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#1) MK-3475
Study (Code not
CMUH107- 2012KORO | . broken)#2 ) Pneumonitis
1. 2020/12/27 Initial 23 [ A
REC1-174 12934 DOXORUBICI [Pyrexia
N#3 )CYCLOP
HOSPHAMIDE
#1) MK-3475
CMUH107- 2102FRAO [Followup )
2. 2020/12/16 Study (Code not |Diarrhoea 23| A
REC1-174 03850 9
broken)
#1) MK-3475
CMUH107- 2102FRAOQ [Followup .
3. 2020/12/16 Study (Code not [Diarrhoea 2,3 A
REC1-174 03850 10
broken)
#1) MK-3475
CMUH107- 2102FRAO0 [Followup .
4, 2020/12/16 Study (Code not [Diarrhoea 2,3 A
REC1-174 03850 11
broken)
#1) INC424
INC+TAB
(RUXOLITINIB
) TABLET
CMUH105- PHHO2018 |follow upf#2) ) .
5. 2018/3/23 Sepsis [Sepsis] 1-2] A
REC1-139 DE004239 |9 PREDNISOLO
NE
(PREDNISOLO
NE)
UNKNOWN
#1) INC424 _ N
CMUH105- PHHO2019 [follow up Worsening of encephalitis
6. 2019/9/27 (RUXOLITINIB| N 1|1 A
REC1-139 ITO09669 |4 infection [Encephalitis]
) TABLET
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CMUH105-
REC1-139

2017/9/9

PHHO2017
DE012963

follow up
13

#1) INC424
INC+TAB
(RUXOLITINIB
) TABLET

#2)
CYCLOSPORI
NE
(CYCLOSPORI
NE)
UNKNOWN

Atrial flutter [Atrial flutter]

2~3

CMUH105-
REC1-139

2018/6/4

PHHO2018
JP000770

follow up
6

#1) INC424
INC+TAB
(RUXOLITINIB
) TABLET
#2)METHYLPR
EDNISOLONE(
METHYLPRED
NISOLONE)

Idiopathic pneumonia
syndrome [Idiopathic

pneumonia syndrome]

CMUH105-
REC1-139

2018/6/6

PHHO2018
DEO000706

Initial

#1) INC424
INC+TAB
(RUXOLITINIB
) TABLET

#2)
PREDNISOLO
NE
(PREDNISOLO
NE)

UNKNOWN

Sepsis [Sepsis]

Medically Significant

Other Serious Criteria:

Small intestine ileus [lleus]
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#1)INC424
INC+TAB
(RUXOLITINIB
) TABLET Other Serious Criteria:
CMUH105- PHHO2018 #2) Medically Significant
10. 2018/6/6 follow up ) ) 2 A
REC1-139 DEO000706 PREDNISOLO |Sepsis [Sepsis]
NE Small intestine ileus [lleus]
(PREDNISOLO
NE)
UNKNOWN
#1) INC424
INC+TAB
(RUXOLITINIB
) TABLET Other Serious Criteria:
CMUH105- PHHO2018 [follow upl#2) Medically Significant
11. 2018/6/6 ) ) 2 A
REC1-139 DE000706 |2 PREDNISOLO |[Sepsis [Sepsis]
NE Small intestine ileus [lleus]
(PREDNISOLO
NE)
UNKNOWN
#1) IMAB362
Blinded (Code
Death due to disease 1,3,
not broken) ) )
42) progression [Malignant 7
CMUH107- 2019USs040( neoplasm progression] (Medi
12. 2019/6/29 Initial LEVOFOLINIC ) A
REC1-101 366 Fever [Pyrexia] cally
ACID
Febrile neutropenia Signif
(LEVOFOLINI ) ] ]
[Febrile neutropenia] icant)
CACID)
Infusion
110 & 07 * 21 p ¥ 43 £ 62 |
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Septic shock [Septic
shock]
Anemia [Anaemia]
Acute encephalopathy
#1) IMAB362
) [Encephalopathy] 1,3,
Blinded (Code
Anemia [Anaemia] 7
not broken) ] ] ]
CMUH107- 2019US047 [follow up Neutropenia [Neutropenia] |(Medi
13. 2019/11/21 #2) A
REC1-101 061 6 Deep vein thrombosis cally
OXALIPLATIN ] ] o
[Deep vein thrombosis] Signif
(OXALIPLATI ) ]
) Rectal bleeding [Rectal icant)
N) Infusion
haemorrhage]
Hypocalcemia
[Hypocalcaemia]
Syncope [Syncope]
Septic shock [Septic
shock]
Anemia [Anaemia]
Acute encephalopathy
#1) IMAB362
] [Encephalopathy] 1,3,
Blinded (Code ) ]
Anemia [Anaemia] 7
not broken) ) ) )
CMUH107- 2019US047 [follow up Neutropenia [Neutropenia] [(Medi
14, 2019/11/21 #2) A
REC1-101 061 7 Deep vein thrombosis cally
OXALIPLATIN
[Deep vein thrombosis] Signif
(OXALIPLATI
Rectal bleeding [Rectal icant)
N) Infusion
haemorrhage]
Hypocalcemia
[Hypocalcaemia]
Syncope [Syncope]
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Neutropenia [Neutropenia]
Septic shock [Septic
shock]
Anemia [Anaemia]
#1) IMAB362
) Acute encephalopathy 1,3,
Blinded (Code
[Encephalopathy] 7
not broken)

