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Investigation on new molecular entities of drugs approved in three regions, Japan, US and EU [
common and preceding approvals in current 4 years

Mitsuo Saito”, Mutsuko Hirata-Koizumi, Shinji Miyake, Ryuichi Hasegawa

The number of new molecular entities (NMEs) approved in 2005 was 17 in Japan, 20 in US and 18 in EU,
respectively. Among 53 NMEs approved in Japan and at least one other region during 2002 to 2005, 53 NMEs
had been approved in US and 25 in EU by 2005, but there were no common approvals only between Japan and
EU. On the other hand, 26 NMEs were solely approved in US and EU during this period. Among 79 NMEs
approved in either two or three regions, the number of preceding NMEs was 3 in Japan, 62 in US and 14 in EU.

Keywords: drugs of new molecular entities, commonly approved drugs, preceding approval of drugs
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Table.100 New molecular entities approved in Japan, US and EU in

Table.200 New molecular entities approved in Japan and at least one

2005 other region (2002-2005)
Japan Us EU I::tv;f“meoslecular Japan uUs EU Others*
1 Etanercept Pramlintide Bevacizumab Quinupristin/ 01/2002 09/1999 08/2002: UK
. ) . L Dalfopristin **
2 Rosuvastatin Micafungin Rasagiline Infliximab 01/2002 08/1998 08/1999
3 Oxaliplatin Entecavir Nitisinone Basiliximab 01/2002 05/1998 10/1998 --
4 e ey e waride T Cladribine 01/2002 02/1993 04/2004 02/1995:UK
Risedronate 01/2002 03/1998 -- 10/1999: UK
5 Besentan Tigecyscline Zonisamide Palivizumab 01/2002 06/1998 08/1999 --
6 Luliconazole Insulin Detemir Palonosetron Gatifloxacin 04/2002 12/1999 e i
z : Salmeterol 04/2002 02/1994 10/1996: UK
3 " . oledronic 2
7 Tamibarotene Tipranavir e Eletriptan 04/2002 12/2002 02/2001:UK
: Exemestane 07/2002 10/1999 12/1998: UK
& Vi coimaze le Riamielteiom Aulismidiom aitie Loratadine 07/2002 04/1993 00/2002: UK
9 Follitropin Beta Nepafenac Colecalciferol Gefitinib 07/2002 05/2003 --
10 Tocilizumab Mecasermin Erlotinib Esmolol 10;2002 12;1986
" i Ivermectin 10/2002 11/1996
11 Doripenem Hyaluronidase Gadofosveset Miiica bumgei 10/2002 03/2005 .
gy oS HeTanatbitue Seitmls B bt 1012002 04/1098 03/2000
rinzolamide
13 Gemlulqm.ﬂb .8 PeERRE R Tipranavir Sevelame¥ 01/2003 10/1998 01/2000 i
Ozogamicin Leflunomide 04/2003 09/1998 -- 07/1999: UK
. Hyaluronidase . Capecitabine 04/2003 04/1998 02/2001 --
14 Inulin o e Ivabradine Rizatriptan 07/2003 06/1998 o 06/1998: UK
NSRS Pramipexole 10/2003 07/1997 10/1997 --
15 Finasteride B Palifermin Telithromycin 10/2003 04/2004 07/2001 o
Peginterferon 07/2001:
16 Miglitol Sorafenib Posaconazole Alfa-2a L2003 1042002 692:002 Switzerland
17 Moxifloxacin Lenalidomide Sildenafil IVertle.porflln x ig;zggi g:;zggg g;;zggg
. . nsulin glargine
18 Conivaptan Omalizumab Atazanavir 12/2003 06/2003 03/2004
19 Galsulfase Dexmedetomidine 01/2004 12/1999 -- o
20 Abatacept Raloxifene 01/2004 12/1997 07/2003: UK
08/2002:
Olmesartan 01/2004 04/2002
Germany
Agalsidase Beta 01/2004 04/2003 -- --
Tenofovir 03/2004 10/2001 02/2002
00000 Table20 Table 3t OO ODEUCOOOOOO ol i o TG O i e
Zoledronic Acid 10/2004 08/2001 04/2005 03/2003:UK
gobooboooooooboooooooooood Tiotropium 10/2004 01/2004 - 05/2002:UK
Adefovir 10/2004 09/2002 03/2003 --
DDDDDDDD17DDDDDDD53DDDDDDD Peginterferon
Alfa-bb 10/2004 01/2001 03/2000 - -
OOOEUD 30000000 onooooog Valganciclovir 11/2004 03/2001 -- 04/2002: UK
Fosamprenavir 12/2004 10/2003 07/2004 - -
eletriptan0] gefitinib 0 micafungin0 000300000 Bfamencont OLA2008 L1(1908 QRE2000 =
Rosuvastatin 01/2005 08/2003 -- 03/2003:UK
Oxaliplatin 03/2005 08/2002 -- 04/1998 :France
DDDDDDDDDDDDDDD53DDD44DDDD Emtricitabine 03/2005 07/2003 10/2003 o
Bosentan 04/2005 11/2001 05/2002
DDDDZOOlDDDDDDDDDDDD34DDDDD Voriconazole 04/2005 05/2002 03/2002 --
. . % = 1995: New
0000000000 19400000000 inulin0 00O BOLLIGHRAD DEit:  OREOB TOSH 19RR 0l o Zealand
Elude oxyiglugese  yoih00i 1994 2002:UK
gbooboboobooboboobooboobooobooooog (L)
Gemtuzumab 07/2005 05/2000
O0D0D0O0OEUODDODOOOOD6000000DO S & {biins 1ok .
Finasteride 10/2005 06/1992 Australi:a
goos3soooobooobooobobogoogooogo . 07/1996 :
Miglitol 10/2005 12/1996 Seoilive pltamed
oooukD4000O0O0O0OO0O0O0O00O0ODOOODOO0OO Moxifloxacin 10/2005 12/1999 ot £
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* Except for the drugs approved through EMEA centralized procedures
** Combination drug

