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The Scottish Medicines Consortium (SMC) has completed its assessment of the above product 
and advises NHS Boards and Area Drug and Therapeutic Committees (ADTCs) on its use in NHS 
Scotland.  The advice is summarised as follows: 

 

ADVICE: following a full submission 
 
guselkumab (Tremfya®) is accepted for restricted use within NHS Scotland. 
 
Indication under review: Treatment of moderate to severe plaque psoriasis in adults who 
are candidates for systemic therapy. 
 
SMC restriction: for patients who have failed to respond to conventional systemic therapies 
(including ciclosporin, methotrexate and phototherapy), are intolerant to, or have a 
contraindication to these treatments. 
 
In two phase III studies, guselkumab was superior to a TNF inhibitor in improving symptoms 
of moderate to severe plaque psoriasis in adults who are candidates for systemic therapy. 
 
This SMC advice takes account of the benefits of a Patient Access Scheme (PAS) that 
improves the cost-effectiveness of guselkumab. This advice is contingent upon the continuing 
availability of the PAS in NHS Scotland or a list price that is equivalent or lower. 
 

 
 
 
Chairman, 
Scottish Medicines Consortium  
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Indication 
Treatment of moderate to severe plaque psoriasis in adults who are candidates for systemic 
therapy.1 
 

Dosing Information 
100mg administered by subcutaneous injection at weeks 0 and 4, followed by a maintenance 
dose every 8 weeks. 
 
Consideration should be given to discontinuing treatment in patients who have shown no 
response after 16 weeks of treatment. 
 
Guselkumab is intended for use under the guidance and supervision of a physician 
experienced in the diagnosis and treatment of plaque psoriasis.1 
 

Product availability date 
20 November 2017 
 

 

Summary of evidence on comparative efficacy 

 
Guselkumab is a human monoclonal antibody that binds selectively to the interleukin 23 (IL-23) 
protein disrupting IL-23-mediated signalling, activation and cytokine cascades to reduce 
inflammation and symptoms associated with plaque psoriasis.1 It is licensed for the treatment of 
moderate to severe plaque psoriasis in adults who are candidates for systemic therapy. The 
submitting company has requested that SMC considers guselkumab for patients who have failed 
to respond to conventional systemic therapies (including ciclosporin, methotrexate and 
phototherapy), are intolerant to, or have a contraindication to these treatments. 
 
The VOYAGE 12 and VOYAGE 23 studies were similar phase III, multicentre, randomised, double-
blind, active and placebo controlled, studies that compared guselkumab with adalimumab and 
placebo in adult patients (≥18 years)  with moderate to severe psoriasis who were eligible for 
systemic therapy or phototherapy. Moderate to severe plaque psoriasis was defined as 
Investigator Global Assessment (IGA) score ≥3, Psoriasis Area and Severity Index (PASI) score 
≥12 and body surface involvement of ≥10%, for at least six months.2, 3 
 
In VOYAGE 1 eligible patients were randomised in a 2:1:2 ratio, stratified by study site, to receive 
guselkumab 100mg by subcutaneous (SC) injection at weeks 0, 4, and then every 8 weeks until 
week 44 (n=329); placebo at weeks 0, 4, and 12 followed by guselkumab 100mg SC on weeks 
16 and 20 and then every 8 weeks until week 44 (n=174); or adalimumab SC 80mg on week 0 
followed by 40mg on week 1 followed by 40mg every two weeks until week 47 (n=334).2 
 
VOYAGE 2 enrolled patients were randomised initially in a 2:1:1 ratio, stratified by study site, to 
guselkumab 100mg by SC injection week 0, 4, 12 and 20 (n=496); adalimumab SC 80mg at week 
0, 40mg at week 1, and 40mg every 2 weeks until week 23 (n=248); or placebo at week 0, 4 and 
12 followed by guselkumab 100mg at week 16 and 20 (n=248).3 The VOYAGE 2 study included 
a withdrawal and re-treatment phase from week 28 until week 48. At week 28 patients in the initial 
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guselkumab group who had achieved ≥90% improvement in PASI score from baseline (PASI 90) 
(i.e. responders) were re-randomised equally to SC guselkumab 100mg or placebo every 8 
weeks. If patients in the placebo group had a subsequent loss of ≥50% of week 28 PASI response, 
they were re-treated with guselkumab 100mg followed by another 100mg dose four weeks later, 
and then every 8 weeks until week 48. Patients in the initial guselkumab or placebo to guselkumab 
groups who were non-responders continued to receive guselkumab 100mg every 8 weeks. 
Patients initially randomised to adalimumab who were non-responders received guselkumab 
100mg at week 28 followed by a 100mg dose 4 weeks later, and then 100mg every 8 weeks until 
week 48. Patients in the placebo to guselkumab group and the adalimumab group who were 
responders were switched to placebo at week 28 with the option of subsequent treatment with 
guselkumab upon loss of at least 50% of their 28-week PASI response.3 
 
