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	● Patient demographics and baseline characteristics 
were previously reported3

	– Patients were median (range) age 41.0 
(31–52) years and most (71%) were female

	– D-TGCT was the most (84%) common subtype, 
and tumor location was frequently in the lower 
extremity (86%); specifically, the knee (52%)

	● After 25 weeks, 52 (83%) patients continued to 
receive open-label pimicotinib 

	● Patients initially randomized to pimicotinib were 
followed for a median of 14.3 months, with a 
median treatment duration of 14.2 months

	● Antitumor activity was observed across clinically 
heterogeneous TGCT presentations (Figures 2  
and 3), including localized and diffuse disease, as 
well as tumors arising in different anatomical 
locations (Figure 4)

	– Only 8 patients had L-TGCT and 9 patients were 
affected by TGCT in the upper extremity, thus 
limiting the generalizability of interpretations for 
this specific patient population

	● Given the predominance of lower-extremity and 
knee disease in TGCT, additional analyses explored 
patient-relevant outcomes in these subgroups 
(Figures 5 and 6)

	● In patients with TGCT in the knee, tumor reduction 
was accompanied by improvements in ROM of the 
knee through to Week 49 (Figure 5)

	● Improvements in lower-extremity physical function 
were also observed, including activities related to 
walking, climbing stairs, standing, and bending, 
kneeling, or stooping (Figure 6)
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Figure 2. Tumor response by TGCT subtypea

aTwo patients had an unknown TGCT subtype; b95% CI is calculated from the exact 
Clopper-Pearson method
CI, confidence interval
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Figure 4. Tumor response by tumor location

aOther includes elbow (n=2), left jaw (n=1), right foot (big thumb) (n=1), and shoulder (n=1)
CR, complete response; NE, not evaluable; PD, progressive disease; PR, partial response; SD, stable disease
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Figure 3. Tumor response by extremity

a95% CI is calculated from the exact Clopper-Pearson method

A. Walk for ⩾15 minutes

Little
difficulty

Baseline
(n=54)

5
(n=54)

9
(n=54)

13
(n=49)

17
(n=49)

21
(n=49)

25
(n=48)

29
(n=41)

33
(n=43)

37
(n=45)

49
(n=43)

3.9
(1.02)

4.1
(0.87)

4.3
(0.80)

4.4
(0.70) 4.3

(0.77)

4.5
(0.79)

4.5
(0.77)

4.5
(0.87)

4.6
(0.77)

4.6
(0.61)

4.6
(0.62)

Some
difficulty

It
e
m

 s
co

re
, 

m
e
a
n

 (
S

D
)

0

Week

B. Climb stairs normally

Little
difficulty

Baseline
(n=54)

5
(n=54)

9
(n=54)

13
(n=49)

17
(n=49)

21
(n=49)

25
(n=48)

29
(n=41)

33
(n=43)

37
(n=45)

49
(n=43)

3.3
(1.09)

3.6
(0.98)

3.8
(1.04)

3.8
(0.96)

3.9 
(1.00)

3.9
(0.86)

4.1
(0.96)

4.1
(0.86)

4.1
(0.97)

4.1
(0.78)

4.2
(0.84)

Some
difficulty

It
e
m

 s
co

re
, 

m
e
a
n

 (
S

D
)

0

Week

5

4

3

5

4

3

C. Stand for 1 hour

With much
difficulty

2.9
(1.20)

3.4
(1.15)

3.4
(1.25)

3.6
(1.17) 3.5

(1.21)

3.7
(1.21)

3.7
(1.20) 3.6

(1.26)

3.8
(1.19)

3.8
(1.25) 3.7

(1.28)

Some
difficulty

It
e
m

 s
co

re
, 

m
e
a
n

 (
S

D
)

D. Bend, kneel, stoop

With much
difficulty

2.7
(1.27)

3.3
(1.24) 3.1

(1.21)

3.3
(1.13)

3.3 
(1.19)

3.4
(1.21)

3.5
(1.22)

3.6
(1.20)

3.6
(1.26) 3.5

(1.24)

3.6
(1.24)

Some
difficulty

It
e
m

 s
co

re
, 

m
e
a
n

 (
S

D
)

0

Week

0

WeekBaseline
(n=54)

5
(n=54)

9
(n=54)

13
(n=49)

17
(n=49)

21
(n=49)

25
(n=48)

29
(n=41)

33
(n=43)

37
(n=45)

49
(n=43)

Baseline
(n=54)

5
(n=54)

9
(n=54)

13
(n=49)

17
(n=48)

21
(n=49)

25
(n=48)

29
(n=40)

33
(n=43)

37
(n=45)

49
(n=43)

5

4

3

2

5

4

3

2

Figure 6. PROMIS-PF scoresa for lower extremity item measures

a1-Unable to do; 2-With much difficulty; 3-With some difficulty; 4-With a little difficulty; 5-Without any difficulty
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Figure 5. Improvement in relative ROM of  
the kneea

aAssessed by goniometer per the American Medical Association reference standard
SD, standard deviation

PLAIN LANGUAGE SUMMARY
	● Pimicotinib is being studied for the treatment of TGCT in a global trial 

called MANEUVER
	● In the 1-year results, patients with TGCT who would not benefit from surgery 

and were treated with pimicotinib continued to have tumor shrinkage and 
improved range of motion and physical function, regardless of TGCT subtype  
or location of the disease

