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Prescribing information for Tzield can be found at the end of this document
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 UK-drugsafety@sanofi.com 
This document is intended to support healthcare professionals and other relevant decision makers in completing a local guideline for use/standard operating procedure (SOP) to deliver teplizumab in its indication to delay the onset of Stage 3 type 1 diabetes (T1D) in adult and paediatric patients 8 years of age and older with Stage 2 T1D.(TZIELD® SmPC) 
This promotional material was developed and funded by Sanofi, with advisory input from healthcare experts. It is intended for United Kingdom (UK) healthcare professionals and other relevant decision makers only.
Guideline for use/Standard Operating Procedure (SOP) template for teplizumab

	

Guidance information for using this template resourceMAT-XU-2603008 v2.0   I   September 2026


This resource provides suggested guidance for the development of a standard operating procedure (SOP) for delivery of teplizumab infusions. 
It is intended to contain useful guidance and prompts for consideration when developing a local Trust SOP.    
All text in light grey <example> adds additional content guidance or suggestion which may not be covered in the SmPC for teplizumab. This should be tailored to your local needs within the final document.
The resource should be used to populate any local SOP templates and may not therefore contain all the information required for you to complete your template requirements.
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Standard Operating Procedure (SOP):
Administration of Teplizumab (Tzield)
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[bookmark: _Toc237332027]Teplizumab infusion pathway flow chart
	1. Patient identified as Stage 2 T1D
	Assessment
phase
	Delivery, follow-up and documentation

	↓
	
	

	2. Clinician checks inclusion and exclusion criteria
(see eligibility assessment)
	If patient meets any exclusion criteria
DO NOT OFFER INFUSION
	13. Ensure all documentation is completed
(see governance)

	↓
	
	↑

	3. Patient meets inclusion criteria
	
	12. After final infusion, arrange follow-up appointments for monitoring and education, including progression to Stage 3 T1D
(see follow-up after treatment)

	↓
	
	↑

	4. Baseline assessment undertaken
(see baseline assessment)
	If baseline requirements are not met

DO NOT OFFER INFUSION
	11. Infusion team monitors during treatment and performs post-infusion observations
(see monitoring during treatment)

	↓
	
	↑

	5. Baseline assessment requirements met
	
	10. Infusion team performs pre-infusion checks and administers 14 infusion in line with SOP requirements
(see administration of teplizumab)

	↓
	
	↑

	6. Clinician conducts shared decision-making consultation
(see shared decision-making)
	If patient is unsuitable for, or does not consent to, treatment

DO NOT OFFER INFUSION
	9. Clinician prescribes teplizumab and pre-medications
(see prescribing and supply)

	↓
	
	↑

	7. Patient consents to, and is suitable for, infusion
	
	8. Clinician notifies pharmacy and infusion team to arrange start date and pre-infusion checks


[bookmark: _Toc237332028]
Purpose
To provide a standardised NHS process for: 
· Assigning roles and responsibilities for the effective delivery of teplizumab infusions 
· Assessment of patient eligibility for teplizumab 
· Shared decision-making and informed consent
· Administration and monitoring of teplizumab
· Ongoing surveillance for progression to Stage 3 T1D
· Coordination of care between specialist diabetes services, primary care and tertiary centres
Teplizumab is recommended by the National Institute for Health and Care Excellence (NICE) for NHS use in England and Wales within its marketing authorisation, as an option for delaying the onset of stage 3 type 1 diabetes in people 8 years and over with stage 2 type 1 diabetes. It is currently the first disease-modifying therapy for T1D available within the NHS.(NICE, 2026b; NICE, 2026a) 
[bookmark: _Toc237332029]Scope
Staff: 
<Amend to local staff/roles if needed>
· Consultant diabetologists
· Paediatric endocrinologists / paediatricians with expertise in diabetes
· Specialist diabetes nurses (if involved, delete if not appropriate)
· Pharmacists
· Infusion unit staff
· Clinical psychologists or equivalent (delete if not appropriate)
· Administrative coordinators
Patients:
· Children and young people aged ≥8 years diagnosed with Stage 2 T1D.(TZIELD® SmPC)
· [bookmark: _Toc237332030]Adults (≥ 18 years old) diagnosed with Stage 2 T1D.(TZIELD® SmPC)


