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NICE Technology Appraisals (TA) briefing paper for local 
	NICE TA Guidance name and number
	Ruxolitinib for treating non-segmental vitiligo in people 12 years and over (NICE TA1140)

	Available at
	https://www.nice.org.uk/guidance/ta1140 

	Date of issue
	17 March 2026
	Implementation deadline
	90 days [15 June 2026]


	Medicine details

	Name and brand name
	Ruxolitinib (Opzelura®)


	Manufacturer
	Incyte Biosciences UK Ltd

	Mode of action
	Ruxolitinib is a Janus Kinase (JAK) inhibitor with selectivity for the JAK1 and JAK2 isoforms.

	Licenced indication
	Opzelura® is indicated for the treatment of non-segmental vitiligo with facial involvement in adults and adolescents from 12 years of age

	Formulation
	15mg/g cream

	Dosage
	Thin layer to be applied twice daily to the depigmented skin areas up to a maximum of 10% of body surface area (BSA), with a minimum of 8 hours between two applications of ruxolitinib cream.

	Comparison of NICE TA with Summary of Product Characteristics (SmPC)
	For this NICE TA the company asked for ruxolitinib cream to be considered only after topical first-line treatments. This is narrower than the marketing authorisation for ruxolitinib cream.  
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. Recommendations 

1.1. Ruxolitinib cream can be used as an option to treat non-segmental vitiligo with facial involvement in people 12 years and over. Ruxolitinib cream can only be used if: 

· topical first-line treatments have not worked or are not suitable, and 

· the company provides it according to the commercial arrangement 

1.2. This recommendation is not intended to affect treatment with ruxolitinib cream that was started in the NHS before this guidance was published. People having treatment outside this recommendation may continue without change to the funding arrangements in place for them before this guidance was published, until they and their NHS healthcare professional consider it appropriate to stop. For children or young people, this decision should be made jointly by the healthcare professional, the child or young person, and their parents or carers. 
Why the committee made these recommendations 

This rapid review considers a revised commercial arrangement for ruxolitinib cream for non-segmental vitiligo with facial involvement (NICE technology appraisal guidance 1088). 

Usual treatment for non-segmental vitiligo includes off-label treatments that aim to restore the skin’s colour (re-pigmentation). These are corticosteroids and calcineurin inhibitors that are used on the skin (topical treatments). After trying these, some people have treatment with light (phototherapy). 


	Decision making framework (DMF)

	National guidance and priorities

	The ICS has a legal obligation to commission this medicine in line with the NICE TA.

· This NICE TA has been assigned an implementation deadline of 90 days. 
· The implementation deadline is 15 June 2026.

	Clinical effectiveness

	· Clinical trial evidence shows that ruxolitinib cream increases re-pigmentation and reduces how noticeable vitiligo patches are compared with a placebo cream. But results of an indirect comparison are too uncertain to show how well ruxolitinib cream works compared with phototherapy. 

	Patient safety

	· Ruxolitinib is not a systemic treatment, and so side effects are expected to be minimal (application site reactions).
· As a precautionary measure, ruxolitinib cream should not be used by patients with end stage renal disease, due to lack of data regarding the safety.
· The safety and efficacy of ruxolitinib cream in children below 12 years of age have not been established. No data are available.

· The use of ruxolitinib cream in combination with other topical medicinal products used to treat vitiligo has not been evaluated and co-application on the same skin areas is not recommended. The efficacy and safety of the combination of ruxolitinib cream with narrow-band ultraviolet B (NB-UVB) phototherapy has not been established; no recommendation can be made.

	Patient factors

	· There is an unmet need for treatment for vitiligo

· An additional treatment option would be valued by patients.
· Ruxolitinib is the first licensed treatment for non-segmental vitiligo with facial involvement in people 12 years and over
· No more than two tubes of 100 grams a month should be used.

· The recommended dose is a thin layer of cream applied twice daily to the depigmented skin areas up to a maximum of 10% of body surface area (BSA), with a minimum of 8 hours between two applications of ruxolitinib cream. 10% BSA represents an area as large as 10 times the palm of one hand with the 5 fingers. Ruxolitinib cream should be used at the smallest skin area necessary.
· Treatment should be stopped after 1 year of treatment if there is less than 25% re-pigmentation in treated areas

	Environmental impact

	· Additional packaging will be generated and will be an environmental impact with regards to waste management. 

	Equality & diversity

	Equitable access to phototherapy

· Access to phototherapy may vary depending on where a person lives.

Age:
· Ruxolitinib is licensed for use in adults and adolescents from 12 years of age and so children under 12 do not currently have a licensed treatment. 
Race:
· Vitiligo can have a greater disease burden on people with black or brown skin tones because of visibility and social cultural stigmas.
Equality impact assessment – assessed during the NICE TA development

· The condition is more noticeable in brown and black skin tones, but the psychological impact is apparent for all skin tones, along with the risk of sunburn for all skin tones.

· There is a risk of depression and anxiety which may be greatest in the Black and minority ethnic populations. 

· Some quality-of-life measures may discriminate against non-native English speakers.
· If ruxolitinib is recommended, it should be offered to all people with vitiligo irrespective of their ethnicity or any other protected characteristic.
Note 1: Drugs approved by NICE for adult conditions will be commissioned in children at specialised paediatric centres if the patient meets the NICE criteria and there is evidence to suggest that the drug is safe and clinically appropriate to use in children as per the NHS England Medicines for Children Policy (see https://www.england.nhs.uk/publication/commissioning-medicines-for-children-specialised-services/ and a Blueteq form is available. 

