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PrimaryPrimary

Establish the

 

Safety ProfileSafety Profile

 

of NTZ (short to long term) in real life settings
Determine the

 

Incidence of Adverse EventsIncidence of Adverse Events, notably, notably
infusion-related events, hypersensitivity reactions, 
development of anti-NTZ antibodies,
infections: serious, opportunistic,
pregnancies and pregnancy outcomes, 
malignancies 

ObjectivesObjectives

SecondarySecondary

Describe the

 

Evolution

 

of patients treated with NTZ (relapses, EDSS, MRI)
Determine the

 

Conditions of UseConditions of Use

 

of NTZ in real life settings
Compare the incidence of serious and/or opportunistic infections

 

and malignancies, 
between a

 

Non-Exposed Population

 

and the NTZ-exposed one
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CharacteristicsCharacteristics
 

atat
 

InclusionInclusion

Age (mean

 

± SD)

 

37.7 ± 9.8 yr
Female : Male Ratio

 

3 : 1

Disease Duration (mean

 

± SD)

 

9.1 ± 6.7 yr
Disease Course (% patients with RRMS)

 

96 %
Prior Disease-Modifying Treatments (% patients)

Immunomodulators

 

88 % 
Immunosuppressants

 

22 %
None

 

10 %

Nb Relapses in the Previous

 

12 Months

 

(mean

 

± SD)

 

1.9 ± 1,2
EDSS score (mean

 

± SD)

 

3.6 ± 1,8
Brain MRI with Gad+ Lesions

 

55 %



425 (16%) patients definitively stopped 425 (16%) patients definitively stopped natalizumabnatalizumab
487 treatment discontinuations487 treatment discontinuations

••

 

32 % = Adverse Events, Allergy, Persisting Neutralizing Antibodi32 % = Adverse Events, Allergy, Persisting Neutralizing Antibodies, es, ……
••

 

23 % = Lack of Efficacy (Relapses, Secondary progression)23 % = Lack of Efficacy (Relapses, Secondary progression)
••

 

45 % = Pregnancy, Convenience, 45 % = Pregnancy, Convenience, ……

Follow-up

Duration Duration 
MMeanean

 

±± SDSD

 

20.1 20.1 ±± 13.9  months13.9  months
Median [Range]Median [Range]

 

19.5  [0 19.5  [0 ––

 

57]  months57]  months



SeveritySeverity DescriptionDescription InfusionInfusion
NoNo

NTZ NTZ 
StoppedStopped

DeathDeath

PMLPML 1818 --
Acute Acute LeukoencephalopathyLeukoencephalopathy

 

((mycoplasmamycoplasma)) 1919 --
CardiacCardiac

 

arrestarrest 1414 --
CardiacCardiac

 

arrestarrest 22 --
CompletedCompleted

 

suicide by suicide by defenestrationdefenestration 1414 --
CompletedCompleted

 

suicide by suicide by drugdrug

 

overdoseoverdose 1818 --

Persistent or Persistent or significantsignificant

 
disabilitydisability CarotidCarotid

 

ArteryArtery

 

Dissection, Dissection, SylvianSylvian

 

InfarctionInfarction 2121 NONO

LifeLife--threateningthreatening

PMLPML 3232 YESYES
EncephalitisEncephalitis

 

due to herpes simplexdue to herpes simplex 2323 YESYES
UrticariaUrticaria, , extendedextended 22 YESYES

Suicide Suicide attemptattempt

 

by by drugdrug

 

overdose & overdose & cuttingcutting

 

femoralfemoral

 

veinvein 1717 UnknownUnknown

Suicide Suicide attemptattempt

 

by by drugdrug

 

overdoseoverdose 1818 NONO

Suicide Suicide attemptattempt 1111 NONO

CardioCardio--respiratoryrespiratory

 

arrestarrest

 

due to due to drowningdrowning 1010 NONO

Safety

164 Serious Adverse Events among 128 patients (4.5%)164 Serious Adverse Events among 128 patients (4.5%)



SeveritySeverity

 

DescriptionDescription

 

InfusionInfusion

 

NTZNTZ
NoNo

 

StoppedStopped

PMLPML

 

1919

 

YESYES
PMLPML

 

3939

 

YESYES
PMLPML

 

3434

 

YESYES
PMLPML

 

UnknownUnknown

 

YESYES
PMLPML

 

UnknownUnknown

 

YESYES
PMLPML

 

UnknownUnknown

 

YESYES

BB--cellcell

 

lymphomalymphoma,,

 

3333

 

YESYES
Small Small cellcell

 

lunglung

 

cancercancer

 

2727

 

YESYES
Rectum cancerRectum cancer

 

77

 

YESYES
HospitalisationHospitalisation

 

BreastBreast

 

CancerCancer

 

UnknownUnknown

 

YESYES
BreastBreast

 

cancercancer

 

4343

 

NONO
UterusUterus

 

cancercancer

 

2626

 

NONO
Skin cancer Skin cancer 3030

 

NONO

AnaphylacticAnaphylactic

 

shockshock

 

22

 

YESYES
14 14 AllergicAllergic

 

reactionsreactions

 

22x9,x9,

 

33x2x2,,

 

55x2,x2,

 

66x1x1

 

YESYES

Acute Acute retinalretinal

 

necrosisnecrosis

 

due to VZVdue to VZV

 

2121

 

YESYES
MeningitisMeningitis

 

due to due to EnterovirusEnterovirus

 

11

 

YESYES
Herpes Herpes ZosterZoster

 

shinglesshingles

 

33

 

NONO
TuberculosisTuberculosis

 

((MycobacteriumMycobacterium

 

aviumavium))

 

2929

 

UnknownUnknown

CytolyticCytolytic

 

hepatitishepatitis

 

3434

 

YESYES



Efficacy

AtAt

 

StartingStarting

 

YearYear

 

11

 

YearYear

 

22

 

YearYear

 

33
NTZNTZ

 

NTZNTZ

 

NTZNTZ

 

NTZNTZ

RelapsesRelapses
((MeanMean

 

AnnualizedAnnualized

 

Relapse Rate)Relapse Rate)

EDSS Score EDSS Score ((MeanMean

 

±± SD)SD)

 

3.7 3.7 ±± 1.81.8

 

3.3 3.3 ±± 1.91.9

 

3.4 3.4 ±± 1.91.9

 

3.5 3.5 ±± 2.02.0



The Observatoire FranThe Observatoire Franççais de la SEPais de la SEP
(OFSEP)(OFSEP)

10.341.968 10.341.968 €€

 

over 10 over 10 yearsyears
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