Terminology and abbreviations
Staging type 1 diabetes (T1D)(Sims, 2022; Phillip, 2024; Insel, 2015)
	T1D stage
	Autoantibody status
	Glycaemia status
	Clinical features

	Stage 1 T1D
	≥2 pancreatic autoantibodies
	Normal
	Asymptomatic

	Stage 2 T1D
	≥2 pancreatic autoantibodies*
	Dysglycaemia†
	Asymptomatic

	Stage 3 T1D
	≥1 pancreatic autoantibodies
	Hyperglycaemia‡
	Symptomatic –
may require insulin


*Some people with confirmed persistent prior multiple autoantibody positivity may revert to single autoantibody status or negative status(Phillip, 2024)
†Defined as meeting 2 or more of the following at a single time point, or meeting the same criterion at two time points between 3 and 12 months apart:(Phillip, 2024) 
· Fasting plasma glucose (FPG) 5.6-6.9 mmol/L
· 120 min plasma glucose in OGTT 7.8-11.0mmol/L
· HbA1c 39-47 mmol/mol (5.7-6.5%) or a ≥10% increase in HbA1c
· Interim Glucose (30/60/90 min values) in OGTT ≥ 11.1 mmol/L
‡Defined as:(Phillip, 2024)
· One random venous glucose ≥11.1 mmol/L and overt symptoms
· 120-min OGTT ≥ 11.1 mmol/L and/or two random venous glucose ≥11.1 mmol/L and/or 
FPG ≥7.0 mmol/L and/or laboratory-tested HbA1c ≥48 mmol/mol (≥6.5%)



Abbreviations
	ABCD
	Association of British Clinical Diabetologists

	ALT
	Alanine aminotransferase

	AST
	Aspartate aminotransferase

	BSPED
	British Society of Paediatric Endocrinology and Diabetes

	CGM
	Continuous glucose monitoring

	CMV
	Cytomegalovirus

	CRS
	Cytokine release syndrome

	EBV
	Epstein-Barr virus

	EPMA
	Electronic prescribing and medicines administration

	FBC
	Full blood count

	FPG
	Fasting plasma glucose

	GP
	General practitioner

	HbA1c
	Glycated haemoglobin

	HIV
	Human immunodeficiency virus

	HDU
	High dependency unit

	ICU
	Intensive care unit

	IgM
	Immunoglobulin M

	IV
	Intravenous

	LFTs
	Liver function tests

	MHRA
	Medicines and Healthcare products Regulatory Agency

	NICE
	National Institute for Health and Care Excellence

	NSAID
	Nonsteroidal anti-inflammatory drug

	OGTT
	Oral glucose tolerance test

	PICU
	Paediatric intensive care unit

	PCR
	Polymerase chain reaction

	SOP
	Standard operating procedure

	SmPC
	Summary of Product Characteristics

	T1D
	Type 1 diabetes

	U&E
	Urea and electrolytes

	ULN
	Upper limit of normal




[bookmark: _Toc237332031]Roles and responsibilities
<Amend to local staff/roles and responsibilities as needed>
Consultant Diabetologist / Endocrinologist / Paediatrician
Responsible for: 
· Confirming diagnosis
· Determining eligibility
· Consent discussions
· Prescribing teplizumab
· Reviews abnormal results and makes pause / stop decisions
· Managing adverse events
· Provides out of hours advice / support during infusion period
· Planning follow-up
· Safety surveillance
(see Appendix 1. Checklist for responsible clinician)
Diabetes Specialist Nurse / Dietitian / Diabetes Educator
Responsible for:
· Patient / family education
Pharmacy
Responsible for:
· Procurement
· Storage and product handling requirements
· Dispensing
· Ensuring product preparation follows local approved procedures
· Verification of dosing
· Safety surveillance
Infusion delivery area staff 
Responsible for: 
· Product preparation according to SmPC and approved pharmacy requirements
· Administration
· Observation and completing daily checklists
· Escalation to responsible clinician during infusion period
· Follow local processes for emergency management of unwell patients
· Ensuring access to HDU/ICU in cases of adverse events including Cytokine Release Syndrome (CRS) 
(see Appendix 2. Infusion day checklist for person administering infusion)
On-call medical team
· Provides urgent review out of hours for CRS, hypersensitivity, infection, hyperglycaemia, or clinical deterioration
· Liaises with on-call Consultant Diabetologist / Endocrinologist / Paediatrician as required
Haematology / immunology / PICU teams
· Provide specialist support for severe CRS, significant cytopenias, severe infection, or complex immune-mediated reactions
[bookmark: _Toc237332032]Patient cohorts
NICE guidance for teplizumab suggests the following cohorts of patients who may be identified as having Stage 2 T1D(NICE, 2026b) 
· People identified in research studies
· People tested because of clinical concerns about hyperglycaemia
· Those who have a first-degree relative with T1D
· [bookmark: _Eligibility_assessment][bookmark: _Toc237332033]Members of the public requesting autoantibody testing
Pre-treatment pathway
[image: ]