Table.30 Number of preceding drugs and new molecular entities
approved in Japan and at least one other region (2002-

2005)
Number of approval Number of preceding drugs
Japan 53 3
uUus 53 44
EU 25 6
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Table.4[] New molecular entities approved solely in US and EU

(2002-2005)

New molecular entities Us EU

Nitisinone 01/2002 02/2005
Fulvestrant 0472002 03/2004
Oxvybate 07/2002 10/2005
Aripiprazole 11/2002 06/2004
Pegvisomant 03/2003 11/2002
Enfuvirtide 03/2003 05/2003
Aprepitant 03/2003 11/2003
Bortezomib 05/2003 04/2004
Miglustat 07/2003 L2152 100 2
Palonosetron 07/2003 03/2005
Memantine 10/2003 05/2002
Tadalafil 11/2003 11/2002
Bevacizumab 02/2004 01/2005
Cetuximab 02/2004 06/2004
Pemetrexed 02/2004 09/2004
Cinacalcet 03/2004 10/2004
Insulin glulisine 04/2004 09/2004
Duloxetine 08/2004 12/2004
Erlotinib 11/2004 09/2005
Iloprost 12/2004 09/2003
Pregabalin 12/2004 07/2004
Darifenacine 12/2004 10/2004
Ziconotide 12/2004 02/2005
Palifermin 12/2004 10/2005
Insulin Detemir 06/2005 06/2004
Tripranavir 06/2005 10/2005

Table.500 Number of preceding drugs and new molecular entities
approved solely in US and EU (2002-2005)

Year of Number of Us EU

approval approval in US preceding preceding
2002 4 4 0
2003 8 4 4
2004 12 9 3
2005 2 1 1

Total 26 18
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