PBC Business Case Development Template

Helpful information for the development of Practice Based Commissioning business cases
The purpose of a business case is to summarise the justification that a particular project, service development, or clinical pathway represents high quality, good value for money care.

The business case addresses, at a high level, the need that the project seeks to meet. It includes the reasons for the project, the expected benefits, the options considered (with reasons for rejecting or carrying forward each option), the expected costs of the project, and the expected risks.

In almost all cases, the option of doing nothing should be included with the costs and risks of inactivity included along with the differences (costs, risks, outcomes, etc.) between doing nothing and the proposed project. It is from this that the justification for the project is derived.
The Department of Health guidance for the approval of business cases is reproduced at appendix one. This specifies that there must be a committee with accountability to the board, chaired by a non-executive director.
In writing business cases, it is important to separate the ‘what’ from the ‘how’: the specification for the service, not who is going to provide it. Once the business case is approved, it is a PCT function to procure a service. This does not preclude the Cluster, or a practice within the Cluster, seeking to provide the service but the business case must not be written on the basis that they will. As such, it is recognised that costs will be indicative, but should include a guide value for known factors such as setting up costs or fixed costs like rent or depreciation. The procurement checklist at appendix two may help to alert you to questions that may need to be answered later during the procurement stage.
The amount of detail necessary within this business case will vary depending upon the scale and risk of the development.


[image: image1]
The PCT Business Care Approval Committee will assess the business case against the criteria specified in appendix one and ensure that avoidance of conflicts of interest between commissioners and providers. However, the expectation is that providing there is sufficient confidence that the level of clinical and financial risk is acceptable and affordable then business cases will be passed.
This business case format is not prescriptive, though is designed to help ensure all questions considered by the Committee have been answered and to give consistency. It may need expanding for larger projects. It comprises two parts:  (1) an integrated service improvement plan, and (2) an outline financial plan. We hope it will be quick and easy to complete to get you approval as rapidly as possible.
PRACTICE BASED COMMISSIONING

BUSINESS CASE

xxx Practice Based Commissioning Group
Management of swollen legs in Primary Care
September 2007

	1
Integrated Service Improvement Plan – painting the picture
Cluster: xxx

	

Code: xx2/07

	Which service do we want to change?                         

 The management of patients presenting with a swollen leg.

	Section A - What problem are we trying to solve?       
 Studies of patients referred to secondary care with a suspect swollen leg have shown conversion rates from suspicion to proven of between ½ and 1/3. Thus there are many more legs needing assessment than actual DVT’s. Rather than be referred to secondary care, patients could have the assessment carried out in primary care, this would achieve a saving on the secondary care tariff.

	Section B

How do we want the service look in 5 years time – our aspiration?
	How will the service look in order to ensure we achieve a safe, sustainable and affordable service?  
What would we as a user and a provider want the service to look like? 
What can we learn from elsewhere?
	A patient who presents with a swollen leg, meeting agreed criteria, will be assessed by their GP using the Modified Wells Probability Score (Appendix 3). The scoring system is incorporated on a contact and data recording sheet (Appendix 4). If there is a moderate or high probability of a patient having DVT they will be tested for D-Dimer by the GP who will then give the patient Low Molecular Weight Heparin and refer the patient for an Ultra Sound Scan if the D-Dimer result is positive. If the USS confirms DVT the patient will be managed by their GP in Primary Care. If there are complications the GP will refer to EAU for consultant input. 
Ideally the new model would see a streamlining of the hospital response with an appropriate rapid access pathway to Radiology, and provision of an initiation of anti coagulation service which could discharge to primary care when Tinzaparin (or other LMWH) were discontinued.  

	Section C

What is the service like now in comparison to our aspiration 
	What happens now?

Where could we improve?  
What is the user experience like – do we ever ask?  
What are the key operational ‘must dos’?
	The assessment services currently available vary depending on the direction of the referral and the availability of access to consultant radiologists and physicians. Grantham Hospital has no specific DVT service, patients may be referred to EAU for assessment or by negotiation with consultant radiologists where there is a low probability. When EAU is full patients are seen in A&E. 
Peterborough Hospital provides a ward based assessment service using the principles in the BCSH guideline. Patients are usually seen the same working day or early the next and analysed for D-Dimer. Patients with high or moderate risk and positive D-Dimer have USS. The service is enhanced by the provision of a replaceable syringe of Tinzaparin to referring practices and clear instructions on administration. The Peterborough service has significant advantages, notably patients with moderate or high risk commence treatment at presentation and a working diagnosis is usually established within 24 hours. However, it is inconvenient for patients to travel from this cluster area and it is an expensive service as patients are charged as an admission.
Studies report the incidence of DVT in the UK to be 1:1000 patients per annum. With a population of 125,00 in the cluster this would equate to approximately 125 positive DVT presentations per annum. The pilot and external studies indicate a conversion rate of suspicion to proven of between ½ and 1/3, and based on this it would mean between 250 - 375 assessments per annum.

