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European Review for Medical and Pharmacological Sciences

2021; 25 6548-6556

Real-world results of immune checkpoint
inhibitors from the Taiwan National Health
Insurance Registration System

S-THSIEH', H-F. HO?, H-Y. TAE, L-C. CHIEN', H-R. CHANG', H-P. CHANG,
Y-W. HUANG?, J.-J. HUANG?, H-J. LIEN?, L-Y. HUANG', P-C. LEE**

¢/~ Following a year of data collection and analy- )
sis, the real-world ORR and PFS in Taiwan were
24.0% and 2.9 months, respectively. Experts
agreed that, compared to regorafenib. payment
benefits were limited while producing the same
\clinical status. As of March 2020, no HTA agen- J
cies 1n Canada, Australia, Scotland. or the Uni-
ted Kingdom had approved or paid for the use of
nivolumab for late-stage HCC. Even Japan, nivo-
lumab’s country of origin, had not yet approved
it for late-stage HCC. Furthermore, following a
September 23, 2019, update, the ESMO Clinical
Practice Guidelines no longer recommend using
nivolumab for late-stage HCC. Other drugs, such
as ramucirumab and cabozantinib, received mar-
keting authorization.
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ODAC Opposes Ongoing FDA Approval of Nivolumab for HCC
in Patients Pretreated With Sorafenib

April 30, 2021

Sara Karlovitch

00000

The FDA's Oncologic Drug Advisory Committee voted 5 to 4 against the confinued accelerated approval of nivolumab for the
treatment of patients with hepatocellular carcinoma who were previously treated with sorafenib.

FIL/A

The FDA's Oncologic Drug Advisory Committee voted 5 to 4
against the continued accelerated approval of nivolumab for the
treatment of patients with hepatocellular carcinoma who were
previously treated with sorafenib.
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