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CMUH108- 2020-00000 pharyngeal hemorrhage
3. 2020/7/18 FU2 PIT Light 23 [ A
REC1-125 004 [Pharyngeal haemorrhage]
Illumination)
Injection, 640
milligram/sq.
meter
ASP-1929 + PIT
Light
Illumination
(ASP-1929 + ) )
CMUH108- ASP-301-2 ) Deep neck space infection
2020/4/27 FU3 PIT Light ] . ] 23 [ A
REC1-125 0200034 o [Complicated infection]
IHlumination)
N/A {Lot #
ML-AS20-2-.25
66,
#1) MK-7902
Study (Code not
broken)
platelets decreased
#2)
) ) [Platelet count decreased]
indomethacin ]
CMUH107- 2005USAO0 |Followup| ) Blood and lymphatic
2020/5/18 (indomethacin) ) 2.3 A
REC1-188 07205 19 disorders, other (ITP)
Capsule, 50
o [Immune
milligram ]
) thrombocytopenia]
#3 ) Cannabis
sativa (Cannabis
sativa)
#1) MK-7902 )
CMUH107- 1906FRAO [Followup hepatic encephalopathy
2019/6/18 Study (Code not ] 13| A
REC1-188 08070 13 [Hepatic encephalopathy]
broken)

110 # 01 * 06 p
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intestinal occlusion
#1) MK-7902 | [Intestinal obstruction]
CMUH107- 2003MEXO|Followup ] ]
1. 2020/2/24 Study (Code not| Diarrhea [Diarrhoea] 23 [ A
REC1-188 01284 15
broken) ABDOMINAL SEPSIS
[Abdominal sepsis]
#1) MK-7902
CMUH107- 2007CHLO |Followup ) )
8. 2020/7/13 Study (Code not sepsis [Sepsis] 23 | A
REC1-188 08666 12
broken)
Increase ALT worsening
[Alanine aminotransferase
increased]
#1) MK-7902 _
CMUH107- 2002USAO [Followup Increase worsening ALT
9. 2020/1/31 Study (Code not _ _ 23 | A
REC1-188 02339 38 [Alanine aminotransferase
broken) )
increased]
Diabetic ketoacidosis
[Diabetic ketoacidosis]
#1) MK-7902 | The decompensation of
CMUH107- 2007RUSO |Followup ) ) ) )
10. 2020/5/12 Study (Code not| liver cirrhosis [Hepatic | 1.3 | A
REC1-188 04671 2 S
broken) cirrhosis]
Increase ALT worsening
[Alanine aminotransferase
increased]
#1) MK-7902
CMUH107- 2002USAO0 |Followup Increase worsening ALT
11. 2020/1/31 Study (Code not ) ] 2.3
REC1-188 02339 39 [Alanine aminotransferase
broken) )
increased]
Diabetic ketoacidosis
[Diabetic ketoacidosis]
#1) MK-7902 | The decompensation of
CMUH107- 2007RUSO |Followup ) ) ) )
12. 2020/5/12 Study (Code not| liver cirrhosis [Hepatic | 1.3
REC1-188 04671 3 ] ]
broken) cirrhosis]
#1) MK-7902 | gastrointestinal bleeding
CMUH107- 2006CHNO |Followup ) )
13. 2020/6/9 Study (Code not [Gastrointestinal 1.3
REC1-188 05041 2
broken) haemorrhage]
CMUH108- 202011246
14. 2020/11/11 initial apalutamide 1.HEART ATTACK 1
REC1-030 25(0)
% 28 F > x 57 F
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CMUH108- 202011246 | follow ) 1.CARDIOPULMONARY
15. 2020/11/11 apalutamide 1 A
REC1-030 25(1) upl ARREST
#1) MK-3475
Study (Code not
broken) Mental status changes
#2 ) doxorubicin| Cytomegalovirus hepatitis
2006KORO0 |Followup o B
16. | CMUH107- | 2020/6/18 #3) Pneumocystis jirovecii  |1,2,3| A
07899 13 ) )
REC1-174 cyclophosphami pneumonia
de Interstitial lung disease
#4)
prednisolone
#1) MK-3475
Study (Code not
broken) Mental status changes
#2 ) doxorubicin| Cytomegalovirus hepatitis
2006KORO0 |Followup o B
17. | CMUH107- | 2020/6/18 #3) Pneumocystis jirovecii  |1,2,3| A
07899 14 ) )
REC1-174 cyclophosphami pneumonia
de Interstitial lung disease
#4)
prednisolone
DS-8201a
(TRASTUZUM FEBRILE
CMUH107- DSU-2020- )
18. 2020/2/24 FUl AB NEUTROPENIA [Febrile [ 23 | A
REC1-156 107230 )
DERUXTECAN neutropenia]
) Injection
DS-8201a
(TRASTUZUM FEBRILE
CMUH107- DSU-2020-
19. 2020/2/24 FU2 AB NEUTROPENIA [Febrile | 2.3 A
REC1-156 107230
DERUXTECAN neutropenia]
) Injection
DS-8201a
(TRASTUZUM FEBRILE
CMUH107- DSU-2020-
20. 2020/2/24 FU3 AB NEUTROPENIA [Febrile | 23 | A
REC1-156 107230
DERUXTECAN neutropenia]
) Injection
110 # 01 » 06 p % 29 F > x 57 F
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DS-8201a
(TRASTUZUM FEBRILE
CMUH107- DSU-2020-
21. 2020/2/24 INI AB NEUTROPENIA [Febrile | 2.3 | A
REC1-156 107230
DERUXTECAN neutropenia]
) Injection
DS-8201a
(TRASTUZUM FEBRILE
CMUH107- DSU-2020- )
22. 2020/2/24 FU4 AB NEUTROPENIA [Febrile [ 234 | A
REC1-156 107230 _
DERUXTECAN neutropenia]
) Injection
DS-8201a
(TRASTUZUM
CMUH107- DSU-2020- )
23. 2020/8/11 FU1 AB ANEMIA [Anaemia] 2 A
REC1-156 127772
DERUXTECAN
) Injection
DS-8201a
(TRASTUZUM ]
CMUH107- DSU-2020- ANEMIA [Anaemia]
24, 2020/8/11 INI AB 2 A
REC1-156 127772 ANEMIA [Anaemia]
DERUXTECAN
) Injection
#1) AC-220 or
Placebo (Code
not broken)
#2) Other Serious Criteria:
CYTARABINE IME
(AC-220 Study) Bilateral Pneumonia
CMUH105- DSE-2020- [follow up 1,2,
25. 2020/4/20 (CYTARABINE caused COVID-19 A
REC1-069 113002 1 ) ) 3,7
) Infusion [COVID-19 pneumonia]
#3) atrial fibrillation [Atrial
IDARUBICIN fibrillation]
(AC-220 Study)
(IDARUBICIN)
Infusion
110201 * 06 F % 30 F > x 57 F
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26.