The existing services could be improved by assessing and managing patients with swollen leg in primary care. Near patient testing for D-Dimer has recently been simplified considerably by the introduction of the Clearview Simplify D-Dimer Testing kit (Unipath Ltd). 



	Section D

What alternatives are there to the proposed model described in section B?
	What factors have we balanced to arrive at the proposed model?

Why is our proposed model preferred?

Are there alternative models working elsewhere, esp in Lincolnshired;?
	The clear BCSH Guidelines supporting the use of a probability score coupled with a near patient D-Dimer test gives us an opportunity to significantly reduce the numbers of patients being referred to either hospital for EAU/MAU assessments or for unselected USS. 

This service has already been piloted in 3 practices within the cluster. The pilot lasted 4 months and during this time 31 patients were assessed. Of these, 10 patients had a positive D-Dimer requiring further assessment, 24 patients had their management plan altered as a result of the D-Dimer assessment and 6 patients were subsequently admitted to EAU for further assessment. Had this service not been in place, 27 patients would have been admitted for EAU assessment. These results support the use of D-Dimer testing in the community in order to reduce EAU admissions. 
This model is not currently used anywhere else in Lincolnshire but there are several examples of it being used elsewhere in the country, including Kent. 

	Section E
What projects/ actions do we need to undertake to achieve our aspiration 
	What do we need to do to improve things?  What order of priority will we do them in? 
Are they the same order as a user would choose?
	The pathway has been drafted and is shown in Appendix 5. 

It is proposed that this service will be supported by a LES which would hopefully ensure universal uptake of this service amongst practices. 

The administration of Low Molecular Weight Heparin should form part of the overall suspected DVT pathway. 

Although there is good evidence for community management of uncomplicated DVT it should be accepted that not all GP’s will feel competent or comfortable to manage DVT and warfarin initiation, therefore a pathway will need to be agreed for these patients. 


	Section F
What are the benefits of achieving our aspiration?
	What are the benefits to the :

Patients

Public

Staff

Finances

Practice 

Cluster
	· Patients will be seen and diagnosed locally
· Promoting efficient use of health funds and freeing up resources to be reinvested in health provision for the xxx cluster.  
· Maximising clinical skills in General Practice.
· Ensuring that patients are referred appropriately to secondary care.


	2 Process supporting the development of the business plan 
       – each section must be transparent and may be subject to external audit.

	What is the evidence for the proposed model – section B above 


	What are the national standards (e.g. HCC), NSFs, NICE, guidance etc to which the service aspires?  This should identify what needs to change and why.
	The British Committee for Standards in Haematology have published a guideline supporting the use of probability scoring coupled with the presence or absence of a glycoprotein fibrin degradation product, D-Dimer, in the serum as a method of reducing the need for ultrasound or venography. 
Near patient testing for D-Dimer can be achieved through the use of the Clearview Simplify D-Dimer Test Kit. This kit is a simple, fast and highly sensitive test for the presence of D-Dimer in capillary blood. The test can be undertaken by a practice nurse or FCP and has a 100% negative predictive value (95% confidence interval) thereby allowing the safe exclusion of venous thrombosis.


	Who has been involved in developing the model/s – section B above?

How have they been consulted?


	This section identifies who has been involved in developing the clinical standards to which the service aspires.  Individuals must be credible and able to communicate the vision to their peers and a wider audience e.g. Clinicians, Patients, Public, Staff, PCT personnel, LMC National bodies
	This work has been led by Dr y who is the Cluster Chair and has involved 3 other practices within the xxx cluster. This pathway and service model is supported by the xxx cluster group. 


	Over what period of time will the improvement take place?


	Identify a logical sequence of events, within an identified timescale to enable the resources required to be identified and managed
	It is anticipated that this service would be implemented during 07/08. 
All practices within the cluster will be offered the opportunity to deliver the Enhanced Service. As all practices have supported the development of this service it is not anticipated that there will be any gaps in provision, however if this is the case alternative providers/practices will be sought.

