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This medicinal product is subject to additional monitoring. This will allow quick identification of new safety information. Adverse events should be reported. Reporting forms and information can be found at  www.mhra.gov.uk/yellowcard
or search for MHRA Yellow Card in the Google Play or Apple App Store. 
Adverse events should also be reported to the Sanofi drug safety department on 
Tel: 0800 0902 314. Alternatively, send via email to UKdrugsafety@sanofi.com 
This document is intended to support healthcare professionals and other relevant decision makers in completing a local business case for developing a service to deliver teplizumab in its indication to delay the onset of Stage 3 type 1 diabetes in adult and paediatric patients 8 years of age and older with Stage 2 type 1 diabetes (T1D).(TZIELD® SmPC) 
This promotional material was developed and funded by Sanofi and is intended for United Kingdom (UK) healthcare professionals and other relevant decision makers only.  
Business case resource for the development of 
a service to deliver teplizumab

Prescribing information for Tzield be found at the end of this document.

	
	[bookmark: _Hlk217389086]Guidance information for using this business case resource
This resource provides suggested guidance for the development of a business case for a service to deliver teplizumab infusions. 
It is intended to contain useful guidance and prompts for consideration when working with your implementation to develop your application. The implementation team should consist of all the stakeholders within the Trust who will be responsible for commissioning, delivering and managing the service. 
Guidance notes are provided in a grey box at the beginning of each section and provide a summary of what information can be included in the business case. 
All text in light grey <example> adds additional content guidance or content suggestion. It should be tailored to your local needs within the final document.
The document is structured to help assemble a robust case that aligns with NHS standards, boosts clinical efficiency, and underpins financial and operational feasibility. It centres on the strategic, economic, financial and management cases for establishing a service.
Some general suggestions for writing the business case are as follows: 
· It is important to convey:
· How the service will benefit people and the NHS in your locality 
· How your proposed service will impact on other services and current diabetes pathways
· How you intend to meet governance requirements and demonstrate outcomes from having the service in place
· Include evidence that convinces the reader of the vision and rationale for the service, aligned to local and national key priorities
· Draw on the strengths of your implementation team when developing the business case – ensure you allow time for research and engagement with key stakeholders, including liaison with internal Trust stakeholders in your finance, operation and clinical teams 
· Identify risks in the context of how the business case will minimise or mitigate them
· Conduct appropriate research to clarify facts and outline realistic objectives and assumptions – use local and national databases such as Hospital Episode Statistics (HES), audit results from your own or other local services to gather information and data about the need for the service
Please note that there may be uncertainty around potential patient numbers and identification of eligible patients, together with overall costs for implementing the service. This should be reflected in a local business case.   
The resource should be used to populate any local business case templates required by your service commissioner and may not therefore contain all the information required for you to complete your template requirements. 
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1. [bookmark: _Toc229391525]Executive Summary
	Guidance information
· An executive summary should be included at the beginning of your business case - it should be concise and usually no more than one page in length
· The executive summary should summarise the entire proposal, so provide an overview as to what the service aims to deliver and how you will deliver it
· Key information that should be included:
· The rationale for commissioning a teplizumab infusion service in your Trust, summarising unmet need and alignment to system priorities 
· Details of the proposed service model and how it will be implemented including impact on existing services, workforce, governance, finance and equity of provision
· How you intend to monitor performance and success within the service and demonstrate the benefits to both patients and NHS systems
It is useful to start with the vision and aims of the service and include an overarching statement that outlines the aim of the business case. Suggested headings are listed below.

	The rationale for commissioning a service to deliver teplizumab infusions
Type 1 diabetes (T1D) is a chronic autoimmune disease in which T cells attack and destroy the insulin-producing beta cells in the pancreatic islets impacting a patient’s ability to produce insulin for metabolic control, resulting in hyperglycaemia.(DiMeglio, 2018; Pugliese, 2016) The immune system attack starts before symptoms arise, and it is now recognised that the disease progresses through three stages, with Stage 1 and Stage 2 being presymptomatic.(Insel, 2015) People newly diagnosed with symptomatic Stage 3 T1D need to start insulin immediately.(NICE NG18, 2023)
The lifelong need for insulin administration, along with morbidity and long-term complications associated with T1D, places a significant burden on both the NHS and society. The NHS spends approximately £1.6 billion annually on T1D (based on 2021/22 figures), with 25% spent to treat T1D complications.(Hex, 2024) Beyond treatment costs, long-term complications have significant indirect impact on a societal level. About 14% of working-age people with severe visual impairment have type 1 or type 2 diabetes, and T1D leads to more than 8,500 leg, toe, or foot amputations annually,(NICE CKS, 2024) resulting in potential loss of productivity.(Hex, 2024) Parents/carers of children and young people with T1D may be impacted due to needing time off work to attend appointments or reducing their working hours to help manage the condition and provide support.
<Insert Trust name> wishes to provide a service to deliver teplizumab intravenous infusions for delaying the onset of Stage 3 type 1 diabetes in adult and paediatric patients 8 years of age and older with Stage 2 type 1 diabetes. Teplizumab is the first and only approved disease modifying therapy for autoimmune T1D. (Herold, 2019; Nagy, 2022; diaTriab Learn, 2025; TZIELD® SmPC)  The addition of teplizumab to current standard of care for people with T1D provides an opportunity to intervene before they become clinically symptomatic with the condition.(Insel, 2015) Delaying disease progression offers people additional years free from the social stigma, and lifestyle disruptions associated with autoimmune TID.(Herold, 2019; Dybdal, 2018; Edelman, 2023; Ashraf, 2024) It gives them time to prepare, by learning how to achieve optimal glycaemic control before insulin initiation,(NICE NG18, 2023; NICE NG17, 2022) and offers the potential to change the disease trajectory for people.(Nagy, 2022; diaTriab Learn, 2025)
People treated with teplizumab are not additional to those in the overall T1D population, as they would always have developed symptomatic disease at some point, and may have presented for the first time in an emergency situation with diabetic ketoacidosis (DKA).(Besser, 2022)
Delaying the onset of autoimmune T1D aligns to key NHS priorities around prevention, productivity and population health management:(Faculty of Public Health, 2024; UK Government, 2025; NHS England, 2025; NHS England, 2023)
· Enabling people living with T1D to prepare for the later stages of the condition for longer(Faculty of Public Health, 2024; UK Government, 2025) may enable a smoother transition to life with symptomatic autoimmune T1D (Stage 3); proactive detection may reduce the likelihood of DKA, a medical emergency(Sims, 2022; Narendran, 2019; Besser, 2022; Hummel, 2023)
· Moving from reactive to proactive management of T1D may potentially impact local NHS productivity targets, as a delay in onset of T1D may allow services to reallocate capacity and develop new proactive models of care(NHS England, 2025)
· Scaling up from a largely reactive system to a more systematic proactive one for T1D may help meet the aims of population health management but requires service evaluation to facilitate equitable access to teplizumab(NHS England, 2023)
Summary of the benefit of commissioning the delivery of teplizumab infusions
<Insert the key takeaway points from section 2 below) the strategic case and section 3) the economic case>
Summary of how the proposed service will be set up and delivered
<Insert the key take away points from section 4 below) the financial case and section 5) the management case>
Summary of how the service will be used to provide high quality and auditable care
<Insert the key take away points around governance from section 5 below) the management case >


2. [bookmark: _Toc229391526]Strategic Case
	Guidance information
· The information in this section can be used directly in the business case to describe the rationale for the service or as a guide for members of the MDT developing the business case who may not be familiar with the disease area
· The strategic fit section sets out how the proposal aligns with NHS England and Integrated Care System (ICS) key policies, strategies, and recovery objectives
· The case for change section describes the current standard of care, unmet need, safety/quality issues, the benefits of implementing the service and the consequences of a ‘do nothing’ approach  