CMUH105-
REC1-069

2020/6/22

DSE-2020-
119367

follow up
2

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)

Infusion

Other Serious Criteria:

IME

sepsis [Sepsis]

1,2,

217.

CMUH105-
REC1-069

2020/6/22

DSE-2020-
119367

follow up
3

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)

Infusion

Other Serious Criteria:

IME

sepsis [Sepsis]

1,2,
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28.

CMUH105-
REC1-069

2020/7/20

DSE-2020-
121694

follow up
1

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(IDARUBICIN)
#4)
FLUDARABIN
E
(FLUDARABIN
E)

bilateral pneumonia
[Pneumonia]
disseminated infection

[Systemic infection]

29.

CMUH105-
REC1-069

2020/8/28

DSE-2020-
125218

follow up
1

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(IDARUBICIN)
#4)
FLUDARABIN
E
(FLUDARABIN
E)

Toxometabolic
encephalopathy [Metabolic
encephalopathy]
PRES (posterior reversible
encephalopathy syndrome)
[Posterior reversible

encephalopathy syndrome]

110 # 01 * 06 p
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#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE )
Toxometabolic
(AC-220 Study) )
encephalopathy [Metabolic
(CYTARABINE
encephalopathy]
CMUH105- DSE-2020- |follow up| ) Infusion . )
30. 2020/8/28 PRES (posterior reversible | 2 A
REC1-069 125218 2 #3)
encephalopathy syndrome)
IDARUBICIN _ _
[Posterior reversible
(IDARUBICIN)
encephalopathy syndrome]
#4)
FLUDARABIN
E
(FLUDARABIN
E)
#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE ]
Toxometabolic
(AC-220 Study) ]
encephalopathy [Metabolic
(CYTARABINE
) encephalopathy]
CMUH105- DSE-2020- |follow up[ ) Infusion ) )
31. 2020/8/28 PRES (posterior reversible| 2 A
REC1-069 125218 3 #3)
encephalopathy syndrome)
IDARUBICIN ] ]
[Posterior reversible
(IDARUBICIN)
encephalopathy syndrome]
#4)
FLUDARABIN
E
(FLUDARABIN
E)
110 # 01 » 06 p ¥ 33 F % 57 F
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#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE

