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

ADVICE: following a full submission
abrocitinib (Cibinqo®) is accepted for restricted use within NHSScotland.

Indication under review: for the treatment of moderate-to-severe atopic dermatitis in
adults and adolescents 12 years and older who are candidates for systemic therapy.

SMC restriction: for use in patients who have not responded to, or have lost response to, at
least one systemic immunosuppressant therapy, or in whom these are contraindicated or
not tolerated.

Four phase lll studies demonstrated superiority of abrocitinib in improving signs and
symptoms of atopic dermatitis when compared with placebo, as monotherapy or in
combination with medicated topical therapies in patients with moderate to severe atopic
dermatitis.

This advice applies only in the context of an approved NHSScotland Patient Access Scheme
(PAS) arrangement delivering the cost-effectiveness results upon which the decision was
based, or a PAS/ list price that is equivalent or lower.
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Scottish Medicines Consortium
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Indication
For the treatment of moderate-to-severe atopic dermatitis in adults and adolescents 12 years
and older who are candidates for systemic therapy.!

Dosing Information

The recommended dose of abrocitinib is either 100mg or 200mg orally once daily. For most
patients, particularly those with severe disease, the recommended starting dose is 200mg. A
dose of 100mg once daily is the recommended starting dose for patients 265 years of age,
adolescents (12 to 17 years of age), and those who have risk factors for developing an adverse
reaction to abrocitinib or those who are less likely to tolerate the adverse reactions. The dose
may be adjusted based on tolerability and efficacy.

Abrocitinib can be used with or without medicated topical therapies for atopic dermatitis.

Consideration should be given to discontinuing abrocitinib treatment in any patient who
shows no evidence of therapeutic benefit after 12 weeks of treatment. Some patients with
initial partial response may subsequently improve with continued treatment beyond 12
weeks.

Treatment with abrocitinib should be initiated and supervised by a healthcare professional
experienced in the diagnosis and treatment of atopic dermatitis. See Summary of product
characteristics (SPC) for further information.*

Product availability date
29 October 2021

Abrocitinib received a positive scientific opinion under the Early Access to Medicines Scheme
with the Medicines and Healthcare Products Regulatory Agency on 28 January 2021 (EAMS
number: EAMS 00057/0006). The indication was in the treatment of adult and adolescent
patients with severe atopic dermatitis who have not responded to approved treatments or
who are ineligible or intolerant to approved treatments.

Summary of evidence on comparative efficacy

Abrocitinib is a reversible and selective Janus kinase (JAK) 1 inhibitor. Within the intracellular
pathway, JAKs phosphorylate and activate signal transducers and activators of transcription
(STATs). The JAK-STAT pathway is a major signal transduction pathway for several cytokines
involved in the pathogenesis of atopic dermatitis and interruption of these pathways can have a
therapeutic effect on the signs and symptoms of this condition.? 3



The submitting company requested that SMC considers abrocitinib when positioned for use in
patients who have not responded to, or have lost response to, at least one systemic
immunosuppressant therapy, or in whom these are contraindicated or not tolerated.

The key evidence comes from four randomised, multicentre, double-blind, placebo-controlled,
phase Il studies: COMPARE (also included an active-control arm), TEEN, MONO-1, and MONO-2.
COMPARE recruited adult patients (218 years), TEEN recruited patients aged 12 to <18 years, and
MONO-1/2 recruited patients aged 212 years. All studies recruited patients with chronic atopic
dermatitis diagnosed >1 year prior to study entry according to Hanifin and Rajka criteria and had
moderate to severe disease (defined as 210% of body surface area affected by atopic dermatitis;
Eczema Area and Severity Index [EASI] score of 216; Investigator’s Global Assessment [IGA] score
of 23 and Peak Pruritus Numerical Rating Scale [PP-NRS] score of >4). Patients had inadequate
response to treatment with topical therapy for 24 weeks, or such treatments were medically
inadvisable, or have required systemic therapies for control of their disease.> *