CMUH107- 2019US047 [follow up Anemia [Anaemia] (Medi
15. 2019/11/21 #2) A
REC1-101 061 8 Deep vein thrombosis cally

OXALIPLATIN ] ] o
[Deep vein thrombosis] Signif
(OXALIPLATI ) ]
) Rectal bleeding [Rectal icant)
N) Infusion
haemorrhage]
Hypocalcemia
[Hypocalcaemia]
Syncope [Syncope]
Neutropenia [Neutropenia]
Septic shock [Septic
shock]
Anemia [Anaemia]
#1) IMAB362
] Acute encephalopathy 1,3,
Blinded (Code
[Encephalopathy] 7
not broken) ] ) )
CMUH107- 2019US047 [follow up Anemia [Anaemia] (Medi
16. 2019/11/21 #2) A
REC1-101 061 9 Deep vein thrombosis cally
OXALIPLATIN
[Deep vein thrombosis] Signif
(OXALIPLATI
Rectal bleeding [Rectal icant)
N) Infusion
haemorrhage]
Hypocalcemia
[Hypocalcaemia]
Syncope [Syncope
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17.

CMUH107-
REC1-101

2020/11/30

2020JP018
998

Initial
(IND
SR_7
day)

#1) IMAB362
Blinded (Code
not broken)

#2)
FLUOROURAC
IL
(FLUOROURA
CIL) Infusion

Pneumonia [Pneumonia]

18.

CMUH107-
REC1-101

2020/11/30

2020JP018
998

Initial
(IND
SR_Initia
1)

#1) IMAB362
Blinded (Code
not broken)

#2)
FLUOROURAC
IL
(FLUOROURA
CIL) Infusion

Pneumonia [Pneumonia]

19.

CMUH107-
REC1-101

2020/11/30

2020JP018
998

Initial

#1) IMAB362
Blinded (Code
not broken)

#2)
FLUOROURAC
IL
(FLUOROURA
CIL) Infusion

Pneumonia [Pneumonia]

20.

CMUH107-
REC1-101

2020/4/9

2020US014
014

follow up
1

#1) IMAB362
Blinded (Code
not broken)

#2)
LEVOFOLINIC
ACID
(LEVOFOLINI
CACID)

Infusion

Death [Death]

state]

effusion]