CMUH105- DSE-2020- ) Infusion
REC1-069 2020/8/28 195218 Initial 4) PRES (posterior reversible [ 2 A
IDARUBICIN
(IDARUBICIN)
#4)
FLUDARABIN
E
(FLUDARABIN
E)

Toxometabolic
encephalopathy [Metabolic
encephalopathy]

encephalopathy syndrome)
[Posterior reversible

encephalopathy syndrome]

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
CMUH105- DSE-2020- [follow up IME
2020/8/28 (CYTARABINE 2,71 A
REC1-069 126761 1 ) fungal pneumonia
) Infusion
#3)
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)

Infusion

Other Serious Criteria:

[Pneumonia fungal]
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34.

CMUH105-
REC1-069

2020/8/28

DSE-2020-
126761

follow up
2

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)

Infusion

Other Serious Criteria:

IME

fungal pneumonia

[Pneumonia fungal]

2,7

35.

CMUH105-
REC1-069

2020/8/28

DSE-2020-
126761

follow up
3

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)

Infusion

Other Serious Criteria:

IME

fungal pneumonia

[Pneumonia fungal]

2,7
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#1) AC-220 or
Placebo (Code
not broken)
#2)
Other Serious Criteria:
CYTARABINE
IME
(AC-220 Study) ) )
CMUH105- DSE-2020- |follow up acute distress respiratory | 2, 3,
36. 2020/8/30 (CYTARABINE A
REC1-069 126983 1 syndrome [Acute 7
) Infusion
respiratory distress
#3)
syndrome]
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)
Infusion
#1) AC-220 or
Placebo (Code
not broken)
#2)
Other Serious Criteria:
CYTARABINE
IME
(AC-220 Study) ) ]
CMUH105- DSE-2020- o acute distress respiratory | 2, 3,
37. 2020/8/30 Initial [(CYTARABINE A
REC1-069 126983 ) syndrome [Acute 7
) Infusion ) )
respiratory distress
#3)
syndrome]
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)
Infusion

110 # 01 * 06 p
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38.

CMUH105-
REC1-069

2020/9/8

DSE-2020-
128136

follow up
1

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)

Infusion

[Bacteraemia]

Klebsiella Pneumoniae

Blee. Bacteriemia

39.

CMUH105-
REC1-069

2020/9/8

DSE-2020-
128136

Initial

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)

Infusion

[Bacteraemia]

Klebsiella Pneumoniae

Blee. Bacteriemia

110 # 01 * 06 p
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40.

CMUH105-
REC1-069

2020/9/28

DSE-2020-
128971

Initial

#1) AC-220
(QUIZARTINIB
) Tablet
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(IDARUBICIN)
#4)
FLUDARABIN
E
(FLUDARABIN
E)

Other Serious Criteria:

IME

fungal pneumonia

(Aspergillosis)

[Aspergillus infection]

1,3,

41.

CMUH105-
REC1-069

2020/9/22

DSE-2020-
129383

follow up
1

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)

Infusion

Other Serious Criteria:

IME

Pneumonia [Pneumonia]

2,3,
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42.

CMUH105-
REC1-069

2020/9/22

DSE-2020-
129383

Initial

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)

Infusion

IME

Other Serious Criteria:

Pneumonia [Pneumonia]

2,3,

43.

CMUH105-
REC1-069

2020/9/19

DSE-2020-
129384

follow up
1

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)

Infusion

IME

Other Serious Criteria:

Enterococcus faecium

bacteremia [Bacteraemia]

2,7

110 # 01 * 06 p
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44,

CMUH105-
REC1-069

2020/9/19

DSE-2020-
129384

Initial

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)

Infusion

IME

Other Serious Criteria:

Enterococcus faecium

bacteremia [Bacteraemia]

2,3,7

45.