In MONO-1/2, eligible patients were randomised 2:2:1 to receive 100mg or 200mg abrocitinib
orally once daily or placebo for 12 weeks. Patients were not allowed to use medicated topical
therapies but could use a non-medicated emollient. Randomisation was stratified by baseline
disease severity (moderate [IGA=3] or severe [IGA=4]), and age (<18 or >18 years). In COMPARE,
eligible patients were randomised 2:2:2:1 to receive 100mg or 200mg abrocitinib orally once daily,
300mg dupilumab subcutaneous injection every other week (after loading dose of 600mg), or
placebo for 20 weeks. In TEEN, eligible patients were randomised 1:1:1 to receive 100mg or
200mg abrocitinib orally once daily or placebo for 12 weeks. All patients in COMPARE and TEEN
received medicated topical therapy (topical corticosteroids [TCS], topical calcineurin inhibitor or a
topical phosphodiesterase 4 [PDE4] inhibitor) and were required to use emollient. In all four
studies, the use of rescue medication was prohibited.> %>

The co-primary outcomes for all four studies were: response based on achieving an IGA of clear (0)
or almost clear (1) (on a 5-point scale) and a reduction from baseline of >2 points at week 12; and
response based on EASI 275% improvement from baseline (EASI-75) at week 12 (all tested against
placebo). Efficacy analyses were performed in the full analysis set (FAS), which included all
randomised patients who received at least one dose of study medicine. Hierarchical statistical
testing strategies using the Bonferroni method were used to adjust for multiplicity for select
outcomes.>*

In all four studies, abrocitinib demonstrated superiority over placebo in improving signs and
symptoms of atopic dermatitis. In COMPARE, only one outcome comparing abrocitinib and
dupilumab can be considered statistically robust (improvement of 24 points in the peak pruritus
NRS score at week 2); other results versus dupilumab should be interpreted with caution due to
uncontrolled risk of a false positive. Results appeared to favour abrocitinib 200mg, with abrocitinib
100mg and dupilumab having comparable results for key efficacy outcomes. See Table 1 for
details.



Table 1. Primary and select secondary outcomes for MONO-1/2, TEEN, and COMPARE studies
(FAS population).t 35,67

MONO-1 MONO-2 TEEN COMPARE
ABRO 200mg PBO ABRO PBO ABRO ABRO PBO+TT ABRO ABRO DUP+TT PBO+TT
(n=153) (n=76) 200mg (n=77) | 100mg | 200mg | (n=94) 100mg | 200mg | (n=242) (n=131)
(n=155)* +TT +TT +TT +TT
(n=89) | (n=93) (n=238) | (n=226)

IGA response at week 12
% | aa% [ 7.9% | 38%* | 9.1% | 42%" | 46%* | 24% | 37%" | 48%" | 36% | 14%
EASI 75 response at week 12
% | 63%' | 12% | 61%* | 10% | 68%" | 72%* | 42% | 59%" | 70%" | 58% | 27%
EASI 90 response at week 12
% | 39% | 53%| 38% [3.9%| 42% | 50% | 18% | 37% | 46% | 35% | 10%
Peak pruritus NRS 24 point response at week 12**
n 147 74 | 153 | 76 | 76 | 74 | 84 | 221 | 217 | 224 121
% 57%" 15% | 55%* | 12% | 53%* | 55%" | 30% | 48% | 63% | 54% | 29%
Change from PSAAD total score at week 12
n 138 68 | 155 | 77 | 95 | 93 | 95 - - - -
LSM 3.8 11| 300 | -08| 25| -27] 20| 27 | 36 | 3.2 -1.6
change
from
baseline

ABRO = abrocitinib once daily; DUP = dupilumab 300mg every 2 weeks; EASI 75/90 = 275%/90% improvement in
Eczema Area and Severity Index; FAS = full analysis set; IGA response = Investigator’s Global Assessment score of 0
(clear) or 1 (almost clear) with >2 grade reduction from baseline; LSM = least squares mean; NRS = Numerical Rating
Scale; PBO = placebo; TT = medicated topical therapy; PSAAD = Pruritus and Symptoms Assessment for Atopic
Dermatitis.

A p<0.05 for abrocitinib versus placebo when adjusted for multiplicity.

* n=154 for EASI 75 at 12 weeks.

** assessed in patients with peak pruritus NRS score of >4 at baseline.

The submitting company presented a post-hoc analysis relevant to the proposed positioning. The
population included all patients who received at least one systemic treatment for atopic
dermatitis (excluding patients who only received oral corticosteroids previously) and who
discontinued the prior treatment(s) for any reason (referred to as the generalisable population).
MONO-1 and -2 were combined and the results of selected outcomes were presented in the adult
and adolescent groups.

