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Introduction:

Pralsetinib is a potent, selective Rearranged during Transfection (RET) inhibitor targeting
oncogenic RET alterations and is the first RET inhibitor approved in China. ARROW is a global
phase I/II registrational study to evaluate the safety and efficacy of pralsetinib in a variety of
advanced RET altered solid tumors including non-small cell lung cancer (NSCLC). Here we
present updated results of the ARROW study in Chinese patients with advanced RET fusion+
NSCLC.

Methods:

RET fusiont+ Chinese NSCLC patients with or without prior platinum-based chemotherapy
were enrolled and administered with pralsetinib 400 mg QD. The primary endpoints were
objective response rate (ORR) by blinded independent central review per RECIST v1.1 and
safety.

Results:

As of 4 Mar 2022, 68 Chinese patients with RET fusion+ NSCLC received pralsetinib. Amongst
37 patients who were previously treated with platinum-based chemotherapy, ORR was 66.7%
(22/33; 95% CI 48-82; 1 CR, 21 PR) in 33 patients with measurable lesions at baseline; median
PFS (95% CI) was 11.7 months (8.7; -) and 24-month PFS rate was 37.5%. Amongst 31 patients



who were treatment-naive, ORR was 83.3% (25/30, 95% CI 65-94; 2 CR, 23 PR) in 30 patients
with measurable lesions at baseline; median PFS (95% CI) was 12.7 months (8.9; -) and 18-
month PFS rate was 36.2%. The most frequently reported treatment-related adverse events
(TRAES) in all (N=68) NSCLC patients were aspartate aminotransferase increased (82%),
neutrophil count decreased (79%), anaemia (72%), white blood cell count decreased (62%),

and alanine aminotransferase increased (57%). 11.8% of patients discontinued pralsetinib due
to TRAEs.

Conclusions:

With longer follow-up, pralsetinib continues to demonstrate deep and durable response and
long-term clinical benefit in RET fusion+ NSCLC Chinese patients with or without prior
platinum-based chemotherapy. Updated results are consistent with previously reported results
from the global population in the ARROW trial. Pralsetinib in Chinese patients has a
manageable safety profile, with no new safety signals detected. Overall, pralsetinib showed a
favorable benefit-risk profile, offering a transformative medicine to Chinese RET-fusion driven
advanced NSCLC patients.



