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Key Points
TKA Incidence

TKA Incidence (%) in OAIl vs. US LTS

TKA Incidence Rates: OAl vs US LTS

Relative Risk Reduction: 55%

OAIl: 92 of 595 Subjects (15.5%)
US LTS: 10 of 143 Subjects (7.0%)
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15.5%
.

Relative Risk Reduction
55% lower incidence of TKA
observed in US LTS
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Median Time to TKA
OA: 5.08 years
US LTS: 5.73 years

Incidence Rate (%)
-
in

Interpretation

Lower incidence in LTSS may indicate
slower disease progression

Supports potential disease-modifying
effect of TG-C

OAl (N=595) US S (N=143)
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[33 5] FDA7L ®AIEH SR XA 7L S8 §F HL, AZBESE HITE RFEAL X[Hete A

05 e To accept structural endpoints as valid outcome measures for accelerated approval, there
66 should be substantial confidence, either based on empirical evidence from randomized,
67 controlled comparisons from clinical trials and/or based on a comprehensive

68 understanding of the disease process and product mechanism of action, that an effect on
69 the candidate structural endpoint will reliably predict an eftect on the clinical outcomes
70 of interest.” The ultimate goal of treatments related to inhibition of structural damage or
71 targeting the underlying pathophysiology associated with OA is to avoid or significantly
12 delay the complications of joint failure and the need for joint replacement, and also to

73 reduce the deterioration of function and worsening of pain.

XA}Z: FDA(Osteoarthritis: Structural Endpoints for the Development of Drugs, Devices, and Biological Products for Treatment Guidance for Industry), S=SX-52
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The overall cancer risk in the U.S. population increases with age, from 40 to 90 years.
The cumulative lifetime cancer risk distribution between the U.S. population (SEER
data) and our long-term study (LTS) shows consistent patterns, with the cumulative
incidence rate in LTS being lower than that observed in the U.S. population.
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