VOYAGE 1 and VOYAGE 2 had the same co-primary outcomes of the proportion of patients 
achieving an IGA score of 0 or 1 (ie cleared or minimal disease) and the proportion of patients 
who achieved PASI 90 response from baseline at week 16 in patients randomised to guselkumab 
versus placebo. Superiority of guselkumab when compared with placebo was demonstrated for 
the primary outcomes as shown in table 1.2, 3  

Table 1: Primary efficacy outcomes at week 16 of the VOYAGE 1 and VOYAGE 2 studies.2-

4 

 VOYAGE 1 VOYAGE 2 

 Guselkumabŧ Placebo 
 

Guselkumabŧ Placebo  

PASI 90 
 

73% (241/329) 

 
2.9% (5/174) 70% (347/496) 

 
2.4% (6/248) 

IGA cleared or 
minimal (0 or 1)  

85% (280/329) 6.9% (12/174) 
 

 

84% (417/496) 

 
8.5% (21/248) 

PASI = Psoriasis Area and Severity Index; IGA = Investigator Global Assessment. ŧ p values for all 
comparisons <0.001. 

 
Superiority of guselkumab when compared with adalimumab was demonstrated for the secondary 
outcomes of proportion of patients achieving IGA 0/1, IGA 0 and PASI 75/90/100 at week 16 and 
24 as detailed in Tables 2 and 3. 
 
Table 2: Proportion of patients achieving selected secondary outcomes of the VOYAGE 1 
and VOYAGE 2 studies at week 16.2-4 

 VOYAGE 1 VOYAGE 2 

 Guselkumabŧ Adalimumab Guselkumabŧ Adalimumab 

IGA cleared or 
minimal (0 or 1)* 
 

85% (280/329) 66% (220/334) 84% (417/496) 68% (168/248) 

PASI 90* 
 

73% (241/329) 50% (166/334) 70% (347/496) 47% (116/248) 

PASI 75* 
 

91% (300/329) 73% (244/334) 86% (428/496) 68% (170/248) 
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IGA 0 48% (157/329) 26% (88/334) 43% (215/496) 29% (71/248) 

PASI 100 37% (123/329) 17% (57/334) 34% (169/496) 21% (51/248) 

PASI = Psoriasis Area and Severity Index; IGA = Investigator Global Assessment. * Major secondary 
outcomes shown in bold. ŧ p values for all comparisons of secondary outcomes <0.001. 
 
Table 3: Proportion of patients achieving selected secondary outcomes of the VOYAGE 1 
and VOYAGE 2 studies at week 24.2-4 

 VOYAGE 1 VOYAGE 2 

 Guselkumabŧ Adalimumab Guselkumabŧ Adalimumab 

IGA 0* 
 

53% (173/329) 29% (98/334) 52% (257/496) 32% (78/248) 

IGA cleared or 
minimal (0 or 1)* 
 

84% (277/329) 62% (206/334) 84% (414/496) 65% (161/248) 

PASI 90* 
 

80% (264/329) 53% (177/334) 75% (373/496) 55% (136/248) 

PASI 75 
 

91% (300/329) 72% (241/334) 89% (442/496) 71% (176/248) 

PASI 100 44% (146/329) 25% (83/334) 44% (219/496) 27% (66/248) 

PASI = Psoriasis Area and Severity Index; IGA = Investigator Global Assessment. * Major secondary 
outcomes shown in bold. ŧ p values for all comparisons of secondary outcomes <0.001. 
 
Superiority of guselkumab when compared with adalimumab was demonstrated in VOYAGE 1 for 
the proportion of patients achieving IGA 0/1, IGA 0 and PASI 75/90/100 at week 48 as detailed in 
Table 4. 
 