	[bookmark: _Toc229391527]2.1 Strategic fit
The 10-year plan for the NHS underlined the need for healthcare services to adapt to meet changing population needs. It emphasised the necessity to shift from treating ill health to  preventing the consequences of long-term conditions, as a means to reducing demand on an already stretched health service.(UK Government, 2025)
Prevention not only relates to stopping a health condition from developing, but also facilitating early intervention and treatment, and minimisation of future consequences of a condition.(Faculty of Public Health, 2024) The shift aligns to the principles of population health management, by promoting the move from a largely proactive system, that responds when people become ill, to a more proactive one.(NHS England, 2023)
Prioritising people most likely to drive reactive demand in a system, e.g., those with type 1 diabetes (T1D), and providing them with proactive intervention, may help reduce system demand in the short-term.(NHS Confederation, 2024) This is particularly important for children and young people. Intervention to delay disease progression, together with effective support to manage their condition, can provide children and young people with a strong framework to thrive in life and may reduce their lifetime costs to the NHS.(UK Government, 2025) This supports the vision for improving the futures of children and young people.(UK Government, 2025)





	[bookmark: _Hlk220426594]Inequalities exist in how T1D impacts long-term health outcomes despite the prevalence being similar across all social groups.(Diabetes UK, 2025b)                                                                                                                  A study in Scotland looking at people with T1D found that those living in the most deprived areas would develop diabetes complications an estimated 5 years earlier than those in the least deprived and die eight years earlier.(Diabetes UK, 2025b) Analysis of the National Diabetes Audit results in England from 2007 to 2023 showed that the percentage of people with an HbA1c above 58 mmol/mol had increased to 70% in the most deprived areas but had decreased to 56% in the least deprived.(Diabetes UK, 2025b) The National Paediatric Diabetes Audit also shows similar pattern of worse outcomes for the most deprived areas vs the least deprived and for those from ethnic minority groups.(RCPCH, 2026)  A proactive focus has been suggested as a means of addressing health inequalities and its impact on health outcomes.(The King's Fund, 2024)
The ’Delivering a Net Zero NHS’ plan covers a variety of areas including medicines, travel and transport.(NHS England, 2022) Delaying disease progression provides opportunities to reduce carbon emissions through reduced requirements for healthcare service input and use of non-recyclable consumables.(Faculty of Public Health, 2024; BMC Medicine, 2023)
Innovation is key to the future of the NHS. The ambition for the NHS to lead the world of innovative medicines is laid out in the 10-year plan. The benefits of people having fast access to these medicines reaches beyond their impact on health to those for society and the economy, including helping people stay in productive work.(UK Government, 2025) This business case supports the introduction of an innovative medicine for people in our Integrated Care System (ICS) and therefore aligns to this ambition.
 <Insert any local priorities that support the strategic fit for the service being delivered in your Trust/ICS>



	[bookmark: _Toc229391528]2.2 Case for change
Symptoms of T1D may develop quickly and can lead to a medical emergency with consequences for patients, their families and NHS services.(NHS UK, 2024; NICE NG18, 2023) Around 25% of children in the UK are diagnosed with T1D only when they present with diabetic ketoacidosis (DKA), a medical emergency condition requiring admission which accounts for >50% of all deaths in children with T1D.(Besser, 2022; Dhatariya, 2020) Whilst the peak age of autoimmune T1D diagnosis occurs in adolescence,(Hormazábal-Aguayo, 2024) it can occur at any time and may be misdiagnosed as type 2 diabetes in adults.(Muñoz, 2019) Over 40% of cases of T1D have been shown to occur after age 30 years with similar clinical characteristics and risk of DKA in these people compared to those diagnosed when aged 30 or younger.(Thomas, 2018)
People newly diagnosed with T1D need to start insulin immediately.(NICE NG18, 2023) As well as the dealing with the shock of diagnosis, people have to deal with the emotional impact and lifestyle adjustments associated with insulin therapy.(NHS UK, 2024; NICE NG18, 2023; Diabetes UK, 2025a; Robinson, 2015) They also risk hypo- or hyperglycaemia while learning to adjust insulin.(NICE NG18, 2023)
Teplizumab is the first and only approved disease modifying therapy to delay the onset of Stage 3 type 1 diabetes in adult and paediatric patients 8 years of age and older with Stage 2 T1D. A service to deliver Teplizumab therefore provides an opportunity to intervene before people progress to Stage 3 T1D and become clinically symptomatic.(Herold, 2019; Nagy, 2022; diaTriab Learn, 2025; TZIELD® SmPC)
Compared with current standard of care, teplizumab offers 2x more time in presymptomatic Stage 2 autoimmune T1D, extending the time in presymptomatic T1D from 2 years to 4 years. In the TN-10 trial the median time to diagnosis of Stage 3 (clinically symptomatic) T1D was 48.4 months with teplizumab compared to 24.4 months with placebo. (TZIELD® SmPC; Herold, 2019) In an extended analysis, at the end of 80.46 months follow-up, 36% of patients (n=16/44) had not been diagnosed with Stage 3 T1D vs. 12.5% (n=4/32) in the placebo group (p=0.03 Fisher’s exact test)(Lledó-Delgado, 2024)                                                                                                                                     There are potential benefits of this delay in disease progression for patients and the local delivery of healthcare services.
Implementing a service to delay progression may improve patient satisfaction due to:
· Additional years free from the social stigma and lifestyle disruptions associated with T1D(Herold, 2019; Dybdal, 2018; Ashraf, 2024; Edelman, 2023)
· Time to learn how to achieve optimal glycaemic control before insulin initiation(NICE NG17, 2022; NICE NG18, 2023)
· A smoother transition to life with symptomatic T1D than if immediately starting on insulin at diagnosis(Hummel, 2023; Besser, 2022)
· The potential to change the long-term disease trajectory(Herold, 2019; Nagy, 2022; diaTriab Learn, 2025; TZIELD® SmPC)

	Implementing a service to delay progression aligns to the Trust/ICS priorities by providing:
· Flexibility to reorganize capacity in specialist diabetes service appointments due to reduced need for immediate initiation of insulin
· A short-term cost saving associated with insulin and blood glucose monitoring consumables, including hybrid closed-loop (HCL) systems
· A reduction in use of single-use plastics associated with insulin and consumables(BMC Medicine, 2023)
· A reduction in transport costs and associated emissions for patients and families, especially those in rural areas
These benefits will be realised in the longer term as more people are identified and treated in Stage 2 T1D.
<Insert any local benefits of the service being delivered in your Trust. Consider any issues you think that the service might help overcome, e.g., capacity to manage new insulin initiation, levels of DKA admissions, issues with transition between paediatric and adult services>
If this service is not commissioned, the ICS may be exposed to potentially avoidable risks.
· The need for immediate insulin initiation at Stage 3 T1D puts pressure on diabetic specialist services (plus A&E and inpatient beds if diagnosis is at presentation with DKA). Not commissioning a service, to reduce the need for immediate insulin initiation, adds to capacity pressures which may impact the Trust’s ability to meet elective care waiting time targets
· If a service is commissioned in other ICSs or regions, people at risk of developing Stage 3 T1D within this ICS will have inequitable access to treatment 
· Bringing adolescents into specialist care before they become symptomatic may allow for a smoother transition into Stage 3 and, subsequently, adult care.. Not having access to specialist care in adolescence may consequently lead to additional costs to the ICS due to poorly managed T1D(NICE, 2016)
· This service will allow access to an innovative new medicine for a group of people, primarily children and young people, for whom there has been no previous treatment to delay progression of a lifelong condition. Commissioning this service aligns to the ICS’ vision to be an innovator in healthcare delivery for its population and of supporting the future of its children and young people