Patients that participated in MONO-1/2, TEEN, and COMPARE were able to enrol in the phase Ill
long-term extension study EXTEND, which provided evidence to support the long-term use of
abrocitinib. Treatment effect was maintained over 48 weeks in 502 patients including 73
adolescents. REGIMEN was a phase Il randomised withdrawal and retreatment study in adults and
adolescents, the results of which were also supportive of use of abrocitinib. JADE DARE is a 26-
week, randomised, double-blind, phase Ill study comparing abrocitinib 200mg with dupilumab
300mg in adult patients on background topical therapy with moderate to severe atopic dermatitis.
The co-primary outcomes were PP-NRS >4 response at week 2, and EASI-90 response at week 4;
the key secondary outcome was EASI-90 at week 16. Both co-primary and key secondary outcomes



were met; a peer-reviewed publication reporting study results was not available at time of
assessment.? 12

Health related quality of life (HRQoL) was assessed in all four key studies using either the
Dermatology Life Quality Index (DLQI) or the children’s DLQI. Overall, patients receiving abrocitinib
had greater improvement in DLQI scores versus placebo.3 > 7

A Bayesian network meta-analysis (NMA) was conducted comparing the relative efficacy of
abrocitinib 100mg and 200mg (data from 4 studies, not including JADE DARE) with dupilumab
300mg (data from 7 studies) and baricitinib 2mg and 4mg (data from 5 studies). The studies
included adult and/or adolescent patients with moderate to severe atopic dermatitis who were
candidates for systemic therapy. Separate networks were constructed for use as monotherapy and
combination therapy, where feasible, in three populations: (1) a subgroup of patients who have
previously received at least one systemic therapy (generalisable population); (2) subgroup who
failed or did not tolerate ciclosporin (referred to as the restricted population); and (3) the full
study populations. The outcomes included in the NMAs were: EASI 50/75/90 response; PP-NRS4
response; EASI 50 response plus a 24-point improvement in DLQI from baseline (EASI 50 & DLQI
>4); proportion achieving an IGA score of 0 or 1 with >2-point reduction from baseline; change
from baseline in PP-NRS; and change from baseline in DLQI or children’s DLQI (CDLQI). The
outcomes were assessed at 12 or 16 weeks. Overall, in the adult generalisable population, which
most closely reflects the company positioning population, there was no evidence of a difference
between abrocitinib and dupilumab for most efficacy outcomes. Additionally, in the full
adolescent population there was no evidence of a difference between abrocitinib and dupilumab.

Other data were also assessed but remain confidential.*

Summary of evidence on comparative safety

Overall, the safety profile of abrocitinib is satisfactory and largely consistent with that of other JAK
inhibitors. The safety profile of abrocitinib in adolescent patients was generally consistent with
that of adult patients. Special warnings and precautions described in the SPC include serious
infections, venous thrombotic events, malignancy, haematologic abnormalities and increased
lipids.% 3

In COMPARE, by the end of week 20, a treatment-emergent adverse event (AE) was reported by
51% (121/238) of patients in the abrocitinib 100mg group, 62% (140/226) of patients in the
abrocitinib 200mg group, 50% (121/242) of patients in the dupilumab group, and 53% (70/131) of
patients in the placebo group. In the abrocitinib 100mg and 200mg, dupilumab and placebo
groups, respectively, patients reporting a serious AE were 2.5%, 0.9%, 0.8% and 3.8%; patients
with an AE leading to study discontinuation were 2.5%, 4.4%, 3.3%, and 3.8% respectively.> 3

In the COMPARE study, the most frequently reported treatment-emergent AEs of any grade with
an incidence >5% in the abrocitinib 100mg, abrocitinib 200mg, dupilumab and placebo groups,



https://www.scottishmedicines.org.uk/media/3572/20180710-release-of-company-data.pdf

respectively, were: nausea (4.2%, 11%, 2.9% and 1.5%), conjunctivitis (0.8%, 1.3%, 6.2% and 2.3%),
nasopharyngitis (9.2%, 6.6%, 9.5% and 6.9%), upper respiratory tract infection (5.0%, 4.0%, 3.7%
and 4.6%), headache (4.2%, 6.6%, 5.4% and 4.6%) and acne (2.9%, 6.6%, 1.2% and 0%).”