Eligibility assessment
Patients must meet all the following:
Inclusion criteria(TZIELD® SmPC)
· Age ≥8 years
· Confirmed Stage 2 T1D
· Age-appropriate live-attenuated vaccinations administered at least 8 weeks prior to starting teplizumab and inactivated or mRNA vaccinations administered at least 2 weeks prior to treatment
· Negative pregnancy test (for females of reproductive age). Breast feeding should be discontinued during teplizumab administration and for 20 days after the last dose, with breast milk pumped and discarded during this period
· Undetectable viral load for Epstein-Barr virus (EBV) and cytomegalovirus (CMV) infection by e.g., polymerase chain reaction (PCR) testing
· No contraindications to teplizumab (as listed under exclusion criteria)
· Fit for infusion treatment
· Able to comply with monitoring requirements
Patients will be deemed unsuitable for treatment if they meet any of the following: 
Exclusion criteria(TZIELD® SmPC)
· Age <8 years
· Established Stage 3 T1D
· Clinical history suggestive of type 2 diabetes
· Pregnancy during proposed treatment period or pregnancy planned within 30 days of treatment
· Breastfeeding
· Hypersensitivity to teplizumab or any of the following excipients:
· Dibasic sodium phosphate (E339)
· Monobasic sodium phosphate (E339)
· Polysorbate 80 (E433)
· Sodium chloride
· Water 
· Use of teplizumab not recommended if: 
· Lymphocyte count less than 1.0 x 109 lymphocytes/L 
· Haemoglobin less than 100 g/L 
· Platelet count less than 150 x 109 platelets/L 
· Absolute neutrophil count less than 1.0 x 109 neutrophils/L in those of African descent and less than 1.5 x 109 neutrophils/L in all other groups  
· Elevated alanine aminotransferase (ALT) or aspartate aminotransferase (AST) greater than 2 times the upper limit of normal (ULN) or bilirubin greater than 1.5 times ULN 
· Laboratory or clinical evidence of acute infection with EBV or CMV 
· Active serious infection or chronic active infection other than localised skin infections 
· Clinician judgement that treatment risk outweighs benefit
[bookmark: _Baseline_assessment][bookmark: _Toc237332034]Baseline assessment
Prior to treatment a clinical and laboratory assessment should be performed. (add any local baseline review parameters according to Trust policies/processes) 
Clinical review
· Medical history
· Family history
· Vaccination status
· Comorbidity review
Laboratory assessment(TZIELD® SmPC; Dias, 2026)
	Test
	Requirement

	FBC
	Hb <100g/L
Lymphocytes <1.0 x 109/L
Platelets <150 x 109/L
Absolute neutrophil count less than 1.0 x 109 neutrophils/L in those of African descent and less than 1.5 x 109 neutrophils/L in all other groups  

	LFT
	ALT and AST >2 x ULN
Bilirubin >1.5 ULN

	EBV PCR (IgM)
	Negative plus no clinical evidence of acute infection

	CMV PCR (IgM)
	Negative plus no clinical evidence of acute infection

	Pregnancy test (females of childbearing age)
	Negative

	TB (ideally Quantiferon Gold)
	Negative plus no clinical evidence of acute infection