CMUH105-
REC1-069

2020/9/15

DSE-2020-
129389

follow up
1

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)

Infusion

IME

bacteraemia]

Other Serious Criteria:

Bacteremia Clostridium

tertium [Clostridium

2,7

110 # 01 * 06 p
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46.

CMUH105-
REC1-069

2020/9/15

DSE-2020-
129389

Initial

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)

Infusion

IME

bacteraemia]

Other Serious Criteria:

Bacteremia Clostridium

tertium [Clostridium

2,3,7

47.

CMUH105-
REC1-069

2020/10/12

DSE-2020-
129982

follow up
1

#1)AC-220
(QUIZARTINIB
) Tablet
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(IDARUBICIN)
#4)
FLUDARABIN
E
(FLUDARABIN

E)

Sepsis (before febrile

neutropenia) [Sepsis]

1,3

110 # 01 * 06 p
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48.

CMUH105-
REC1-069

2020/10/12

DSE-2020-
129982

Initial

#1) AC-220
(QUIZARTINIB
) Tablet
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(IDARUBICIN)
#4)
FLUDARABIN
E
(FLUDARABIN
E)

Sepsis (before febrile

neutropenia) [Sepsis]

1,3

49.

CMUH105-
REC1-069

2020/10/14

DSE-2020-
130260

Initial

#1)AC-220
(QUIZARTINIB
) Tablet
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(IDARUBICIN)
#4)
FLUDARABIN
E
(FLUDARABIN
E)

Other Serious Criteria:

IME
Sepsis [Sepsis]

1,2,

110 # 01 * 06 p
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50.

CMUH105-
REC1-069

2020/10/3

DSE-2020-
130676

Initial

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)

Infusion

Febrile neutropenia

[Febrile neutropenia]

51.

CMUH105-
REC1-069

2020/10/2

DSE-2020-
130808

Initial

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)

Infusion

Other Serious Criteria:

IME

Bacteremia by Candida

albicans [Bacteraemia]

2,3,

110 # 01 * 06 p
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52.

CMUH105-
REC1-069

2020/9/30

DSE-2020-
131669

Initial

#1) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)

Infusion

[Pneumonia]

Nosocomial pneumonia

1,3

53.

CMUH105-
REC1-069

2020/4/27

DSE-2020-
134737

Initial

#1)AC-220
(QUIZARTINIB
) Tablet
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(AC-220 Study)

Bacteriemia
Staphylococcus
Haemalyticus
[Staphylococcal

bacteraemia]

110 # 01 * 06 p
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54,

CMUH105-
REC1-069

2020/11/17

DSE-2020-
135577

follow up
1

#1) AC-220
(QUIZARTINIB
) Tablet
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(IDARUBICIN)
#4)
FLUDARABIN
E
(FLUDARABIN
E)

sepsis due to E. coli and E.

faecium [Sepsis]

55.

CMUH105-
REC1-069

2020/11/17

DSE-2020-
135577

Initial

#1)AC-220
(QUIZARTINIB
) Tablet
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
IDARUBICIN
(IDARUBICIN)
#4)
FLUDARABIN
E
(FLUDARABIN

E)

sepsis due to E. coli and E.

faecium [Sepsis]

