PROGRESS IN PHARMACEUTICAL SCIENCES

- EERESIN -

GLOBAL PHARMACEUTICAL
INFORMATION

JETE: AT T 201320185546 50 HFER T HEEL(RAREE AT VM EBAN 2HHAF LML, ZME LT,
ENALE. TR, MARE B HRMRES ZFF. QD RBRERITR, REAGLFEAUMECTER I,

A ARAI REHALETEEHEEL RN 018 FARFAFLME" (1) . HELHN REHREAE.
REWAT TR, ARt R B HERRE L —EZ !

2018 FF LTk LIRE—F 1 &% -
FEamEMEIF (M)

Graul A I, Pina P, Cruces E, Stringer M
( REKEZR )

[ 1% ] 2018 FLBRENRIAN L ETRRIFIAFIAEHIFIEL 64 7 JXIR 10 EREAHE. FF E8 19 M~ REERErR( BFnNERLLE.
S FIZORNFTHIFISE ) ki | LUK 23 fRr=mfl = SRR r- i (BYE 2018 45 12 A 31 HaAlER L. fEARERNAREES
TER EHAYIRERAT AT WIS |, FUERY G 2018 FLBkkiial LM RAEMFIFIN 25%. 2018 FEX £ 8 MNEHEEE!
#FZ (first-in-class ) , BIEE RNA FHF | 3 MARREIEM SRR RLEEYFAINRMESREREMBRIK (CGRP ) H5EE
FiR, 2018 £ 29 FEENN LEZSHISAHER B 7 5 BRI SIS SRR, IXTEEE U 0s_E |, B 2018 F3EEHE 25 #lUL
it b, SRS | EEEFAGTEMSIFISERNT . & 2018 FEEH LR 2/3.
[ 5200 | #hea L ; FeoihfE ; FFREHERE | FFIEL ; SMERDE ; FEAERZ ; LA ; RS
[ hE 425 1R97 [ XEkERERL 1A [ L E4%:< 11001-5094 ( 2019 ) 07-0551-07

Report of New Drugs Research and Development
in 2018—Part I: New Drugs & Biologics (l1I)
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[Abstract] Sixty-four new drugs and biologics reached their first global markets in 2018, the greatest number in at least a decade.
In addition, 19 important new line extensions (new indications, new combinations or new formulations of previously marketed drugs)
were introduced over the course of 2018. Twenty-three other new products and new line extensions were approved but not launched
before December 31. As has been the trend in recent years, oncology was the most active therapeutic area in terms of new launches,
with cancer drugs accounting for 25% of all novel drugs and biologics introduced worldwide last year. Eight first-in-class agents were
launched for the first time in 2018, including the first RNA interference agent as well as the photo-finish approval and rollout of the first
three members of a radically different class of non-vasoconstricting antimigraine agents, the anti-calcitonin gene-related peptide (CGRP)
monoclonal antibodies. Twenty-nine of the drugs launched last year were designated orphan drugs, reflecting the continued upswing in
investment in the area of neglected diseases. This is especially true in the U.S., which welcomed 25 of the newly launched orphan drugs.
Opverall, the U.S. was the most active market for new drugs and biologics, accounting for two-thirds of all new launches in 2018.

[iley words] new drug launch; new drug approval; line extension; new formulation; new indication; new combination; orphan drug;
first-in-class drug
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Figure 8 Scheme of action mechanism of larotrectinib sulfate
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