Table 4: Proportion of patients achieving selected secondary outcomes of the VOYAGE 1 
study at week 48.2 

 VOYAGE 1 
 

 Guselkumabŧ Adalimumab 

IGA cleared (0) 
 

50% (166/329) 26% (86/334) 

IGA cleared or minimal 
 (0 or 1) 
 

80% (265/329) 55% (185/334) 

PASI 100 
 

47% (156/329) 23% (78/334) 

PASI 90 
 

76% (251/329) 48% (160/334) 

PASI 75 
 

88% (289/329) 63% (209/334) 

PASI = Psoriasis Area and Severity Index; IGA = Investigator Global Assessment. ŧ p values for all 
comparisons <0.001. 
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In VOYAGE 2, there was a greater loss of PASI 90 response at week 48 in guselkumab 
responders re-randomised to placebo (n=182) compared with guselkumab responders re-
randomised to continue guselkumab (n=193) (89% versus 37%, p<0.001). In guselkumab 
responders re-randomised to placebo, a loss of PASI 90 response was apparent four weeks after 
withdrawal of guselkumab and the median time to loss of PASI 90 response was 15.2 weeks (23 
weeks after the last dose of guselkumab).3 Responders who had been re-randomised to placebo, 
following initial treatment with guselkumab, and who had experienced a loss of ≥50% of week 28 
PASI response were followed for at least four weeks after re-commencing guselkumab. After four 
weeks 65% (13/20) had achieved at least a PASI 50 response.4  
 
In VOYAGE 2, non-responders initially treated with adalimumab who commenced treatment with 
guselkumab (n=112) showed improvement within four weeks of treatment and 66% had achieved 
PASI 90 by week 48. Similarly, IGA scores for this group had also improved by week 48.4  
 

The Dermatology Life Quality Index (DLQI) is a validated, patient-reported, dermatology-specific 
outcome measure (which has a score range of 0 to 30, with higher scores indicating a greater 
impairment of quality of life). The Psoriasis Symptom and Sign Diary (PSSD) is a questionnaire 
designed and validated by the submitting company designed to measure the severity of psoriasis 
signs and symptoms using a 0 to 10 numerical rating scale for the assessment of treatment 
benefit. Two summary scores are derived: the psoriasis symptom score and the psoriasis sign 
score. Summary scores range from 0 to 100 and a higher score indicates more severe disease.4 
In the VOYAGE 1 and VOYAGE 2 studies superiority of guselkumab when compared with placebo 
was demonstrated for change from baseline in DLQI and PSSD scores at week 16.  Superiority 
of guselkumab when compared with adalimumab was demonstrated for the proportion of patients 
who achieved a PSSD score of 0 at week 24.2, 3 Results from both studies are shown in tables 5 
and 6 below. 
 
Table 5: Change in baseline DLQI and PSSD symptom score in the VOYAGE 1 and VOYAGE 
2 studies at week 16.2, 3 

 VOYAGE 1 VOYAGE 2 
 

 Guselkumabŧ 
 

Placebo 
 

Guselkumabŧ 
 

Placebo 
 

DLQI  -11.2 (±7.24) 
 

-0.6 (±6.36) -11.3 (±6.8) -2.6 (±6.9) 

PSSD symptom 
score 

-41.9 (±24.61) 
 

-3.0 (±19.56) -40.4 (±26.5) -8.3 (±23.7) 

DLQI = Dermatology Life Quality Index; PSSD = Psoriasis Symptom and Sign Diary 
ŧ p values for all comparisons <0.001. 
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Table 6: Proportion of patients achieving PSSD symptom score of 0 in the VOYAGE 1 and 
VOYAGE 2 studies at week 24.2, 3 

 VOYAGE 1 VOYAGE 2 
 

 Guselkumabŧ 
 

Adalimumab 
 

Guselkumabŧ 
 

Adalimumab 
 

PSSD symptom 
score of 0 

36% (90/248) 22% (59/273) 35% (144/410) 22% (45/200) 

PSSD = Psoriasis Symptom and Sign Diary. ŧ p values for all comparisons <0.001. 