110 # 01 * 06 p
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#1)AC-220
(QUIZARTINIB
) Tablet
#2)
CYTARABINE | Bacteremia Klebsiella
CMUH105- DSE-2020-
56. 2020/11/5 Initial [ (AC-220 Study) [ Pneumoniae [Klebsiella 2 A
REC1-069 136466
(CYTARABINE bacteraemia]
) Infusion
#3)
IDARUBICIN
(AC-220 Study)
#1) AC-220 or
Placebo (Code
not broken)
#2)
MYOCARDIAL
CYTARABINE
DISORDER
(AC-220 Study) )
CMUH105- DSJ-2018-1(follow up [Cardiomyopathy]
57. 2018/2/10 (CYTARABINE 2,3 A
REC1-069 06127 5 ) SEPSIS(PRIMARY
) Infusion
43) DISEASE/INDUCTION
THERAPY) [Sepsis]
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)
Infusion
Pneumonia bacterial
[Pneumonia bacterial]
#1) Progression of the primary
VANFLYTA disease [Disease
CMUH105- DSJ-2020-1|follow up )
58. 2020/1/9 TABLETS progression] 1,3 A
REC1-069 01143 2 ]
(QUIZARTINIB Sepsis MRSA
) Tablet [Staphylococcal sepsis]
Hyperuricaemia
[Hyperuricaemia]
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#1)
VANFLYTA
TABLETS
(QUIZARTINIB
) Tablet
#2) Febrile neutropenia
CMUH105- DSJ-2020-1
59. 2020/4/12 Initial [FLUCONAZOL/| [Febrile neutropenia] 2,31 A
REC1-069 12109
E Nausea [Nausea]
(FLUCONAZO
LE)
#3) SAMTIREL
(ATOVAQUON
E)
Drug-induced interstitial
pneumonia [Interstitial
#1) lung disease]
VANFLYTA Pyogenic intervertebral
TABLETS | discitis, extradural abscess
CMUH105- DSJ-2020-1|follow up|(QUIZARTINIB| (infective spondylitis)
60. 2020/3/9 ) - 1,31 A
REC1-069 13854 2 ) Tablet [Infective spondylitis]
#2 ) XOSPATA | Pyogenic intervertebral
(GILTERITINIB]| discitis, extradural abscess
FUMARATE) (extradural abscess)
[Extradural abscess]
Bacteraemia [Bacteraemia]
Myelosuppression
[Myelosuppression]
Acute tonsillitis
#1) -
[Tonsillitis]
VANFLYTA )
CMUH105- DSJ-2020-1 . White blood cell decreased
61. 2020/4/20 Initial TABLETS ) 1,3 A
REC1-069 21981 [White blood cell count
(QUIZARTINIB
decreased]
) Tablet )
Neutrophil decreased
[Neutrophil count
decreased]
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#1) AC-220 or UNCONTROLED
Placebo (Code MUCOR OF SINUS
not broken) INFECTION
CMUH105- DSU-2017- [follow up #2) [Mucormycosis]
62. 2017/2/24 1,3 A
REC1-069 106586 1 CYTARABINE UNCONTROLED
(AC-220 Study) MUCOR OF SINUS
(CYTARABINE INFECTION
) Infusion [Mucormycosis]
#1) AC-220 or UNCONTROLED
Placebo (Code MUCOR OF SINUS
not broken) INFECTION
CMUH105- DSU-2017-|follow up #2) [Mucormycosis]
63. 2017/2/24 1,3 A
REC1-069 106586 2 CYTARABINE UNCONTROLED
(AC-220 Study) MUCOR OF SINUS
(CYTARABINE INFECTION
) Infusion [Mucormycosis]
#1) AC-220 or
Placebo (Code
not broken)
#2) o
Other Serious Criteria:
CYTARABINE
CMUH105- DSU-2017- [follow up IME 2,3,
64. 2017/10/22 (AC-220 Study) ) ) A
REC1-069 151000 5 Acute Kidney Injury 7
(CYTARABINE ) o
) [Acute kidney injury]
) Infusion
#3)
Daunorubicin
(AC-220 Study)
#1) AC-220 or
Placebo (Code
VENTRICULAR
not broken)
FIBRILLATION
CMUH105- DSU-2017- [follow up #2) ) o
65. 2017/10/28 [Ventricular fibrillation] 2 A
REC1-069 151989 7 CYTARABINE
CARDIAC ARREST
(AC-220 Study) )
[Cardiac arrest]
(CYTARABINE
) Infusion
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#1) AC-220 or
Placebo (Code
VENTRICULAR
not broken)
FIBRILLATION
CMUH105- DSU-2017- [follow up #2) ) o
66. 2017/10/28 [Ventricular fibrillation] 2 A
REC1-069 151989 8 CYTARABINE
CARDIAC ARREST
(AC-220 Study) )
[Cardiac arrest]
(CYTARABINE
) Infusion
#1) AC-220 or
Placebo (Code
VENTRICULAR
not broken)
FIBRILLATION
CMUH105- DSU-2017- [follow up #2) ) o
