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Patient characteristics

aThis presentation reports interim 6-month data. As the study is ongoing, data are entered and cleaned continuously and may differ from final results after full enrollment and follow-up. bSince the publication of 
the protocol, the duration of the study has been extended to 54 months from 30 months. cOnly endpoints relevant to this presentation are shown. dAssessment at home. eAssessment at the clinic. fDuration between stopping previous 
injectable DMT and start of cladribine tablets was 0–45 days. gFirst assessment is for prior injectable DMT.

Relapse count

MS-TAQ, modified version (online)

Other PROs: TSQM, SF-36, MFIS-5, BDI-FS, 
WPAI-MS, PDDS (online / in office)

Blood samples: ALC

Ongoing data collection: AEs

Cladribine 10 mg tablets (3.5 mg/kg 
cumulative dose over two years), administered 
over 4–5 days at the start of M1 and M2

M -24 M1d M2e M6e M54

last 24 months

g

Assessment

M0

g

Pre-baseline, retrospective 
documentation

Tx 
Gapf

aAt the time of the data cutoff for the interim analysis. bn=45.
cCompared with prior MRI within 24 months. dPatient was 
mistakenly enrolled in the study. The patient received one 
week of treatment with cladribine tablets, then was 
discontinued from the study due to the protocol deviation; 
no TEAEs were reported. en=45. fn=42. gn=40. hn=19. in=17. 

Adherence for cladribine tablets

Month 1 (N=20) Month 2 (N=29)

How many cladribine tablets were you supposed to take during this 
treatment week? (Mean, SD)

7.4 (1.88) 7.1 (2.26)

Did you miss or forget to take any cladribine tablets during this treatment 
week? (n, %) [Patients who responded “No”]

20 (100.0) 29 (100.0)

Overall, how hard or easy do you feel it is to take cladribine tablets as 
recommended by your physician during your treatment week? (Mean, SD)b 1.2 (0.50) 1.0 (0.19)

Overall, how satisfied are you with how things have been with your 
cladribine tablet treatment during your treatment week? (Mean, SD)c 4.3 (0.86) 4.2 (0.98)

aThis presentation reports interim data. Variable patient numbers are due to ongoing data entry and cleaning. bAn ordinal scale from 1 to 5 was used: 
1 = Extremely easy, 2 = A little hard, 3 = Moderately hard, 4 = Very hard, 5 = Extremely hard. cAn ordinal scale from 1 to 5 was used: 1 = Not satisfied at all, 
2 = A little satisfied, 3 = Moderately satisfied, 4 = Very satisfied, 5 = Completely satisfied.

Safety of cladribine tablets 3.5 mg/kg

• Of the 47 patients treated with cladribine tablets 3.5 mg/kg, 29.8% experienced a TEAE (most 
had a mild/moderate TEAE) with one case considered serious (2.1%)

– Most common TEAE (in ≥3 patients), excluding lymphopenia, was UTI (n=3, 6.4%)

▪ Each of the remaining documented TEAEs were observed in individual patients (2.1%) 

– No TEAE leading to treatment discontinuation occurred

n (%)
Baseline
(N=41)

Month 2
(N=18)

Month 6
(N=16)

Normal ALCb 41 (100) 6 (33.3) 10 (62.5)

Lymphopenia grade

Grade 1c 0 5 (27.8) 2 (12.5)

Grade 2d 0 5 (27.8) 3 (18.8)

Grade 3e 0 2 (11.1) 1 (6.3)

Grade 4f 0 0 0

Total PY Any TEAEs
Mild

TEAEs
Moderate

TEAEs
Severe TEAEs

Any serious
TEAEs

n (%) 14 (29.8) 13 (27.7) 7 (14.9) 1 (2.1)a 1 (2.1)

Total TEAEs 
(Rate per PY)

31.59 46 (1.46) 29 (0.92) 16 (0.51) 1 (0.03) 2 (0.06)

PROs for cladribine tablets 3.5 mg/kg (early data)a

Changes in ALC following treatment with cladribine tablets 3.5 mg/kga

Median (Q1, Q3) [n] Baseline Month 6

TSQM global satisfactionb 57.1 (42.9, 71.4) [19] 89.3 (71.4, 92.9) [6]

SF-36c

Physical components summary scale 48.1 (35.5, 55.9) [29] 54.5 (50.3, 56.8) [9]

Mental component summary scale 47.4 (40.4, 52.0) [29] 50.4 (46.8, 54.4) [9]

MFIS-5 total scored 9.0 (6.0, 13.0) [25] 7.5 (3.5, 11.0) [8]

PDDSe 1.5 (1.0, 3.0) [30] 1.0 (0, 2.0) [10]

BDI-FS total scoref 3.0 (1.0, 7.0) [26] 0 (0, 1.0) [9]

WPAI-MSg

Percent work time missed 0 (0, 0) [25] 0 (0, 0) [9]

