
CLAD >4 years
(N = 90)

CLAD ≤4 years
(N=496)

sex [female, %] 69 (76.7%) 362 (73.0%)

age at CLAD start (y) median/mean(SD) 43.1 / 43.8 (±11.0) 38.8 / 40.8 (±11.9)

age at last visit (y) 47.7 / 48.5 (±11.0) 41.1 / 42.8 (±11.9)

disease duration at last visit (years) 15.5 / 15.8 (±7.0) 10.5 / 12.6 (±9.0)
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Treating people with MS (PwMS) who suffer from a highly active disease course with
cladribine (CLAD) is an established strategy described in guidelines. However, real-world
data regarding the clinical outcome of long-term therapy with CLAD are scarce.

We aimed to characterize the 5th (& 6th) year
of CLAD treatment in PwMS from Germany
regarding disease activity and disability level.

PwMS in the German MS Registry treated with CLAD without switching to another therapy for a period of ≥4 years of follow-up (FU) were
analysed regarding relapse activity (annualized relapse rate [ARR]), disability level (expanded disability status scale [EDSS]) and MRI activity
(gd+/new T2 lesions) within their 5th and 6th year, i.e. in the 1st quarter [Y4Q1] and subsequent quarters [Y4Q2/3/4, Y5Q1/2/3].

In GMSR, a group of 90 PwMS were
observed in their 5th year after CLAD
initiation out of a total of 586 patients who
have started CLAD. Of these, 76.7% were
female and median age at CLAD start was
43.1 years. The ARR in the 5th year of CLAD
therapy was 0.19 (11 relapses in 57.4
person-years of observation time).
MRI coverage and if done MRI activity was
low with 12.8% (2/39) active MRIs.
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Figure 1. Overview of follow-up of patient treated with
cladribine in GMSR (N=586).  CLAD – cladribine

• PwMS who are in their 5th and 6th year after CLAD initiation
(without any DMD treatment switch <4 years) seem to be stable in
regard to EDSS, MRI and relapses.

• Additional data on therapy management in CLAD patients can be
found in ePoster P1565

For patients in whom both EDSS values are
recorded, the median change in EDSS was
0.0 [1st,3rd quantiles: -0.5, 0.5]. Within the
5th year, median EDSS scores were stable
with 2.5 [N=41] in Y4Q1 and subsequent
2.5 [N=57] in Y4Q2/3.

The median EDSS scores stayed stable
over the whole treatment episodes,
with 2.5 [N=86] after ≥4 years of CLAD
treatment and 2.5 [N=52] at CLAD
start.

Table 1. Demographics of CLAD treated patients 
in GMSR.

|   Y4Q1      |      Y4Q2      |      Y4Q3      |      Y4Q4  |      Y5Q1      |     Y5Q2     |   Y5Q3

Figure 2. EDSS trajectories of patients treated with cladribine after >4 years of treatment in GMSR 
(N=90). EDSS assessments at the last visit are given. Changes in EDSS occurring >4 years after CLAD start 
are given as colored lines (from the first EDSS in Y4 towards last EDSS; increase in purple, decrease in 
blue; stable EDSS marked by short grey line; singe EDSS as points without trajectories); 
1 patient without EDSS assessment; CLAD - cladribine
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