
DORSET MEDICINES ADVISORY GROUP 
 

COMMISSIONING STATEMENT ON THE USE OF USTEKINUMAB FOR MODERATELY 
TO SEVERELY ACTIVE CROHN’S DISEASE AFTER PREVIOUS TREATMENT 

 

SUMMARY  

The Dorset Clinical Commissioning Group commissions in accordance with NICE TA456, Ustekinumab for 
moderately to severe active Crohn’s Disease in adults who have had inadequate response with, lost response to, 
or were intolerant to either conventional therapy or a TNF‑alpha inhibitor or have medical contraindications to 
such therapies. 

BACKGROUND 

Management options for Crohn's disease include drug therapy, attention to 
nutrition, smoking cessation and, in severe or chronic active disease, surgery. 

The aims of drug treatment are to reduce symptoms and maintain or improve 
quality of life, while minimising toxicity related to drugs over both the short- and 
long-term. Glucocorticosteroid treatment, 5-aminosalicylate (5-ASA) treatment, 
antibiotics, immunosuppressives and tumour necrosis factor (TNF) alfa inhibitors 
are currently considered to be options for treating Crohn's disease.  

In patients with Crohn's disease, treatment with ustekinumab resulted in a 
decrease in inflammatory markers including C-Reactive Protein (CRP) and fecal 
calprotectin during the induction phase, which were then maintained throughout 
the maintenance phase. 

RELEVANT NICE 
GUIDANCE 

Ustekinumab is recommended, within its marketing authorisation, as an option 
for treating moderately to severely active Crohn's disease, that is, for adults who: 

 have had an inadequate response with, lost response to, or were 
intolerant to either conventional therapy or a TNF‑alpha inhibitor  

 or have medical contraindications to such therapies. 

The choice of treatment between ustekinumab or another biological therapy 
should be made on an individual basis after discussion between the patient and 
their clinician about the advantages and disadvantages of the treatments 
available. If more than one treatment is suitable, the least expensive should be 
chosen (taking into account administration costs, dosage and price per dose). 

Ustekinumab should be given until treatment failure (including the need for 
surgery) or until 12 months after the start of treatment, whichever is shorter. 
People should then have their disease reassessed in accordance with NICE's 
recommendations for infliximab and adalimumab for the treatment of Crohn's 
disease to see whether treatment should continue. 

FORMULARY STATUS Red 

PBR STATUS Drug cost excluded from PbR Tariff 

COMMISSIONING 
IMPLICATIONS 

Local commissioned IBD pathway already in existence, to be reviewed in the light 
of NICE TA456 

RELEVANT CLINICAL 
COMMISSIONING 
PROGRAMME  

Planned and Specialist Clinical Working Group 



PATIENT PATHWAY 
IMPLICATIONS 

IBD Pathway 

As outlined by NICE ustekinumab will be available as a second line biologic 
therapy within its marketing authorisation.  

PRESCRIBING 
INFORMATION 

For full details regarding prescribing, adverse reactions and contraindications, see 
the summary of product characteristics. 

Ustekinumab is given as intravenous infusion at induction and as subcutaneous 
injection at maintenance. 

Induction: One intravenous induction treatment (dose depends on body weight 
and is approximately 6 mg/kg).  

Maintenance: Subcutaneous treatment at week 8 (90 mg), then every 12 weeks. 

After proper training in subcutaneous injection technique, patients or their 
caregivers may inject ustekinumab if a physician determines that it is appropriate. 

Patients who have not shown adequate response at 8 weeks after the first 
subcutaneous dose, may receive a second subcutaneous dose at this time. 
Patients who lose response on dosing every 12 weeks may benefit from an 
increase in dosing frequency to every 8 weeks. Patients may subsequently be 
dosed every 8 weeks or every 12 weeks according to clinical judgment. 

Consideration should be given to discontinuing treatment in patients who show 
no evidence of therapeutic benefit by week 16 or 16 weeks after switching to the 
8-weekly dose. 

See ‘Relevant NICE guidance’ above for information regarding duration of 
therapy. 

The most common adverse reactions for ustekinumab include arthralgia, 
headache, nausea, pyrexia, nasopharyngitis, abdominal pain, upper respiratory 
tract infection, diarrhoea and fatigue.  

SUMMARY OF 
EVIDENCE TO SUPPORT 
FORMULARY STATUS 

The NICE appraisal committee concluded that the results from the ustekinumab 
studies suggest that it is associated with higher rates of response and clinical 
remission compared with placebo. 

The committee considered that the company's treatment sequence analysis 
comparing ustekinumab with other biological treatments had many limitations 
and that the results should be interpreted with caution. 

The committee was persuaded that cost minimisation was not an unreasonable 
approach. It noted that in the company analysis, which used the confidential 
pricing arrangement for ustekinumab agreed with the Commercial Medicines 
Unit, ustekinumab appeared to have lower total costs in year 1 than comparator 
treatments when considered at their list price, and therefore ustekinumab could 
be considered a cost-effective option for use in the NHS. 

ASSESSMENT OF COST 
IMPLICATIONS 

The NICE TA456 Resource impact statement states: 

‘No significant resource impact is anticipated. We do not expect this guidance to 
have a significant impact on resources; that is, it will be less than £5m per year in 
England (or £9,100 per 100,000 population). This is because the technology is an 
option alongside current standard treatment options, the drugs are similarly 
priced and we do not think practice will change substantially as a result of this 
guidance. This technology is commissioned by clinical commissioning groups. 
Providers are NHS hospital trusts.’ 

http://www.medicines.org.uk/


The list price for ustekinumab is £2,147 per 130‑mg vial concentrate for solution 
for infusion and per 90‑mg vial solution for injection (excluding VAT; Monthly 
Index of Medical Specialties). 

A confidential pricing arrangement has been agreed with the Commercial 
Medicines Unit. 

Stelara 130mg/26ml concentrate for 
solution for infusion 

£2147.00 

Stelara 45mg/0.5ml solution for 
injection pre-filled syringes 

£2147.00 

Stelara 45mg/0.5ml solution for 
injection vials 

£2147.00 

Stelara 90mg/1ml solution for 
injection pre-filled syringes 

£2147.00 
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