NICE Technology Appraisals (TA) briefing paper for local implementation paper - Consultation
	NICE TA Guidance name and number
	Dupilumab for maintenance treatment of uncontrolled chronic obstructive pulmonary disease with raised blood eosinophils - TA 1142

	Available at
	https://www.nice.org.uk/guidance/ta1142

	Date of issue
	26 March 2026
	Implementation deadline
	3 months



	Medicine details

	Name/ brand name
	Dupilumab (Dupixent)

	Manufacturer
	Sanofi

	Mode of action
	Recombinant human IgG4 monoclonal antibody that inhibits IL-4 and IL-13 signalling resulting in decrease in mediators of Type 2 inflammation

	Licenced indication
	Chronic obstructive pulmonary disease (COPD)

	Formulation
	Pre-filled Syringe 
Pre-filled Pens

	Dosage
	300mg given every other week

	Comparison of NICE TA with Summary of Product Characteristics (SmPC)
	No difference between NICE TA and SmPC with regards to dose and frequency of dupilumab administration. 

This is the current dose considered by NICE as part of this NICE evaluation. Subsequent changes in the licence following NICE publication will need to be considered by the Area Prescribing Committee and will not be routinely funded by local commissioners, as the incremental cost per QALY would not have been considered.



	NICE TA recommendations

	Recommendations

	1. Dupilumab can be used as an add-on maintenance treatment option for uncontrolled chronic obstructive pulmonary disease (COPD) with raised blood eosinophils in adults if:
· they are having:
· triple therapy including an inhaled corticosteroid, a long-acting beta2-agonist (LABA) and a long-acting muscarinic antagonist (LAMA), or
· double therapy including a LABA and a LAMA if inhaled corticosteroids are not appropriate, and
· the company provides dupilumab according to the commercial arrangement.

Uncontrolled COPD is defined as 1 or more severe exacerbations or 2 or more moderate exacerbations in the previous 12 months. Raised blood eosinophils is defined as having a blood eosinophil count of 0.3 x 10^9 cells per litre or more (300 cells per microlitre or more).

2. Assess response to dupilumab at 12 months. Stop dupilumab if, compared with the 12 months before starting it, the number of severe exacerbations:
· is higher, or
· is the same, and the number of moderate exacerbations is higher.



	Decision making framework (DMF)

	National guidance and priorities

	The ICB has a legal obligation to provide funding for the medicine to be made available in line with the NICE TA.
· This NICE TA has been assigned an implementation deadline of 3 months as it has been recommended through the cost-comparison process.
· The implementation deadline is 26-June-2026.
· Reducing the growth and progression of respiratory disease is one of the four areas of opportunity in the ICB Fiver Year Plan. Respiratory disease is a significant preventable cause of the life expectancy gap in Surrey and Sussex.


	Clinical effectiveness

	The primary outcome measured for dupilumab in COPD clinical trials shown was annualised rate of moderate or severe exacerbations. Key secondary endpoints were change in pre-bronchodilator FEV1 and change in St George’s Respiratory Questionnaire score (validated QoL score in respiratory patients)

Definition of exacerbations used in clinical trials of dupilumab (International guideline definition used prior to 2023):
· Moderate exacerbations were defined as exacerbations that resulted in treatment with a systemic glucocorticoid, an antibiotic agent, or both. 
· Severe exacerbations were defined as exacerbations that led to hospitalization or an emergency medical care visit or that resulted in death.

Primary outcome:
· Improvement in the number of moderate or severe exacerbations. The adjusted annualised rate of per year:
Dupilumab 	0.79 (95% CI 0.69 to 0.92) 
Placebo 	1.16 (95% CI 1.01 to 1.33) 

There was ~30% reduction in exacerbations for the primary outcome, and moderate and severe exacerbations separately. 
Depending on the population being studied, generally moderate: severe event ratios are expected to be approximately 4:1. This is reflected in the data used by NICE in their resource impact template.
A reduction in exacerbation rate of between 20% is generally thought to be clinically significant.  This is because each exacerbation reduces lung function and requires a course of oral corticosteroids.

