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PHRBEFERAESDD PARFEFATHE L ]if;; #13+ 24 (Data and Safety
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2742 % 2% R4 (Data and Safety Monitoring Plan, DSMP ) :
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7.1.1 i# 4 % TMU-JIRB Form096 7 ! % i&ﬁ;&“iﬂ??iﬁﬁ»é
GF W) EFF 2R BRI RETE R ERIF

TI2A RSB Bih Fad ARR/FE IV ER  AERAHLRE  WE 7 @
A2ZZ b HHIFARDZFTHREX2PERFTEFE L o 2 TMU-
JIRB Form096 F#'2 %X 2P ERIFFFAFRFLVARLGLF N F 4
FERMILT ZER

7.1.2.1 &g B P b % >3 38 (SAE or SUSAR report) > S5 8, & 88 % % (3
&) Ak % (in-house subjects)

7122 B4 MERh 2 X G 1@)% i3k 4 5 (extra-protection procedure)

7123 THHIEHIFL - B F T d - & - 1 k=X

7.1.2.4 3 b 2 ARAE &

7125 Hi4v s B ¥ o gpi Rodg

7.1.2.6 }@4 RS 2 K

7.1.2.7 % :,k N }_; B E (Data Safety and Monitoring Board)

7128 % r‘é R rs/FP L 0 AT 2RI B E(LFG - w)F
H-s41)%2 1% & (early termination/suspension points and rules)

7.1.29 H s 12 3x
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