	[bookmark: _Toc229391529]2.3 Objectives and scope
The following table outlines the objectives of the proposed service development.
<Insert your local objectives from delivery of the service Trust/ICS. For each objective state metric/key performance indicator/s (KPI) that will be used to measure if the objective has been achieved, the target you wish to achieve, e.g., % improvement or reduction, your current baseline achievement for this and the source of the figures you have used.
Benefits may include (see Section 2.2 Case for Change):
· clinical outcomes e.g., time to progression to Stage 3 T1D compared to presymptomatic patients not receiving teplizumab
· patient experience based on local data collection tool
· financial savings e.g., compared to insulin and monitoring costs in patients progressing to Stage 3 T1D within 2 years who have not received teplizumab
· impact on service capacity e.g., clinic appointments saved compared to average for presymptomatic patients not receiving teplizumab
	Objective
	Metric/KPI
	Target
	Baseline
	Source

	<add text>
	<add text>
	<add text>
	<add text>
	<add text>



[bookmark: _Toc229391530]2.4 Stakeholders
The following table lists the stakeholders suggested for the proposed service development. It states whether they will be responsible for carrying out roles (R), have overall accountability for the service (A), be consulted (C) or informed (I) about it.
<Insert key MDT members plus other stakeholders who you wish to consult with or inform about the proposed service development. Include their individual roles or interests in this service and how you propose to engage with them. RACI stands for Responsible, Accountable, Consulted, Informed. Use this column to state which of these fits with their role in the service (see Appendix 1 for further information)>

	Stakeholder
	Role/Interest
	Engagement approach
	RACI

	<add text>
	<add text>
	<add text>
	<add text>





[bookmark: _Toc229391531]3. Economic Case 
	Guidance information
· The information in this section can be used to develop a local economic case for why the service should be commissioned
· It includes information on the costs of managing T1D, costs of DKA, and complication rates which can be localised to your population footprint 
· Patient numbers who may be suitable to receive teplizumab in your proposed footprint should be included here, based on the numbers per 1 million population in Appendix 2
· A description of potential service models should be included with advantages and disadvantages for each option and reasons why your model was chosen. This should include the care setting for delivery and follow-up, referral pathway into the service and responsibilities for care before, during and after infusions. Consideration should be given to MDT requirements and equitable access for patients
· Potential economic benefits for the proposed service model should be described 

	[bookmark: _Toc229391532]3.1 Costs associated with T1D
· [bookmark: _Toc219127509]Approximately £1.6 billion is spent by the NHS annually in the UK on T1D (based on 2021-22 data), with 25% spent to treat T1D complications. This equates to approximately £5.9m annual spend on T1D complications per 1m total population.(Hex, 2024; ONS, 2024) For this ICS this equates to <Insert figures for your local population based on the above national ones or actual, if known)>                                                         These costs do not include hybrid closed-loop systems (HCL), therefore shorter-term costs will be higher; the estimated costs of HCL is ~£22,000 over 4 years per patient, with uptake levels in March 2025 reaching 62% of all eligible patients under NICE criteria(NICE, 2023; NICE, 2025a)  
· [bookmark: _Toc219127510]Per 1 million total UK population, T1D complications result in ~153 cases of end-stage renal failure, ~125 leg, toe or foot amputations each year, with ~50% of people with T1D having some form of retinopathy.(NICE CKS, 2024; ONS, 2024) For this ICS this equates to <Insert figures for your local population based on the above national ones utilising National Diabetes Audit (NDA) results>
· In the UK, the cost of one DKA episode is estimated to be £2,064 in adults and £1,387 in adolescents (11-18 years of age).(Dhatariya, 2020) This Trust had <Insert numbers if known> admissions for DKA in children and young people in 2024 and <Insert numbers if known> in adults, at an estimated total cost of <Insert number based on above costs>
· Approximately 33% of prescribed insulin and associated blood glucose monitoring agents is for T1D, equating to £8.56m annually in England in 2022-23(NHS Business Service Authority, 2023; Diabetes.co.uk, 2023; ONS, 2024) <Insert local prescribing costs if available>



	Proactive education and monitoring of children after early stage diagnosis, as part of the proposed service, has been shown to:
· Reduce rates of DKA by up to 85%, preventing severe complications and reducing hospitalisations(Besser, 2022; Ziegler, 2020)
· Lead to milder clinical presentation at Stage 3 than in children without Stage 2 diagnosis(Hummel, 2023)
· Have the potential to reduce initial insulin requirements compared to managing metabolic control after DKA(Veijola, 2016)

	[bookmark: _Toc229391533]3.2 Likely patient numbers for the proposed service
There is currently no national screening programme for people with Stage 1 or 2 T1D, therefore most people eligible for teplizumab will be identified via UK research studies (ELSA for paediatrics and T1DRA for adults) or when investigated for other reasons (incidentally/ad hoc) in diabetes clinics. A small number of people may request tests for themselves or a first-degree relative of a patient with T1D.
There may also be existing patients in the system who have already been identified as eligible for teplizumab, but these numbers will differ by locality.
Since April 2024 there has been a SNOMED code in place for presymptomatic T1D. However, awareness and use of the code is very low, therefore clinical system searches for eligible patients are unlikely to be effective.
Modelling (see Appendix 2) would suggest between ~1 to 7 Stage 2 people per 1 million population per year could be identified as suitable for treatment with teplizumab over the next 1-5 years, dependent on the uptake and continuation of ELSA/T1DRA studies together with the extent of first-degree relative testing locally and retesting of Stage 1 patients.
<Insert numbers for your locality based on above figures per million population. If you know the number of people currently referred from research studies or numbers of presymptomatic people detected from first degree relative testing, include those together with any local assumptions for future uptake.> 



	[bookmark: _Toc229391534]3.3 Proposed service model
<Detail how you propose you will deliver a teplizumab infusion service in your Trust. Below is a table with suggestions for information you may wish to provide to support your case. Delivery costs will be covered in section 4) financial case.
Describe the benefits of your chosen model over alternative models including consideration of:
· Where will the service be delivered? Will it be Trust based or include homecare? If homecare is being considered, please speak to your Sanofi representative regarding this 
· Will people accessing the service be from within your ICS or from a wider footprint?
· Will you utilise existing infusion units? Do they have capacity and capability to deliver 14-day infusions?
· Staffing and competency
· Clinical protocols and pathways
· Risk and contingency, e.g., on-call general medical team involvement
· Equity of access
· Alignment with current care pathways
· Operational and logistical challenges and how you aim to deal with them>

		Service element
	Considerations

	How will TZIELD be accepted for use on formularies?
	· How will your formulary inclusion process or evidence submission differ pre- and post- a positive NICE TA for TZIELD?
· Include details in the business case around the stage of TZIELD formulary submission with expected date of addition to formulary, (if not already approved) and when it will be available to prescribe, e.g., on prescribing systems and in stock


	Where will the service be delivered?

Will people accessing the service be from within your ICS or from a wider footprint?
	· A variety of delivery models might be adopted depending on regions and/or interest of clinical teams, e.g., whole service based at specialist centres; detection and decision to treat at a spoke with infusion and ongoing monitoring at a hub
· Separating detection from infusion may allow flexibility for emerging therapies  
· Use of mobile infusion units may mitigate infrastructure issues but requires capital investment

	Will you utilise existing infusion units? Do they have capacity to deliver 14-day infusions?

	· Utilising existing infusion units provides access to staff experienced in delivering monoclonal antibodies. However, these units may already be experiencing capacity issues due to other conditions competing for bed space, and 14-day infusion periods may exacerbate this
· Lack of capacity in existing infusion units together with need for weekend provision require new models of working to be developed with associated infrastructure and funding issues. Have you engaged with infusion service leads to gain agreement on the feasibility of delivering 14-day infusions?