 

The NAVIGATE study was a multicentre, randomised, double-blind, phase III study that evaluated 

guselkumab for the treatment of moderate to severe plaque psoriasis in patients who had an 
inadequate response to 16 weeks of treatment with ustekinumab.5 The primary outcome was the 
number of pre-specified study site visits (up to a maximum of four visits) at which patients 
randomised at week 16 (ie inadequate responders) achieved an IGA score of 0 or 1 and a ≥2 
grade improvement, using week 16 scores as a baseline, between week 28 and week 40. Patients 
randomised to guselkumab had a statistically significant higher mean (± sd) number of visits, 
between week 28 and week 40, where an IGA score of 0 or 1 and a ≥2 grade improvement 
(compared with week 16) was observed in comparison to patients randomised to continued 
ustekinumab; 1.5 (± 1.6) visits versus 0.7 (± 1.3) visits (p<0.001).5   
 

Summary of evidence on comparative safety 

 
VOYAGE 1: placebo and active controlled phase (Week 0 to Week 16) 
In VOYAGE 1, adverse events (AEs) were reported by 52% (170/329) of patients in the 
guselkumab group,51% (170/333) in the adalimumab group and by 49% (86/174) of patients in 
the placebo group. Serious adverse events (SAEs) were reported by 2.4%, 1.8%, and 1.7% of 
patients randomised to guselkumab, adalimumab, and placebo respectively. Between week 0 and 
week 16 four patients (1.2%) in the guselkumab group, three patients (0.9%) in the adalimumab 
group, and two patients (1.1%) in the placebo group discontinued study treatment during the 
placebo controlled phase due to an AE.    
 
Infections were reported by 26%, 26%, and 25% of patients randomised to guselkumab, 
adalimumab, and placebo respectively between week 0 and week 16. Of the infections reported 
6.1% (20/329) in the guselkumab group, 7.2% (24/333) in the adalimumab group, and 7.5% 
(13/174) in the placebo groups required treatment. 2   
 
VOYAGE 2: placebo and active controlled phase (Week 0 to Week 16) 
In VOYAGE 2, AEs were reported by 48% (235/494) of patients randomised to guselkumab; 48% 
(120/248) in the adalimumab group; and by 45% (111/248) of patients randomised to placebo. 
SAEs were reported by 1.6% (8/494) of patients in the guselkumab group, 2.4% (6/248) of patients 
in the adalimumab group, and by 1.2% (3/248) of patients in the placebo group. During the 
placebo controlled phase of VOYAGE 2 seven patients (1.4%) in the guselkumab group, four 
patients (1.6%) in the adalimumab group, and two patients (0.8%) in the placebo group 
discontinued study treatment due to an AE. 
 
Infections were reported by 21% of patients in the guselkumab group, 23% of patients in the 
adalimumab group, and 18% of patients in the placebo group. Of the infections reported 7.1% in 
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the guselkumab group, 7.7% in the adalimumab group, and 6.9% in the placebo groups required 
treatment.3 
 

Summary of clinical effectiveness issues 

 
Psoriasis is a chronic, relapsing and remitting, immune-mediated, inflammatory skin condition. 
The majority of patients have plaque psoriasis and approximately one fifth of these have moderate 
to severe disease. Plaque psoriasis is characterised by painful, itchy, inflamed, scaly plaques 
commonly affecting the scalp, elbows, knees, buttocks, and genitalia. Psoriatic plaques are 
unsightly and patients often experience bleeding and shedding of scale. This can lead to a 
significant reduction in quality of life due to patients feeling self-conscious, depressed, socially 
isolated and potentially reducing employment opportunities. Psoriasis is also associated with 
specific co-morbidities, including psoriatic arthritis, obesity, diabetes, cardiovascular disease 
(including myocardial infarction and stroke), metabolic syndrome and Crohn’s disease.4 
 
Treatment involves topical therapy (eg with corticosteroids), phototherapy and systemic therapy 
with conventional agents (eg methotrexate or ciclosporin) or biologic agents. Apremilast is a 
phosphodiestrase-4 inhibitor that may be used following failure of conventional agents. Biologics 
include tumour necrosis factor (TNF) inhibitors (adalimumab, etanercept, infliximab) and IL 
inhibitors (anti-IL-12/IL-23 [ustekinumab], and anti-IL-17A [secukinumab and ixekizumab]).4 The 
British Association of Dermatologists (BAD) guideline for biologic therapy for psoriasis (updated 
2017) recommends the following first-line biologic agents: ustekinumab, adalimumab (particularly 
in patients with psoriatic arthopathy) and secukinumab (in patients with or without psoriatic 
arthritis).6 Gulselkumab is the first selective IL-23 inhibitor to be licensed for psoriasis.  
 