Secondary outcome:
· Mean change in pre-bronchodilator FEV1 of +73ml (95% CI 40 to 107) of dupilumab vs placebo
· At week 52, dupilumab resulted in a greater reduction (improvement) in the Saint George's Respiratory Questionnaire (SGRQ) total score compared with placebo. -3.4 (95% CI -5.0 to -1.8).  The minimal clinically important difference for SGRQ is 4 points, however 51.4% patients in the dupilumab arm had a more than 4-point improvement from baseline (compared to 44.6% patients on placebo) 

NICE evaluation committee concluded that dupilumab reduced moderate to severe exacerbations, improved pre-bronchodilator FEV1 and improved SGRQ score compared with placebo. 
The NICE TA specifies that patients should be reviewed at 12 months, and treatment discontinued if severe exacerbations are not reduced. Local specialists noted that up to 10-15% of patients may fail or need to come off treatment, which should be communicated clearly to patients.


	Patient safety

	· The product should be used within its product licence.
· [image: ] This is a Black Triangle drug – this medicinal product is subject to reporting of all suspected adverse drug reactions to the MHRA. This will allow timely identification of new safety information.
· MHRA has published an important safety alert on ocular adverse reactions associated with use of dupilumab. Healthcare professionals are advised to refer for ophthalmology examination on new-onset or worsening ocular symptoms (for example, cases of possible keratitis, and conjunctivitis or dry eye that does not resolve after treatment, sudden change in vision, eye pain that does not settle. 
· Dupilumab is licensed and used to treat patients with atopic dermatitis, asthma and chronic rhinosinusitis with nasal polyps. The most common adverse reactions reported are injection site reactions, conjunctivitis and eye disorders, arthralgia, oral herpes and eosinophilia.

	Patient factors

	· This is the first ever biologic recommended by NICE to be used in the management of COPD. There are more biologics in the pipeline, including some that will be for a larger patient cohort than those with raised blood eosinophils.
· Patients would need to have an appointment with the respiratory specialist team at hospital for an assessment of suitability for dupilumab. The patient would need to be trained how to self-administer dupilumab either in clinic, or by the Homecare company nurse in the patient’s home (this avoids VAT paid for hospital provided dupilumab). Subsequent supply can be delivered directly to the patient by the trust contracted homecare provider. The homecare provider can arrange support from their Homecare nurses for up to 12 weeks for patient’s finding self-administration challenging.   
· Patients would need to be reviewed on a regular basis by the prescribing clinician to ensure concordance, monitor for adverse effects and efficacy. Minimum at 12 weeks, then annually. When the patient is confident in self-administering, this may reduce the number of hospital appointments to those required for review and/or monitoring
· COPD patients may be older and frailer than other cohorts of patients who self-administer biologics at home. Some of these COPD patients may need alternative arrangements for dupilumab to be initiated at /near home, and ongoing support for injectable treatment beyond the 12 weeks offered by the Homecare company.
· Dupilumab needs to be stored in a refrigerator (2–8°C) and protected from light; may be kept at room temperature (max. 25°C) for max. 14 days. Patients must adhere to the storage requirements. This may be a consideration for patients with poor housing conditions.
· NHS England held a focus group of patients and patient representative organisations to discuss new biologics for COPD. The recommendations from the focus group were:
· to make sure patients get the right information clearly explained
· be honest about who can get biologics and why
· support people beyond the medicine, including mental health and peer support, 
· fix access barriers (digital, transport, postcode)
· involve people with COPD in designing services


	Environmental impact

	· A reduction in COPD exacerbations has environmental benefits, as most of the environmental impact of COPD care is driven by exacerbation related healthcare resource utilisation
· Additional packaging will be generated and will be an environmental impact with regards to waste management. 
· Homecare deliveries – patients’ home (additional carbon – increase air pollution)
· Discharge into wastewater (post metabolism unknown effect)
· Sharps waste requires safe collection and disposal