	Staffing and competency

	· Nurses trained in delivering infusions would be required to administer teplizumab rather than diabetes specialist nurses. They could be trained to deliver teplizumab with appropriate support from specialist diabetes nurses
· Clinicians overseeing the infusion service need to have appropriate experience and competencies
· Low patient numbers may pose an issue for maintenance of competency if delivery was ad hoc but may be less problematic in regional hubs and as the service is scaled up
· Homecare providers may not routinely set up PICC lines, which would pose an issues for training and competency. This might be mitigated by use of a centralised mobile team of nurses within a region or by the Trust IV access team (consider costing/implementation)
· Consideration needs to be given to wider training of staff other than infusion teams, e.g., out of hours clinicians and nurses, administrative staff. This would include access to information to deal with any questions about how to deal with complications that may arise
· There is limited awareness of staging within T1D both within and outside diabetes specialism so there is a need for education and training of healthcare professionals 

	Clinical protocols and pathways

	· Protocols are essential and need to cover pharmacy preparation, nurse administration and adverse event management. Those used in teplizumab Managed Access Programmes may prove to be suitable templates
· A validated body surface area calculator is needed to ensure accuracy of dosing for administration and could be used to generate aseptic preparation sheets for pharmacy
· Referral pathways are required for patient identification, referral from spoke to hub and for post-infusion monitoring
· Identification and follow-up processes could utilise UK antibody registry in a track-and-trace methodology, as for familial hypercholesterolaemia, managed by diabetes nurses

	Risk and contingency

	· There needs to be clear escalation processes for the management of adverse events including access to on-call clinicians for out-of-hours providers
· Drug wastage will be costly; arrangements need to be in place if errors occur, e.g., who covers the cost if wastage occurs during homecare provision?
· There is a need to balance the logistics of delivering a complex service with current NHS policy direction – a hub and spoke model may not fit with left shift of care or the health inequalities agenda
· Governance arrangements for a non-traditional hub and spoke model need to be robust with clear roles and responsibilities and exchange of data 
· Explore models of homecare provision that best mitigate concerns regarding competency for preparation, administration and management of adverse events in patients’ homes

	Equity of access

	· It may prove easier to secure funding for regional hubs, but this risks creating inequity due to issues with travelling and accommodation, especially in rural areas or where there are high levels of deprivation
· Inequity may also occur when patients/carers are unable to take the necessary time off work or caring responsibilities
See section 3.5 below for further considerations> 

	Alignment with current care pathways

	· Infusion provision is likely to sit outside of diabetes clinics therefore there is a need for data sharing between clinics within a Trust and between hubs and spokes
· Post-infusion follow-up will sit with local diabetes teams, and this should be reflected in pathways of care
· Cross-ICB collaboration is required to ensure clarity on funding flows and governance arrangements which may be aided by provider collaboratives once they are more mature
· Patient identification is currently via research trials. The feasibility of primary care access to dry spot testing or a track-and-trace model using diabetes specialist nurses would need to be explored for scaling up of service provision 

	Operational and logistical challenges and how you aim to deal with them

	· Weekend service provision may not be available in current infusion units or pharmacy so would require alternative models which may include the use of ambulatory care centres, homecare or outsourcing to private providers – describe how you plan to manage this if weekend provision is not available in your Trust
· If homecare is being considered, please speak to your Sanofi representative regarding this
· There needs to be access to staff trained in aseptic preparation technique, including over weekends. Describe how you plan to overcome these issues if relevant for your Trust
· There may be shortages of PVC infusion bags. Inappropriate use for other infusions could lead to wastage. Describe how you plan to mitigate the risk





	[bookmark: _Toc229391535]3.4 Critical success factors
<Based on your proposed service model, use the table below to list the factors that you think are critical to successful service delivery and what evidence/assurance you can provide that these have been considered and any risks mitigated. For example, sufficient infusion service and follow-up clinic capacity, availability of staff cover for weekend working, ability to store and reconstitute vials over a 14-day period >
	Critical success
factor
	Definition
	Evidence/Assurance

	<add text>
	<add text>
	<add text>




	[bookmark: _Toc229391536]3.5 Equity of access
<Insert here any potential inequities of access in your proposed service model and how you might mitigate them. Some suggested areas you may wish to consider are listed below:
· What will the impact be on people in relation to travel and accommodation over 14 consecutive days of infusions? Will the impact be greater for those
· On low incomes
· Having to request time off work (including parents/carers who may be self-employed or on zero hour contracts)
· Having to fund accommodation and travel
· Living in rural communities or areas with poor transport networks
· Having caring responsibilities, e.g., single parents with other children not needing TZIELD
Include local plan for accommodation for patients and their families
· How will patient resources meet the needs of all patients/carers who may require access to them?
· How will you endeavor to engage with hard to reach groups about the availability of the service?
[bookmark: _Toc227060647][bookmark: _Toc229151955][bookmark: _Toc229391537]Complete the necessary Equality Impact Assessment for your organisation in section 5) Delivery and assurance>



4. [bookmark: _Toc229391538]Financial Case 
	Guidance information
· This section covers the likely costs associated with the proposed service and what additional funding is required to commission the service
· The format and type of information required will be designated in your Trust/ICB business case template. Suggested considerations are included, but the decision on what needs to be included will be dependent on your service delivery model
· Your finance and contracting team are best placed to advise on likely costs of elements of your service proposal and the funding source
· Suggested tables for displaying cost breakdown, funding and delegated limits, and cashflow and affordability have been included, but you should use the format in your local template to provide information 



	[bookmark: _Toc229391539]4.1 Cost breakdown
<The following table provides a framework for considering the costs involved in delivering your service. Categorise the costs using those provided in your local template. If none are provided, the list below suggests potential costing categories for delivery of an infusion service:
Capital (one off) costs (these may not all be applicable if using existing infusion units for delivery)
· Equipment & Devices: PVC bags, infusion stands
· IT Infrastructure: New software, integrations with electronic prescribing (EPR) systems, data connectivity
· Estate Modifications: Renovations, clinic rooms, storage, aseptic facilities
Non‑Recurrent or Start‑Up Costs
· Staff Training & Onboarding: Clinical training for nurses, pharmacists and clinical teams, administrative staff
· Service Design & Project Management: Planning, drafting standard operating procedure (SOPs), governance setup
· Initial Consumables: Starter stock of infusion sets, protective equipment, disposables
· Communications & Marketing: Patient information leaflets, referral documentation, awareness campaigns
Recurrent Costs (Ongoing annual expenditure)
· Staff Salaries: Clinical leads, nurses, pharmacists, administrative support—full-time equivalent (FTE) costs
· Consumables & Drugs: Regular use of infusion sets, fluids, medications, sterile disposables
· Maintenance & Service Contracts: Equipment upkeep, calibration, external technical support
· Estate & Utilities: Proportioned lease or depreciation, heating, lighting, waste, cleaning
· IT Licenses & Support: Software maintenance, updates, licenses, service desk
· Governance & Quality Assurance: Audit, compliance, incident investigation, data collection>





	See Appendix 5 for infusion service costs (which can be localised)
	Category
	Capital (one-off)
	Non-recurrent (start-up)
	Recurrent (ongoing annual)
	Funding source

	<add text>
	<add text>
	<add text>
	<add text>
	<add text>



[bookmark: _Toc229391540]4.2 Funding 
<Use this section to explain funding streams and approvals route. 
Detail which elements of the service do and do not require additional funding. For additional funding state the process for applying for funding and how this will be approved, e.g., for drugs, via medicines management committees’ processes.>
<Funding of service costs will depend on local payment arrangements:
· If ICBs and Trusts have agreed a block contract, the Trust is responsible for all service costs. A local process may need to be put into place for charging for patients out of area if the service model includes wider than ICB patient population
· If Trusts consider elements of the service cost may be met by  ICBs, e.g., patient transport, a mechanism needs to be in place to recharge these costs to the ICB in which the patient is registered>

[bookmark: _Toc229391541]4.3 Ongoing costs and affordability
<Use the above information to populate the table below to demonstrate service costs over time starting in year 1.>
	Year
	Capital
	Revenue
	Total
	Cumulative
	Notes