	HIV, hepatitis B and hepatitis C serology
	Negative


[bookmark: _Shared_decision-making][bookmark: _Toc237332035]Shared decision-making
The clinician must discuss with the patient/carer their:
· Understanding of diagnosis
· Expectations of treatment
· Intravenous (IV) access choices
The clinician must explain:
Benefits
Clinical evidence demonstrates teplizumab delays progression to Stage 3 diabetes by an average of nearly 3 years.(TZIELD® SmPC; NICE, 2026b)
Limitations
Patients should understand:
· Teplizumab is not a cure
· Progression to Stage 3 T1D will still occur(TZIELD® SmPC)
· Response varies between individuals
· Treatment is a single 14-day course of daily IV infusions(TZIELD® SmPC)
Risks
Clinicians should discuss the most frequently reported adverse reactions in patients treated with teplizumab: 
· Rash – seen in approximately 1 in 3 people (35%)(TZIELD® SmPC)
· Headache – seen in approximately 1 in 4 people (27.2%)(Dias, 2026; Herold, 2023)
· Nausea – seen in approximately 1 in 5 people (19.6%).(Dias, 2026; Herold, 2023)
· Fatigue seen in approximately 1 in 10 people (10.1%) – highlight risk to adults who may be driving on treatment days(Dias, 2026; Herold, 2023)
· Haematological abnormalities – low white cell counts are extremely common, peaking on days 4–5. Thrombocytopaenia observed in approximately 1 in 5 (21.7%) and anaemia in approximately 1 in 4 people (28.8%)(Dias, 2026; Herold, 2023) 
· Cytokine release syndrome seen In approximately 6% of people, usually during the first 5 days of treatment. Mitigate risk with premedication with antipyretics and antihistamines(TZIELD® SmPC)
· Infection risk - lymphopenia and neutropenia may put patients at risk of infection. Reactivation of EBV and CMV has been documented, for which patients should be tested prior to initiation of teplizumab(TZIELD® SmPC)
· Transaminitis – seen in approximately 1 in 4 people(Dias, 2026)
· Hyperglycaemia during infusion, which may require insulin; usually resolves once infusions are completed(Dias, 2026)
[bookmark: _Prescribing_and_supply][bookmark: _Toc237332036]Document consent in the medical record.
Prescribing and supply
Prescription must be authorised by: (Amend as agreed locally if appropriate)
· Consultant diabetologist or
· Paediatric endocrinologist / Consultant paediatrician, with expertise in diabetes
Premedication to be prescribed in addition to teplizumab for days 1–5 with additional doses if required: Non-steroidal anti-inflammatory (NSAID) or paracetamol, antihistamine, and/or antiemetic (TZIELD® SmPC; Dias, 2026)
	Medication
	Suggested use

	Paracetamol
	Before infusion for Days 1–5, then consider giving regularly in the first 5 days of treatment and as required on subsequent infusion days

	Ibuprofen or other NSAID
	

	Chlorphenamine or non-sedating antihistamine according to local policy
	

	Ondansetron
	Consider giving an anti-emetic



Pharmacy must:
· Ensure teplizumab is added to the electronic prescribing and medicines administration (EPMA) system
· Procure stock
· Verify patient eligibility for teplizumab
· Check weight-based dosing
· Dispense teplizumab and pre-medication
· Document batch numbers
· Complete Blueteq process if relevant for the Trust
Infusion delivery area must ensure:
· Staff are specifically trained in teplizumab preparation and delivery
· [bookmark: _Administration_of_teplizumab][bookmark: _Toc237332037]Staff are trained in aseptic technique

Administration of teplizumab 
Refer to Trust protocols for IV administration.
Treatment regimen(TZIELD® SmPC)
Teplizumab is administered:
· By intravenous infusion over a minimum of 30 minutes
· Once daily
· For 14 days in total on consecutive days. Do not administer two doses on the same day
· If a planned teplizumab infusion is missed, resume dosing by administering all remaining doses on consecutive days to complete the 14-day treatment course
The treatment consists of a single 14-day treatment course
Dosing schedule(TZIELD® SmPC)
	Day
	Dose

