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Japanese approvals marked by

high-need products

e japanese Pharmaceuticals and Medical Devices Agency (F'NDA) continues to take various steps to speed

i ?‘ the aim of cutting |

but :uil unavail aoie ‘njﬁpan

I:;wk= at the products sppraved in
Al an aver the yiar 16 Movember

2008 (see Table 1) suggests that
these initiatives — along with compar
own efforts 10 develop their new products
simultaneousty m Japan via global
are beginning 1o bear fruit, During the
period, close ta 40 chemical or biological
ties neve 10 Japan recelved formal
approval froo
tebour and welfare,

The list includes several important.

the ministry of health,

rheurnataid arthritis, fallowing on fram an
sarlier approval for the much smallar
orphan indication of Casileman's disease.
Ini the encolagy area, which is sesing

rapich growth in Japan, imporiznt approvels
inchided ImClone SystermsiMertk K
Bristol-Myers Squibb's Erbatux (etusimab)
For colurectal cancer, and Bayer Sehering
Pharmm's Mexavar (sorafenib) and Plizers

W SCRIFNEWS, O/ SUPPLE

—_—vaie-T v

i Sutent. (sumitinib) for renal cell carcinoma.

reveals a relath

The Bt 2
numbar of priority and expediled reviews
and orphan drugs, s g the PMDA s
imaking greater use of such desipnations to
speed up the approval of high-nesd
praducts: In most cases, this is batanced
ot by stricter (usually all-patient)
surveillance programmes 1o
the real-world setting

oly targe

2td, Erbilux, Mexavar and Sutent
werg: among th 10 receive
pricrity reviews.
u despite the pro

e Japanese
virtually all of the dirugs approved
by Japan in the period studied had alreack
begn launchad elsewhere, often several
privicusty

wmben of global first approvals in
Japan remained small, periaps reflacting
the Japaness industiy's ew
emphiasis on the L
Besided Aclenwa, the only-othér

+ review period. Under Japan's
¢ reifmbursement policy, ;rujv\-ylz.ﬂlt vaccings
are not granted natianal Feelth insurance

Aroglyesnn, Champis, Ciexane;

+ approval in Japan in the last quarter of

The a '.ger

worldwide tlearance In Japan was for
[Hziriippon Sumnitemo Pharma's degamine
[3USHTZ Blocker Lanasen (Hlonar
for schizophrenia,

i vaccines

A domestically devsloped vaccine against
H58 bird flu was approved in Octaber
2007, but there was litlle actiity

elsewhere n e vaccines ar

i coverage.
Twio e il cancer vaccin
GlaxebmithKline's Cervari

(Merck & Co)

asil, wars filed for

2007 but have yel ta be approved, SCRIP

S 00

MIEDLIUD] —

R&D

Table 13

Broduct Genericname
Actemra tocilizumab.
Amerge naratriptan

Aroglycan

Champix

anaxaparin

Differin

adapalens
Erbitux cetugimab
Exjade deferasins

famciclovir

new chemical entity approvals®

Indicatian

rheumataid-arthritis™

imigraine

hyperinsulinism

smaking cessation

acna

colorectal cancer’

iron overload

herpes

Asahi Kasel

Company

_ ChugaifReche

GlaxoSmithKline

Schering-Plough

_San z)fl Aventis

Galderina

l\hC\UHEIBMWMEz:kJ«j«i‘\ o

Mevartis

Fosrenol fanthanum o rex Schiel

Ganirest ganirelix Inwm fertilisation R _ Schering-Plough

Gragavit sitafloxacin infections o Daiichi Sankyo

Humira theumatoid arthrits Albot .

taaflo raspiatony failure e Tl reut|

Irbetan/fvapro. _ wbesartan hypevtwnmn R - _Shionogi/D5P

Inibow ramasetrand B male ifritable bowel synd\ome . Astellas

Iseptress raltagravi HWe? _ Merck &Co

Julina N " climactaric syndkonte/ovarian Rayer Séliering

deficiency, postmenopausal osteoporosis

Lamictal lamatrigine GlaxaSmithKlina

Lonasen blonanserin schizephrenia Gainippon-Sumitomo
v[umamn norethistarons plus dysmanorhoea : V' Makel Pharma

il

Macugan pagaptanib wetage-related m;;lﬂaﬂﬂr-eraum‘ Pfizer ~

Mycabutin rifabutin tuberculosis/Mycobacterium Plizer

Maglazyme galsulfase aridusis? AnGies MG o

" et

1=t

Bayer

phenobathital

nennalal Sn.l’uns

hering

| obetsin sine acetate Wilson's cisedse? Mokl Pharma .
Pitespa pirfenidane I nary Hbrasy i Shionog!
Prezista H\V,'A\l]‘ Janss N
Hevatio __pulmonary slll\_nd\hypmten;mn‘ piizer )
Hlummduhn ART123 Asahi I
Sutent sunifinits Phizer
Talimus tacrolims eye sprling catarrh® - Sanju
Tapros eafluprost glaucomasocular hypertensian Sanitan
rabibit globufsin Sapafl-fuentis

Thymia-globulin

Wellnara estradiol plus
levonoigestre|

Zewvalin ibritumomab

Zosyn tazehactam plus pigeracillin

VA SEF PHEWS COMPSURRLEMENTS

postmenopausal gsteoperosis

non-Hadglin's lymphomadmante cell lymphoma®

praumania etc

SCRIPRIfREEE (200841211 A {F(+)

Bayer Schering

Bayer Schering
Taiho/Tayama

SThRie 100
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