)
A
o
J 5
o
A
o
A3
S
i
22
4 by
>N
/l\ 2!
S5
e
24
AL
2
e
>
>
>R
i
>
i

Leray E et al. | Poster Number: PO855

Clinical Course and Therapeutic
Management of Secondary Progressive
Multiple Sclerosis in France:

a retrospective real-world multicentric
observational study (ODYSSEP Study)

E. Leray?, A. Bastien?, K. Rerat?, A. Cognée-Chauvin?, E. Raponi?, S. Vukusic3

Poster session - ECTRIMS 2020

IRennes University, EHESP, REPERES — EA7449/Rennes/France, 2Novartis Pharma/Rueil
Malmaison/France, 3Hopital Neurologique Pierre Wertheimer, Hospices Civils de Lyon/Bron/France

Copyright © 2020 Novartis Pharma AG. All rights reserved



Acknowledgements and disclosures

Disclosures

Dr Leray reports consulting and lecture fees or travel grants from Biogen, Genzyme, MedDay Pharmaceuticals, Merck Serono,
Novartis, and Roche.

Pr Vukusic has received grants, personal fees and non-financial support from Biogen, personal fees from Celgene, grants, personal
fees and non-financial support from Genzyme, grants and personal fees from Medday, grants, personal fees and non-financial
support from Merck-Serono, grants, personal fees and non-financial support from Novatrtis, grants, personal fees and non-financial
support from Roche, grants, personal fees and non-financial support from Sanofi, personal fees from Teva.

Alexandre Bastien, Karin Rerat, Aurélia Cognée-Chauvin and Eric Raponi are Novartis employees.

Funding source: This study was supported by Novartis Pharma. Medical writing and design support was provided by Sophie
Larrieu, IQVIA

Acknowledgment: This work has been supported by a grant provided by the French State and handled by the "Agence Nationale
de la Recherche," within the framework of the "Investments for the Future" programme, under the reference ANR-10-COHO-002
Observatoire Francais de la Sclérose en plaques (OFSEP). It also received support from the ARSEP Foundation and the Eugéne
Devic EDMUS Foundation against multiple sclerosis



Leray E et al. | Poster Number: PO855

Introduction

J

Background

» The French Multiple Sclerosis Registry (OFSEP) is a French national cohort of people with
multiple sclerosis (MS)!. The OFSEP project aims at collecting data in a routine clinical setting, to
foster clinical, basic and translational research in MS and involves 41 hospitals. The database
included 62,062 patients at June 15, 2019.

» There is little descriptive data about Secondary Progressive Multiple Sclerosis (SPMS) in France,
notably because of the lack of therapeutic options to slow down the disease progression during

that phase

 To describe patients characteristics, clinical course and therapeutic managementin an
observational multicentric cohort of French SPMS patients in order to get an up-to-date picture of
the SPMS patients and disease-modifying therapies (DMT) used in France

1 Confavreux C, Compston DAS, Hommes OR, McDonald WI, Thompson AJ. EDMUS, a 5
European database for multiple sclerosis. J Neurol Neurosurg Psychiatry 1992; 55: 671-676



Methods

» Retrospective observational study using the OFSEP database (see www.ofsep.org for details)

* Inclusion criteria
- Patient with neurologist-based diagnosis of SPMS fulfilled in the OFSEP database

With at least one clinical examination within the inclusion period (2013, January 1st to 2019, Junel5th), at
distance of +/- 6 months from neurologist-based SPMS diagnosis

* Sensitivity analysis based on an automatized SPMS algorithm?
Patients with an increase in EDSS score between two clinical assessments separated of at least 12 months

Without any activity (relapses and/or evidence of new MRI activity) between these two assessments

Statistical analyses

I r

 Description of

- Patients characteristics (age, sex, date of onset, etc.) At three moments:
- Disability (EDSS score) v' At conversion into SPMS

- Activity (relapses, MRI) v' During the whole SP phase
- Treatments (1st line / 2nd line / off-label / temporary v At the last clinical evaluation

authorization / clinical trial / none)

\

1 Lorscheider, J. et al. Defining secondary progressive multiple sclerosis. Brain J. Neurol. 139, 2395-2405 (2016)


http://www.ofsep.org/

Results - Patients’ characteristics

« 3140 patients with SPMS included in the main analysis
« 454 additional patients detected through the automatized algorithm

At SP At the last
diagnosis evaluation
Mean age, years 45.7 54.5
Women, % 67.8
o Mean duration of MS since diagnosis, years 13.7 22.5
Characteristics of the Mean duration of SP phase, years 8.8
3140 patients with P 24 :
SPMSincluded in the Activity* in the previous year, % 50.2 14.1
main analysis Relapse in the previous year, % 45.6 10.3
Relapse during SP, % 26.6
EDSS score, mean 4.5 6.1
EDSS score, median [min-max] 4.5 [0-8.5] 6.0 [0-9.5]

* Defined as any relapse and/or evidence of new MRI activity



Results - pisability after = 9 years of follow-up
All patients (n=3140)

% of patients
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Results - pisability evolution after = 2.5 years of follow-up

SPMS diagnosed over 2013 (n=908)

EDSS score
at SP phase
transition

EDSS score at the last clinical evaluation

[0-4] [4-6] [6]
[0-4] 91 (40.4%) 88 (39.1%) 46 (20.4%)
[4-6] 3 (0.8%) 221 (61.4%) 136 (37.8%)
[26] 0 (0.0%) 22 (6.8%) 301 (93.2%)




Results : treatments

SPMS diagnosed after 2013 (n=908)

At
conversion
into SPMS

At the last
clinical
evaluation

0% 20% 40% 60% 80% 100%
m 1st line u Off-label Clinical trial
E 2nd line Temporary authorization* = No treatment

19.8% of patients received no treatment during the whole
duration of the SPMS phase

* Patients treated with biotin only

Interferon
Glatiramer acetate
Dimethyl fumarate

Teriflunomide
Ocrelizumab

Natalizumab
Fingolimod
Mitoxantrone
Alemtuzumab

Azathioprin
Cyclophosphamide
Mycophenolate Mofetil
Methotrexate
Rituximab

Biotin*

Siponimod
Double blind

None

— 42 Bl At conversion into
29 [ SPMS

52 o
f—3.5 At the last clinical
I 41 .
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Discussion / conclusion

* Most of SMPS patients were diagnosed based on neurologists expertise
(only 454 supplementary patients were detected through the automatized

algorithm

* This large and multicentric real-world cohort allowed a reliable up-to-date
description of treatments used for SPMS

* Most of patients are either untreated or take off-label drugs:
— Highlights the lack of satisfactory therapeutic options
— Reflects the need for new therapeutic alternative approved for SPMS
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