	Day 1
	65 mcg/m²

	Day 2
	125 mcg/m²

	Day 3
	250 mcg/m²

	Day 4
	500 mcg/m²

	Days 5–14
	1030 mcg/m²


Infusion location
As agreed locally. Treatment should be delivered in a clinical area with:
· Trained nursing staff
· Access to medical review
· Ability to monitor observations before, during and after infusion
· Immediate access to anaphylaxis treatment
· Access to IV fluids and urgent blood tests
· Escalation pathway to high dependency / PICU
· Access to haematology, immunology, microbiology / virology and pharmacy advice
· Clear weekend and out-of-hours plan
Examples include the following: <Insert agreed infusion locations for the Trust>
· Infusion centre
· Day case unit
· Specialist paediatric infusion service
Home infusion should be avoided in the first week of dose escalation because adverse events are most likely during this period(Dias, 2026), although this may be subject to change.
Pre-infusion checks 
<Insert any additional pre-infusion checks as per Trust protocols>
Confirm:
· Patient identity
· Consent for treatment
· Baseline observations performed
· Negative pregnancy test (females of reproductive age)
· Negative EBV and CMV test
· Suitable IV access in place
· Blood results: (TZIELD® SmPC)
	Test result
	Requirement for infusion

	Hb
	>100g/L

	Lymphocyte count
	>1.0 x 109 lymphocytes/L

	Platelet count
	>150 x 109 platelets/L

	Absolute neutrophil count
	>1.0 x 109 neutrophils/L in those of African descent and >1.5 x 109 neutrophils/L in all other groups

	ALT or AST
	<2 x ULN

	Bilirubin
	<1.5 x ULN


· Adverse events since previous infusion (unless first infusion)



Observations during infusion 
<Insert any additional observations required as per Trust protocols>
Monitor:
· Blood pressure
· Pulse
· Respiratory status
· Signs/symptoms of infusion reaction
Post-infusion observation
Observe according to Trust protocol. <Insert details as per Trust protocol/s>
Monitor patient for at least 1-hour post-infusion of teplizumab for adverse reactions.  <or as per Trust protocols> 
[bookmark: _Monitoring_during_treatment][bookmark: _Toc237332038]Monitoring during treatment 
<Insert any additional requirements as per Trust protocols. Clinicians may monitor more frequently at their discretion>
Review during the 14-day course to assess:
· Adverse events
· Infusion tolerance
· Hyperglycaemia or new symptoms suggestive of diabetes progression
Monitor patients for signs and symptoms of infection, including viral reactivation, during treatment. If viral reactivation is suspected, viral load should be assessed (e.g., PCR). If serious infection or viral reactivation develops, treat appropriately and discontinue teplizumab.
Suggested investigations during infusion on days 1, 3, 5, 8, 14(Dias, 2026)
	Infusion day
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	13
	14

	FBC
	√
	
	√
	
	√
	
	
	√
	
	
	
	
	
	√

	U&E
	√
	
	
	
	
	
	
	
	
	
	
	
	
	

	LFT
	√
	
	√
	
	√
	
	
	√
	
	
	
	
	
	√

	Pregnancy test (if applicable)
	√
	
	
	
	
	
	
	
	
	
	
	
	
	

	Infusion dose (mcg/m2)
	65
	125
	250
	500
	1030
	1030
	1030
	1030
	1030
	1030
	1030
	1030
	1030
	1030


Any suspected adverse reaction should be reported via the Medicines and Healthcare products Regulatory Agency (MHRA) Yellow Card Scheme and to the manufacturer. (TZIELD® SmPC)
Infection control during treatment
Standard infection control measures should be used including handwashing, as per Trust protocols. During the phase of white cell fall, it is recommended that individuals wear a face mask when in public places including school, work offices and on public transport.(Dias, 2026)
For most patients treated with teplizumab 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. (TZIELD® SmPC) 
[bookmark: _Toc237332039]Escalation protocol if signs of adverse drug reaction 
Refer to Summary of Product Characteristics (SmPC) for monitoring requirements and most common side-effects. Report suspected adverse events as per SmPC and MHRA Yellow Card scheme and to the manufacturer.
Ensure responsible clinician is informed at the earliest opportunity.
Proceed, pause and stop criteria
Haematological thresholds(Dias, 2026):
	Result
	Action

