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Report of New Drugs Research and Development
in 2018—Part I: New Drugs & Biologics (V)

Graul A 1, Pina P, Cruces E, Stringer M
(Clarivate Analytics)

[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.
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ivosidenib, Ffll, 250 mg

HARSZ IS BN, & F &, 2000
15000 JAU

lanadelumab-flyo, & 71 & Jff 2% v 5 ¥,
300 mg/2 mL (150 mg/1 mL)

larotrectinib sulfate, fi %, 25 1 100 mg;
ARV, 20 mg/1mL

TG ENNE, FURBA, 5¢

lorlatinib, J7'7f, 25 1 100 mg

macimorelin acetate, $ZEHFIFI, 60 mg
macimorelin (4124 T 68 mg macimorelin
acetate) , HJ 120 mL 7K FHACH K 60 mg/
120 mL (0.5 mg/ImL) macimorelin [l fZ#
VESTF moxetumomab pasudotox-tdfk #1751 &
ANHEE 1 mg VR UFEOH K T E o gk —
i i 25

netarsudil mesylate, ¥R, 0.02%

omidenepag isopropyl, ¥R, 0.002%
patisiran, J§ 2 & WES G, B E L
10 mg/5 mL (2 mg/1 mL)

pegvaliase-pqpz, H 7 & 7l 78 20y 56 25 FH T
e RS, 2.5 mg/0.5 mL. 10 mg/0.5mL 1
20 mg/1 mL

pemafibrate, J 7, 0.1 mg

plazomicin, VE 4 7, 500 mg/10 mL (50
mg/l mL) % 4 plazomicin sulfate [1 5 7] &
/N (A 24F 500 mg plazomicin)

plecanatide, F7, 3 mg
pyrotinib maleate, J7 7, 80 1 160 mg

FERIFBENT VR, AT WL A
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mg/l mL) ; FRA KR NERE, &
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. s, tafenoquine succinate, }7l, 150 mg tafenoquine 16 % B LA - i 3% Subk: 18] H e Ji U GR (AR IR
KeintaiclRC Rl B (AH4F- 188.2 mg tafenoquine succinate) PRI (i ER)  (ULZ)D
Talzenna (3 [E) TS talazoparib tosylate, X%, 0.25 fil 1 mg @ﬁh g%g%g%gggﬁg% Ef?\jé% gER2 ¥l
Tpoxx () SIGA Technologies tecovirimat, X%, 200 mg ggﬁfﬁfﬁg)ﬁ BED 13 kg ) LEBH TR
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VRIT 12 5 M UL B A R R, X
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Beova (HA Kyorin/Kissei  vibegron, Fifll, 50 mg ﬁggigﬂ)ﬁ?ﬁiﬁﬁ*ﬁ%mﬁi%\ PRI
voretigene neparvovec-rzyl, FFIE/MEARZE 16T 4 IR BT 2 44 B L 08 K 8 A7 5 AL
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Table 3

HmERAE (BRE)

bictegravir/emtricitabine/tenofovir

WEH/ HER'

i e () A 606.0 1071.5 6670.1
semaglutide (Ozempic) VA 1 128.9 236.6 48324
dupilumab (Dupixent) Regeneron/ $& i JF 603.2 896.2 45632

tofacitinib citrate (Xeljanz) WA iy 1221.0 1748.0 3345.0
rituximab (Rituxan) E SRS 5255.6 6 683.4 1998.5
tezacaftor/ivacaftor (Symdeko) Vertex 475.0 762.3 1989.5
elagolix sodium (Orilissa) UAAYE N/A 24.2 1697.5
erenumab (Aimovig) 2 it N/A 110.5 1 609.7
cemiplimab (Libtayo) Regeneron/ $& i JF N/A 23.5 14754
certolizumab pegol (Cimzia) UCB 13173 1742.7 1360.8
ertugliflozin (Steglatro) R / S N/A 93.0 1288.0
inotersen (Tegsedi) Akcea Therapeutics N/A 12.7 1007.8
galcanezumab (Emgality) Lk N/A 15.8 1004.3
amikacin liposorme fnhalation Insmed N/A 21 980.8
lanadelumab (Takhzyro) HIR 51.0 97.0 945.0
patisiran (Onpattro) Alnylam 0.5 17.1 914.9
talazoparib tosylate (Talzenna) Wi N/A N/A 859.7
andexanet alfa (AndexXa) Portola Pharmaceuticals 10.0 19.3 770.6
ivosidenib (Tibsovo) Agios Pharmaceuticals 4.5 13.8 636.7
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pegvaliase (Palynziq) BioMarin Pharmaceutical 4.1 11.1 591.5
fremanezumab (Ajovy) T BL N/A 6.4 590.0
burosumab (Crysvita) gft‘r’a‘l’vgi fyikk" Kirin/ 33.1 587 4833
"mgi"temi‘(léli o ;ngeﬁc human . 5011, Pharmaceutical 5.9 12,9 4653
voretigene neparvovec (Luxturna) Spark Therapeutics 15.6 274 453.4
fostamatinib disodium (Tavalisse) Rigel 6.7 11.9 422.8
dacomitinib (Vizimpro) TS N/A 13.3 291.7
P TaiMed Biologics/
ibalizumab (Trogarzo) Theratechnologies 4.6 11.3 289.9
netarsudil mesylate (Rhopressa) Aerie Pharmaceuticals 9.7 23.7 2717.2
hepatitis B vaccine, recombinant
(Heplisav-B) Dynavax 2.9 6.1 268.4
lorlatinib (Lorbrena) W Eiti N/A 2.5 256.0
baloxavir marboxil (Xofluza) R X2 26.4 N/A 251.0
betrixaban (Bevyxxa) Portola Pharmaceuticals N/A 1.2 241.7
glasdegib maleate (Daurismo) i N/A N/A 228.5
eravacycline (Xerava) Tetraphase N/A 0.5 219.1
moxetumomab pasudotox
Qo) ] 471 N/A 13 209.5
doravirine (Pifeltro) R N/A 12.5 203.0
glycopyrrolate tosylate (Qbrexza) Dermira 0.7 1.5 188.8
binimetinib (Mektovi) Array BioPharma 13.9 N/A 170.4
encorafenib (Braftovi) Array BioPharma 13.9 N/A 170.4
duvelisib (Copiktra) Verastem 0.5 1.3 162.9
anakinra (Kineret) e 114.8 147.0 138.9
tafenoquine succinate (Krintafel) HERLT N/A 12.9 102.9
plazomicin (Zemdri) Achaogen 0.3 3.1 77.7
apalutamide (Erleada) I7ES N/A 125.0 N/A
avatrombopag maleate (Doptelet) Dova Pharmaceuticals 4.9 9.5 N/A
evocalcet (Orkedi) Kyowa Hakko Kirin 10.0 19.5 N/A
levoglutamine (Endari) Emmau]sBiI:)iSf:nS,icciglces/U S 7.7 N/A N/A
macimorelin acetate (Macrilen) Aetema Zentaris/ 1.1 N/A N/A
Strongbridge Biopharma :
plecanatide (Trulance) Synergy 319 453 N/A
revefenacin (Yupelri) TMh;lraei:/ance Bl e N/A 2.6 N/A
sitagliptin phosphate monohydrate/ MSD K.K./ ZHiZE sk 155 N/A N/A

ipragliflozin L-proline (Sujanu)
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