Confusion [Confusional

Pleural effusion [Pleural

1,7
(Medi
cally
Signif

icant)
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#1) IMAB362
Blinded (Code
not broken) Death [Death] 1,7
#2) Confusion [Confusional  |(Medi
CMUH107- 2020Us014 [follow up
21. 2020/4/9 LEVOFOLINIC [state] cally| A
REC1-101 014 2
ACID Pleural effusion [Pleural  |Signif
(LEVOFOLINI |effusion] icant)
CACID)
Infusion
#1) IMAB362
Blinded (Code
not broken) Death [Death] 1,7
#2) Confusion [Confusional (Medi
CMUH107- 2020US014 [follow up
22. 2020/4/9 LEVOFOLINIC |state] cally [ A
REC1-101 014 3
ACID Pleural effusion [Pleural  [Signif
(LEVOFOLINI |effusion] icant)
CACID)
Infusion
#1) IMAB362
Blinded (Code |Progression of metastatic 13
not broken) gastric cancer [Malignant '7 ’
#2) neoplasm progression] ]
CMUH107- 2020US014 [follow up ) ) (Medi
23. 2020/4/9 LEVOFOLINIC [Confusion [Confusional A
REC1-101 014 4 cally
ACID state]
) Signif
(LEVOFOLINI |Pleural effusion [Pleural icant)
icant
CACID) effusion]
Infusion
#1) IMAB362
Blinded (Code
not broken) ) )
CMUH107- 2020US015 [follow up Cardiac arrest [Cardiac
24, 2020/4/29 #2) 1 A
REC1-101 418 1 arrest]
OXALIPLATIN
(OXALIPLATI
N) Infusion
110 # 07 » 21 p % 47T 7> % 62 |
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#1) IMAB362
Blinded (Code
not broken) . .
CMUH107- 2020US015 [follow up Cardiac arrest [Cardiac
25. 2020/4/29 #2) 1 A
REC1-101 418 2 arrest]
OXALIPLATIN
(OXALIPLATI
N) Infusion
#1) IMAB362
Blinded (Code
not broken) ) .
CMUH107- 2020US015( Cardiac arrest [Cardiac
26. 2020/4/29 Initial #2) 1 A
REC1-101 418 arrest]
OXALIPLATIN
(OXALIPLATI
N) Infusion
#1) IMAB362
Blinded (Code
not broken) Peripheral neuropathy
#2) NOS [Neuropathy
CMUH107- 2020US017 [follow up )
217. 2020/5/18 LEVOFOLINIC [peripheral] 1,361 A
REC1-101 565 1
ACID Obstructive jaundice
(LEVOFOLINI |[Jaundice cholestatic]
CACID)
Infusion
#1) IMAB362
Blinded (Code
not broken) Peripheral neuropathy
#2) NOS [Neuropathy
CMUH107- 2020UsS017|( )
28. 2020/5/18 Initial LEVOFOLINIC [peripheral] 1,361 A
REC1-101 565 o
ACID Obstructive jaundice
(LEVOFOLINI [[Jaundice cholestatic]
CACID)
Infusion
110 # 07 » 21 p % 48 F > x 62 F
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#1) IMAB362
Blinded (Code
not broken) . .
CMUH107- 2020US028 [follow up Intestinal obstruction
29. 2020/8/15 #2) ) ) 13 A
REC1-101 211 13 [Intestinal obstruction]
OXALIPLATIN
(OXALIPLATI
N) Infusion
#1) IMAB362
Blinded (Code
not broken) . ]
CMUH107- 2020US028 [follow up Intestinal obstruction
30. 2020/8/15 #2) 131 A
REC1-101 211 14 [Intestinal obstruction]
OXALIPLATIN
(OXALIPLATI
N) Infusion
#1) IMAB362
Blinded (Code 1,3,
not broken) Neutropenic sepsis 7
CMUH107- 2020US037 [follow upl#2) [Neutropenic sepsis] (Medi
31. 2020/10/19 ) A
REC1-101 372 1 LEUCOVORIN |Rash- painful (other) cally
(CALCIUM [Rash] Signif
FOLINATE) icant)
Infusion
#1) IMAB362
Blinded (Code 1,3,
not broken) Neutropenic sepsis 7
CMUH107- 2020US037 [follow upl#2) [Neutropenic sepsis] (Medi
32. 2020/10/19 ) A
REC1-101 372 2 LEUCOVORIN |Rash- painful (other) cally
(CALCIUM [Rash] Signif
FOLINATE) icant)
Infusion
110 # 07 » 21 p ¥ 49 F > x 62 F
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33.

CMUH107-
REC1-101

2020/10/19

2020US037
372

Initial

#1) IMAB362
Blinded (Code
not broken)
#2)
LEUCOVORIN
(CALCIUM
FOLINATE)

Infusion

Neutropenic sepsis
[Neutropenic sepsis]
Rash- painful (other)
[Rash]

1,3,

(Medi
cally
Signif

icant)

34.