Percent impairment while working 20.0 (10.0, 30.0) [18] 10.0 (5.0, 15.0) [4]

Percent overall work impairment 20.0 (10.0, 32.6) [18] 10.0 (5.0, 15.0) [4]

Percent activity impairment 20.0 (10.0, 45.0) [24] 10.0 (10.0, 20.0) [9]
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aThis presentation reports interim data. Variable patient numbers are 
due to ongoing data entry and cleaning. b1,000 – 4,800 cells/µL. 
c800 – <1,000 cells/µL. d500 – <800 cells/µL. e200 – <500 cells/µL. 
f<200 cells/µL.

aThis presentation reports interim data. Variable patient numbers are due to ongoing data entry and cleaning. bTSQM score range 0–100. Higher score = higher 
satisfaction. cSF-36 scores range 0–100 (higher score = better health). dMFIS-5 scores range 0–20 (higher scores = greater impact of fatigue). ePDDS scores range 0–8 
(higher scores = higher level of disability). fBDI-FS scores range 0–21 (higher scores = greater symptom severity). gWPAI-MS scores are expressed as impairment 
percentages (higher percentage = greater impairment/less productivity).
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This 6-month interim analysis of the CLICK-MS study 

showed a 100% adherence rate for cladribine tablets 

in patients who completed the MS-TAQ questionnaire

In this population of US patients with RRMS or 

active SPMS, no new safety findings were reported

• Most TEAEs were mild/moderate and there were no 

cases of TEAEs leading to treatment discontinuation

• The most common TEAE was urinary tract infection

More results from CLICK-MS will be presented in time

• This first interim analysis focused on safety and PRO data as of the 17 May 2021 data cutoff datea

– The protocol of the CLICK-MS trial was previously published3,b

Figure 1: CLICK-MS study design up to six monthsc
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80.9% of patients were White

14.9% were Black/African American

4.3% Other

To review PROs and 

safety of cladribine 

tablets 3.5 mg/kg from 

a subset of patients 

enrolled in the 

CLICK-MS trial six 

months after 

treatment initiation

• Injectable DMTs (IFN-beta and glatiramer acetate) are common treatment options for RMS

– However, some patients do not respond well to therapy

▪ A NARCOMS database analysis found that  
DMT therapies due to lack of efficacy1

• Cladribine tablets 3.5 mg/kg (cumulative dose over 2 years, administered as one 
treatment course of 1.75 mg/kg per year) are indicated for treating RMS, including 
RRMS and active SPMS2

• There is limited real-world data on the effectiveness, safety, and PROs of cladribine tablets 
3.5 mg/kg in patients who switched from an injectable MS DMT

• CLICK-MS (NCT03933215) is an ongoing US-based, single arm, observational, 54-month, 
Phase 4 study examining the effectiveness, safety, and PROs of cladribine tablets 3.5 mg/kg
in patients with RRMS or active SPMS who had suboptimal response with a prior injectable DMT in 
the real world3

A NARCOMS database 
analysis found that

of patients discontinue injectable DMTs 
due to lack of efficacy1

All 
respondents 
adhered to treatment 
in Month 1 and 2, representing 
the completion of the treatment 
course in the first year

Cladribine tablets 3.5 mg/kg, administered 
over 4–5 days at the start of M1 and M2

Lower limit of 
normal for ALC

aSevere lymphopenia

Cladribine tablets 
3.5 mg/kg (N=47)

Diagnosis, n (%)

RRMS 43 (91.5)

Active SPMS 2 (4.3)

PPMS 1 (2.1)d

Missing 1 (2.1)

Time since diagnosis (yrs), mean (SD) 13.6 (10.9)e

Number of total prior DMTs, mean (SD) 1.8 (0.91)f

Relapse in prior 24 months, n (%)

0 23 (57.5)g

1 14 (35.0)g

≥2 3 (7.5)g

ARR in prior 24 months, mean (SD) 0.25 (0.32)g

Patients with stable baseline MRI (No T1 Gd+, 
new/newly enlarging T2)c, n (%)

10 (52.6)h

Number of lesions on baseline MRIc, mean (SD)

T1 Gd+lesions 0.24 (0.44)i

New T2 lesions 0.68 (1.0)h

Newly enlarging T2 lesions 0.06 (0.24)i

Figure 3: Most recent prior 
injectable DMT usedb

6.7% 2.2%

33.3%
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Mean (SD) age 

(13.1) yearsfemale

Total
enrolled 
patientsa

Figure 2: Patient demographics

43–62%

Of the enrolled patients,

completed MS-TAQ 
at data cutoff

Table 1: Patient disease characteristics

Table 3: Overall incidence of TEAEs

Table 5: PROs

Table 4: Incidence of lymphopeniaFigure 4: ALC changes over time

Table 2: MS-TAQ for cladribine tabletsa

MRI data (within 24 months prior to study 
and study baseline)

DMT22
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