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Adopted by the Transparency Committee on 20 November 2024

Summary of opinion

Favourable opinion for reimbursement in the treatment of adults with primary immunoglobu-
lin A nephropathy (IgAN) with a urine protein excretion 21.0 g/day (or urine protein-to-creati-
nine ratio 2 0.75 g/g), following an inadequate response to optimised standard of care with an
ACE inhibitor or ARB.

Unfavourable opinion for reimbursement in the other clinical situations covered by the MA
indication.

Transparency Committee’s conclusions:

Clinical Benefit

Primary immunoglobulin A nephropathy (IgAN) is a disease that progresses to chronic kidney
disease associated with serious cardiovascular complications, ultimately requiring dialysis or
kidney transplantation and potentially life-threatening.

FILSPARI 200 mg and 400 mg film-coated tablets are preventive medicinal products for renal
complications of IgAN.

The efficacy/adverse effects ratio, assessed only in adults with IgAN with a urine protein excre-
tion 21.0 g/day despite optimised standard of care with an ACE inhibitor or ARB, is low.

In adults with (IgAN) with a urine protein excretion 21.0 g/day (or urine protein-to-creatinine ratio
= 0.75 g/qg), this proprietary medicinal product is a second-line treatment, as monotherapy, fol-
lowing an inadequate response, contraindication or intolerance to optimised standard of care
with an ACE inhibitor or ARB in view of the therapies available.

Public health benefit

Considering:
the seriousness of the disease and its rarity,
the inadequately met medical need,
the partial response to the identified need given:
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the lack of evidence of an additional impact in terms of morbidity and mortality or quality of
life,

the lack of evidence of an additional impact on the organisation of care, and the care or life
pathway for patients (absence of evidence of an impact on recourse to dialysis or kidney
transplant),

FILSPARI 200 mg (sparsentan) is unlikely to have an additional impact on public health.

Considering all of these elements, the Committee deems that the clinical benefit of FILSPARI
200 mg and 400 mg film-coated tablets is:

low, as monotherapy, in the treatment of adults with primary immunoglobulin A
nephropathy (IgAN) with a urine protein excretion 21.0 g/day (or urine protein-to-cre-
atinine ratio 2 0.75 g/g), following an inadequate response to optimised standard of
care with an ACE inhibitor or ARB;

insufficient to justify public funding in view of the available alternatives in the other
clinical situations covered by the MA.

The Committee issues:

a favourable opinion for inclusion of FILSPARI 200 mg and 400 mg film-coated tablets
in both the list of covered drugs for outpatients and the list of covered drugs for inpa-
tients approved for use, as monotherapy, in the treatment of adults with primary im-
munoglobulin A nephropathy (IgAN) with a urine protein excretion 21.0 g/day (or urine
protein-to-creatinine ratio = 0.75 g/g), following an inadequate response to optimised
standard of care with an ACE inhibitor or ARB, and at the MA dosages;

an unfavourable opinion for inclusion in both the list of covered drugs for outpatients
and the list of covered drugs for inpatients approved for use in the other clinical situ-
ations covered by the MA.

Clinical Added Value

Considering:

the partially met medical need in patients with primary immunoglobulin A nephropathy (IgAN)
with a urine protein excretion 21.0 g/day (or urine protein-to-creatinine ratio = 0.75 g/g);

the results of the randomised, double-blind, phase 3 PROTECT study conducted in adults with
primary immunoglobulin A nephropathy (IgAN) with a urine protein excretion 21.0 g/day despite
optimised treatment with an ACE inhibitor or ARB, which demonstrated the superiority of
sparsentan compared to irbesartan for the primary endpoint assessing the urine protein/creati-
nine (UP/C) ratio, with a clinically relevant effect size (change of -40.77% in the sparsentan
group versus -15.05% in the irbesartan group, p < 0.001);

but taking into account:

the heterogeneous results observed for the secondary endpoints, with control of the alpha risk,
assessing the change in eGFR over different periods and showing a significant difference, but
of low clinical relevance (difference of 1.1 mL/min/1.73 m?), only for the annualised chronic slope
of the eGFR change between weeks 6 and 110 (not taking into account initial haemodynamic
effects related to treatment initiation), whereas eGFR is the most relevant biological endpoint to
assess kidney function;
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the absence of long-term data concerning recourse to dialysis or kidney transplant to confirm
the efficacy of sparsentan on the decline in kidney function in the absence of clear evidence on
the change in eGFR,;

the lack of evidence of an impact on quality of life;

the absence of data in patients not previously treated with the standard of care;

the lack of comparative data enabling the role of sparsentan to be determined compared to an
SGLT-2 inhibitor (dapagliflozin) due to their concomitant development in this indication (data
comparing sparsentan with the sparsentan plus SGLT-2 inhibitor combination are expected);
the safety profile of sparsentan, comparable to that of irbesartan, but with, in particular, hepatic
and renal risks requiring specific monitoring during treatment and meaning that sparsentan can-
not be recommended in severe forms of renal or hepatic impairment;

uncertainties with respect to the safety of sparsentan in patients with heart failure or severe
hepatic impairment, following kidney transplant, and during breastfeeding, along with its contra-
indication during pregnancy;

the numerous interactions with other medicinal products, limiting its use, particularly with angi-

otensin receptor blockers (ARBs), endothelin receptor antagonists (AREs) and renin inhibi-
tors (contraindication);

the Committee deems that FILSPARI 200 mg and 400 mg film-coated tablets provide no clin-
ical added value (CAV V) in the current care pathway for adults with primary immunoglobulin
A nephropathy (IgAN) with a urine protein excretion 21.0 g/day (or urine protein-to-creatinine
ratio 2 0.75 g/g), which includes relevant comparators (ACE inhibitors, ARBs, SGLT-2 inhibi-
tor).

FILSPARI 200 mg and 400 mg 20 November 2024
All our publications can be downloaded from www.has-sante.fr

HAS

HAUTE AUTORITE DE SANTE

Développer la qualité dans le champ
sanitaire, social et médico-social

© Haute Autorité de santé — November 2024