	Neutrophils >1.5 x 109/L before treatment
	May proceed if all other criteria met

	Neutrophils <0.5 x 109/L during treatment
	Senior review; consider pausing that day. If no recovery trend by 7 days despite pausing, discontinue course

	Lymphocytes >1.0 x 109/L before treatment
	May proceed if all other criteria met

	Lymphocytes <0.5 x 109/L during treatment
	Senior review; consider pausing that day. If no recovery trend by 7 days despite pausing, discontinue course

	Platelets >150 x 109/L before treatment
	May proceed if all other criteria met

	Platelets <50 x 109/L during treatment
	Pause infusion until count increases. If no increase after 7 days despite pausing, discontinue course

	Hb >100 g/L before treatment
	May proceed if all other criteria met

	Hb <100 g/L during treatment
	Pause and wait for Hb to recover. Discontinue if levels <85 g/L


Liver function tests(Dias, 2026):
	Result
	Action

	ALT and AST <2 x ULN before treatment
	May proceed if all other criteria met

	Bilirubin <1.5 x ULN before treatment
	May proceed if all other criteria met

	ALT or AST ≥3 x ULN during treatment
	Pause infusion and monitor for recovery. Stop if no recovery after 3 days

	ALT or AST ≥5 x ULN during treatment
	Stop teplizumab course

	Bilirubin ≥2 x ULN
	Pause infusion for that day; discontinue if no recovery after 3 days

	Bilirubin ≥3 x ULN
	Stop teplizumab course

	ALT or AST ≥3 x ULN during treatment AND Bilirubin ≥2 x ULN
	Stop teplizumab course


Infection and viral findings(Dias, 2026):
	Finding
	Action

	Mild viral URTI, afebrile, clinically well
	Senior clinical discretion; may proceed or pause depending on symptoms, CRP, and overall assessment

	Fever or clinically unwell
	Pause infusion; assess for CRS and infection; perform bloods and cultures/viral testing as indicated

	Positive EBV or CMV PCR on screening
	Do not start teplizumab; discuss with virology/infectious diseases. Discontinue teplizumab if occur during treatment 

	Serious infection during course
	Stop teplizumab and treat infection as per Trust policies

	Active TB, HIV, hepatitis B or C concern
	Do not start until specialist review and risk assessment completed



	CRS grade
	Symptoms
	Action

	Mild (Grade 1)
	Mild, flu-like symptoms including fever, fatigue, headache, rash, arthralgia, myalgia(Shimabukuro-Vornhagen, 2018)
	Pause infusion if febrile. Treat fever with antipyretics. If fever persists for >2 days, discontinue infusions and consider additional treatment, e.g., corticosteroids(Dias, 2026)

	Moderate (Grade 2)
	Hypotension, persistent fever(Shimabukuro-Vornhagen, 2018)
	Stop infusion and review. Consider additional treatment, e.g., corticosteroids, if unwell. If persists for >2 days, discontinue infusion(Dias, 2026)

	Severe (Grade 3)
	Systemic inflammatory response, shock, hypoxia, organ failure(Shimabukuro-Vornhagen, 2018)
	Discontinue infusions and consider additional treatment as per local PICU/ICU protocols(Dias, 2026)


[bookmark: _Follow-up_after_treatment][bookmark: _Toc237332040]Follow-up after treatment
Monitor patients for signs and symptoms of infection, including viral reactivation, during and for at least 2 months after the last treatment dose. If viral reactivation is suspected, viral load should be assessed (e.g., PCR). If serious infection or viral reactivation develops, treat appropriately. If these infections occur during treatment discontinue Tzield
Before discharge after each infusion: <Insert/amend any requirements as per Trust policy>
	Requirement
	Details

	Observations
	Stable and within acceptable range

	Symptoms
	No concerning CRS, hypersensitivity, infection or diabetes symptoms

	IV access
	Site checked. Plan for removal or retention according to local policy

	Family advice 
	Reinforce advice concerning fever, rash, infection or hyperglycaemia*

	Contact details
	Confirm in-hours and out-of-hours contact route

	Next appointment
	Confirm time and location of next infusion

	Documentation
	Complete infusion record and adverse event documentation


*Symptoms such as fever, rash or malaise may develop after discharge.(Dias, 2026) Patients should be advised about possible adverse events and given contact details for the hospital team both in and out of hours.