	<add text>
	<add text>
	<add 
text>
	<add text>
	<add 
text>
	<add text>




	[bookmark: _Toc229391542]4.4 Procurement
<Use this section to outline the procurement route for drug, consumables, e.g., PVC bags, and any homecare/outsourced elements.
For outsourced contracting, e.g., aseptic services, and homecare, the following table can be used to provide contracting information.>
	Contract
	Supplier
	Term
	KPI/SLAs
	Break clauses
	Risk allocation

	<add text>
	<add text>
	<add text>
	<add text>
	<add text>
	<add 
text>






5. [bookmark: _Toc229391543]Management Case (Delivery & Assurance)
	Guidance information
· This section covers the governance aspects of service delivery including realisation of benefits
· Suggestions for topics to be included are given below, but will need to be aligned to those in your local business case template:
· Risk, issues and mitigation
· Benefits realisation plan
· Clinical and medicines governance arrangements
· Digital, estates and equipment
· Equality, data and regulatory

	5.1 [bookmark: _Toc229391544] Risk, issues & mitigations
<Use your local Trust/ICB risk score process to describe and score potential risks identified to service delivery. List all potential risks related to the infusion service (e.g., clinical errors, adverse reactions, equipment malfunctions, supply chain issues, staffing shortages, infection risks).
An example of the scoring process is described below:
[bookmark: _Toc221526231][bookmark: _Toc224553476][bookmark: _Toc227060655][bookmark: _Toc229151963][bookmark: _Toc229391545]Once you have populated your list, apply a risk matrix combining Consequences and Likelihood, each scored 1 to 5:
	Risk/Issue
	Description

	Consequence
	Severity of impact (patient safety, service quality, finances, reputation)

	Likelihood
	Probability or frequency of occurrence








	Typical scoring:
· Consequence: 
· 1 = Negligible impact
· 5 = Catastrophic (e.g., multiple deaths or irreversible harm)
· Likelihood: 
· 1 = Rare
· 5 = Almost certain/recurrent
Multiply the two scores:
Risk Score = Consequence × Likelihood 
	ID
	Risk/Issue
	Consequence
	Likelihood
	Score
	Mitigation/
Owner

	<add text>
	<add 
text>
	<add 
text>
	<add 
text>
	<add text>
	<add 
text>



[bookmark: _Toc229391546]5.2 Benefits realisation plan
<List the expected benefits of your service proposal using your local template or the example below. Align to case for change in 2.1, your service objectives in 2.3, and current costs of T1D in 3.1. Examples may include patient/carer satisfaction, reduction in DKA admissions at diagnosis, reduction in adolescents lost to follow-up at transition to adult services, reduction in hypo- or hyperglycaemia admissions prior to Stage 3>
	Benefit
	Baseline
	Target
	Measurement method
	Review date
	Owner

	<add text>
	<add text>
	<add text>
	<add 
text>
	<add text>
	<add text>



[bookmark: _Toc229391547]5.3 Clinical and medicines governance
<Provide details of assurance of clinical and medicines governance for the service in line with your local template. Examples of suggested topics you may wish to cover are given below:
· Training and communication: Outline training for infusion competencies, aseptic technique, anaphylaxis management, and patient education
· Clinical pathway and eligibility: Define inclusion/exclusion criteria, prescription-to-infusion steps, and escalation
· Safety and monitoring: Describe observation schedule, infusion reactions, extravasation, PICC line support and anaphylaxis protocol. Appendix 3 contains information on dosing schedule, adverse event mitigation and management considerations
· Aseptic preparation and storage: Describe aseptic reconstitution, storage, stability, and cold chain. Appendix 4 contains information on preparation, storage and stability
· Documentation and electronic prescribing and medicines administration (ePMA) integration: Provide details of how necessary documentation will be integrated into IT systems or completed manually, e.g., dosing calculators, ePMA templates, barcode medication administration
· Homecare provision: If shifting care out of hospital, define criteria, governance, and provider oversight
· Patient experience: Provide details of how to propose to measure patient experience for the service including the tools you will use to collect feedback>
[bookmark: _Toc229391548]5.4 Digital, estates and equipment
<Provide details of service readiness relating to clinical areas, equipment and digital systems as in your local template. Examples of information to include are suggested below:
· Estates/clinical area readiness: Consider chairs, privacy, resuscitation access, sinks, waste
· Digital enablement: Consider EPR integration, scheduling, remote monitoring, dashboards for KPIs>
[bookmark: _Toc229391549]5.5 Equality, data and regulatory standards
<Provide details in line with local template of equality impact assessment, data protection assessment and that regulatory standards have been met in relation to the service. Examples of information you may wish to provide are given below:
· Equality Impact Assessment (EqIA): Complete the necessary EqIA for the service (see section 3.5 for further information). An example of suggested information is below:
	Protected characteristic
	Potential impact
	Mitigation
	Owner

	<add text>
	<add text>
	<add text>
	<add text>



· Data protection: Summarise lawful basis, processing, retention and information governance relating to the service in line with your local template requirements
· Regulatory and standards: Describe how your service meets the required standards in line with your local template, e.g., National Institute for Health and Care Excellence (NICE) guidance, Medicines and Healthcare products Regulatory Agency (MHRA) requirements, infusion device safety alerts, duty of candor
5.6 Options Appraisal
<Provide an analysis of potential options for service delivery, e.g., do nothing, provide a comprehensive service covering all aspects of management and retaining patients long-term or provide a purely infusion delivery service with patients referred in and then transferred back out to local diabetes service care.
Consider a SWOT analysis of each option – Strengths, Weaknesses, Opportunities and Threats- in relation to your Trust. A list of benefits that could apply to all options (ideally 5-8) should be identified. 
Accepting that total benefit will be 100/100 (or 100%), each benefit should be weighted to reflect its overall importance (e.g., where there are 5 benefits, one of which is patient choice, you may consider patient choice to comprise 25% of the entire benefit, in which case it would score 25). 
Score each of the shortlisted options against the weighted benefit criteria. Scoring should be on a scale of 0-10where:
0 = does not meet benefit criteria at all and
10 = meets the benefit criteria extremely well or could not be bettered
The weighting factor and benefit score are multiplied to give the weighted score.>
	
	
	Option 1
	
	Option 2
	
	Option 3
	

	Benefit
	Weighting factor
	Score
	Weighted score
	Score
	Weighted score
	Score
	Weighted Score



<State your recommended option to take forward based on scoring>  





[bookmark: _Toc229391550]Checklist for business plan development
<The following checklist can be used to confirm if your business plan submission contains the information needed by commissioners to fund the service. It should be used in conjunction with the requirements of your local business case template.>
	Considerations
	[image: Checkmark with solid fill]

	Details of the service 

	Will the service see people from across the region at a centralised hub or locally?
	

	Have you outlined the aims and goals of your proposed service? 
	

	Have you included a description of the current problem and proposed solution that the service will provide?
	

	Have you described the setting where the service will be delivered?
	

	Have you explained the expected benefits or outcomes plus outline assumptions made about any cost savings from the introduction of the service?
	

	Importance of showing innovation

	Have you positioned the proposal as both innovative and feasible?
	

	The role of the team

	Can you explain the role of the team in preparing the plan?
	

	Can you show that teams are integral to success?
	

	The importance of a shared vision

	Does your plan fit within the vision of your organisation and the ICS, i.e., the direction in which your Trust/ICS is going?
	

	Does your plan demonstrate that the aims of the service connect with the organisation’s vision?
	

	Have you shown that your leaders and team members align and engage resources and stakeholders effectively?
	

	Content of the plan. Does your plan clearly describe:

	Where the service will be delivered (products, departments or specialties)?
	

	How the service will be implemented (means to implement)?
	

	How the service will be judged as superior to existing standard of care?
	

	How quickly the service can be implemented and what should be the logical order of events?
	