67. 2017/10/28 [Ventricular fibrillation] | 2,3 | A
REC1-069 151989 9 CYTARABINE
CARDIAC ARREST
(AC-220 Study) )
[Cardiac arrest]
(CYTARABINE
) Infusion
#1) AC-220 or
Placebo (Code
VENTRICULAR
not broken)
FIBRILLATION
CMUH105- DSU-2017- [follow up #2) ) o
68. 2017/10/28 [Ventricular fibrillation] | 23 | A
REC1-069 151989 10 CYTARABINE
CARDIAC ARREST
(AC-220 Study) )
[Cardiac arrest]
(CYTARABINE
) Infusion
#1) AC-220 or
Placebo (Code ) o
Other Serious Criteria:
not broken)
IME
#2)
DIFFUSE INFILTRATIVE
CYTARABINE
CMUH105- DSU-2018- |follow up PNEUMOPATHY (DIP) | 1,2,
69. 2018/7/4 (AC-220 Study) - ) A
REC1-069 127542 12 [Interstitial lung disease] | 3,7
(CYTARABINE
) DIFFUSE INFILTRATIVE
) Infusion
#3) PNEUMOPATHY (DIP)
o [Interstitial lung disease]
Daunorubicin
(AC-220 Study)
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#1) AC-220 or
Placebo (Code ) o
Other Serious Criteria:
not broken)
IME
#2)
DIFFUSE INFILTRATIVE
CYTARABINE
CMUH105- DSU-2018- [follow up PNEUMOPATHY (DIP) | 1,2,
70. 2018/7/4 (AC-220 Study) » ) A
REC1-069 127542 13 [Interstitial lung disease] | 3,7
(CYTARABINE
DIFFUSE INFILTRATIVE
) Infusion
4) PNEUMOPATHY (DIP)
[Interstitial lung disease]
Daunorubicin
(AC-220 Study)
#1) AC-220 or
Placebo (Code
Other Serious Criteria:
not broken)
IME
#2)
DIFFUSE INFILTRATIVE
CYTARABINE
CMUH105- DSU-2018- |follow up PNEUMOPATHY (DIP) | 1,2,
71. 2018/7/4 (AC-220 Study) » ] A
REC1-069 127542 14 [Interstitial lung disease] | 3,7
(CYTARABINE
DIFFUSE INFILTRATIVE
) Infusion
43) PNEUMOPATHY (DIP)
o [Interstitial lung disease]
Daunorubicin
(AC-220 Study)
#1) AC-220 or
HEART FAILURE
Placebo (Code ) )
[Cardiac failure]
not broken)
DRUG-INDUCED LIVER
CMUH105- DSU-2019- [follow up #2) ]
72. 2019/6/12 DISEASE [Drug-induced | 2 A
REC1-069 122978 10 CYTARABINE
liver injury]
(AC-220 Study)
LUNG INFECTION
(CYTARABINE )
) [Pneumonia]
) Infusion
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#1) AC-220 or
HEART FAILURE
Placebo (Code . .
[Cardiac failure]
not broken)
DRUG-INDUCED LIVER
CMUH105- DSU-2019- [follow up #2) ]
73. 2019/6/12 DISEASE [Drug-induced | 2 A
REC1-069 122978 1 CYTARABINE o
liver injury]
(AC-220 Study)
LUNG INFECTION
(CYTARABINE )
) [Pneumonia]
) Infusion
#1) AC-220 or
HEART FAILURE
Placebo (Code . )
[Cardiac failure]
not broken)
DRUG-INDUCED LIVER
CMUH105- DSU-2019- [follow up #2) ]
74. 2019/6/12 DISEASE [Drug-induced | 2 A
REC1-069 122978 12 CYTARABINE
liver injury]
(AC-220 Study)
LUNG INFECTION
(CYTARABINE ]
) [Pneumonia]
) Infusion
#1) AC-220 or
Placebo (Code
not broken)
CMUH105- DSU-2019- [follow up #2) ] ]
75. 2019/9/25 Sepsis [Sepsis] 2,3 A
REC1-069 137286 1 CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
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ACUTE RESPIRATORY
FAILURE [Acute
respiratory failure]
ACID-BASE BALANCE
DISORDER [Electrolyte
#1) AC-220 or ]
imbalance]
Placebo (Code
HYPERKALEMIA
not broken) ]
[Hyperkalaemia]
CMUH105- DSU-2019- [follow up #2)
76. 2019/6/12 MAGNESIUM 2 A
REC1-069 150158 6 CYTARABINE
CONTAINING HIGH
(AC-220 Study) ]
[Blood magnesium
(CYTARABINE ]
_ increased]
) Infusion
THE BALANCE OF
MIXED ACID AND
BASE IS OUT OF
BALANCE [Acid-base
balance disorder mixed]
ACUTE RESPIRATORY
FAILURE [Acute
respiratory failure]
ACID-BASE BALANCE
DISORDER [Electrolyte
#1) AC-220 or
imbalance]
Placebo (Code
HYPERKALEMIA
not broken) )
[Hyperkalaemia]
CMUH105- DSU-2019- [follow up #2)
77. 2019/6/12 MAGNESIUM
REC1-069 150158 7 CYTARABINE