	Equality & diversity

	· COPD disproportionately affects people of certain demographics. It is more common in men, people over 40 and people from lower socioeconomic backgrounds. East Sussex has particularly high rates of COPD
· Age-standardised mortality rates from COPD differ depending on geographic region and are higher for some ethnic groups.
· There are disparities in the quality of care, such as differential prescribing of medicines and differential referral rates for COPD rehabilitation, for people of different ethnicities and socioeconomic backgrounds and depending on geographical location.
· People from more deprived areas find accessing healthcare difficult because of practicality and cost.
· Discussions with respiratory specialists also identified inequities in provision of services for COPD patients e.g. provision of integrated respiratory services, accessibility of pulmonary rehabilitation.

Though a positive recommendation for dupilumab could not be expected to resolve all the social inequalities within COPD, dupilumab has the potential to alleviate the above health inequalities because people would have access to it in all geographic regions

The NICE TA committee also acknowledged that access to dupilumab would have greater impact for people from lower socioeconomic groups. 
. 

	Place in therapy relative to available treatments

	Current treatment guidelines (GOLD 2026) for COPD recommend that patients with uncontrolled COPD (i.e. 2 moderate or 1 severe exacerbation) on inhaled triple therapy with LABA/LAMA/ICS should be considered for additional treatment options, which all require specialist respiratory advice. 

Surrey Heartlands COPD guideline recommends referral to a respiratory specialist in patients with COPD remaining symptomatic on inhaled triple therapy (LABA/LAMA/ICS). Current Sussex COPD guidelines have no specific referral recommendations for patients uncontrolled on inhaled triple therapy with LABA/LAMA/ICS. 

Figure 3.9 from GOLD 2026
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Roflumilast is recommendated by NICE as an option for severe COPD (defined as FEV1 <50% normal) in adults with chronic bronchitis, and the person has had 2 or more exacerbations in last year despite inhaled triple threapy. Although recommended by NICE, roflumilast is not widely used in UK clinical practice because of adverse effects and tolerability issues. Cochrane Review of oral phosphodiesterase-4 inhibitors found PDE₄ inhibitors offered a small benefit over placebo in improving lung function and reducing the likelihood of exacerbations in people with COPD; however, they had little impact on quality of life or on symptoms (>66% of RCTs in review were using roflumilastt).

Azithromycin for up to 1 year of treatment has been shown to reduce the risk of exacerbations in moderate to severe COPD. It reduces exacerbations most markedly in older patients, non‐smokers, and those not using oral or inhaled steroids at baseline. Azithromycin use is associated with increased risk of bacterial resistance, prolongation of QT interval and impaired hearing. There is a limited overlap in target populations, as patients suitable for azithromycin are likely to be colonised with bacteria and have reduced inflammatory markers, which is a different patient group to those eligible for dupilumab.

Therefore current treatment options in uncontrolled COPD patients on maximal inhaled triple therapy is limited.

	Stakeholder views 

	Two meetings were held with respiratory specialists from across Surrey and Sussex on 11th and 18th May. A summary of themes identified in these discussions is included in the implementation section of this paper.
The paper was sent out for consultation and comments are listed on the front sheet. 

	Cost-effectiveness

	The drug cost (at list price) per Place according to NICE resources exceeds £100,000 / sub-ICB place. 

As per the NICE resource impact template information, once started being offered, there should be a gradual reduction in the number of patients experiencing severe or moderate COPD exacerbations, which may help offset some of the above costs. However, it is difficult to calculate the exact amount of savings, as this will vary depending on the healthcare setting and the type of care required.

