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Clinical Background Information 
 
(Excerpt from the London New Drugs Group APC/DTC Briefing Document May 2009) 
Ustekinumab was launched in the UK in January 2009 for the treatment of moderate to 
severe plaque psoriasis in adults who failed to respond to or who have a contraindication to, 
or are intolerant to other systemic therapies, including cyclosporine, methotrexate and 
PUVA. 
 
Ustekinumab is a fully human monoclonal antibody that inhibits that activity of interleukin 12 
and 23. Doses are given at weeks zero and four, then every 12 weeks thereafter. 
The purpose of the document was to evaluate the evidence to support use in this indication 
in adults with moderate to severe plaque psoriasis. 
 
Psoriasis is a chronic immune-mediated inflammatory skin disease, with an estimated 
prevalence of 2-3%. It is characterised by epidermal thickening and silvery scaling, 
commonly affecting extensor surfaces and scalp. Triggers include trauma, infection and 
certain drugs, including lithium, chloroquine, beta-blockers and ACE inhibitors. 
Severe psoriasis is treated with immunosuppressants, biologics and acitretin. 
NICE Guidance was issued in September 2009. 
 
Adalimumab, Etanercept and Infliximab are recommended by NICE for the treatment of 
adults with severe plaque psoriasis when other standard systemic therapies or PUVA have 
not worked or have caused an adverse effect or if there is a medical reason why they should 
not have these other treatments. 
 
There are currently the above-mentioned three other biological therapies for the treatment 
of psoriasis, all of which are TNF-inhibitors, which have been approved for use by NICE. 
Ustekinumab is a different type of cytokine modulator for treating moderate to severe 
plaque psoriasis. 
 
In England, the estimated incidence of psoriasis is 1.63%. Of these, 1.1% (1,100 per 
100,000 population) would be expected to have moderate to severe psoriasis and would be 
eligible for biological therapy. The estimated prevalence of patients with severe psoriasis 
(PASI ≥ 10 and DLQI ≥ 10) who actually receive biological therapy is 14 per 100,000. It is 
estimated that 60% of patients eligible for biological therapy are currently receiving one.  



Criteria/Pathway 
 
Isle of Man Department of Health will provide Ustekinumab in plaque psoriasis in the 
following situations: 
 
 The patient has not responded adequately to one anti-TNF (Adalimumab, Etanercept or 

Infliximab), or 

 Where the patient is intolerant of one of the anti-TNF drugs, or 
 Where an anti-TNF is contra-indicated 

 
Ustekinumab is not first line biological therapy for psoriasis 
 
Isle of Man Department of Health will only continue to provide Ustekinumab if an adequate 
response is identified after 16 weeks (as per NICE guidance). 
 
This policy depends on the provision of a “patient access scheme” such as that agreed in 
Scotland where the drug company subsidises the costs. If there is no subsidy Ustekinumab 
fails the QALY cost criteria for NICE. 
 
Isle of Man Department of Health does not approve the use of Ustekinumab for sequential 
use after an anti-TNF (Adalimumab, Etanercept or Infliximab) or the sequential use of an 
anti-TNF after Ustekinumab (e.g. if one type of therapy fails after a period of success the 
other type cannot then be tried).     
 
Evidence (NICE/SIGN) 
 
NICE TA 180 Ustekinumab is recommended as a treatment option for adults with plaque 
psoriasis when the following criteria are met. 
 

 The disease is severe, as defined by a total Psoriasis Area Severity Index (PASI) score of 
10 or more and a Dermatology Life Quality Index (DLQI) score of more than 10. 

 The psoriasis has not responded to standard systemic therapies, including cyclosporine, 
methotrexate and PUVA (psoralen and long-wave ultraviolet radiation), or the person is 
intolerant of or has a contraindication to these treatments. 

 The manufacturer provides the 90 mg dose (two 45 mg vials) for people who weigh more 
than 100 kg at the same total cost as for a single 45 mg vial.  

 
Ustekinumab treatment should be stopped in people whose psoriasis has not responded 
adequately by 16 weeks after starting treatment. An adequate response is defined as either: 
 
 a 75% reduction in the PASI score (PASI 75) from when treatment started or 

 a 50% reduction in the PASI score (PASI 50) and a 5-point reduction in the DLQI score 
from when treatment started 

 

When using the DLQI, healthcare professionals should take into account any physical, 
sensory or learning disabilities, or communication difficulties that could affect the responses 
to the DLQI and make any adjustments they consider appropriate. 
 
 
Financial Resources 
This recommendation was approved by the Minister to be funded from within the current 
Department of Health budget allocation. 
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