Highlights from the Week of July 07—14, 2025

S——
-Ei Lilly's KISUNLA gets FDA nod for safer dosing in early Alz

Transcend Therapeutics has been granted Breakthroug

I’anSCend (methylone) for the treatment of PTSD

THERAPEUTICS

Celltrion launches STOBOCLO and OSENVELT (biosimila

CELLTRION

Myrtelle launches a commercial-stage manufacturing o
Canavan disease, in partnership with Charles River and
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Highlights from the Week of July 07—14, 2025

Johnson & Johnson filed an sNDA with the FDA for CAPLY
Ph3 data showing a 63% reduction in schizophrenia rela

FDA accepts Taiho's sNDA for INQOVI (decitabine and ce
AIHO ONCOLOGY venetoclax to treat newly diagnosed AML patients who a
with a PDUFA date of February 25, 2026

FDA approves KalVista's EKTERLY (sebetralstat) for the tre

al\VIsta

P

Bayer's LYNKUET, a hormone-free dual neurokinin-target
by the MHRA for the treatment of moderate to severe vas
associated with menopause
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FDA accepts NDA for Merck's doravirine/islatravir (DOR/I
suppressed HIV-I, with the target action date set for April

= MERCK cardio-pulmonary pipeline, acquisition expected to be co

_ Merck plans to acquire Verona Pharma for approximatel

3. Capricor Therapeutics received a CRL from the FDA for its
iIC o P ricor muscular dystrophy
-

RS peutics™

Oveporexton's Ph3 studies met all endpoints, showed sy
profile, leading Takeda to accelerate regulatory submissi
treatment
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7 . Milestone Pharmaceuticals confirms FDA acceptan
Milestone. spray, designed to treat PSVT; FDA sets new PDUFA
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