Patient and family safety-net advice 
Families should contact the hospital team urgently if the patient develops symptoms such as those listed below: <A suggested list is as below, based on clinical opinion. Insert/amend requirements as per Trust policy>
· Fever
· New or worsening rash
· Facial swelling, lip/tongue swelling, wheeze, or breathing difficulty
· Persistent vomiting or diarrhoea
· Severe headache, lethargy, faintness, or collapse
· Yellow skin or eyes, dark urine, or abdominal pain
· Sore throat or signs of infection
· Increased thirst, passing urine more often, weight loss, abdominal pain, vomiting, high glucose, or ketones
Call 999 for breathing difficulty, collapse, severe allergic reaction, or severe drowsiness
Arrange clinic review appointments. 
<Suggested follow-up is available in"Considerations for the clinical use of teplizumab in stage 2 Type 1 diabetes: A Consensus Statement from the BSPED and the ABCD":(Dias, 2026; Besser, 2025)> 
Suggested follow-up after treatment course completion:
	Time point
	Action

	Day 14/end of course
	Clinical review, FBC, LFTs, glucose monitoring, adverse events review, ongoing monitoring plan 

	1-2 weeks post-course
	Clinical review, repeat FBC/LFTs if abnormal at completion or clinically indicated

	6 weeks post-course
	Review signs/symptoms of infection, rash, delayed symptoms, blood count recovery, LFT recover, vaccine planning, glycaemic control

	3 months post-course
	Diabetes surveillance, HbA1c/glucose review, psychological support, education reinforcement

	Ongoing
	Follow national/local monitoring guidance for Stage 2 T1D after teplizumab


[bookmark: _Toc237332041]Progression to Stage 3 T1D
When Stage 3 T1D develops: <Amend as necessary according to local protocols / pathways>
1. Refer immediately to standard T1D pathway
2. Initiate insulin therapy as indicated
3. Arrange structured education
4. Initiate regular glucose monitoring according to local protocols
5. Update GP and specialist records
[bookmark: _Governance][bookmark: _Toc237332042]Governance
Training requirements 
<State who is responsible for delivering, who is required to undertake training, and any additional training requirements in the Trust>
· IV infusion competency
· Awareness of protocols in the event of adverse events, including anaphylaxis
· Awareness of the protocol for delivery of Teplizumab 
Documentation
<Add/amend according to local Trust procedures/protocols/policies>
The following must be recorded:
· Eligibility assessment
· Consent
· Prescribing decisions
· Infusion records
· Adverse events. Note: teplizumab is a black triangle medicine. As such, any suspected adverse events must be reported in accordance with the SmPC to the MHRA via the Yellow Card scheme and to the manufacturer
· Follow-up outcomes
Audit standards <Add/amend according to local Trust procedures/protocols/policies>
· 100% checklist completion
· 100% observation documentation
· Adverse events reported via Yellow Card and to manufacturer 
	Measure
	Target

	Consent documented
	100%

	Completion of 14-day treatment course
	>90%

	Follow-up attendance
	>90%

	All adverse events reported
	100%


Equality impact assessment 
<Insert local equality impact assessment>


[bookmark: _Appendix_1._Checklist][bookmark: _Toc237332043]

Appendix 1. Checklist for responsible clinician
	Step
	Tick

	Patient identity confirmed
	☐

	Diagnosis confirmed (Stage 2 T1D)
	☐

	Eligibility reviewed
	☐

	Exclusion criteria checked
	☐

	FBC reviewed
	☐

	LFTs reviewed
	☐

	EBV / CMV screening completed
	☐

	Vaccination status checked
	☐

	Negative pregnancy test confirmed
	☐

	Allergies documented
	☐

	Patient confirmed as suitable for teplizumab treatment
	☐

	Body surface area calculated
	☐

	Prescription verified
	☐

	Premedication prescribed
	☐

	IV access plan confirmed
	☐

	Informed consent obtained
	☐

	Post-infusion plan agreed including post-treatment vaccination timescales
	☐



[bookmark: _Appendix_2._Infusion][bookmark: _Toc237332044]Appendix 2. Infusion day checklist for healthcare professional administering teplizumab infusion
To be completed on each of the 14 infusion days
	Step
	Tick

