Highlights from the Week of 08 December - |5 December
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. FDA approves gamida Cell's OMISIRGE as the first cell t
gomldo C-:ell rapid blood count recovery

Fondazione Telethon ETS announces FDA approval of WA

ol
of Wiskott-Aldrich syndrome in eligible patients
///elethon d T

Amneal expands its injectables portfolio with FDA appro
and multi-dose vials for US hospitals

Innoviva Specialty Therapeutics announces FDA approva

( >VIVA antibiotic, for the treatment of uncomplicated urogenital
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GSK gains FDA approval of BLUJEPA, an oral antibiotic, fo
urogenital gonorrhoea in adults and adolescents with lim
the first new antibiotic class for gonorrhoea

FDA approves UPLIZNA for the treatment of adults with g
anti-acetylcholine receptor and anti-muscle specific tyro

FDA approves J&J's AKEEGA plus prednisone as the first p
metastatic castration-sensitive prostate cancer

EMA recommends conditional marketing authorization fo
Immu n|ty BCG-unresponsive non-muscle invasive bladder cancer ¢

T
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GSK's DEPEMOKIMAB gets a positive CHMP opinion for s

and chronic rhinosinusitis with nasal polyps

Biosimilar GOTENFIA, from Stada and Bio-Thera, receiv

recommending approval for several inflammatory autoi

Merck receives positive CHMP opinion for the expanded
other therapies for adults with pulmonary arterial hypert

GSK's NUCALA receives positive CHMP opinion as an ad
adults with raised blood eosinophils
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Sobi receives a positive CHMP opinion for ASPAVELI for t
IC-MPGN (rare kidney diseases) in adult and adolescent

: ISODI

FDA grants priority review to BMS's sBLA for OPDIVO in ¢
BrIStol Myers Squibb previously untreated advanced classical Hodgkin lymph

GSK's antibody drug conjugate, GSK'227, receives Orpha
cancer from the FDA

Mirum Pharmaceuticals enters into a definitive agreeme
expanding its rare disease portfolio with the addition of
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Pfizer obtains exclusive global rights from YaoPhar
\- Pﬁzer oral GLP-| agonist for obesity, in a deal worth up to

Sobi to acquire Arthrosi Therapeutics, strengthening
gout treatment
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