CMUH107-
REC1-101

2020/10/29

2020US038
946

follow up
3

#1) IMAB362
Blinded (Code
not broken)

#2)
OXALIPLATIN
(OXALIPLATI

N) Infusion

Progressive disease of
gastric cancer [Malignant
neoplasm progression]

Pancreatitis [Pancreatitis]

1,3

35.

CMUH107-
REC1-101

2020/10/29

2020US038
946

follow up
4

#1) IMAB362
Blinded (Code
not broken)

#2)
OXALIPLATIN
(OXALIPLATI

N) Infusion

Progressive disease of
gastric cancer [Malignant
neoplasm progression]

Pancreatitis [Pancreatitis]

1,3

36.

CMUH107-
REC1-101

2021/2/24

2021US007
229

Initial
(IND
SR_7
day)

#1) IMAB362
Blinded (Code
not broken)

#2)
FLUOROURAC
IL
(FLUOROURA
CIL) Infusion

Acute liver failure [Acute
hepatic failure]

Vomiting [Vomiting]

13
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#1) IMAB362
Blinded (Code
Initial  |not broken) ) )
Acute liver failure [Acute
CMUH107- 2021US007 |(IND #2) o
37. 2021/2/24 hepatic failure] 13 A
REC1-101 229 SR_Initia|[FLUOROURAC N .
Vomiting [Vomiting]
) IL
(FLUOROURA
CIL) Infusion
#1) IMAB362
Blinded (Code
not broken) . ]
Acute liver failure [Acute
CMUH107- 2021US007 [follow up|#2) o
38. 2021/2/24 hepatic failure] 13 A
REC1-101 229 1 FLUOROURAC
L Vomiting [Vomiting]
(FLUOROURA
CIL) Infusion
#1) IMAB362
Blinded (Code
not broken) . ]
Acute liver failure [Acute
CMUH107- 2021US007 [follow up|#2 ) o
39. 2021/2/24 hepatic failure] 13 A
REC1-101 229 2 FLUOROURAC
L Vomiting [Vomiting]
(FLUOROURA
CIL) Infusion
#1) IMAB362
Blinded (Code
not broken) . ]
Acute liver failure [Acute
CMUH107- 2021US007 [follow up|#2 ) o
40. 2021/2/24 hepatic failure] 13| A
REC1-101 229 3 FLUOROURAC
L Vomiting [Vomiting]
(FLUOROURA
CIL) Infusion
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#1) IMAB362
Blinded (Code
not broken) . .
Acute liver failure [Acute
CMUH107- 2021US007 [follow up|#2 ) o
41. 2021/2/24 hepatic failure] 13 A
REC1-101 229 4 FLUOROURAC . .
" Vomiting [Vomiting]
(FLUOROURA
CIL) Infusion
#1) IMAB362
Blinded (Code 1,3,
not broken) . ] 7
Acute liver failure [Acute )
CMUH107- 2021US007 [follow up|#2 ) o (Medi
42. 2021/2/24 hepatic failure] A
REC1-101 229 5 FLUOROURAC cally
Vomiting [Vomiting]
IL Signif
(FLUOROURA icant)
CIL) Infusion
#1) IMAB362
Blinded (Code
not broken) . ]
Acute liver failure [Acute
CMUH107- 2021UsS007| #2) o
43. 2021/2/24 Initial hepatic failure] 131 A
REC1-101 229 FLUOROURAC
L Vomiting [Vomiting]
(FLUOROURA
CIL) Infusion
110 & 07 * 21 p % 52 F > x 62 F
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B X 2 PAR (R L
Ay |EA p Y Vo E LE @ S
g |6 2y | ul N
Acute pancreatitis
recurrence [Pancreatitis
acute]
#1) IMAB362 N
) Acute pancreatitis 13,
Blinded (Code
recurrence [Pancreatitis 7
not broken) ] ]
CMUH107- 2021US007 [follow up relapsing] (Medi
44, 2021/2/19 #2) ] A
REC1-101 616 1 Death due to progressive | cally
OXALIPLATIN | ] o
disease [Malignant Signif
(OXALIPLATI ] ]
) neoplasm progression] icant)
N) Infusion . -
Pancreatitis [Pancreatitis]
Acute pancreatitis
[Pancreatitis acute]
Acute pancreatitis
recurrence [Pancreatitis
acute]
#1) IMAB362 -
] Acute pancreatitis 1,3,
Blinded (Code .
recurrence [Pancreatitis 7
not broken) ) )
CMUH107- 2021US007 [follow up relapsing] (Medi
45. 2021/2/19 #2) ) A
REC1-101 616 2 Death due to progressive | cally
OXALIPLATIN | _ o
disease [Malignant Signif
(OXALIPLATI _ _
neoplasm progression] icant)
N) Infusion . -
Pancreatitis [Pancreatitis]
Acute pancreatitis
[Pancreatitis acute]
110 # 07 » 21 p % B3 F % 62