	Baseline observations recorded
	☐

	IV access confirmed
	☐

	Negative pregnancy test confirmed (if appropriate)
	☐

	Premedication administered
	☐

	Dose verified
	☐

	Infusion started
	☐

	Monitoring ongoing
	☐

	Infusion completed
	☐

	Post observations recorded
	☐

	Discharge checks complete – patient fit for discharge
	☐

	Documentation complete
	☐

	Discharge medications prescribed and dispensed
	☐

	Patient escalation advice provided
	☐
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Prescribing Information: Tzield      (Teplizumab) 2 mg/2 mL concentrate for solution for infusion
Please refer to the Summary of Product Characteristics (SmPC) before prescribing.
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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. Epstein-Barr virus (EBV) reactivation may occur in patients treated with Tzield. In patients with co-morbid conditions predisposing them to significant immunocompromise, clinical course of EBV reactivation may present with increased severity. Patients should be tested for active EBV and CMV infection prior to starting treatment. Use of Tzield is not recommended in patients with active serious infection, laboratory or clinical evidence of acute infection with EBV or CMV, or chronic infection other than localised skin infections. Lymphocyte count monitoring requirements and discontinuation recommendations should be followed. Monitor patients for signs and symptoms of infection, including viral reactivation, during and for at least 2 months after the last Tzield treatment dose. If viral reactivation is suspected, viral load should be assessed (e.g., PCR). If serious infection or viral reactivation develops, treat appropriately. If these infections occur during treatment 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: Infections, cytokine release syndrome, nasopharyngitis, diarrhoea, urticaria and chills
Other Serious Adverse Drug Reactions: Epstein-Barr virus reactivation (not known), 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: September 2026
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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

21






[bookmark: _Toc237332046]References
TZIELD® (teplizumab) UK Summary of Product Characteristics.
Besser REJ, et al. UK best practice recommendations for children and young people <18 years with pre-stage 3 type 1 diabetes, on behalf of the British Society for Paediatric Endocrinology and Diabetes (BSPED). Diabet Med 2025:e70117
Dias RP, et al. Considerations for the clinical use of teplizumab in stage 2 Type 1 diabetes: A Consensus Statement from the British Society of Paediatric Endocrinology and Diabetes (BSPED) and the Association of British Clinical Diabetologists (ABCD). Diabet Med 2026;43(7):e70329
Herold KC, et al. Teplizumab: A disease-modifying therapy for type 1 diabetes that preserves β-cell function. Diabetes Care 2023;46(10):1848-1856
Insel RA, et al. Staging presymptomatic type 1 diabetes: a scientific statement of JDRF, the Endocrine Society, and the American Diabetes Association. Diabetes Care 2015;38(10):1964-1974
NICE. First disease-modifying therapy to delay the onset of type 1 diabetes recommended for NHS use. 2026a. Available from: https://www.nice.org.uk/news/articles/teplizumab-to-delay-the-onset-of-type-1-diabetes-recommended. [Accessed September 2026]
NICE. Teplizumab for delaying the onset of stage 3 type 1 diabetes in people 8 years and over with stage 2 type 1 diabetes. 2026b. Available from: https://www.nice.org.uk/guidance/ta1176. [Accessed September 2026]
Phillip M, et al. Consensus guidance for monitoring individuals with islet autoantibody-positive pre-stage 3 type 1 diabetes. Diabetes Care 2024;47(8):1276-1298
Shimabukuro-Vornhagen A, et al. Cytokine release syndrome. J Immunother Cancer 2018;6(1):56
Sims EK, et al. Screening for type 1 diabetes in the general population: a status report and perspective. Diabetes 2022;71(4):610-623


29
image1.png
Tzield™

(teplizumab)





image2.png
Consider the UK IAb registry
for confirmatory testing

Stage 3 suspected Stage 2 confirmed

Consultation to review
eligibility criteria

Treat as stage 3 TID
as per local policy

Abnormal result Suitable to proceed

Prescription and
pharmacy planning

Normal

Able to proceed

Defer and review if
review action needed

Abnormal

Defer or do not treat





image3.png