VOYAGE 1 and 2 studies reported superiority of guselkumab compared with placebo and 
adalimumab for outcomes including the proportion of patients achieving an IGA score of 0 or 1 (ie 
cleared or minimal disease), IGA score of 0 (cleared), and the proportion of patients who achieved 
PASI 75/90/100 response from baseline, at week 16 and week 24. VOYAGE 1 also provided 
evidence of superior efficacy up to week 48. Guselkumab was associated with significant 
improvements in quality of life compared with placebo and adalimumab. The NAVIGATE study 
reported that in patients who had not responded to ustekinumab by week 16, switching to 
guselkumab treatment demonstrated significantly greater response compared with continued 
ustekinumab treatment. 
 
The submitting company has requested that SMC considers guselkumab for patients who have 
failed to respond to conventional systemic therapies (including ciclosporin, methotrexate and 
phototherapy), are intolerant to, or have a contraindication to these treatments. Eligible patients 
in both VOYAGE 1 and 2 studies had to have stable moderate to severe plaque psoriasis. In the 
VOYAGE 1 and 2 studies, around 55% of patients had previously received phototherapy and 
slightly more than 60% had previously received conventional systemic treatment.2, 3 Results of 
subgroup analyses from VOYAGE 1 and 2 showed that there was a higher response associated 
with guselkumab in comparison with placebo and adalimumab across all previous psoriasis 
treatment groups, including non-biologic systemic therapies.4  
 
Study results from VOYAGE 1 and 2 may be less relevant to the patient population who have 
previously received treatment with a biologic medication as only 21% of patients in both studies 
had previously received a biologic although subgroup analyses results were reassuring. In 
addition, patients were excluded if they had received TNF inhibitors within the previous three 
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months or other treatment targeting IL-12/23, IL-17, or IL-23 within the previous six months. Since 
the VOYAGE 1 and 2 studies included adalimumab as an active-control, patients were not 
permitted to have previously received adalimumab. However, in VOYAGE 2 66% of non-
responders initially treated with adalimumab who commenced treatment with guselkumab had 
achieved PASI 90 by week 48. Similarly, IGA scores for this group had also improved by week 
48.4  
 
The primary outcomes in VOYAGE 1 and 2 and NAVIGATE were assessed after 16 weeks of 
guselkumab treatment which is a relatively short period of time for a chronic, relapsing and 
remitting condition. However, some major secondary outcomes were assessed at week 24 (in 
both studies) and week 48 (VOYAGE 1). A long-term extension study is on-going.  
 
VOYAGE 2 aimed to evaluate the efficacy of re-treatment with guselkumab. The number of 
patients re-treated for eight weeks or more was small therefore limiting the interpretation of the 
results and no definitive conclusions can be made.4 
 
Less than 5% of patients included in VOYAGE 1 and 2 were ≥65 years of age. The number of 
patients with one or more adverse event, serious adverse event and who discontinued study 
treatment because of adverse events was higher in patients ≥65 years of age compared with 
other age groups. No studies have been conducted in patients with hepatic or renal impairment.4 
 
Since comparative data are limited to adalimumab and ustekinumab, the company presented 
results of a Bayesian network meta-analysis (NMA) of 39 studies to compare guselkumab with 
other biologic treatments (adalimumab, etanercept, infliximab, ustekinumab, secukinumab and 
ixekizumab). Outcomes included were PASI response rates (PASI 50, PASI 75, PASI 90, and 
PASI 100), proportion of patients achieving a DLQI score of 0/1, proportion of patients achieving 
an IGA or Physician’s Global Assessment (PGA) score of 0/1, AEs, SAEs and withdrawal due to 
an AE. 
 
The NMA results appear to suggest that for the efficacy outcomes, guselkumab is generally 
comparable to ixekizumab, secukinumab and infliximab and may be superior to ustekinumab, 
adalimumab and etanercept. For the safety outcomes, guselkumab appears to be generally 
comparable to ixekizumab, secukinumab, ustekinumab, infliximab, adalimumab and etanercept. 
 
There are some limitations which may affect the validity of these results. The target population in 
the NMA included patients with moderate to severe psoriasis but was not restricted to the 
company’s positioning. The results of the NMA are from the induction periods of treatment only 
and there are no comparative data on maintenance treatment. There was heterogeneity across 
the included studies with respect to baseline characteristics including disease duration, PASI and 
DLQI score and prior use of conventional systemic or biologic treatment. There was heterogeneity 
in the time points used for outcomes included in the NMA. Some studies were conducted in 
exclusively Asian populations. There was variation in event rates for most outcomes in the 
placebo groups of the studies. Overall, despite the limitations, the conclusion of comparable 
efficacy and safety seems reasonable. 
 