	How money will be saved by implementing the service?
	

	Does your plan include the following:

	A service title, the name of your organisation, the site where your service will be delivered (primary care, secondary, tertiary or all three)?
	

	The name of the service lead, i.e., the primary contact? This person needs in-depth knowledge of the service proposal
	

	Have you described the qualifications of the service lead and the people making up the team?
	

	Have you described the service lead’s current role in the Trust?
	

	Have you described other members of the team delivering the service. Explain their current roles and their proposed role in the service. It may help to explain why they were each brought together to join the team for this service and the special knowledge and skills that each brings
	

	Role of stakeholders involved in development and design of the 
proposed service

	Have you demonstrated the importance of identifying stakeholders?
	

	Have you described how stakeholders can play a role in shaping or funding the service, or influencing others to contribute time and resources?
	

	Have you shown that even though stakeholders may not play a role in implementation, they may be recognised opinion leaders or have a strong interest in the outcomes?
	

	Have you recognised the benefits of ensuring that stakeholders fully understand the complexities of the challenge?
	

	Have you demonstrated how stakeholders themselves can offer other approaches to the problem?
	

	Have you demonstrated how patient experience will be captured?
	

	Have you identified who has overall responsibility for delivering the service (senior responsible officer)?
	

	Improvement of existing standard of care. Have you explained how your service may be capable of improving:

	The effectiveness of patient care?
	

	The safety of patient care?
	

	A more patient-centred approach?
	

	Health inequalities for all potential patients?
	

	Itemisation of costs. Have you provided anticipated setup costs and included details on:

	Dedicated time to lead and implement the service?
	

	Clinical and administrative staff costs?
	

	Estates and equipment?
	

	Homecare provision (if applicable)?
	

	Medicines
	

	Monitoring
	




[bookmark: _Appendix_1._RACI][bookmark: _Toc229391551]Appendix 1. RACI in relation to stakeholders
The acronym RACI is a widely used responsibility assignment matrix to define clear roles and responsibilities within projects or processes, prevent overlap, and ensure accountability.
See below for an explanation of what each component means:
1. Responsible
· These are the individuals or teams who do the work to complete a task or deliverable 
· They are directly involved in execution and implementation
· There can be multiple people responsible for a single task
Examples may include: diabetes/endocrine lead clinician, diabetes specialist nurses, diabetes specialist pharmacist and other members of pharmacy team, pathology lead, infusion service lead
2. Accountable
· This is the person who is ultimately answerable for the correct and thorough completion of the task
· They ensure the work meets requirements and deadlines
· There should only be one accountable person per task to avoid confusion
This is anticipated to be the diabetes/endocrine lead clinician
3. Consulted
· These are the people whose opinions and expertise are sought during the task
· Communication is two-way: they provide input and feedback
· Typically subject matter experts or stakeholders
Examples include: General medicine lead, out-of-hours and emergency department leads, formulary committee chairs, ICB medicines lead, PCN leads, Trust finance and governance leads
4. Informed
· These individuals need to be kept up to date on progress and decisions
· Communication is one-way: they receive updates but are not actively involved in the work
Examples include: Trust patient liaison and transport leads, appointment administrators, GP practices
[bookmark: _Toc229391552]Appendix 2. Likely patient numbers accessing the service
The following tables are an indication of the potential numbers of people who may be eligible for teplizumab identified via early detection studies or first-degree relative (FDR) testing.
Modelling would suggest between ~1 to 7 Stage 2 people per 1 million population per year could be identified over the next 1-5 years. This depends on:
· Uptake and continuation of ELSA/T1DRA studies
· The extent of FDR testing locally and retesting of Stage 1 patients
The following tables illustrate the potential numbers of people eligible for TZIELD who may be identified through current research trials (blue boxes) and through ad hoc testing of first-degree relatives of patients with T1D (orange boxes).
The numbers of patients identified with Stage 1 and Stage 2 using reference sources are shown in the first of the two tables for each cohort. The second table shows the cumulative effect of continuing to identify new patients each year adding to those with Stage 1 that progress to Stage 2 annually.
	Of the 600 people per million population screened by ELSA/T1DRA:

	
	%
	Numbers of patients

	2 or more auto-antibodies (Stage 1)(McQueen, 2020)
	0.5
	3

	Dysglycaemia detected (Stage 2)(Quinn, 2023)
	10
	0.3


Based on the above table, expected number of people who may be eligible for teplizumab per 1 million population via screening 600 people in research studies: 
	Year
	Stage 1 people detected cumulative
(Sims, 2022)
	Stage 2 people detected 
EACH year (10% of Stage 1)
(Quinn, 2023)
	Stage 1 people detected who will PROGRESS to Stage 2 
EACH year (21%)
(Sosenko, 2009)
	Total number of people 
in Stage 2 
each year

	1
	~3
	0.3
	
	0.3

	2
	3+3 = 6
	0.3
	6x21%=1.3
	0.3 + 1.3 = 1.6

	3
	3+6 = 9
	0.3
	9x21%=1.9
	0.3 + 1.9 = 2.2

	4
	3+9 = 12
	0.3
	12x21%=2.5
	0.3 + 2.5 = 2.8

	5
	3+12 = 15
	0.3
	15x21%=3.2
	0.3 + 3.2 = 3.5



	If 100 first-degree relatives are auto-antibody tested via ad hoc testing by clinical teams

	
	%
	Numbers of patients

	2 or more auto-antibodies (Stage 1)(Sims, 2022)
	2.6
	3

	Dysglycaemia detected (Stage 2)(Quinn, 2023)
	10
	0.3


Based on the above table, expected number of people who may be eligible for teplizumab per 1 million population, if 100 people with a FDR were auto-antibody tested via ad-hoc testing by clinical teams:
	Year
	Stage 1 people detected cumulative
(Sims, 2022)
	Stage 2 people detected 
EACH year (10% of Stage 1)(Quinn, 2023)
	Stage 1 people detected who will PROGRESS to Stage 2 
EACH year (21%)
(Sosenko, 2009)
	Total number of people 
in Stage 2 
each year

	1
	~3
	0.3
	
	0.3

	2
	3+3 = 6
	0.3
	6x21%=1.3
	0.3 + 1.3 = 1.6

	3
	3+6 = 9
	0.3
	9x21%=1.9
	0.3 + 1.9 = 2.2

	4
	3+9 = 12
	0.3
	12x21%=2.5
	0.3 + 2.5 = 2.8

	5
	3+12 = 15
	0.3
	15x21%=3.2
	0.3 + 3.2 = 3.5



	Year
	Total number of patients eligible for teplizumab 
based on identification through research studies or 
FDR testing per million population

	1
	1

	2
	3

	3
	4

	4
	6

	5
	7



[bookmark: _Toc229391553]Appendix 3. Dosing, adverse event mitigation and management considerations (see Tzield SmPC for full details)
Dosing and administration:
Teplizumab is administered by intravenous infusion over a minimum of 30 minutes, using body surface areas (BSA)-based dosing for 14 consecutive days:(TZIELD® SmPC)
Internal


Internal



· 
MAT-XU-2600220 (v1.0)   I   May 2026
1
· Day 1: 65 mcg/m2
· Day 2: 125 mcg/m2 
· Day 3: 250 mcg/m2
· Day 4: 500 mcg/m2
· Days 5 through 14: 1,030 mcg/m2