Based on pre-clinical findings, there are uncertainties regarding potential detrimental effects on
bone physiology and associated consequences on bone tissue formation and maintenance,

especially in growing bone.3

Other data were also assessed but remain confidential.*

Summary of clinical effectiveness issues

Atopic dermatitis is a chronic, relapsing, inflammatory skin disease that is characterised by
eczematous skin lesions, dry and itchy skin. Itch and skin infections are major complications of
atopic dermatitis and failure to gain adequate control can result in sleep disturbance, anxiety, and
depression and has a substantial impact on quality of life. The aim of treatment is to bring the
signs and symptoms of atopic dermatitis under control. In patients whose symptoms are not
adequately controlled by optimised topical therapies, treatments options include phototherapy,
followed by systemic treatments such as azathioprine, methotrexate, mycophenolate mofetil and
ciclosporin, which are used for severe and recalcitrant disease but can be associated with toxicities
that limit their use.> 1% 1! There are several targeted systemic treatments authorised for the
treatment of moderate to severe atopic dermatitis in patients who are candidates for systemic
therapy. Dupilumab is accepted for restricted use within NHSScotland for patients (adolescents
and adults) who have had an inadequate response to existing systemic immunosuppressants such
as ciclosporin, or in whom such treatment is considered unsuitable (SMC 2011/SMC 2232).
Tralokinumab (SMC 2403) and baricitinib (SMC 2337) have recently been accepted for restricted
use by SMC in similar populations and consequently, due to the time between submission reviews,
do not have to be considered as comparators for this submission. Upadacitinib is licensed for the
treatment of moderate to severe atopic dermatitis in adults and adolescents 12 years and older
who are candidates for systemic therapy however SMC have not issued advice for this indication
at the time of review. Clinical experts consulted by SMC considered that abrocitinib fills an unmet
need in this therapeutic area.

The submitting company has requested that SMC considers abrocitinib when positioned for use in
patients who have not responded to, or have lost response to, at least one systemic
immunosuppressant therapy, or in whom these are contraindicated or not tolerated. The
proposed positioning is similar to other SMC restrictions of targeted therapies accepted in this
indication.

In all four phase Il studies, abrocitinib demonstrated superiority over placebo for the co-primary
outcomes IGA response and EASI 75 response, which are well established clinical outcomes in
atopic dermatitis. Co-primary outcomes in all studies were statistically significant and together
with the positive results in itch-related secondary outcomes, the treatment effect can be


https://www.scottishmedicines.org.uk/media/3572/20180710-release-of-company-data.pdf

considered clinically meaningful. Efficacy has been demonstrated in both the adult and adolescent
populations and both as a monotherapy and in combination with topical therapies. Data from
long-term extension study EXTEND suggests maintenance of treatment effect up to 48 weeks but
longer-term data are limited, which is an important consideration in a chronic lifelong disease.3

There were some methodological limitations to the evidence presented that should be considered.
Longer-term efficacy data for abrocitinib were collected mostly in a single-blinded manner
(patients remained blinded but investigators were not). The studies presented were not designed
to compare doses of abrocitinib (100mg versus 200mg) and, furthermore, doses of abrocitinib
were not adjusted throughout the studies. As a result the efficacy of abrocitinib using titrating
doses is less certain. A dose of 50mg is suggested in the SPC for certain patients with renal
impairment, however, this dose is based on pharmacokinetic data and was not evaluated in
clinical studies. Lastly, the subgroup analyses presented in support of the proposed positioning are
limited by their post-hoc nature and small sample size. It should also be noted that patients with
contraindications to systemic immunosuppressant therapy were not included in analyses that
supported the proposed positioning. 3

There are some generalisability issues with the studies that should also be considered. A limited
number of patients had previously received systemic treatment, and even less had previously
received targeted therapy. For example, in MONO-1 approximately half (48%) of patients had
previously received systemic medication, and only 7.8% had previously received dupilumab.”
Patients in practice (as per proposed positioning) are likely to have higher prior exposure to
targeted therapies.

