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New indications

Adopted by the Transparency Committee on 9 November 2022

SUMMARY

The legally binding text is the original French opinion version

Key points

Approval of reimbursement for the treatment of juvenile idiopathic arthritis (JIA) for the following
indications:
active enthesitis-related juvenile arthritis for patients aged 6 years and over in the event of
poor response or intolerance to conventional treatment, alone or in association with metho-
trexate (MTX).

active psoriatic juvenile arthritis for patients aged 6 years and over in the event of poor re-
sponse or intolerance to conventional treatment, alone or in association with methotrexate
(MTX).

Therapeutic improvement?

No therapeutic improvement in the care pathway of patients aged 6 years and over with active
enthesitis-related juvenile arthritis, and patients aged 12 and over with active psoriatic juvenile
arthritis.

Therapeutic improvement in the care pathway of patients aged 6 to 12 years with active psoriatic
juvenile arthritis.
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Role in therapeutic strategy?

The objective of JIA treatment is to control inflammation to relieve pain and stiffness, and also
prevent and slow down joint lesions. Care is provided in specialist settings and involves fast-acting
symptomatic treatments (NSAIDs, corticosteroids), as well as basic treatments, which may be con-
ventional synthetic treatments (csDMARDSs) such as methotrexate, which is the most commonly
used, or leflunomide (off-label), biological treatments (b(DMARDSs), particularly anti-TNF alpha ther-
apies depending on the form of JIA or targeted synthetic anti-JAK therapy (tsDMARD) with tofa-
citinib.

Enthesitis-related JIA

The biological therapies that have been granted a marketing authorisation and are covered for
enthesitis-related JIA after failure to respond to csDMARDs are the following two anti-TNFa thera-
pies administered by the SC route:

etanercept (ENBREL and its biosimilars) for adolescents from 12 years.
adalimumab (HUMIRA and its biosimilars) for children and adolescents from 6 years.

Role of COSENTYX (secukinumab) in the therapeutic strategy

COSENTYX (secukinumab), anti-IL17 therapy, is a basic treatment of active enthesitis-related ju-
venile arthritis for patients aged 6 years and over, responding poorly to previous csDMARD treat-
ment. It is a second-line treatment after failure to respond to csDMARD as an alternative to anti-
TNF therapies, or a third-line treatment after failure to respond to an anti-TNF therapy, used alone
or in association with methotrexate. Nevertheless, considering the lack of direct comparison versus
anti-TNF therapies, though feasible, and the greater follow-up with this medicinal product class,
the Committee deems that the use of an anti-TNF therapy as a second-line approach is preferable,
where possible.

Psoriatic juvenile arthritis

The following targeted therapies have been granted a marketing authorisation for psoriatic juvenile
arthritis after failure to respond to csDMARD treatment:
one anti-TNFa therapy administered by the SC route: etanercept (ENBREL and its biosimi-
lars) for adolescents from 12 years.
one anti-JAK therapy administered orally: tofacitinib (XELJANZ) for children from 2 years.
Note that its role in the therapeutic strategy has been reserved by the Committee for failure
to respond to at least one biotherapy (namely as third-line and subsequent approach), and
that it is not covered to date for this indication.

Role of COSENTYX (secukinumab) in the therapeutic strategy

COSENTYX (secukinumab), anti-IL17 therapy, is a basic treatment of active psoriatic juvenile ar-
thritis for patients aged 6 years and over, responding poorly to previous csDMARD treatment. It is
a second-line or subsequent treatment after failure to respond to csDMARD treatment, alone or in
association with methotrexate.

For adolescents aged 12 years and over, it is an alternative to the only anti-TNF therapy available,
etanercept. Nevertheless, considering the lack of direct comparison versus etanercept, though fea-
sible, and the greater follow-up with the latter, the Committee deems that the use of etanercept as
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a second-line approach is preferable where possible, except in the presence of psoriatic skin in-
volvement, for which the data from adults have demonstrated the superiority of secukinumab ver-
sus etanercept, and those obtained in children aged 6 to 17 years, despite being exploratory,
appear to support this superiority (80% PASI75 responders with secukinumab vs 66% with etaner-
cept, and 71% PASI 90 responders vs 31% with etanercept).