Following successful implementation of this service it is anticipated that the service will be developed to include initiation of anti-coagulation therapy in primary care for the management of this cohort of patients. 



	What are the dependencies or interdependencies of the proposed development?


	Are there contractual obligations that will need to be addressed?

Is the proposed improvement dependent upon something outside your control or influence?
	The service is dependent on a sufficient number of providers who are able to deliver this across the cluster area. 

	How will we know that our change has resolved the problem identified at A above?

	Identify the measures we can use to demonstrate the improvement.
	The following will be measured to demonstrate improvements:-

A reduction in the number of patients being referred to EAU/MAU with swollen leg.

A reduction in the number of patients requiring USS as only patients with a positive D-Dimer will be scanned. 


	3     Risk  Assessment of proposal


	What might be the unintended consequences of moving to proposed model (B)


	Consider patient safety

What could go wrong? With the model? With related services?
How serious could this be?


	catastrophic
	
	Comment:
The principles and bio chemical explanations of this approach are supported and outlined in a guideline published by the British Committee for Standards in Haematology, which includes the use of the Modified Wells scoring methods.


	
	
	major
	
	

	
	
	moderate
	
	

	
	
	minor
	√
	

	
	
	insignificant
	
	

	How likely is it that the proposed model (B) can be achieved operationally?


	Consider staffing (clinical& non clinical), competencies, networks, operating protocols, audit, monitoring


	Almost certain
	√
	Comment:

A pilot has demonstrated that this can be achieved operationally. The implementation of a LES will support the delivery of this service which will detail the competencies, audit and monitoring requirements.

	
	
	Likely

	
	

	
	
	Possible

	
	

	
	
	Unlikely

	
	

	
	
	Not a chance
	
	

	How likely is it that the proposed model (B) will be achieved within the stated budget?


	Refer to detail of estimated costs and assess likelihood of staying within budget
	Almost certain
	√
	Comment:

Note: waiting for costings from finance.

	
	
	Likely

	
	

	
	
	Possible

	
	

	
	
	Unlikely

	
	

	
	
	Not a chance
	
	


	4
How will we know that the service delivers quality outcomes? – describing how the benefits will be measured (qualitative and quantitative).


	Pilot or permanent?
	Is this a pilot? If so, how and when will an evaluation be undertaken?

Is this permanent? What is the mechanism for reviewing ongoing effectiveness?
	This is a permanent proposal as this pathway has already been piloted and evaluated.
The service will be reviewed as part of the monitoring process for Enhanced services.

	
	
	

	Safety
	e.g. Significant event audit, Patient safety alerts
	It is expected that significant events and patient safety incidents will be reported under the usual mechanisms within an Enhanced Service. This will be detailed in the service specification.

	Clinical and cost effectiveness
	e.g. Continuing professional development

Regular clinical audit.
	The service specification will outline these requirements. 

	Governance
	e.g. Managing clinical risks,  Practice development
	The service specification will outline these requirements.

	Patient focus
	e.g. Patient consent,  Patient information
	The service specification will outline these requirements.


	Accessible and responsive care
	e.g. Patient involvement in developing new service.
	The development of this service is in line with moving care closer to home. 

	Care environment and amenities
	e.g.  Privacy and dignity, Control of infection
	The service specification will outline these requirements.

	Public Health
	e.g.  Health promotion, Equity, Protection of vulnerable people
	This development is extending existing provision of a secondary care service and supports the outcomes of the PCT ‘Shaping Health’ consultation. 



Title: 
Cluster: 
See Appendix 6

Appendix one
Practice Based Commissioning: practical implementation (DH, November 2006) says:

To avoid conflicts of interest in the re-provision of services through PBC, there should be clear accountability to the PCT Board through a committee or sub-committee of the PCT. This will be responsible for:

· clinical governance arrangements for services moved from hospitals to more convenient settings for patients. Arrangements should be proportionate to the complexity of the service;

· establishing a clear local framework that incorporates national guidance;

· providers guidance to on clinical governance requirements.

The committee should be chaired by a non-executive director with membership drawn from the PCT Board and professional executive committee (PEC). It should have clear, delegated powers to approve business cases, although local arrangements might be agreed for the approval of small-scale business cases by an executive director. It may need to meet frequently when a high number of PBC plans are predicted to be referred to it for decisions. Clinicians must exclude themselves from decisions on any PBC business cases in which they have an interest or with which they are associated.