COMPARE provides direct evidence of abrocitinib versus the most relevant comparator in practice,
dupilumab; results appeared to favour abrocitinib 200mg, with abrocitinib 100mg and dupilumab
appearing comparable for key efficacy outcomes. However, comparisons between these two
treatments were not powered or adjusted for multiplicity (with the exception of PP-NRS >4 points
at week 2) and therefore should be interpreted with some caution. Emerging data from the phase
Il study JADE DARE also suggest that abrocitinib 200mg is superior to dupilumab for efficacy
outcomes. In addition to the direct evidence provided, the company also conducted Bayesian
NMAs comparing abrocitinib with dupilumab which had the following limitations: the use of small
post-hoc subgroups for the generalisable population increases uncertainty in the validity of the
results; there is a lack of results for the adolescent generalisable population; there was clinical and
methodological heterogeneity including differences in baseline disease severity, the use of
concomitant topical treatments/rescue medication, and study duration (12 weeks for abrocitinib
versus 16 weeks for dupilumab); and no safety outcomes assessed. Despite these limitations, it
would be reasonable to assume at least comparable efficacy between abrocitinib and dupilumab
in the relevant adult population. There is less certainty in the adolescent population: there is no
direct evidence comparing abrocitinib with dupilumab; no indirect evidence in the “generalisable”
population (full study population only); and no indirect evidence comparing the two treatments in
combination with topical treatment.



Clinical experts consulted by SMC considered that abrocitinib is a therapeutic advancement due to
its mechanism of action and availability in adolescent patients. It would likely be used in adult and
adolescent patients who have not responded to, or have lost response to, at least one systemic
immunosuppressant therapy, or in whom these are contraindicated or not tolerated. Compared
with subcutaneous dupilumab, oral abrocitinib would have benefits for both patient and the
service.

Summary of comparative health economic evidence

The submitting company presented a cost-minimisation analysis (CMA) comparing abrocitinib to
dupilumab within the company’s proposed positioning. Results were presented for four mutually
exclusive sub-groups depending on whether patients are adolescents or adults and to account for
the use of treatments in combination with medicated topical therapy or as monotherapies. For
ease of presentation, only results for the adult and adolescent combination therapy populations
have been presented below, as these were felt to be most relevant for clinical practice. The time
horizon used in the economic evaluation was 20 years.

The clinical data used to underpin the assumption of comparable efficacy between treatments was
based on analyses of the adult generalisable population in the NMAs described above. The
company concluded that, on the basis of direct evidence and NMA results, abrocitinib was likely to
be at least similar to dupilumab in terms of the proportion of patients who respond to treatment.

Medicine acquisition, administration and monitoring costs were included in the analysis. No costs
were included for non-compliance or subsequent treatment of ‘drop-outs’ for any treatment,
which was consistent with the assumption of comparable efficacy across treatments. The dosages
of abrocitinib (100/200mg once daily) and dupilumab (initial 600mg loading dose followed by
300mg once every 2 weeks, or for adolescents <60kg a 400mg loading dose followed by 200mg
once every 2 weeks) used in the analysis were consistent with the dosages stated in each
medicine’s SPC.

A Patient Access Scheme (PAS) was proposed by the submitting company and was assessed by the
Patient Access Scheme Assessment Group (PASAG) as acceptable for implementation in
NHSScotland. Under the PAS, a simple discount was offered on the list price. SMC would wish to
present the with-PAS results that informed the decision but is unable to present the results which
used an estimate of the PAS price for dupilumab due to commercial confidentiality and
competition law issues.

The base case results using list prices for all medicines for the adult and adolescent combination
therapy populations indicated that the total cost of treatment with abrocitinib was less than that
expected with dupilumab. Conclusions based on the results of adult and adolescent monotherapy
analyses were consistent with this.



A number of scenario analyses were included in the company’s submission. These explored the
impact on results of accounting for shorter time horizons, treatment-specific response rates,
differential discontinuation rates, or a combination of these factors. These scenarios indicated that
conclusions using the company’s base case results appeared robust to changes in the majority of
parameters included in the model.

The following limitations associated with the economic evaluation were noted:

- The assumption of comparable efficacy used to validate the use of a CMA is based on results
from the generalisable population in the NMA, which uses a wider population than the
company’s proposed positioning, increasing the uncertainty associated with this assumption.
For the adult combination therapy sub-group, direct evidence is available to support this
assumption but not for the other sub-groups.