Premedicate prior to teplizumab infusion for the first five days of dosing with a non-steroidal anti-inflammatory drug (NSAID) or paracetamol, an antihistamine, and/or an antiemetic. Administer additional doses of premedication if needed.(TZIELD® SmPC)
Start infusion within 2 hours of preparation. If not used immediately, store infusion at room temperature and complete infusion within 4 hours of the start of preparation. (TZIELD® SmPC)
If an infusion is missed resume by administering all remaining doses on consecutive days to complete the 14-day course. .(TZIELD® SmPC)
Adverse event mitigation
· Cytokine release syndrome (CRS) was reported in 6% of teplizumab-treated patients. Mitigation guidance for CRS is as follows:(TZIELD® SmPC)
· Premedicate with antipyretics, antihistamines, and/or antiemetics prior to teplizumab treatment
· Monitor liver enzymes and bilirubin during treatment. Discontinue Tzield treatment in patients who develop elevated ALT or AST more than 5 times the upper limit of normal (ULN) or bilirubin more than 3 times the ULN
· Treat symptoms of CRS with antipyretics, antihistamines, and/or antiemetics. If severe CRS develops, consider temporarily pausing dosing for 1–2 days (and administer the remaining doses to complete the full 14-day course on consecutive days) or discontinuing treatment
· Lymphopenia is an expected and very common adverse reaction to teplizumab that is often resolved by Week 6. Guidance for lymphopenia is as follows: (TZIELD® SmPC)
· Monitor white blood cell counts during the 2-week treatment period
· If prolonged severe lymphopenia (<500 cells/µL, lasting one week or longer) develops, discontinue teplizumab
Management considerations:
· Age-appropriate vaccinations should be administered prior to starting teplizumab(TZIELD® SmPC)
· Inactivated or mRNA vaccinations are not recommended within the 2 weeks prior to teplizumab treatment, during treatment, or 6 weeks after completion of treatment
· Live-attenuated vaccinations are not recommended within the 8 weeks prior to teplizumab treatment, during treatment, or up to 52 weeks after treatment
· Bacterial and viral infections have occurred in teplizumab-treated patients including gastroenteritis, cellulitis, pneumonia, abscess and sepsis. (TZIELD® SmPC)
· Monitor patients for signs and symptoms of infection during and after teplizumab treatment. If serious infection develops, treat appropriately, and discontinue teplizumab
· Use of teplizumab is not recommended in patients with laboratory or clinical evidence of acute infection with Epstein-Barr virus (EBV) or cytomegalovirus (CMV) (TZIELD® SmPC)



[bookmark: _Toc229391554]Appendix 4. Preparation, storage and stability of teplizumab 
Preparation for intravenous infusion(TZIELD® SmPC)
Teplizumab must be diluted prior to use as below:
· [bookmark: _Hlk219372389]In preparation for dilution, inspect teplizumab visually before use (the supplied solution is clear and colourless). Do not use if particulate matter or colouration is seen
· Prepare teplizumab using aseptic technique. Each vial is intended for single dose only
· Prepare a:
· Sterile glass vial with 18 mL of 0.9% sodium chloride solution for injection or
· Polyvinylchloride (PVC) infusion bag with 18 mL of 0.9% sodium chloride solution for injection
· Remove 2 mL of teplizumab from the vial and slowly add to the 18 mL of 0.9% sodium chloride solution for injection. Mix gently by slowly inverting the vial or rocking the infusion bag. The resulting 20 mL diluted solution contains 100 mcg/mL of teplizumab
· Using an appropriately sized syringe (e.g., 5 mL), withdraw the volume of diluted teplizumab solution required for that day's calculated dose from the 100 mcg/mL solution
· Slowly add contents of the syringe containing the teplizumab dose to a PVC infusion bag containing 25 mL 0.9% sodium chloride solution for injection. Gently rock the infusion bag to ensure that the solution mixes sufficiently. Do not shake
Important:
Based on BSA dosing requirements (e.g., >1.94 m2), 2 vials may be needed for days 5 through 14. To make sure the complete dose for each day is contained in 1 infusion bag:
· Prepare 2 dilution solutions
· Add the cumulative volume for the calculated dose to a single infusion bag
· Discard unused portion of remaining diluted teplizumab solution in the sterile glass vial or PVC infusion bag
· Start the teplizumab infusion within 2 hours of preparation. If not used immediately, store the infusion solution at room temperature (15°C to 30°) and complete infusion within 4 hours of the start of preparation. Discard the infusion solution if not administered within 4 hours of preparation
[bookmark: _Toc229391555]
Appendix 5. Infusion service cost 
Approximate costs (where provided) are for guidance and should be localised for inclusion in the business case submission. References for the service costs can be found immediately after these tables.
Sanofi have developed a service cost calculator which can be provided on request from your local representative.
	Staff costs and 
estimated hours*

	Hourly rate (£)
	On-cost %
	Pre-
assessment appt mins
	Per infusion appt mins
	Follow-up appt mins

	Consultant  endocrinologist / diabetologist(PSSRU, 2024)
	121.00
	N/A
	30
	12
	30

	Clinical psychologist consultant(PSSRU, 2024)
	103.00
	N/A
	30
	0
	10

	Clinical Pharmacist(NHS Employers, 2026)
	36.26
	25
	0
	15
	0

	Healthcare assistant / support worker(NHS Employers, 2026)
	14.05
	20
	0
	30
	0

	Administrator / 
booking staff(NHS Employers, 2026)
	12.92
	20
	30
	0
	18


*Consultant and clinical psychologist hourly rate includes basic salary, salary on-costs, training, admin, management, overheads, capital overheads and travel



	Facility costs (not including consumables)
	Unit cost (£)
	Quantity per patient
	Total per patient (£)
	Notes

	Infusion chair (SB12Z)(NHS England, 2026)
	195.00
	14
	2,730.00
	1 hour per infusion day ; Overall time of 30 minutes nurse time and 30 to 60 minutes chair time for the delivery of a
complete cycle (SB12Z)

	Total facility cost 
per patient
	2,730.00



	Pre-administration costs
	Unit cost (£)
	Quantity per patient
	Total per patient (£)
	Notes

	Confirmatory tests as per SmPC

	Autoantibody tests(Exeter Clinical Laboratory International, 2026) 
	29.04
	1
	29.04
	Anti-GAD, 
anti-ZnT8 and anti-IA2

	Oral glucose tolerance test (OGTT)-glucose solution(NICE, 2026b)
	3.98
	1
	3.98
	

	Oral glucose tolerance test (OGTT)-tests(NICE, 2025b)
	7.85
	5
	39.25
	

	Total confirmatory tests costs per patient
	35.02

	Pre-administration costs
	Unit cost (£)
	Quantity per patient
	Total per patient (£)
	Notes

	Pre-medication (dose will need adjusting for paediatric patients)

	NSAID or 
acetaminophen(NICE, 2026c)
	0.03
	14
	0.42
	e.g, Ibuprofen 400mg tablet; one tablet three times a day when required

	Antihistamine(NICE, 2026a)
	0.02
	14
	0.28
	e.g., Cetirizine hydrochloride, 10mg tablet; once daily

	Anti-emetics(NICE, 2026d)
	0.14
	14
	1.96
	e.g., Ondansetron, 4mg tablet; once daily

	Total pre-medication costs per patient
	2.66



Costs per tablet have been rounded to nearest penny then multiplied by quantity per patient
	Cost of labs/monitoring (not including medical review if adverse event)
	Unit cost (£)
	Count per patient
	Total per patient (£)
	Notes

	FBC(Akhtar, 2014)
	2.65
	14
	37.10
	Baseline + 
mid-course

	U&E(Akhtar, 2014)
	2.12
	2
	4.24
	Baseline + 
mid-course

	LFT(Akhtar, 2014)
	2.78
	14
	38.92
	Baseline

	Total labs/monitoring costs per patient
	80.26





Costings summary
	Category
	Per-patient
	Annual volume
	Annual total (£)
	Notes

	Drug pre-administration costs
	37.68
	6
	226.08
	

	Staffing
	240.31
	6
	1,441.86
	Sum of roles

	Facilities
	2,730.00
	6
	16,380
	Infusion chair, consumables, estates

	Labs/monitoring
	80.26
	6
	481.56
	FBC, U&E, etc.

