchase Alternative Equipment

	Criteria
	(A)
	(B)


	(AxB)


	(B)


	(AxB)


	(B)


	(AxB)


	(B)


	(AxB)



	Quality


	
	
	
	
	
	
	
	
	

	Risk


	
	
	
	
	
	
	
	
	

	Patient Benefit


	
	
	
	
	
	
	
	
	

	Availability


	
	
	
	
	
	
	
	
	

	Total
	100
	
	
	
	
	
	
	
	


These criteria have been used to determine:

· Quality – Are there quality implications?
· Risk – Are there known or perceived risks for the patient?
· Patient Benefit – Are there increased benefits to the patient?
· Availability – Are there any scenarios that may affect the availability of the option eg blood shortages for allogeneic red cells?

Appendix III

Issues to be considered in the economic evaluation of outright purchase versus lease
A spreadsheet should be compiled, by the departmental accountant, to determine the potential cost savings associated with the introduction of ICS into the Organisation. Financial benefits of introducing ICS should be determined locally. The spreadsheet is likely to include the following information which has been given as examples:
	
	Outright Purchase
	Lease

	Numbers of cases suitable for ICS performed each year 
	a
	100
	100

	Mean allogeneic blood usage per case for procedures suitable for ICS 
	b
	2
	2

	Current cost of a unit of allogeneic RBCs 
	c
	£140
	£140

	Current blood usages costs avoided per annum


	a x b x c
	£28,000
	£28,000

	Capital charges (equipment purchase) (Year 1) 
	d
	£12,000
	Not Applicable

	Cost of ICS Consumables (each)
	e
	£95
	£150

	Consumable costs per annum 
	f = a x e
	£9,500
	£15,000

	Maintenance contract costs per annum 
	g
	£1,000
	None

	Estimated electricity cost per ICS case 
	h
	£3
	£3

	Estimated electricity costs per annum 
	i = a x h
	£300
	£300

	Estimated costs for staff training Year 1
	j
	£1000
	£1000

	Estimated costs for staff training Year 2 onwards
	k
	£200
	£200

	Additional costs incurred (year 1) 


	d + f +g + i + j


	£23,800
	£16,300

	Additional costs incurred (year 2 onwards) 


	f + g + I + k
	£11,000
	£15,500


	Annual cost saving year 1

(Current blood usage costs avoided per annum – Additional costs incurred (year 1))


	£4,200
	£11,700

	Annual cost saving year 2 onwards 
(Current blood usage costs avoided per annum – additional costs incurred (year 2 ))

	£17,000
	£12,500
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