- No NMA results for the company’s chosen response measure were available in the adolescent
population. It was therefore assumed that NMA results for the adult generalisable population
would extend to the adolescent population which is unclear. This creates uncertainty around
the assumption of comparable efficacy underpinning the use of a CMA for this sub-group.

- Relevant long-term data is limited which creates uncertainty regarding assumptions about
efficacy and discontinuation rates over the company’s time horizon (20 years) used in the
economic evaluation. Use of shorter time horizons and alternative data to estimate response
and discontinuation rates were explored in scenario analyses but had a limited impact on
results.

Despite these limitations, the economic case was considered demonstrated.

Summary of patient and carer involvement

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

e We received patient group submissions from Eczema Outreach Support and Allergy UK.
Eczema Outreach Support is a Scottish charitable incorporated organisation and Allergy UK
is a registered charity.

e Eczema Outreach Support has received 29% pharmaceutical company funding in the past
two years, including from the submitting company. Allergy UK has received 32%
pharmaceutical company funding in the past two years, with none from the submitting
company.

e Living with severe atopic eczema can be very challenging. It affects all aspects of a person's
life including sleep, ability to engage in activities, attend school or work, and even make
friends. The impact on mental health can be substantial and it's often very difficult to



access psychodermatology support. It can also affect job opportunities and in some
individuals lead to them having to change career path. Carers of individuals with eczema
can also often suffer psychological symptoms including distress, frustration, anxiety and
fear at not being able to comfort or help the individual, as well as physical ‘burn out’.

e One of the biggest challenges of living with this condition is the time taken to treat the skin
several times a day with sticky, messy creams and ointments. It is a relentless treatment
regimen. There is no cure for eczema so patients often have years of trial and error with
different treatments trying to find something that helps. Having an additional different
treatment option would be advantageous, especially for young people to reduce the
burden and psychological impact of living with eczema over a lifetime.

e Parents/carers of children with severe eczema often worry they have reached the end of
the road with treatments, so this new medicine will offer another choice to families who
are feeling desperate and helpless. This medicine has the potential to provide relief from
an often debilitating condition and improve the quality of life for patients and their
parents/carers. As an oral treatment, it can be taken at home which is convenient for the
patient and may be preferred over injections.

Additional information: guidelines and protocols

Consensus-based European guidelines for treatment of atopic eczema (atopic dermatitis) in adults
and children: part Il were published in 2018.1? This second part of the guideline covers various
treatments including systemic therapy and states that systemic immunosuppressive treatment
with ciclosporin, methotrexate, azathioprine and mycophenolate mofetil is an established option
for severe refractory cases. It also recommends that biologicals such as dupilumab may be a safe
and effective, disease modifying alternative when available. It is noted that JAK inhibitors are in
development. This guideline pre-dates the availability of baricitinib, tralokinumab and
upadacitinib.

The Scottish Intercollegiate Guidelines Network (SIGN) published Management of atopic eczema in
primary care, a national clinical guideline (SIGN 125) in 2011. However, this guideline was
withdrawn in March 2021.1°

Additional information: comparators

Dupilumab.

10



Additional information: list price of medicine under review

‘ Medicine Dose Regimen Cost per year (£)

abrocitinib | 100mg or 200mg orally once daily. £11,619

Costs from BNF online on 04 March 2022. Costs do not take patient access schemes into
consideration.

Additional information: budget impact

SMC is unable to publish the estimated number of eligible or treated patients or 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.
This template does not incorporate any PAS discounts associated with comparator medicines or
PAS associated with medicines used in a combination regimen.

Other data were also assessed but remain confidential. *

11
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This assessment is based on data submitted by the applicant company up to and including
14 April 2022.

*Agreement between the Association of the British Pharmaceutical Industry (ABPI) and the SMC on
quidelines for the release of company data into the public domain during a health technology
appraisal: http://www.scottishmedicines.org.uk/About SMC/Policy

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 medicine and enable patients to receive
access to cost-effective innovative medicines. A Patient Access Scheme Assessment Group
(PASAG), established under the auspices of NHS National Services Scotland reviews and advises
NHSScotland 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 NHSScotland 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.
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