	TOTAL
	£3,088.25
	6
	£18,529.50
	Total cost





[bookmark: _Toc229391556]605REFERENCES 
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Presentation: Each vial contains 2 mg of teplizumab in 2 mL of concentrate (2 mg/2 mL). Teplizumab is a CD3-directed monoclonal antibody (humanised IgG1 kappa) expressed from a recombinant Chinese hamster ovary (CHO) cell line. 
Indication: Tzield is indicated to delay the onset of Stage 3 type 1 diabetes in adult and paediatric patients 8 years of age and older with Stage 2 type 1 diabetes (T1D). 
Patient Selection: Select adult and paediatric patients 8 years of age and older for Tzield treatment who have a diagnosis of Stage 2 type 1 diabetes. 
Confirm Stage 2 type 1 diabetes by documenting: (i) At least two positive pancreatic islet cell autoantibodies. (ii) Dysglycaemia without overt hyperglycaemia
Ensure the clinical history of the patient does not suggest type 2 diabetes. 
Dosage and Administration: Premedication 
Premedicate prior to Tzield infusion for the first 5 days of dosing with: (1) a nonsteroidal anti-inflammatory drug (NSAID) or paracetamol, (2) an antihistamine, and/or (3) consider use of an antiemetic (see SmPC). Administer additional doses of premedication if needed. 
Posology: Administer Tzield by intravenous infusion (over a minimum of 30 minutes), using a body surface area-based dosing (BSA), once daily for 14 consecutive days as follows: Day 1: 65 mcg/m2. Day 2: 125 mcg/m2. Day 3: 250 mcg/m2. Day 4: 500 mcg/m2. Days 5 through 14: 1.030 mcg/m2. Do not administer two doses on the same day. 
Missed Dose: If a planned Tzield infusion is missed, resume dosing by administering all remaining doses on consecutive days to complete the 14-day treatment course. 
Special populations: Elderly patients: Clinical studies of Tzield did not include patients 65 years of age and older. 
Paediatric patients: The safety and efficacy of Tzield in children younger than 8 years of age has not been established. No data are available. 
Contraindications: Hypersensitivity to the active substance or to any of the excipients. 
Warnings and precautions: Cytokine Release Syndrome (CRS): CRS has been observed in patients treated with Tzield. In clinical trials, CRS was reported in 6% of patients treated with Tzield compared to 1% of patients in the control group during the treatment period and through 28 days after the last study drug administration. CRS manifestations in patients treated with Tzield included fever, nausea, fatigue, headache, myalgia, arthralgia, increased ALT, increased AST, and increased total bilirubin. These manifestations typically occurred during the first 5 days of Tzield treatment. 
To mitigate CRS: Premedicate with antipyretics, antihistamines and/or antiemetics prior to Tzield treatment. Monitor liver enzymes and bilirubin during treatment. Discontinue Tzield treatment in patients who develop elevated ALT or AST more than 5 times the upper limit of normal (ULN) or bilirubin more than 3 times ULN. Treat symptoms of CRS with antipyretics, antihistamines and/or antiemetics. If severe CRS develops, consider temporarily pausing dosing for 1-2 days (and administer the remaining doses to complete the full 14-day course on consecutive days) or discontinuing treatment. 
Serious Infections: Bacterial and viral infections have occurred in patients treated with Tzield. In clinical trials, patients treated with Tzield had a higher rate of serious infections (3.5%) than patients in the control group (2%), including gastroenteritis, cellulitis, pneumonia, abscess, sepsis. Use of Tzield is not recommended in patients with active serious infection or chronic infection other than localised skin infections. Monitor patients for signs and symptoms of infection during and after Tzield treatment. If serious infection develops, treat appropriately, and discontinue Tzield. 
Lymphopenia: In clinical trials, 80% of patients treated with Tzield developed lymphopenia compared to 17% of patients in the control group. For most patients treated with Tzield who experienced lymphopenia, lymphocyte levels began to recover after the fifth day of treatment and returned to pre-treatment values within two weeks after treatment completion and without dose interruption. Severe lymphopenia (<0.5 x 109 cells/L) lasting 1 week or longer occurred in 0.9% of patients treated with Tzield and 0.5% of patients treated with Tzield permanently discontinued Tzield because of lymphopenia. Monitor white blood cell counts during the treatment period. If prolonged severe lymphopenia (<0.5 x 109 cells/L lasting 1 week or longer) develops, discontinue Tzield. 
Hypersensitivity Reactions: Acute hypersensitivity reactions including serum sickness, angioedema, urticaria, rash, vomiting and bronchospasm occurred in patients treated with Tzield. If severe hypersensitivity reactions occur, discontinue use of Tzield and treat promptly. 
Vaccinations: The safety of immunisation with live-attenuated vaccines in patients treated with Tzield has not been studied. Additionally, Tzield may interfere with the immune response to vaccination and decrease vaccine efficacy. Administer all age-appropriate vaccinations prior to starting Tzield. Inactivated or mRNA vaccinations are not recommended within the 2 weeks prior to Tzield treatment, during treatment, or 6 weeks after completion of treatment. Live-attenuated vaccinations are not recommended within the 8 weeks prior to Tzield treatment, during treatment, or up to 52 weeks after treatment. 
Concomitant Immunosuppressive Medication: 
In type 1 diabetes studies, the safety and efficacy of teplizumab in combination with immunosuppressive medication have not been evaluated (see SmPC). Caution should be exercised when considering concomitant use of immunosuppressive medication. 
Excipients: Sodium: This medicinal product contains less than 1 mmol sodium (23 mg) per vial, that is to say essentially ‘sodium-free’. Tzield is administered in 0.9% sodium chloride intravenous solution (see SmPC). 
Polysorbate 80 This medicinal product contains 0.10 mg of polysorbate 80 in each vial which is equivalent to 0.05 mg/mL. 
Interactions: No drug interaction studies have been performed. 
Fertility, pregnancy and lactation: Pregnancy: To minimise exposure to a foetus, avoid use of Tzield during pregnancy and for at least 30 days prior to planned pregnancy
Breast-feeding: There are no data on the presence of Tzield in human milk, effects on milk production, or effects on the breastfed child. As endogenous maternal IgG and monoclonal antibodies are transferred into human milk, a lactating woman may interrupt breastfeeding and pump and discard breast milk during treatment and for 20 days after Tzield administration to minimise drug exposure to a breastfed child.
Fertility: There are no clinical data available for teplizumab on the effects on fertility.
Adverse Reactions:
Very common: Lymphopenia, leukopenia, neutropenia, decreased haemoglobin, thrombocytopenia, headache, nausea, rash, pruritus, pyrexia, increased alanine aminotransferase, increased aspartate aminotransferase, decreased blood bicarbonate and decreased blood calcium.
Common: Cytokine release syndrome, nasopharyngitis, diarrhoea, urticaria and chills
Other Serious Adverse Drug Reactions: Haemoglobin decreased and thrombocytopenia, liver enzyme and bilirubin elevations and anti-teplizumab antibodies.
Prescribers should consult the SmPC in relation to other adverse reactions.
Legal Category: POM
List price: TZIELD 2mg/2ml x 1 vial: £10,939.12
Marketing Authorisation Number: PLGB 04425/0908
Marketing Authorisation Holder: Sanofi, 410 Thames Valley Park Drive, Reading, Berkshire, RG6 1PT, UK.
Further information is available from: Sanofi, 410 Thames Valley Park Drive, Reading, Berkshire, RG6 1PT uk-medicalinformation@sanofi.com.
Date of preparation: August 2025
Document Number: MAT-XU-2500984(v1.0)
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Adverse events should be reported. Reporting forms and information can be found at www.mhra.gov.uk/yellowcard or search for MHRA Yellow Card in the Google Play or Apple App Store.
Adverse events should also be reported to the Sanofi drug safety department on Tel: 0800 0902 314.
Alternatively, send via email to UK-drugsafety@sanofi.com
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