P AFFLEURFIAL

-

.

- LERY A

LEEE
ThERE

£5-F840 ¢
(L pix)

k& S

L P

X >R
2 S

34

&

Ei4

- 2z v
Pt 5 o

A

£

46.

CMUH107-
REC1-101

2021/2/19

2021US007
616

Initial

#1) IMAB362
Blinded (Code
not broken)

#2)
OXALIPLATIN
(OXALIPLATI

N) Infusion

Acute pancreatitis
recurrence [Pancreatitis
acute]

Acute pancreatitis
recurrence [Pancreatitis
relapsing]

Death due to progressive
disease [Malignant
neoplasm progression]
Pancreatitis [Pancreatitis]
Acute pancreatitis

[Pancreatitis acute]

1,3,

(Medi
cally
Signif

icant)

47.

CMUH107-
REC1-101

2021/3/30

2021US013
274

follow up
2

#1) IMAB362
Blinded (Code
not broken)

#2)
OXALIPLATIN
(OXALIPLATI

N) Infusion

General deterioration
[General physical health
deterioration]
Hypercalcemia

[Hypercalcaemia]

1,3

48.

CMUH107-
REC1-101

2021/3/30

2021US013
274

follow up
3

#1) IMAB362
Blinded (Code
not broken)

#2)
OXALIPLATIN
(OXALIPLATI

N) Infusion

General deterioration
[General physical health
deterioration]
Hypercalcemia

[Hypercalcaemia]

1,3

49.

CMUH107-
REC1-101

2021/3/30

2021US013
274

follow up
4

#1) IMAB362
Blinded (Code
not broken)

#2)
OXALIPLATIN
(OXALIPLATI

N) Infusion

General deterioration
[General physical health
deterioration]
Hypercalcemia

[Hypercalcaemia]

1,3

50.

CMUH108-
REC1-128

2020/10/20

NUT-2020-
000092

FUG6

NUC-1031/Cisp

latin

STROKE,THROMBOCY
TOPENIA
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CMUH108- NUT-2020- NUC-1031/Cisp| = - )
51. 2020/12/16 FUl Liver injury,biliary sepsis 1 A
REC1-128 000136 latin
CMUH108- NUT-2020- NUC-1031/Cisp
52. 2020/12/16 FU1 ) Liver injury,biliary sepsis 1 A
REC1-128 000136 latin
CMUH108- NUT-2020- NUC-1031/Cisp
53. 2020/12/16 FU2 _ Liver injury,biliary sepsis 1 A
REC1-128 000136 latin
CMUH108- NUT-2020- NUC-1031/Cisp | = - ]
o4, 2020/12/16 FU3 _ Liver injury,biliary sepsis 1 A
REC1-128 000136 latin
CMUH108- NUT-2020- NUC-1031/ o N )
55. 2020/12/16 Fu4 _ _ Liver injury,biliary sepsis 1 A
REC1-128 000136 Cisplatin
CMUH108- NUT-2020- NUC-1031/
56. 2020/10/21 FU7 ] ] STROKE 1 A
REC1-128 000092 Cisplatin
CMUH108- NUT-2020- NUC-1031/Cisp
57. 2020/10/21 FU8 STROKE 1 A
REC1-128 000092 latin
#1) Disease Progression
CMUH102- 202005084 [follow up|Enzalutamide |[Neoplasm progression]
58. 2020/11/6 1 A
REC1-068 47 1 (ENZALUTAM
IDE) Capsule  [Hematuria [Hematuria]
Bacteremia, Influenza B
CMUH107- 19P-035-32 |Follow S
59. 2019/12/25 \enetoclax virus infection, 23| A
REC1-105 14592-00 |up-16 )
Thrombocytopenia
Bacteremia, Influenza B
CMUH107- 19P-035-32 |Follow S
60. 2019/12/25 \enetoclax virus infection, 23| A
REC1-105 14592-00 |up-28 )
Thrombocytopenia
CMUH107- 20P-035-34 [Follow Atrial fibrillation ,Platelet
61. 2020/6/13 \enetoclax 1,23] A
REC1-105 45687-00 |up-24 count decreased
GDC-9545
CMUH109- THROMBOEMBOLIC
62. 2021/5/12 2832281 |Initial Letrozole 1 A
REC1-084 EVENT
Palbociclib
GDC-9545
CMUH109- Follow NEUTROPHIL COUNT
63. 2021/4/5  |2807100 Letrozole 2 A
REC1-084 up 2 DECREASED
Palbociclib
GDC-9545
CMUH109- - THROMBOEMBOLIC
64. 2021/5/12 2832281 |[Initial Letrozole 1 A
REC1-084 EVENT
Palbociclib

