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SR i (1)* % F J&(adverse event/intercurrent illness)

(2)7~ = (death)

(3)7e % & J&# & (insufficient therapeutic response)

(4) = 3 (failure to return)

B)* ## & » 4~ i% i (violation of inclusion criteria at entry)* 3%t (specify)
B)AZFHFTHF (other protocol violation)* 335t (specify)

(N4 % o % /e I & (refused treatment / withdraw consent)

(8) 5 #p zx & (early improvement)

(9) 7 &t ﬁ, i ] % (administrative / other)* -3 ¥i# (specify)
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1. 2_F 3 #F (expected) : # 3= study protocol / investigator brochure / product monograph ~ Informed Consent
Form & not likely related to study intervention % T Yes ;; FNo ;% 5= not identified in

protocol -
2. F1 % B 2 0 1 rEE AP R (certain) ; 2. % i 4p B (probable/likely); 3. ¥ i 4p B (possible)
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	10. 此次報告期間，本案發生嚴重不良事件個案摘要報告表：
	(※請依人體試驗管理辦法第十二條，受試者於人體試驗施行期間或任何時間發生與人體試驗有關之死亡、危及生命、永久性身心障礙、受試者之胎兒或新生兒先天性畸形、需住院或延長住院之併發症、其他可能導致永久性傷害之併發症之情事，醫療機構應通報中央主管機關) 
	□ 無SAE