Practices who wish to develop and provide a service through PBC must submit a business case to their PCT for approval.

Business cases from practices should be treated on their merits, and in a manner that is timely and transparent and ensures probity. It is for PCTs to decide how to do this. The PCT is expected to clearly identify its reasons for not supporting a business case and the actions that would resolve this.

In summary, business cases are expected to cover the:

· service to be provided;

· benefits for patients;

· expected improvements in efficiency and effectiveness;

· management resources required; and

· costs of the proposals and their recovery period.

The criteria for assessing business cases will include:

· evidence-based clinical effectiveness;

· clinical safety, quality and governance;

· a contribution to offering care closer to home and delivery of the national 18 weeks priority;

· whether the specific needs of population groups such as disabled people (including those with learning difficulties or mental health needs), people from Black Minority Ethnic communities (BME), the differing needs of men and women and of the diverse age groups, different faiths and sexual orientation of individuals and groups accessing services have been taken into account:

· patient and stakeholder support;

· justification/evidence that resources can be released through the substitution of care;

· affordability within the current and projected indicative budgets;

· consideration of whether formal tendering is required, which it is envisaged will be infrequent;

· assessment of the risks of the development;

· the procurement route; and

· value for money, including using benchmarked costs to determine a reasonable price range for services.

Contracts for the transfer of services from hospitals to more appropriate settings should include quality criteria covering patient experience, quality and service standards. There should be regular sampling and the results should be easily available to patients.
www.dh.gov.uk/pbc
Appendix two
Business case procurement checklist
	1.  Proposal
	
	

	
	1(a)
Has the service been clearly specified?


(e.g. success criteria clearly identified)
	( Yes
	( No
	

	
	
	
	
	

	2.  Consultation
	
	

	
	2(a)
Does the proposal require consultation with the Overview & Scrutiny Committee?
	( Yes
	( No (go to 2b)
	

	
	2(b)
Has the need for consultation been discussed with the Patient Forum?
	( Yes
	( No
	

	
	
	
	
	

	3.  Monopoly status
	
	

	
	3(a)
Is the service to be provided by one provider for the Cluster, or will patients have choice of provider?
	( Yes (go to Q4)
	( No (go to Q5)
	

	
	
	
	
	

	4.  Sole Provider
	
	

	
	4(a)
Will the sole provider be the PCT provider arm
	( Yes (go to 4b)
	( No (go to 4c)
	

	
	4(b)
Name of person in the PCT provider arm agreeing to deliver the specified service at the agreed cost?
	…………………………………………
	(proceed to Q8)

	
	4(c)
Will the provider be selected by the competitive means described in Standing Finance Instructions (SFI)?
	( Yes (go to 4d)
	( No (go to 4e)
	

	
	4(d)
Name of the person handling procurement?
	…………………………………………
	(proceed to Q6)

	
	4(e)
As competition is not envisaged, how is proposal to comply with the SFI requirements in this regard?
	…………………………………………
	(proceed to Q6)

	
	
	
	
	

	5.  Select list of providers
	
	

	
	5(a)
Name of person in the Finance Department calculating the price for the service?
	…………………………………………
	(proceed to Q6)

	
	
	
	
	

	6.  Status of provider if not PCT provider arm
	
	

	
	6(a)
Are the potential provider(s) corporate bodies that already have accreditation to provide the service (e.g. NHS Trusts or registration with the Healthcare Commission)?
	( Yes (go to Q7)
	( No (go to 6b)
	

	
	6(b)
Is the provider to provide the service in PCT specified premises (e.g. PCT building, NHS hospital, or the patients own home with more than 90% of costs relating to labour?
	( Yes (go to 6c)
	( No (go to 6d)
	

	
	6(c)
Who has confirmed that the provider will not be regarded by HMRC as an employee?
	…………………………………………
	(proceed to 6d)

	
	6(d)
Has the provider established that:

(i) they have appropriate maintenance arrangements for equipment?

(ii) premises are acceptable (e.g. sterile etc)?

(iii) the provider has professional indemnity insurance?

(iv) the provider has third party insurance?