For patients aged from 6 to 11 years, it is the only basic treatment available as a second-line
approach.

Committee’s conclusions

Clinical Benefit

Enthesitis-related juvenile arthritis
As for all forms of JIA, there is no recognised cause of enthesitis-related juvenile arthritis. It is a
severe and incapacitating chronic condition.

The proprietary medicinal product COSENTYX (secukinumab) is a symptomatic medicinal prod-
uct.

The efficacy/adverse effect ratio of COSENTYX (secukinumab) is significant, considering:
the superiority of continued secukinumab treatment versus discontinued secukinumab treat-
ment (placebo group), alone or in association with methotrexate, among JIA ACR30 respond-
ing patients after an open-label treatment phase of 12 weeks with secukinumab, in terms of
time to onset of relapse (primary outcome measure) with a significant effect size (HR = 0.28);

a safety profile in keeping with the known profile in adults;

Therapeutic alternatives are available:
for children aged 6 to 11 years: adalimumab
for adolescents aged 12 to 17 years: adalimumab and etanercept.

It is a second-line treatment after failure to respond to csDMARD as an alternative to anti-TNF
therapies, or a third-line treatment after failure to respond to an anti-TNF therapy, used alone
or in association with methotrexate. Nevertheless, considering the lack of direct comparison
versus anti-TNF therapies, though feasible, and the greater follow-up in respect of this medicinal
product class, the Committee deems that the use of an anti-TNF therapy as a second-line ap-
proach is preferable, where possible.

Public health benefit

Considering:
the severity of the disease and the incapacitating nature of its severe forms, and its low preva-
lence;

the partial response to the identified partially met need on account of treatment failure and/or
tolerance phenomena associated with these medicinal products;

the lack of evidence of an additional impact on morbidity or quality of life versus the medicinal
products available (anti-TNF therapy), given the lack of direct comparative data versus these
medicinal products;
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the lack of expected additional impact on the patient’s care and/or life pathway;

COSENTYX (secukinumab) is not likely to have an additional impact on public health.

Considering all of these elements, the Committee deems that the actual clinical benefit of
COSENTYX (secukinumab) 75 mg in prefilled syringe and 150 mg in prefilled syringe and in
prefilled pen is significant in the marketing authorisation indication.

The Committee approves inclusion in the list of proprietary medicinal products qualifying for
reimbursement under social security and in the list of proprietary products approved for
community use for the indication and at the dosages of the marketing authorisation.

Recommended reimbursement rate: 65%

Psoriatic juvenile arthritis

As for all forms of JIA, there is no recognised cause of psoriatic juvenile arthritis. It is a severe
and incapacitating chronic condition.

The proprietary medicinal product COSENTYX (secukinumab) is a symptomatic medicinal prod-
uct.

The efficacy/adverse effect ratio of COSENTYX (secukinumab) is significant, considering:

the superiority of continued secukinumab treatment versus discontinued secukinumab treat-
ment (placebo group), among JIA ACR30 responding patients after an open-label treatment
phase of 12 weeks with secukinumab, in terms of time to onset of relapse (primary outcome
measure);
a safety profile in keeping with the known profile in adults;
A therapeutic alternative is available only for adolescents aged 12 to 17 years: etanercept (to-
facitinib, granted a marketing authorisation from 2 years, is not currently available, and has been
deemed by the Committee to be a last-line treatment).
It is a second-line or subsequent treatment after failure to respond to csDMARD treatment:

For adolescents aged 12 years and over, it is an alternative to the only anti-TNF therapy
available, etanercept. Nevertheless, considering the lack of direct comparison versus etaner-
cept, though feasible, and the greater follow-up with the latter, the Committee deems that the
use of etanercept as a second-line approach is preferable where possible, except in the
presence of psoriatic skin involvement for which the data from adults have demonstrated the
superiority of secukinumab versus etanercept and those from children aged 6 to 17 years,
despite being exploratory, appear to support this superiority (80% PASI75 responders with
secukinumab vs 66% with etanercept, and 71% PASI 90 responders vs 31% with etanercept.