	● Patients treated with pimicotinib had improved ability to walk for at least 
15 minutes, climb stairs, stand for 1 hour, and bend, kneel, or stoop

	● These results show that pimicotinib may be an effective treatment for 
patients with TGCT

	● TGCT is a rare, locally aggressive, soft-tissue tumor driven by colony-stimulating factor-1 (CSF-1) 
overproduction that can affect any joint, most commonly the knee, leading to impaired physical function1,2

	● There are two major subtypes of TGCT: localized (L-TGCT) is a smaller, slower-growing tumor typically found 
in smaller joints (e.g., fingers), whereas diffuse (D-TGCT) is a more invasive, aggressive tumor with higher 
recurrence, usually found in larger joints (e.g., knees), and represents 10–20% of cases1,2

	● Current treatment options for TGCT include surgery (standard of care), systemic treatments, and active 
surveillance1–3

	● Pimicotinib is an oral, once-daily, highly selective, and potent small molecule CSF-1 receptor inhibitor that 
targets the disease biology driving TGCT3

	● In the pivotal, placebo-controlled, randomized, phase 3 MANEUVER trial (NCT05804045), pimicotinib met its primary endpoint (objective response rate [ORR] by blinded independent review 
committee [BIRC] per Response Evaluation Criteria in Solid Tumors, version 1.1 [RECIST v1.1]), demonstrating robust tumor responses, clinically meaningful, patient-reported symptomatic and 
functional improvements, and a tolerable safety profile in patients with TGCT3

INTRODUCTION
	● To evaluate the 1-year efficacy of pimicotinib treatment on 

tumor response, ROM, and physical function, by tumor 
subtype and by tumor location 

OBJECTIVE

	● MANEUVER is an ongoing, global, phase 3 trial investigating 
the efficacy and safety of pimicotinib in a geographically 
diverse population of patients with symptomatic TGCT3

	● In Part 1 (double-blind, 24 weeks), patients were 
randomized 2:1 to receive pimicotinib 50 mg once daily or 
placebo. In Part 2 (open-label), eligible patients continued 
or switched to pimicotinib for a further 24 weeks, and if still 
eligible, were allowed to enrolled in Part 3 (open-label 
extension)3 (Figure 1)

	● ORR by BIRC per RECIST v1.1, relative ROM measurements, 
and Patient-Reported Outcomes Measurement Information 
System-Physical Function (PROMIS-PF) scores from Part 1 
to Part 2, up to data cutoff (March 12, 2025; through 
Week 49), are reported by TGCT subtype and tumor 
location for patients randomized to pimicotinib in Part 1

METHODS

Key eligibility criteria
• Aged ⩾18 years
• Histologically confirmed 

unresectable TGCT
• Measurable disease as 

defined by RECIST v1.1 
with ⩾1 lesion of ⩾2 cm

• Symptomatic disease 
because of active TGCTa

N=94b

Part 1: Double-blind 
(24 weeks)

Part 2: Open-label 
(24 weeks)c Part 3: Open-label extensionc

Longer treatment periodd 
and safety follow-up

This is an ongoing trial conducted 
at 40 specialized sites: 23 in China, 
7 in Europe, 10 in North America

Primary endpoint: ORR by BIRC per RECIST v1.1 at Week 25
Key secondary endpoints: ORR by BIRC per TVS at Week 25; mean change from 
baseline at Week 25 in ROM, Worst Stiffness NRS, Worst Pain NRS, PROMIS-PF T-score
Data cutoff date: March 12, 2025 (through Week 49)

Pimicotinib from baseline (n=63)e

Pimicotinib 
50 mg once daily,d oral

Switched to pimicotinib (n=31)

Pimicotinib 
50 mg once daily, oral (n=63)

Matched placebo (n=31)

Stratification factor: 
China vs non-China

MANEUVER: A global, phase 3, randomized, double-blind, placebo-controlled study of pimicotinib in TGCT

Randomized 2:1

Figure 1. Study design3

aDefined as one or more of the following: (i) a Worst Pain score of ⩾4 within 2 weeks prior to randomization (based on a scale of 0 to 10, with 10 representing “pain as bad as you can imagine”), (ii) a 
Worst Stiffness of ⩾4 within 2 weeks prior to randomization (based on a scale of 0 to 10, with 10 representing “stiffness as bad as you can imagine”); bBetween April 27, 2023, and March 29, 2024, 94 
adults with TGCT underwent randomization; cAll patients who completed 24 weeks of dosing in Part 2 will be eligible to enter Part 3 for a longer treatment period and safety follow-up; dIf a patient has dose 
modification in Part 1/Part 2, the patient will continue to be administered at the modified dose in Part 2/Part 3; e63 patients were eligible to enter the open-label extension; 52 patients received treatment
NRS, numeric rating scale; TVS, tumor volume score

 ● In this 1-year analysis, pimicotinib demonstrated consistent tumor response across TGCT subtypes 
and tumor locations 
 ● Comparable responses for both localized and diffuse disease, and across joint locations, indicate that 
treatment effects are not dependent on disease presentation
 ● Improvements in tumor response were accompanied by improvements in range of motion (ROM) and 
patient-reported physical function, such as the ability to walk, climb stairs, stand, bend, kneel, or stoop 
 ● Together, these findings demonstrate that pimicotinib delivers a continued, consistent treatment 
effect across a broad range of TGCT subtypes and joint locations, accompanied by durable tumor 
responses and clinically meaningful improvements in patient function over time

CONCLUSION