Clinical experts consulted suggested that the availability of guselkumab would offer patients 
another biologic treatment option for moderate to severe plaque psoriasis after failure of response 
to conventional non-biologic systemic therapies. It is administered as a subcutaneous injection 
and administration by the patient is possible, similar to the majority of other biologic medications 
accepted for use within NHS Scotland. 
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Summary of comparative health economic evidence 

 
The submitting company presented a cost-minimisation analysis using a five year time horizon to 
evaluate the cost to NHSScotland associated with the use of guselkumab versus the most widely 
used biologics, adalimumab, ustekinumab and secukinumab, in the treatment of adults with 
moderate to severe plaque psoriasis for whom non-biologic systemic treatments or phototherapy 
are inadequately effective, not tolerated or contraindicated. The population used in the economic 
analysis is in line with the proposed positioning and represents a sub-group of the broader 
licensed indication population which includes all adults who are candidates for systemic therapy.  
 
The company selected the comparators for the cost- minimisation analysis based on usage in 
clinical practice from a UK survey of clinicians and availability of sufficient comparative evidence. 
Given these data, both adalimumab (Humira®) and ustekinumab (Stelara®) were presented as 
primary comparators for the analysis. SMC clinical experts agreed these are currently the most 
used biologics for psoriasis in Scotland and the ones likely to be displaced by guselkumab. 
Therefore, the choice of comparators seems reasonable, however, the company was asked to 
include secukinumab in the analysis as it is also a relevant comparator.  
 
Clinical superiority of guselkumab against adalimumab has been established based on the 
available direct comparative evidence, VOYAGE 1 and VOYAGE 2. A network meta-analysis 
(NMA) was conducted by the company which suggests that for the efficacy outcomes guselkumab 
is generally comparable to ixekizumab, secukinumab and infliximab, and may be superior to 
ustekinumab, adalimumab and etanercept, while for the safety outcomes guselkumab is generally 
comparable to all comparators. The submitting company state that for simplicity they undertook a 
cost-minimisation approach. This implies comparable efficacy and safety between guselkumab 
and the comparators, which seems reasonable after accounting for the limitations in the NMA. 
 
In the analysis, only medicine acquisition costs were considered. Costs associated with medicines 
administration, monitoring, AEs, and the cost of any future lines of therapy were excluded from 
the analysis on account of being assumed identical across the therapies being compared.  
 
A patient access scheme was submitted by the company and was assessed as acceptable for 
implementation by the Patient Access Scheme Assessment Group (PASAG).  A PAS discount is 
in place for secukinumab and this was included in the results used for decision-making by SMC 
by using estimates of the comparator PAS prices. 
 
Base case results of the cost-minimisation analysis are presented in Table 7 (without PAS). Based 
upon list prices for all medicines, the results of the cost-minimisation analysis within a 5-year time 
horizon indicates that guselkumab (£74,250) is more costly compared to adalimumab (£46,306) 
and ustekinumab (£47,950), but less costly compared to secukinumab (£76,783).  
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Table 7: Cost Minimisation Analysis Base-case Results without PAS 

Therapy 
Year 1  

annual cost 

Years 2-5 

average annual 

costs 

Total 

aggregated cost 

5 years 

Incremental 

cost vs 

guselkumab 

Guselkumab £15,750 £14,625 £74,250   

Adalimumab £9,684 £9,156 £46,306 £27,944 

Ustekinumab £10,735 £9,304 £47,950 £26,300 

Secukinumab £18,282 £14,625 £76,783 -£2,533 

 
The results presented do not take account of the PAS for secukinumab or the PAS for 
guselkumab, but these were considered in the results used for decision-making. SMC is unable 
to present the results provided by the company which used an estimate of the PAS price for 
secukinumab due to commercial confidentiality and competition law issues.  

 
The company was asked to address the following minor issues in the analysis which slightly 
altered the base case results but did not have an important impact on the final conclusions: 

 Applying a 3.5% discount rate 
 
Overall, the economic case has been demonstrated.  
  
