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2 4§ 2020/11/30 i HedR 2 % 2 (B 4 2 F R 4R B 5L 4):
WA HF A RypPTH #5% % ldarubin, Cytarabine and ASP2215 #| %
» SAE > ® 7.2020/11/30 i dF e IRB ™ 2 B L 304 . Ridsk L
(Astellas) 1 Investigator brochure of ASP2215: 4%+ ASP2215’ J) g gt 332 e
%= SUSAR: Astellas assessed Pneumonia as Not related, as decreased immunity

due to underlying acute myeloid leukemia provides strong plausible reason for
theevent. % 4 TFDA.*f % 5 4fF ADR hF M B =G %% » 4 w4 fro
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ASP2215 > 2+ 4 4 3 4 3 2020/11/24 jE 4T i 4R o A2 A L F 2 Eg,sgﬁ}a )
B AL T AR o F;%} LF A Ry AT 3RS * % Idarubicin,
Cytarabine, and ASP2215 #£37 = SAE, it:#& L 3% ™ IB of ASP2215: 4+
¥ ASP2215 *] % SUSAR. @ §3f TFDA - = ~ pt % Ak g TR A
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1:} 7 é"\' X
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2/11/2020 follow up2 FrRop L Alr

LI S A

The subject suffered from traffic accident and felt extremely pain over his right
thigh and left wrist. He was sent to our emergency room where x-ray
examination showed right femoral shaft segmental fracture and fracture of left
distal radius. Other associated symptoms/signs including pain and tenderness,
swelling, and deformity were also noted. The subject received open reduction
and internal fixation for the fracture. ORIF of left distal radius fracture and right
femoral shaft segmental fracture were performed on 12FEB2020. Blood
transfusion with Fresh frozen plasma 4U and packed RBC 4U were
administered during surgery. Packed RBC transfusions were also performed on
13FEB2020, 14FEB2020, and 16FEB2020 (3U, 4U and 2U respectively). FIX
concentrates were administered every 12 hours to maintain the hemostasis.
Subject's condition was stable after operation and was transferred to Pediatric
hematology ward on 24FEB2020, and kept FIX concentrates administered
every 12 hours. Due to condition stable and symptom relief, the subject was
discharged on 05Mar2020 and scheduled for OPD follow up. Based on subject
status during Orthopedics OPD on 07Aug2020 and 20Aug2020, P1 confirmed
that the subject was fully recovered on 07Aug2020. Follow up report to sponsor
was submitted on 20Aug2020.
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