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o BACKGROUND

Natalizumab is a recombinant humanized anti-VLA4 antibody indicated e CLADRINA is an open-label, Phase 4 study in 40 participants with RRMS or active ﬁ RESULTS No study medication-related AEs have been reported
for the treatment of relapsing forms of MS, which inhibits the migration SPMS .who n.”nee.t t.he criteria for treatment. with _clac!rll:?lne tablets as per the USPI Characteristic (N=20)
of lymphocytes from the peripheral blood into the CNS! e Inclusion criteria include: e EXclusion criteria include: e 18 of 20 patients enrolled to date have completed 6 months of
. . L . . . . . o Any AE — no. of events 15
e Natalizumab is highly effective in reducing MS disease activity but is - Age 18-60 years - Previous cladribine tablet treatment treatment Anv AE f patients (%) 9 (45)
associated with complications such as: - -5. _ i i : : : — ny AE — NO. o patients (7o
| D | 1 D55 score 0-5.5 Natalizumab treatment failure Baseline demographics and disease characteristics . . L .
- Increased risk of developing PML - >12 months of continuous - Diagnosis or suspicion of PML AE leading to discontinuation of trial agent — 0 (0)
- Increased risk of MS disease reactivation and disease rebound natalizumab therapy _ Lymphocyte count outside of Characteristic (N=20) no. of patients (%)
following tre_atn;ent cessation, peaking 4-7 months after treatment - No relapses for 28 days normal limits Death — no. of patients (%) 0 (0)
discontinuation _ L _ Treatment Age, years, mean (SD) 42 (7.8) Any serious AE — no. of patients (%) 0 (0)
e In order to prevent disease reactivation or rebound, induce prolonged _ _ _ : 5
disease remission, and decrease risk of PML following switches from e All study participants will receive treatment with cladribine tablets 3.5 mg/kg Female sex, n (%) 13 (65) Serious infections — no. of patients (%) 0(0)
natalizumab, data are needed around appropriate therapies (and cumulative dose over 2 years according to the approved USPI.® Initiation of Specific AE — no. of patients (%)
timing) to follow natalizumab treatment with cladribine tablets is recommended to occur at approximately 14 Years since MS diagnosis, mean (SD) 5 (3.9) Somatic pain 2 (10)
e Cladribine tablets 10 mg (3.5 mg/kg cumulative dose over 2 years) days after the last infusion of natalizumab, but a period of up to one month COVID-19 2 (10)
. o - o - - JCV status, n (%) i
preferentially reduce the levels of B and T lymphocytes within the between natalizumab and cladribine tablets treatment is permitted r \ 2 (10)
. . . . ausea
peripheral blood,>* and a retrospective study found minimal disease Studv endpoints Positive (titer >0.40 19 (95 —
reactivation during treatment with cladribine tablets following a switch Tth 'm: endpoint is absolute and percent change from baseline to 6, 9, 12 ositive (titer >0.40) (95) Nephrolithiasis 2 (10)
from natalizumab?® ° rimary At 4 r r | 1 Ir L4 - - Accident? 1 (5)
and 24 months of selected biomarkers in blood: Intermediate (titer 20.20 to <0.40) 1 (5) . . .
Upper respiratory infection 1 (5)
- CD3+ T lymphocytes - CD11c+ DC subsets No. of relapses in prior 12 months 1 Shortness of breath 1 (5)
- CD19+ B lymphocytes - NfL levels -
_ OBJECTIVE e The secondary endpoints are annualized relapse rate and percent of patients MRI activity in prior 12 months, n (%) 2 (10) Vom'tr']nj 1 g;
. . Bromhidrosis
e The purpose of the CLADRINA study is to generate hypotheses =Xperiencing d relapse_over 12 and 24 months - Total no. Gd+ T1 lesions in these pts 11 . .
regarding the safety, effectiveness, and immunological impact e EXxploratory measures include EDSS, MRI, and selected additional blood Hyporgasmia (5)
of cladribine tablets after switching from natalizumab in biomarkers Total no. new T2 lesions in these pts 11 Loss of appetite 1 (5)
patients with RRMS or active SPMS. This poster summarizes e Data available for this presentation include EDSS, MRI, relapses, and AEs to Insomnia 1 (5)
Selected interim data for the ﬁrSt 20 patients date; Others W|” be presented in future COmmunicatiOnS Mean (range) time between natalizumab and cladribine tablets treatment: 11.15 (3.00-23.00) days. Accident was collar bone fracture.
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