Other data were also assessed but remain commercially confidential.*  
 

Summary of patient and carer involvement 

 
 The following information reflects the views of the specified Patient Groups. 

 
 We received patient group submissions from the Psoriasis Association and the Psoriasis and 

Psoriatic Arthritis Alliance (PAPAA), both are registered charities.  
 

 The Psoriasis Association has received 4.09% pharmaceutical company funding in the past 
two years, including from the submitting company. PAPAA has not received any 
pharmaceutical company funding in the past two years.  

 

 Psoriasis is a lifelong, visible condition which can occur at any age. It can be a debilitating 
disease that impacts all aspects of life, physically and psychologically. Owing to the highly 
visible nature of psoriasis, patients often avoid social situations and it can affect career choice. 
It can also have a significant impact on the wider family and on personal relationships.  

 

 Although there have been advances in therapy there will always be individuals with an unmet 
need where current therapies do not work or begin to fail.  

 

 To help psoriasis sufferers lead as satisfying a life as those without the condition, patients and 
their carers welcome access to a range of treatments in the pathway for different grades of 
severity, with a wide choice of options available if initial treatments fail. Guselkumab would 
offer an alternative biologic therapy with the opportunity to increase quality of life.  
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Additional information: guidelines and protocols 

 
The British Association of Dermatologists (BAD) guideline for biologic therapy for psoriasis has 
recently been updated in 2017.6 This guidance recommends offering biologic therapy to patients 
requiring systemic therapy, when methotrexate and ciclosporin have failed, are not tolerated or 
are contraindicated, and when psoriasis has a large impact on physical, psychological and social 
functioning as well as having extensive disease (BSA >10% or PASI ≥10 or at least moderate on 
PGA) and/or severe disease in localised sites and associated with significant functional 
impairment and/or high levels of distress. Biologic therapy can be considered earlier in the 
treatment pathway (eg if methotrexate has failed, is not tolerated or is contraindicated) in patients 
who meet the disease severity criteria and also have psoriatic arthritis or have persistent 
psoriasis. The guideline makes recommendations on the choice of biologic, including the following 
first-line agents: ustekinumab, adalimumab (particularly in patients with psoriatic arthopathy) and 
secukinumab (in patients with or without psoriatic arthritis). For those not responding to first-line 
treatment, any licensed biologic can be considered for second-line use, giving consideration to 
disease and patient factors. The guideline also recommends that infliximab should be reserved 
for patients with very severe disease (PASI ≥20 or DLQI ≥18). This guidance predates the 
availability of guselkumab.6 
 
Several European and British guidelines exist regarding systemic treatment of psoriasis; these 
predate the availability of secukinumab, ixekizumab, and guselkumab. 
 
The Scottish Intercollegiate Guidelines Network (SIGN) guideline on Diagnosis and management 
of psoriasis and psoriatic arthritis in adults was published in 2010.7 This guidance recommends 
that patients with severe psoriasis who have failed to respond to, or have a contraindication to, or 
are intolerant of phototherapy and systemic therapies including ciclosporin and methotrexate, 
should be offered biologic therapy unless they have contraindications or are at increased risk of 
hazards from these therapies. Adalimumub, etanercept, ustekinumab and infliximab are 
recommended.  
 
Good practice points note that the use of biologic treatments should conform to British Association 
of Dermatologists (BAD) guidelines. The comparative long-term safety of systemic and biologic 
treatments for severe psoriasis is currently being investigated in a five-year treatment register, 
the British Association of Dermatologists Biologic Interventions Register (BADBIR) 
(www.badbir.org). Patients on biologic therapies should be offered the opportunity to join the long 
term safety register BADBIR.7 
 
The National Institute for Health and Care Excellence (NICE) published a clinical guideline on the 
assessment and management of psoriasis in 2012, which were reviewed in 2017.8 The guideline 
makes broadly similar recommendations as the SIGN guideline regarding the use of biologics. 
 

