JUT

3

#
S

‘d\\ B 3 e e B 2 B

o L+ 1S5 MY AT O RXEEFMA=

SUIRZIAN S
ERMORSITTREZENRFN\DEFERBHROEH

-

~
HADEZ>FXRIL - TJO> 0 bOHECHEITT
(FHFRA DS D)

J

k2 5FE9H7H




KEC>FRIL - A 2275470

® FDACN=ZEDRKIL (20074F)

‘ﬂ\\ B VT = 2 5 0 4 W 2

-

(" _ )
O [RSEIRFTTERDODYRTEE LD AT ] O EEH
= [B+E] 2010&F7HZXTIC 2,500H5 A
20127HFTIC  UEN DF—HT7IOEX )

@ TFHRIL - AZ2T75+«JoFK (20084F5H)

|

HEURZEUETEZSYUSJI(CHET DEZREES

O L2FFIL - ZRFT A (RRRFEREIGBARREFERBHR) OBET J

@ =" - -t2FFR)LoEH (200945H)

~

O L2FXIL - ZRTFTLATOFERZEE U ZFERNFEDORFE

O RRFEDREILX T D THZFT TIFARLY

O BIFD AT LAEESHNDDIEDTIFRL, WY—ILD—D

~




- > FRIL jl:l S RRTAN ‘d\\ﬁﬁm&ﬁiiﬂfﬁm

0 EFEEIBGHREMERAUEHIRED T IT 4 TH—RASORAETDIEHD
SITR OS5 A
O 7o« J (@) H—~R15>2X
HEMNMUSHEHBE NIRRT O EZNT U CTEESROFIRE A
TECIERLULKLD ETDIFE
® HETORTE. HEEABIORME. RFENFEORTF - iMiixiTS

® HYBEEZE: = JFHI)IL- UT7 1A

_—_N

Signal Generatilﬁl,['%igrtal Reflneme\/r,it;lja!ngnal Eua[uat@,}
I

Aim = All (suspected and Specific product:AE A highly suspected
Identify unanticipated) I pairs of prior concern | product:AE pair

excess risk | adverse events (AEs), |
all products

Approach Consider many AEs or ! Prospective repeated  |One-time, in-depth
Product:AE pairs | (sequential) Iand rigorous
(100, 1000%) monitoring of investigation of a
accumulating data, or |5-ingle pair
one-time expedited
analysis of product:AE
\ pairs (typically 5-10) ]
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2012;21 Suppl 1:1-8.
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