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<Abstract>

Objective : To propose the best pharmacovigilance plan in Japan by comparing post marketing safety
studies in Japan and the U.S.

Method : Among all of the newly approved medicines in Japan in 2010, 12 marketed products in the U.S. are
selected. First, to examine the U.S. system, post-marketing safety concerns over those drugs at the time of
approval in the U. S. were collected as well as its postmarketing requirements (PMR) which are studies or
clinical trials that sponsors are required to conduct under one or more statutes of regulations. Then, the
same drugs’ safety issues discussed as special cautions listed during the approval process in Japan and the
corresponding postmarketing safety studies were reviewed.

Result : Both countries have many safety concerns in common, however, in Japan, ongoing studies are only
conventional studies, such as post-marketing surveillance studies or all-cases studies, while the U.S.
conducts studies to meet each individual requirement need. Ideal post-marketing safety study designs
proposed by the task force, seemed beyond sponsors capabilities, particularly with regard to conduct
studies with control group, and require involvement of academia external research organizations, or
establishment of the national registry system for cancer and other major diseases.

Conclusion : In Japan, Risk Management Plan (RMP) will soon be implemented in 2013, and that is
expected to secure patients’ safety by the scientific pharmacovigilance plan with the international standard.
It is an urgent task to discuss what plan is feasible in Japan and how to make the corporation of industry-
government-academia a reality. (JpnJ Pharmacoepidemiol 2012 ; 17 (1) : 55-66)

Key words : pharmacovigilance plan, Japan postmarketing study, postmarketing requirement, therapeutic
risk management plan
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%E"“‘? (biomedicine) 12BIT 5, WhIEIN—FRHETH B, TOANRT PV, —EOVE
CERHVE, whidy 7 FMeHETHRDLSA, BE—FER (TRWR) oM, FE
B, Rk, T, REEHINA,

w20 [4-A] (intervention) 1%, EREETHW LN LT, W, BEHHLEE, N—F
HoPs, EF 8% V7, BREVOLAHREIY-ADE1HE LT [REERE
ERERE] TaR MOWRT 2T o2BICU A P LASREDDOVEET S, Bh i,
7Y, RREOFE, VI PEAAEVSTIVTHL I,

3D [79 FAL] (outcome) 1, MAL L > TRIIPBOLNENTH S, HHEIZIZ, &
B, WE BRLE, COREBHRoLPIOVWTOERRETEbE RS, LAL, Rl
YIERAVPELTRERETAPT, RIIBOLNENPDE o2 EboTL b, 1L XITHED
fHE IR, B, ITEEHEAST Y M AMEE (outcome measure) & L THWS
Nizo 7208, ENVBLTLIEFEOERICIIFE T 2h I ehb, TR FRAL V|
WKHWA L)oot L2AD, BASLALLTHRBREMERZLETCELVWREVET S
TEBEBHBEI LD, 1980 NS QOL (KENE) ZEFMETRETHL LS N, TDX
I, TN LAMEEEIRELLCE 2, BlkoFRE LT, N—FF—F LT TiE%
{, WhbWw3bV 7 MeF—5E2BHRLT, LY)BHEOMEBRISEVDIDEHNE LVHIFENT
Hbo 86, BEICE > TOMEFMRESL LT, A5 [HE] bWk [EL]
b, 1990 FERBEPLVALKDOLNB LI ITho72,

Pk, REE MK, 7Y HLEN)3DODERIZBWT, N—FP5V 7 FDART b
BEET D, FLT, FNEFNRDAXRY PVICBWT, BHE L LEBFFET LD TH 5,
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815 E  2010.12.16 (K)
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ERE IORZEREZERESZRHARERESS ST HM
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DD, BB LBRONRL 2572013 1986 5ED WHO O ¥ THIBEHIUETH D, 2005
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HAETE, 19690 #2081 DBERTOARBEEEGTHS [BREEO T PBEAICE
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NREZETHEIL D, T2bDb, F20ERMEAANLZRBIEOHEEIIER 750 LI RB

—139—



138 J. Seizon and Life Sci. Vol. 23 B, 2013, 3

B A DA R AT O D ] (&SR ERAETFEDOE > D]
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[ anz [ e | e || RHEER || fEeyn |
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Fig.2 ALXTOE—S 30 OEER

12, E3IDERTHEANVATHE=Y 3 Vid, HENLBEETFOE SV E2EETIOT
Hbo MEEREEZToTWAEAERDLE 2 OFRICH LT, BEE2XRTHREDL
DHERTHTHIHEEBDLOVEIDBERTH D, BT HIL, "WVATUE—Y 3T
i, B MEEETIZ AR, BRIZMIRE LABREICBUARENEELRER L 2> T,

7272, SHTE, BALHEOMEARZEETLHIHEET IV (Fig. 2) BPRRENTBY,
BREEREF T DMWY AAL LTORBELRRE - F8 - WA YANOREADB LRI NT
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TW53 L BHRIEHD { { bhi,

FOBROBHTE, TT, ANATOE-Ta VREFNBEIGECZ EPHESHBE SR
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Lol HRTIEII 2T A - R-ALLTHIENDERH LT VX =05,
EVoBANPH SN, SBIC, POTOMBEROBEZFHIERTAWEBESH S L
2, BRHATEBEA LTS - B P2 Lo 2BARLZHEERFD TR ENTBY, ¥
CEEZBERECBDYTRIBABEPEONTVWE I LICETHEBIIRAL,

52 M e S
GERICBI 2EFERD [VEER] {b— Making Kampo “Alternative” — |
o HE - BHREAREERPRERBUR /STS #383%
HEROHFm L, BREAFEFE—HFL v b - Ty 7% “Bast Asian Medicine in Urban Japan”
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o2l 2bos (Thbb, EROWENZIELZETLC), 2¥45HE THEAER
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