CONTAINING HIGH
(AC-220 Study) )
[Blood magnesium
(CYTARABINE
increased]
) Infusion
THE BALANCE OF
MIXED ACID AND
BASE IS OUT OF
BALANCE [Acid-base
balance disorder mixed]
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ACUTE RESPIRATORY
FAILURE [Acute
respiratory failure]
ACID-BASE BALANCE
DISORDER [Electrolyte
#1) AC-220 or ]
imbalance]
Placebo (Code
HYPERKALEMIA
not broken) ]
[Hyperkalaemia]
CMUH105- DSU-2019- [follow up #2)
78. 2019/6/12 MAGNESIUM 2 A
REC1-069 150158 8 CYTARABINE
CONTAINING HIGH
(AC-220 Study) ]
[Blood magnesium
(CYTARABINE ]
_ increased]
) Infusion
THE BALANCE OF
MIXED ACID AND
BASE IS OUT OF
BALANCE [Acid-base
balance disorder mixed]
ACUTE RESPIRATORY
FAILURE [Acute
respiratory failure]
ACID-BASE BALANCE
DISORDER [Electrolyte
#1) AC-220 or
imbalance]
Placebo (Code
HYPERKALEMIA
not broken) )
[Hyperkalaemia]
CMUH105- DSU-2019- [follow up #2)
79. 2019/6/12 MAGNESIUM
REC1-069 150158 9 CYTARABINE
CONTAINING HIGH
(AC-220 Study) )
[Blood magnesium
(CYTARABINE
increased]
) Infusion
THE BALANCE OF
MIXED ACID AND
BASE IS OUT OF
BALANCE [Acid-base
balance disorder mixed]
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#1)AC-220
(QUIZARTINIB
) Tablet
#2)
CYTARABINE
(AC-220 Study)
Cerebral
CMUH105- DSU-2020- » (CYTARABINE )
80. 2016/5/19 Initial hemorrhage/Bleeding 1 A
REC1-069 128847 ) Infusion
[Cerebral haemorrhage]
#3)
Daunorubicin
(AC-220 Study)
#4)
CLADRIBINE
(CLADRIBINE)
#1)AC-220
CMUH105- DSU-2020- -
81. Unk Initial [(QUIZARTINIB Death [Death] 1 A
REC1-069 129653
) Tablet
#1)AC-220
CMUH105- DSU-2020- -
82. Unk Initial [(QUIZARTINIB Death [Death] 1 A
REC1-069 129656
) Tablet
#1)AC-220
(QUIZARTINIB
) Tablet Other Serious Criteria:
CMUH105- DSU-2020- #2) IME
83. 2016/11/21 Initial 1,7 A
REC1-069 130174 CYTARABINE | Bilateral Pleural Effusion
(AC-220 Study) [Pleural effusion]
(CYTARABINE
) Infusion
Disease progression
#1)AC-220 [Disease progression]
CMUH105- DSU-2020- [follow up
84. 2020/10/12 (QUIZARTINIB DEVELOPED 1,3 A
REC1-069 133927 1
) Tablet NEUTROPENIC SEPSIS
[Neutropenic sepsis]
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#1)AC-220
CMUH105- DSU-2020-
85. Unk Initial |(QUIZARTINIB| PASSED AWAY [Death] 1 A
REC1-069 133927
) Tablet
CMUH108- NUT-2020- Gemcitabine /
86. 2020/8/11 Initial o Neutropenia 2 A
REC1-128 000058 Cisplatin
CMUH108- NUT-2020-| Follow | Gemcitabine / ]
87. 2020/8/11 o Neutropenia 2 A
REC1-128 000058 up 1 Cisplatin
[A&] B 24H -
R FEEwEAREL
21
@ 7
AR * ¢ % B - FEPF
[ =% 2444 ]
1. | CMUH103-REC1-135 | £ 47 & | *i#&% ¥ 4 4L : MK-3475 Pembrolizumab
UL HREF 2020 3% 4p 320209 307
[ DSMB - i 4]
2. CMUH109-REC1-125 | & &% # ‘
*dzx izt pd 2109 # 110 19 p
[z % 2444 ]
3. CMUH104-REC1-015 | ¥]24F | *3#s%k &4 &4 : Palbociclib
PHELYF108# 12 10p 3 109£7 2 9p
[ 24244 ]
.., | 1.SSR_ niraparib_ Blinded for Niraparib
- - 1] = -
4, CMUH107-REC1-189 | 3k 4% *:2 5% B 2 4L : Niraparib
*E pMFLHPHF 10950 1p 3 109# 100 31 p
[z#= 2142 ]
5. CMUH107-REC1-174 | % &% | *3#5% ¥4 & 4 * MK-3475 Pembrolizumab
PHIFLHAF 20203 4p 3202029 307
(2= 2144 ]
*# 5% %4 AL : Binimetinib and Encorafenib
X rPHFEIHE
Encorafenib SUSAR Line Listing 2020 # 05 * 12 p 3 2020
6. CMUHI105-REC1-152 | =8 = | & 08 * 31 p
Encorafenib SUSAR Line Listing 2020 # 05 * 12 p 3 2020
£ 117 11 p
Binimetinib SUSAR Line Lising 2020 & 01 * 21 p 3] 2020 =
07 * 20 p
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*55 A : Investigator's Brochure Encorafenib Edition 12 Date
24June2020
*p #: 24June2020

