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Long-term efficacy and safety of vimseltinib in patients with tenosynovial giant
cell tumor: 2-year results from the MOTION phase 3 trial
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Safety

* Most treatment-emergent adverse events (TEAES) were grade 1/2, and grade 3/4 TEAEs were
similar between randomized vimseltinib and crossover groups (Table 4)

B Results

* |In total, 118 patients received vimseltinib

B Introduction

* Tenosynovial giant cell tumor (TGCT) is a locally aggressive
neoplasm caused by dysregulation of the colony-stimulating

factor 1 (CSF1) eading t ducti £ CCp 1.2 — In the vimseltinib arm, 73/83 patients continued to receive
actor gene leading to overproduction o :

_ * There were no new TEAEs (preferred terms) in >15% of patients receiving vimseltinib and no
treatment in part 2

new serious adverse events in more than 1 patient

* Not all patients have disease that is amenable to surgery, and . ORR, n (%) 33 (40)2 0 40 (48) 19 (54)
these pztients require systemic therapies with managea{ﬂe B ”.1 the p.Ia.ce.bo arm, 35/40 patients crossed over to (95% ClI) (29 to 51) (0 to 9) (37 to 59) (37to 71) * Serum enzyme elevations were consistent with the known mechanism of action of
toxicity’ vimseltinib in part 2 Complete response 4 (5) 5 19 (23) 40(11) CSF1R inhibition,%10 and there was no evidence of cholestatic hepatotoxicity or
vi inib | | tch trol t ek hibit * Median (range) treatment duration was 23.6 months (2-36) for drug-induced liver injury
* Vimseltinib is an oral, switch-control tyrosine kinase inhibitor : : : _ :
designed to selectively and potently ir{hibit the CSF1 receptor patients randomized to Vlm§elt|n|p gnd 19.1 months (1-30) for Partial response 29 (35) 0 21(25) 15(43) * TEAEs led to dose interruption in 63% (74/118) and dose reduction in 58% (68/118) of
those who crossed over to vimseltinib DOR, median (range), NRb NR NR patients, and 12% (14/118) of patients discontinued due to TEAES

(CSF1R)>4

— Vimseltinib was approved in February 2025 by the US Food
and Drug Administration-

(2.5+ to 30.9+) N

+ denotes response was ongoing at the last assessment.

aData cutoff: August 22, 2023, from Gelderblom H, et al. Lancet. 2024.7

bData cutoff; February 22, 2025.

Cl, confidence interval; DOR, duration of response; IRR, independent radiological review; N/A, not applicable; NR, not reached; ORR, objective
response rate; RECIST v1.1, Response Evaluation Criteria in Solid Tumors version 1.1.

months (0.03+ to 30.9+) (0.03+ to 25.4+)

* Atdata cutoff, 51% (60/118) remain on treatment — TEAEs that led to treatment discontinuation in >1 patient were periorbital edema (n = 3),

— Reasons for treatment discontinuation included withdrawal pruritus (n = 3), and rash (n = 2)
by patient (n = 29), adverse event (n = 14), physician decision
(n = 3), progressive disease by IRR (n = 2), noncompliance
with study drug (n = 2), unrelated death (n =1 [reported

reason due to “fall"]), and other (n =7)

— In September 2025, the European Commission approved
vimseltinib for the treatment of adult patients with TGCT
associated with clinically relevant physical function
deterioration and in whom surgical options have been
exhausted or would induce unacceptable morbidity or
disability®

Figure 2. Time on treatment and DOR in patients receiving

* Patient demographics and baseline characteristics were balanced . . . . . .
op vimseltinib with objective responses per RECIST v1.1

between treatment arms (Table 1)