(v) appropriate systems to learn from experience (e.g. SUI procedure)?
	( Yes

( Yes

( Yes

( Yes

( Yes
	( No
( No
( No
( No
( No
	(proceed to Q7)

	
	
	
	
	

	7.  Contract
	
	

	
	7(a)
Who will arrange for an appropriate contract/contract variation to be signed before the service commences?
	…………………………………………
	

	
	7(b)
Whose responsibility is it for ongoing performance management of the contract?
	…………………………………………
	

	
	7(c)
What is the contract review date?
	…………………………………………
	

	
	
	
	
	


PCT officers have delegated powers to procure following business cases approval involving expenditure up to the following limits:

Director of Finance and Contracting
£50,000

Budget holders for that area of expenditure who are Directors
£20,000

Budget holders for that area of expenditure who are not Directors
£10,000

Note – these limits cover the life of any approval and e.g. a three year contract with an estimated annual cost of £5,000 would equate to £15,000 for the purposes of the limits. 

Appendix 3

Wells Score for Deep Vein Thrombosis 



Wells et al: Lancet 1997; 350: 1795-1798

· active cancer (on-going treatment or diagnosed within 6 months or palliative care)- score 1 

· paresis, paralysis or recent plaster cast immobilisation of lower extremity- score 1 

· recently bedridden for more than 3 days and/or major surgery within 4 weeks- score 1 

· localised tenderness over distribution of deep veins- score1 

· entire leg swollen- score1 

· calf swelling more than 3 cm compared with asymptomatic side, measured at 10 cm below tibial tubercle- score 1 

· pitting oedema (greater in symptomatic leg)- score 1 

· collateral superficial veins (non-varicose)- score 1 

· alternative diagnosis as likely or greater than that of DVT- score -2 

· In patients with symptoms in both legs, the most symptomatic leg is used. 


· score 0 or less- low risk  (3% probability DVT) 

· score 1 or 2- moderate risk  (17% probability DVT) 

· score 3 or more- high risk  (75% probability DVT) 

Appendix 4
Xxx PBC Group

Management of Acutely Swollen Leg in the community

Contact & data recording sheet

	Practice:
	
	Case Identification:
	

	Age:
	Sex:
	BMI:

	
	Smoking:
	OCP/HRT:

	Presentation / History

	Modified Wells Probability Score

	CLINICAL FEATURE
	SCORE

	Active cancer (ongoing treatment or past 6 months)
	+1
	

	Paralysis or recent immobilisation of the lower limb
	+1
	

	Recently bedridden > 3 days or major surgery within 12 weeks
	+1
	

	Localised tenderness along distribution of the deep venous system
	+1
	

	Entire leg swollen
	+1
	

	Calf swelling >3cms compared to asymptomatic leg (10cms below tibial tuberosity)
	+1
	

	Pitting oedema (greater in symptomatic leg)
	+1
	

	Collateral superficial veins (non varicose)
	+1
	

	Previously documented DVT
	+1
	

	Alternative diagnosis likely
	-2
	

	Scores:
	2 or more = probability of DVT Likely

<2 = probability of DVT unlikely
	    Score
	

	D-Dimer test :

	Disposal:
	GP care
Scan arranged?
	EAU/Admit
	Discharge

	Did the use of the Wells score & D-Dimer test alter your management?
	

	Would you previously have admitted this patient to EAU/Medical ward?
	

	LMWH given?
	Yes/no
	Dose & plan

	


Appendix 5 – Pathway for assessment and management of swollen legs using D-Dimer and modified Wells score


Considered by PBC Business Case Approval Committee and response (including rationale) returned in writing





Verified by PCT departments with clinical assistance from PEC





You decide the specification, the affordability, and with help from the PBC support unit write this business case





Passed to dept of finance & contracting to arrange procurement





Further details required from practice based commissioners to ensure robust contract (see appendix two)





Options to provide the service agreed with Cluster





Contracts signed with new provider(s)





PCT performance manages contract, providing budget updates alongside PBC reports





The purpose of this business case is to enable GP’s and FCP’s working in the xxx Commissioning Group area to better select patients needing further assessment for the common condition of swollen leg.





USS Leg





Give LMWH





Refer EAU for consultant input





Complicated or Practice unhappy to manage DVT





USS Confirms DVT





GP Management of DVT





High Probability Score


>3





D-Dimer on all patients








Negative but high clinical probability





Positive


- needs Imaging





Negative


No DVT BUT see again as required & consider re-assessment





D-Dimer on all patients





Moderate Probability Score


1-2





Follow up by GP as required





No D-Dimer necessary





Very Low Probability Score


=<0





Probability Score 


(Modified Wells BCSH Guidelines)





Patient presents with swollen leg 





Criteria apply:


Not pregnant


Not recurrent DVT


>2/52 Duration








–i–