Section 1: cost of the technology
The list price for Dupilumab £1,264.89 per 2- pack of 300mg/2 ml solution for 
injection prefilled pens or syringes (excluding VAT; company submission, 
accessed April 2026).

a. Annual cost per patient (or complete course if shorter)

Costs in primary care: NA
Costs in secondary care: £16,444 at full list price (the actual yearly cost would be low as it will be offered at a significant discount to the NHS trusts)

b. Availability of discount:
i. Primary care rebate or CAP/PAS price:
Yes (CAP price)

ii. Is this product included in the Medicines Procurement and Supply Chain (MPSC) Framework Agreements and Products? 
NA

c. Price relative to comparable medicines:
Currently, there is no other biologic treatment available that can be used as a comparable for dupilumab for maintenance treatment of uncontrolled chronic obstructive pulmonary disease with raised blood eosinophils. 

Section 2: Adapted* NICE resource impact statement and template
Number of patients Year 1 to Year 3:

*Original NICE resource impact template has been adapted to use up to date COPD patient information from QoF 24/25 and include patients from 11 Frimley GP practices that have joined Surrey and Sussex ICB from 1st April 2026


	Estimated uptake of dupilumab NICE estimates
	Year 1
	Year 2
	Year 3
	100% uptake

	Dupilumab uptake
	10%
	25%
	52%
	100%

	Number of patients on dupilumab
	145
	363
	756
	1453

	Number of patients on background therapy (no dupilumab)
	1308
	1090
	698
	0

	Total
	1453
	1453
	1453
	1453




Potential patient numbers per 100,000: By the year 3 – Surrey and Sussex =24

a.  NICE resource impact statement

Financial and capacity resource impact
The key drivers of resource impact are:
· dupilumab is a new drug given in addition to existing treatments requiring specialist assessment and initiation
· training of people with chronic obstructive pulmonary disease (COPD) on how to administer the treatment
· home visits to administer the treatment in patients unable to self-inject
· the eligible population for dupilumab is large
· reduction in exacerbations. (see estimates based on adapted NICE resource impact template)
	
	Estimated benefit - reduction in moderate and severe exacerbations (combined)
	Year 1
	Year 2
	Year 3
	100% uptake

	Dupilumab treated patients exacerbations (exac rate 0.79)
	115
	287
	597
	1148

	Non-dupilumab treated patients exacerbations (exac rate 1.16)
	1517
	1264
	809
	0

	Reduction in number of severe exacerbations (background number of exac 1686 )
	54
	135
	280
	538




b. Adapted* NICE resource impact template

Drug costs for Surrey & Sussex ICB:

	Estimated uptake of dupilumab NICE estimates
	Year 1
	Year 2
	Year 3
	100% uptake

	Dupilumab uptake
	10%
	25%
	52%
	100%

	Number of patients on dupilumab
	145
	363
	756
	1453

	Number of patients on background therapy (no dupilumab)
	1308
	1090
	698
	0

	Total
	1453
	1453
	1453
	1453

	Annual cost to ICB (without PAS discount)
	£2,389,926
	£5,974,814
	£12,427,613
	£23,899,255



Commentary:

Financial delegated authority: The SoRD states for new drugs / new indications: the Chief Pharmacist / Medicines Optimisation Board have authority for estimated total yearly cost up to £1m. 
However, as the full implementation is expected to place significant cost pressure across the system, it will be flagged with the finance teams for consideration as part of the FY26/27 budget-setting exercise.  


	Traffic light recommendation to APC

	RED traffic light, hospital only


	Implementation

	NICE TA implementation must be within 90 days of publication.
90 days from date of publication (26 March 2026) is 24th June 2026.

