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BRHEAEE ©  (1)R &K H(adverse event/intercurrent illness)

(2)3% ¢ (death)

(3)i6 # R R 1 (insufficient therapeutic response)
(4) & & #(failure to return)

(5)F #4649 Atk 4+ (violation of inclusion criteria at entry)* 5 3% i (specify)
(6) R 4K 3+ & & $#. 4T (other protocol violation)* 3% 3% iti (specify)

(THE 874 #% / #1 © ] & (refused treatment / withdraw consent)

(8)F- #1 2L & (early improvement)

(947 3K & £ 4 B % (administrative / other)* 3% 3% #fi (specify)
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1. & % B FA #A(expected) : 1,38 study protocol / investigator brochure / product monograph ~ Informed Consent
Form 2, not likely related to study intervention &' Yes j; T No ;&% 7 not identified in
protocol = - _

2. BV R iM% 1. sEE4AM (certain) ; 2. BT 548 (probable/likely); 3. TAE4A M (possible)

4. A A The4aM (unlikely) ;5. R348 ¥ (unrelated)
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