[ 41E Ao ]
C4221009_818-302_PACL_09Nov2020

CMUH106-REC1-079

[ %9 il iz &)

*3op #1109 # 09 7 29 p

*u< & : [ Notification - cancellation MAESTRO Study, 29
September 2020

CMUH105-REC1-001

CEFE R
* A 1 13.0
*p dp 12020 & 09 * 25 p

CMUH107-REC1-156

[#%]
*M % SUSARBatch1, £ 1 4 CIOMS

10.

CMUH106-REC1-084

‘\'ﬂf‘-
&
K

(2]
*n % -Investigator Letter_Clinical study protocol number
3152-301-002_Pausing Screening_07Aug2020
-Investigator Letter_Clinical study protocol number
3152-301-002_Pausing activations_01Sep2020

11.

CMUH107-REC1-137

i
¢
g

[z 2p42]
*ik5% ¥ 1 4L 1 VAY736, CFZ533
*% MMARA W C109& 4% 1p 3 109# 9% 30p

12.

CMUH107-REC1-018

“;\
ful]
H

[{rTa8r 2p]
*u= & Investigator’ s Brochure ASP8374 (PTZ-201) Edition
Number 4
*p # 1 08Sep2020(2020 & 9 % 8 p)

[##]
*ROE

AFFAEP AL P Investigator s Brochure

ASP8374 (PTZ-201) Changes in Edition 4 compared with Edition
3, Sep 2020
2. i241 CIRB % % i+ : 106CIRB12203_04Dec2020

13.

CMUH108-REC1-055

g
|~
I3

[##]
*hF L FAT 2R
1) 2) Urgent Safety Memo (USM) Halting Enrollment of
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Patients with B-cell malignancies in Ongoing Clinical Studies of
Odronextamab _10Dec2020
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14. | CMUH105-REC1-069 | ¥+ & | *3#=% ¥4 ¢4 : AC220/Quizartinib
*E ppHAFL R 109 & 4% 29 p 3 109 & 10 * 28 B
(2= 2144 ]
R E S LA 0 AZD5363
* ppAFL R 2019 & 107 5p 3 2020 & 4% 4 p
*E pMERL PR 2020 4% 5p 3 2020# 10 % 4 p
15. | CMUH108-REC1-024 | * &%
KBS LA 0 MEDI9447
* ppHERL PR 2019 & 127 10p 3 20206 % 9P
*E%E S LA 0 DS-8201
*E ppHEpL YR 2019 & 127 9p 3 20206 % 8¢
[zdp= 244 ]
16. | CMUH108-REC1-036 ?ﬁ‘ifé‘»_fg? *E ok ¥4 LA - MK-3475 Pembrolizumab
* pMHIFL MR 2020 3% 4p 3202097 3p

(k] B AP0 H -

R -RPPAFPTE (B)
pd - etk (%)
FRA ~ #c€ (0@ 40 4)

|
|+
ul
\l
b

110 # 01 * 06 p % 57 F > ¢