For patients aged from 6 to 11 years, it is the only basic treatment available as a second-line
approach after failure to respond to csDMARD treatment.
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Public health benefit

Considering:
the severity of the disease and the incapacitating nature of its severe forms, and its low preva-
lence;
the partial response to the identified partially met need on account of treatment failure and/or
tolerance phenomena associated with these medicinal products;
but the lack of evidence of an additional impact on morbidity or quality of life versus the medic-
inal products available (anti-TNF therapy for adolescents aged 12 years and over), given the
lack of direct comparative data versus these medicinal products;
the lack of expected additional impact on the patient’s care and/or life pathway;

COSENTYX (secukinumab) is not likely to have an additional impact on public health.

Considering all of these elements, the Committee deems that the actual clinical benefit of
COSENTYX (secukinumab) 75 mg in prefilled syringe and 150 mg in prefilled syringe and in
prefilled pen is significant in the marketing authorisation indication.

The Committee approves inclusion in the list of proprietary medicinal products qualifying for
reimbursement under social security and in the list of proprietary products approved for
community use for the indication and at the dosages of the marketing authorisation.

Recommended reimbursement rate: 65%

Clinical Added Value

Enthesitis-related juvenile arthritis

Considering:

the evidence of superiority in terms of time to onset of relapse, (clinically relevant pri-
mary outcome measure) of continued secukinumab treatment versus placebo, alone
or in association with methotrexate, for children and adolescents aged from 6 years
with active enthesitis-related JIA or active psoriatic JIA, failing to respond to csDMARD
treatment and JIA ACR30 responders following the non-comparative treatment phase,
the safety data at week 104 which, though relating to a small number of patients, were
similar to those known in adults,

But the lack of direct comparative data versus the other medicinal products available (ada-
limumab and etanercept), the Transparency Committee deems that COSENTYX (secuki-
numab) provides no clinical added value (CAV V) for the treatment of active enthesitis-related
juvenile arthritis for patients aged 6 and over in the event of poor response or intolerance to
the conventional treatment.
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Psoriatic juvenile arthritis

For children aged 6 to 11 years:

Considering:

the evidence of superiority in terms of time to onset of relapse, (clinically relevant pri-
mary outcome measure) of continued secukinumab treatment versus placebo, alone
or in association with methotrexate, for children and adolescents aged from 6 years
with active enthesitis-related JIA or active psoriatic JIA, failing to respond to csDMARD
treatment and JIA ACR30 responders following the non-comparative treatment phase,
the safety data at week 104 which, though relating to a small number of patients, were
similar to those known in adults,

and the unmet medical need among children aged 6 to 11 years after failure to respond
to csDMARD treatment,

the Transparency Committee deems that COSENTYX (secukinumab) provides minor clinical
added value (CAV IV) for the treatment of active psoriatic juvenile arthritis for patients aged
6 to 11 years in the event of poor response or intolerance to the conventional treatment.

For children aged 12 years and over:

Considering:

the evidence of superiority in terms of time to onset of relapse, (clinically relevant pri-
mary outcome measure) of continued secukinumab treatment versus placebo, alone
or in association with methotrexate, for children and adolescents aged from 6 years
with active enthesitis-related JIA or active psoriatic JIA, failing to respond to csDMARD
treatment and JIA ACR30 responders following the non-comparative treatment phase,
the safety data at week 104 which, though relating to a small number of patients, were
similar to those known in adults,

But the lack of direct comparative data versus etanercept), the Transparency Committee
deems that COSENTYX (secukinumab) provides no clinical added value (CAV V) for the treat-
ment of active psoriatic juvenile arthritis for adolescents aged 12 and over in the event of
poor response or intolerance to the conventional treatment.
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