Key implementation themes and challenges identified in meetings with respiratory specialist teams:
· There is significant support for development of an MDT (multi-disciplinary team) approach to enable decision-making, patient selection to initiate biologics and ongoing monitoring, follow-up and review.
· Workforce limitations will be a challenge e.g. capacity to establish and sustain MDT models without additional resource capacity to deliver MDT approach, pharmacy support for homecare
· Inconsistent primary care COPD management - variable quality of COPD diagnosis, patient management and treatment optimisation in primary care. This is important otherwise secondary care resources are taken up in assuring diagnosis and optimising management, before assessing eligibility for biologics. 
· Availability of key components for optimised management of COPD patients is variable - access to pulmonary rehabilitation, variable quality of smoking cessation services, access to integrated respiratory services in the community.
· There is wide variability in availability and support from community respiratory services across the ICB, varying from no community respiratory services to nurse led services with no specialist input, to a full consultant led integrated respiratory service.
· How to ensure identification of patients genuinely eligible for biologics and appropriate referral of patients to respiratory teams from primary care / community care / within secondary care. Initially this could include case finding from known recurrent respiratory admissions / exacerbators seen in out-patients, and patient’s known to community teams
· Ability to manage referrals, use of Advice and Guidance which can be clunky and not provide sufficient information to sift out inappropriate referrals.
· Limited digital infrastructure
· The need for additional support, with fallback options for those unable to self-administer dupilumab.
· It is anticipated that implementation may initially vary across organisations due to differences in readiness, workforce, and infrastructure.

National developments to support implementation:
· The national Respiratory Transformation Partnership, hosted by Oxford HIN is developing tools and support for pathway redesign in COPD including toolkit for optimising COPD management in neighbourhoods (May to Nov 2026), and a COPD Biologics Readiness workstream.
· NHS England published a COPD commissioning strategy and resources in February 2026 to support the introduction of biologics for COPD and a population health and community focus.

Future developments to be aware of: 
· There are several more biologics on the horizon. Mepolizumab, NICE TA guidance expected August 2026, likely to be for the same cohort of patients as dupilumab, and tozorakimab currently in phase 3 clinical trials likely to be for a wider cohort of COPD patients than dupilumab (without raised blood eosinophils).

Actions to implement NICE TA:


a. Primary care 
· This is a National Tariff excluded high-cost drug and is commissioned by ICBs for use in secondary care. There should be no prescribing in primary care.
· General practice clinicians would be involved in identifying patients who may be eligible for, and benefit from, dupilumab. 
· Prior to referral, eligible patients in primary care have their COPD care optimised, including offered or signposted to smoking cessation services, referred to pulmonary rehabilitation, have their comorbidities optimised, receive any necessary vaccinations, and have their inhaler therapy optimised including technique 
· Primary care prescribers should be aware that their patient is receiving this medicine and ensure that this is recorded in the patient’s notes in order to be alert to potential side-effects and interactions with other medicines prescribed in primary care. This will also ensure that GP records, which are accessed by other healthcare providers, are a true and accurate reflection of the patient’s medication.


b. Secondary care.
· Providers are NHS hospital trusts.
· Trusts to follow internal governance procedures to add dupilumab to their formulary and initiate homecare.
· The initiation, administration and on-going treatment is managed by secondary care. 
· Specialists will be required to notify the high-cost drugs teams of initiation to treatment using the Blueteq® system.
· Homecare arrangements will be managed by the trust.
· Where needed, develop a business case for the development of a COPD MDT to support initiation of biologics. 

Individual Trust Plans for Implementation of TA1142:

	Ashford St Peters
	TBC

	Royal Surrey 
	TBC

	Epsom St Helier
	TBC

	SASH
	TBC

	University Hospitals Sussex
	TBC

	East Sussex Healthcare
	TBC




c. ICB:
· This technology is commissioned by the Surrey & Sussex integrated care system which is required to comply with the recommendation in the NICE TA within the time set in the publication.
· Implementation of the national commissioning strategy for COPD using a population health management approach and development of appropriate pathways to access biologics will require strategic leadership from the ICB. 

d. Add dupilumab on Surrey Heartlands Joint Formulary and PAD, and Sussex Partner Formulary

Formulary – Add to Surrey and Sussex formularies with agreed indication based on TA1142, and RED traffic light status 

Further changes and revised pathway:
Sussex COPD guideline group plan to update their guidance to include a pathway for referral for biologics.
Surrey COPD guidelines – are out of date, however there is no network or guideline group to support updating.



	Proposed tick box forms

	Blueteq® form to be developed.
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