Periorbital
* In part 1 (up to week 25) of the MOTION phase 3 trial, patients edermas 40(48)  4(5) 1749 103) 57(48)  5(4)
receiving vimseltinib experienced robust and statistically S
significant antitumor activity compared with placebo per Pruritus 31(37) 3(4) 11(31) 2 (6) 42 (36) > (4)
Response Evaluation Criteria in Solid Tumors version 1.1 Face edemas 28 (34) 1(1) 9 (26) 0 37 (31) 1(1)
(RECIST v1.1) and per Tumor Volume Score (TVS)’
* Here, we report updated efficacy and safety results with 2 years Age, median (IQR), years 45 (33-53) 43 (31-53) Arthralgia 27(33) 0 9 (26) 0 36 (31) 0
_ : Blood CPK
of follow-up from MOTION (data cutoff: February 22, 2025) Sex. n (%) v CR OO 26 (31) 12 (14) 10 (29) 7 (20) 36 (31) 19 (16)
OPR .
B Methods Female 16(55)  27(68) 2 Asthenia? 2733 1(1) 323 103 3530 2(2)
= e SD
* MOTION is an international, randomized, double-blind, placebo- Male 37 (45) 13 (33) é APD Fatigue 30 (36) 1(1) > (14) 0 35 (30) 1(1)
controlled, phase 3 trial in adults with symptomatic TGCT whose S e :
disease is not amenable to surgery (NCT05059262; Figure 1) Race, n (%) oo AST increased 23(28) ) e 0 34(29) )
» Ongoing
* Objective response rate (ORR) on study based on best overall White 59 (71) 21 (33) Headache? 25 (30) 1(1) 2 (26) 103) 34 (29) 2(2)
response and duration of response (DOR) were assessed by , Bl Time on treatment
Rash 27 (33 0 6 (17 0 33 (28 0
independent radiological review (IRR) per RECIST v1.1 and per Aslian 1) 4(10) - ggi Z:t;izr;:‘;m as (33) (17) (28)
TV5 Black or African American 4 (5) 0 discontinuation Hypertension 18 (22) 6 (7) 11(31) 4(11) 29 (25) 10 (8)
— Baseline for all patients (including those who crossed over ; Edema
from placebo to vimseltinib) was defined as the |ast other 12 pEE = Relipheral 212 ¥ o129 ¥ 223 ¥
assessment prior to treatment with vimseltinib Affected joint, n (%) Nausea 22 (27) 0 6(17) 0 28 (24) 0
Knee 56 (67) 27 (68) ;':‘a::‘ulopapulara 20 (24) 2(2) 6(17) 0 26 (22) 2 (2)
Figure 1. MOTION study design Ankle 9 (11) 6(15) % Diarrhea 15 (18) 1(1) 8 (23) 0 23 (19) 1(1)
. . 7))
Open-label Extension Hip 11(13) 103) 3 ALT increased 13 (16) 0 8 (23) 0 21 (18) 0
period period O
Other® 7 (8) 6(15) COVID-19 16 (19) 1(1) 3(9) 0 19 (16) 1(1)
Part 1: Eligible patients : Part 2: Long-term Patients may continue Prior TGCT surgery or procedures, i
were assigned to receive : treatment phase in treatment after week n (%) Sery orp 64 (77) 27 (68) Gsn;rallzed 15 (18) 1(1) 4(11) 0 19 (16) 1(1)
either vimseltinib or which all patients may : 49 in the extension | | | | | | | | | | | | | | | | | | | | | | Sl LG
matching placebo for 24 : receive open-label period Prior TGCT systemic therapy, n (%) 19 (23) 9 (23)d 0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 Data cutoff: February 22, 2025.
' Tal ST . - aD AEs with de 4 criteri C T inol Criteria for AE ion 5.0.
weeks vimseltinib to week 49 o Months on StUdy after initiati ng vi mseltinib AE?gg\t/zsrse :vvt\e”rft;?AULtT%;?ar?inecgir:r?iréifrea;s%gr:;lS?’,rr;slggr(t)a%:)(le arrlrt\(ier::;:rgr:sfeiavseer;SICOOnVID-19, coronavirus disease-2019; CPK, creatine
Imatinib 16 (19) 7 (18) Data cutoff: February 22, 2025. Dark blue and patterned shading represents the DOR. phosphokinase; TEAE, treatment-emergent AE.
: o Continued on Continued on CR com.plete response; DQR, duration qf respc?nse; NE, not.evaluable; PD, progressive disease; PR, partial response; RECIST v1.1, Response
20 m\gT‘,?,?clgc\;:ekw . vimsgltinib vimsgltinib Nilotinib 2 (2) A (,] O) Evaluation Criteria in Solid Tumors version 1.1; SD, stable disease.
mg twice weekly 30 mg twice weekly
Othere 1(1) 0

Results from Gelderblom H, et al. Lancet. 2024.7 Total percentages may be >100 due to rounding.
3ncludes not reported and unknown. PIncludes foot, wrist, hand, shoulder, elbow, and
temporomandibular joint. cAll patients had histologically confirmed TGCT per diagnostic biopsy or
existing pathology report; diagnostic biopsies were not recorded as a prior surgery or procedure.
dTwo patients in the placebo arm received both imatinib and nilotinib. €Includes an investigational
agent (BP 27 672).

IQR, interquartile range; TGCT, tenosynovial giant cell tumor.

* With at least 2 years of follow-up, results demonstrate robust and durable
antitumor activity with vimseltinib per RECIST v1.1 and per TVS, including
in patients who crossed over to vimseltinib in part 2

Randomized
2:1

ORR, n (%) 56 (67)2 0 67 (81) 25 (71) , . , ,
(95% CI) (56 to 77) (0 to 9) (71 to 89) (54 to 85) * Vimseltinib continued to have a manageable safety profile that was
Crossed over to Continue on Efficacy : . th £ : |
Placebo vimseltinib vimseltinib Complete response 4 (5) 0 20 (24) 4(11) consistent with prior reports with no new sarety signais
30 mg twice weekly g 30 mg twice weekly * ORR on study per RECIST v1.1 was 48% (40/83) for patients : :
-andomized to vimseltinib and 54% (19/35) for those who Partial response 52 (63) 0 47 (57) 21 (60) * Most TEAEs were grade 1/2, and there was no evidence of cholestatic
Pri d k d - . . : ICI -| ' IN]
Ay e oy S crossed over to vimseltinib (Table 2); ORR on study per TVS was DOR, median (range), NIRb WA NR NR hepatotoxicity or drug-induced liver injury

81% (67/83) for patients randomized to vimseltinib and 71%
(25/35) for those who crossed over to vimseltinib (Table 3)

— Median DOR per RECIST v1.1 (Figure 2) and TVS was still not
reached for both groups

end of part 1, the months

beginning of week 25

(2.5+ to 33.1+) (2.4+to 33.1+) (1.9+ to 25.4+)

+ denotes response was ongoing at the last assessment. TVS response corresponds to 250% reduction in estimated tumor volume.8

aData cutoff: August 22, 2023, from Gelderblom H, et al. Lancet. 2024.7

bData cutoff: February 22, 2025.

Cl, confidence interval; DOR, duration of response; IRR, independent radiological review; N/A, not applicable; NR, not reached; ORR, objective
response rate; TVS, Tumor Volume Score.

* Vimseltinib offers an effective systemic treatment for people with TGCT
and provides proven functional health and symptomatic benefits>® to a

Data cutoff: February 22, 2025, population living with substantial morbidity and limited treatment options

TGCT, tenosynovial giant cell tumor.
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