Additional information: comparators 

 
Biologic therapies include TNF antagonists (adalimumab, etanercept, infliximab), anti-IL-12/IL-23 
(ustekinumab), and anti-IL-17A (secukinumab and ixekizumab). 
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Cost of relevant comparators 

 
Medicine Dose Regimen Cost per year (£) 

Guselkumab 100mg SC at weeks 0 and 4, 
followed by a maintenance 
dose every 8 weeks 

Year 1: £15,750 
Subsequent years: £14,625 

Ixekizumab 160mg SC at week 0, 
followed by 80mg SC at 
weeks 2, 4, 6, 8, 10 and 12, 
then maintenance dosing of 
80mg every four weeks   

First year: 20,250 
Subsequent years: 14,625 

Secukinumab 300mg SC at weeks 0, 1, 2, 3 
and 4 and then monthly 

First year: 19,500 
Subsequent years: 14,625 

Ustekinumab 45mg (or 90mg*) SC at 
weeks 0 and 4 and then every 
12 weeks 

First year: 12,882 
Subsequent years: 9,304 

Infliximab 5mg/kg IV at weeks 0, 2 and 
6, then every 8 weeks  

First year: 12,064 
Subsequent years: 9,802  

Adalimumab 80mg SC at week 0, then 
40mg SC every two weeks 

First year: 9,508 
Subsequent year: 9,156    

Etanercept 25mg SC twice weekly or 
50mg SC weekly** 

8,528 

Doses are for general comparison and do not imply therapeutic equivalence. Costs for adalimumab from 
eVadis on 6 March 2018. Costs for guselkumab, etanercept, infliximab, ixekizumab, secukinumab and 
ustekinumab from electronic medicines compendium (eMC) dictionary of medicines and devices on 6 March 
2018. Costs calculated using a bodyweight of 70kg and the full cost of vials/ampoules assuming wastage. 
* ustekinumab 90mg given if bodyweight >100kg. **if necessary, etanercept 50mg SC twice weekly may 
be given for 12 weeks then 25mg twice weekly or 50mg weekly. SC=subcutaneous. IV=intravenous. Costs 
do not take any patient access schemes into consideration. 

 

Additional information: budget impact 

 
The submitting company estimated there would be 3284 patients eligible for treatment with 
guselkumab in year 1, rising to 3362 patients in year 5, to which confidential estimates of 
treatment uptake were applied.  
 
SMC is unable to publish the with PAS budget impact due to commercial in confidence issues. 
A budget impact template is provided in confidence to NHS health boards to enable them to 
estimate the predicted budget with the PAS.  
 
Other data were also assessed but remain commercially confidential.*
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This assessment is based on data submitted by the applicant company up to and including 16 
March 2018. 
 
*Agreement between the Association of the British Pharmaceutical Industry (ABPI) and the SMC 
on guidelines for the release of company data into the public domain during a health technology 
appraisal: 
http://www.scottishmedicines.org.uk/About_SMC/Policy_statements/Policy_Statements 
 
Medicine prices are those available at the time the papers were issued to SMC for consideration. 
SMC is aware that for some hospital-only products national or local contracts may be in place for 
comparator products that can significantly reduce the acquisition cost to Health Boards. These 
contract prices are commercial in confidence and cannot be put in the public domain, including 
via the SMC Detailed Advice Document. Area Drug and Therapeutics Committees and NHS 
Boards are therefore asked to consider contract pricing when reviewing advice on medicines 
accepted by SMC. 
 
Patient access schemes: A patient access scheme is a scheme proposed by a pharmaceutical 
company in order to improve the cost-effectiveness of a drug and enable patients to receive 
access to cost-effective innovative medicines. A Patient Access Scheme Assessment Group 
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http://www.scottishmedicines.org.uk/About_SMC/Policy_statements/Policy_Statements
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(PASAG, established under the auspices of NHS National Services Scotland reviews and advises 
NHS Scotland on the feasibility of proposed schemes for implementation. The PASAG operates 
separately from SMC in order to maintain the integrity and independence of the assessment 
process of the SMC. When SMC accepts a medicine for use in NHS Scotland on the basis of a 
patient access scheme that has been considered feasible by PASAG, a set of guidance notes on 
the operation of the scheme will be circulated to Area Drug and Therapeutics Committees and 
NHS Boards prior to publication of SMC advice. 
 
Advice context: 
 
No part of this advice may be used without the whole of the advice being quoted in full.  
 
This advice represents the view of the Scottish Medicines Consortium and was arrived at after 
careful consideration and evaluation of the available evidence. It is provided to inform the 
considerations of Area Drug & Therapeutics Committees and NHS Boards in Scotland in 
determining medicines for local use or local formulary inclusion. This advice does not override the 
individual responsibility of health professionals to make decisions in the exercise of their clinical 
judgement in the circumstances of the individual patient, in consultation with the patient and/or 
guardian or carer. 