	Place in therapy relative to available treatments

	NICE assumptions in guidance
First line treatments

· Topical corticosteroids or calcineurin inhibitors
Second line treatments 
· ruxolitinib cream
Third line
· Phototherapy 

	Stakeholder views 

	The paper was sent out for consultation and comments are listed on the front sheet. 

	Cost-effectiveness

	NICE assumption:

It is uncertain how accurately the economic model reflects how non-segmental vitiligo is treated in the NHS. It is also uncertain whether treatment with ruxolitinib cream would improve people’s quality of life.  

Despite these uncertainties in the clinical and economic evidence, the most likely cost-effectiveness estimates are within the range that NICE considers an acceptable use of NHS resources. So, ruxolitinib cream can be used.
Section 1: cost of the technology

Ruxolitinib (Opzelura®) cream – 100g - £657 (excluding VAT) list price
a. Annual cost per patient (or complete course if shorter)
Costs in primary care:  Not applicable at this time
· Cream does not appear in the most recent {March 2026} drug tariff 

Costs in secondary care:  

· Commercial arrangement available - confidential 

b. Availability of discount:

Primary care rebate or CAP/PAS price:
· The company has a commercial access arrangement. This makes ruxolitinib cream available to the NHS with a discount. The size of the discount is commercial in confidence.
c. Price relative to comparable medicines:

*Please note there will be confidential contract prices for individual trusts. 
Prices/year

Topical Corticosteroid
(potent or very potent)
Potent:

· betamethasone valerate 0.1% (Betnovate®) 
· 100g cream £5.31 [Drug tariff price]

· 100g ointment £4.10 [Drug tariff price]

· betamethasone dipropionate 0.05% (Diprosone®).
· 30g ointment £2.16 [Drug tariff price]

Very potent:
· clobetasol propionate 0.05% (Dermovate®) 
· 100g cream & ointment £7.90 [Drug tariff price]
Topical calcineurin inhibitor (tacrolimus or pimecrolimus)
Pimecrolimus cream (100g tube) - £59.07 [Drug tariff price]
Tacrolimus ointment (60g tube) - £42.55 [[Drug tariff price]

Ruxolitinib (Opzelura®) cream
100g - £657 (excluding VAT) list price
Commercial arrangement available - confidential 
· SPC highlights - No more than two tubes of 100 grams a month should be used.

Phototherapy

NICE assumptions assuming 2 sessions administered per week  

· £97 per session (as per the resource impact assessment from NICE)
In Summary
NICE resource impact projects the following numbers of people per 100,000 on treatment per year to year 3, which could be a significant proportion of patients on treatment across Surrey & Sussex ICB
Treatment options with number of people per 100,000 population.
 

People staring treatment following failure or unsuitability of first-line treatment options

Current practice

Future practice - 
year 1

Future practice - 
year 2

Future practice - 
year 3

People having ruxolitinib 
0

15

22

29

People having phototherapy 
25

23

22

20

People having no active treatment
120

108

102

96

145

145

145

145



	Traffic light recommendation to APC

	 A RED traffic light status is proposed.

· Ruxolitinib cream is a medicine that is excluded from the national tariff.
· Blueteq forms will need to be completed by dermatology services as notification of treatment initiation in line with NICE guidance. 

	Implementation

	NICE TA implementation must be within 90 days of publication.

Actions to implement in:
Primary care  

· 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.

Secondary care

· Initiation by specialist dermatology teams only at present

· Trusts to follow internal governance procedures to ensure access for dermatology teams
· The initiation, administration and on-going treatment is managed by secondary care. 

· Ruxolitinib is a medicine that is excluded from the national tariff so completion of Blueteq® forms will be required
· Ruxolitinib cream may increase the number of people having treatment for non-segmental vitiligo, which may have service implications. As it is anticipated that ruxolitinib cream will be prescribed, supplied and monitored in secondary care, it may increase demands in dermatology clinics.

· Ruxolitinib cream is expected to lead to a decrease in the number of people having phototherapy. However, phototherapy may not be routinely available to people locally, so people may not routinely be offered this option.
ICS
· This technology is commissioned by integrated care systems, and they are required to comply with the recommendation in the NICE TA within the time set in the publication.
PAD and Joint Formulary
· New PAD profile will be required
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	RUXOLITINIB CREAM for the treatment of non-segmental vitiligo (with facial involvement) in people 12 years and over (TA1140)


	Please indicate whether patient meets the following NICE criteria:
	Please tick

	1. The patient is 12 years of age or older and has non-segmental vitiligo with facial involvement?
	Yes

No



	2. Topical 1st line treatments have not worked or are not suitable?
	Yes

No



	3. FOR INFORMATION ONLY

No more than two tubes of 100 grams a month should be used.

The recommended dose is a thin layer of cream applied twice daily to the depigmented skin areas up to a maximum of 10% of body surface area (BSA), with a minimum of 8 hours between two applications of ruxolitinib cream. 10% BSA represents an area as large as 10 times the palm of one hand with the 5 fingers. Ruxolitinib cream should be used at the smallest skin area necessary.

Satisfactory re-pigmentation may require treatment beyond 24 weeks. If there is less than 25% re-pigmentation in treated areas at week 52, treatment discontinuation should be considered.

Once satisfactory re-pigmentation is achieved, treatment in those areas can be stopped. If depigmentation recurs after treatment discontinuation, therapy can be reinitiated on the affected areas.
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