110 # 07 *» 21 p
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GDC-9545
CMUH109- Follow o NEUTROPHIL COUNT
65. 2021/4/5 2807100 Palbociclib 2 A
REC1-084 up 2 DECREASED
Letrozole
GDC-9545
CMUH109- » THROMBOEMBOLIC
66. 2021/5/12 2832281 |[Initial Letrozole 1 A
REC1-084 o EVENT
Palbociclib
#1) MK-3475 )
CMUH107- 2106POLO00|Followup General physical health
67. 2021/6/11 Study (Code not 23| A
REC1-174 4136 2 deterioration
broken)
#1) MK-3475 )
CMUH107- 2106POLO0|Followup General physical health
68. 2021/6/11 Study (Code not 23 | A
REC1-174 4136 3 deterioration
broken)
#1) MK-3475
CMUH107- 2102FRAO [Followup ]
69. 2020/12/16 Study (Code not |Diarrhoea 23| A
REC1-174 03850 12
broken)
#1) MK-3475
CMUH107- 2012KORO0 [Followup Pneumonitis
70. 2020/12/27 Study (Code not ) 23| A
REC1-174 12934 1 Pyrexia
broken)
Subcutaneous vascular
hemorrhage of the left
medial thigh [Haemorrhage
#1) MK-7902
o subcutaneous]
CMUH108- 2011CHNO [Followup |(lenvatinib .
71. 2020/11/17 Drug myocarditis 123 A
REC1-059 14656 25 mesylate) -
[Myocarditis]
Capsule
liver injury [Liver injury]
Lung infection
[Pneumonia]
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72.

CMUH108-
REC1-059

2021/5/7

2105CHNO
02188

Fol
5

lowup

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

function abnormal]

Liver dysfunction [Hepatic

2.3

73.

CMUH108-
REC1-059

2021/5/7

2105CHNO
02188

Fol
6

lowup

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

function abnormal]

Liver dysfunction [Hepatic

2.3

74.

CMUH108-
REC1-059

2021/3/27

2105GBRO
05961

1

Followup

#1)
PACLITAXEL
(7902 STUDY)
(paclitaxel)
Injection

#2)
CARBOPLATI
N (7902
STUDY)
(carboplatin)

Injection

death [Death]
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CMUH108-
REC1-059

75.

2021/5/7

2105CHNO
02188

Followup
7

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Liver dysfunction [Hepatic ”3
function abnormal] '

CMUH108-
REC1-059

76.

2021/5/7

2105CHNO
02188

Followup
8

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Liver dysfunction [Hepatic ’3
function abnormal] '

CMUH108-
REC1-032

77.

2020/12/9

NVSC2021
BR002779

follow up
6

Ribociclib
(LEEO11)

Hepatotoxicity 2,6

CMUH108-
REC1-032

78.

2021/6/16

NVSC2021
ES137322

initial

Ribociclib
(LEEO11)

Blood creatinine increased | 2,6

[;

b2

Rl FRTR -

FRrBuwFAER A

o

* & B

e

CMUH107-REC1-174

ETEFEEE
é%“#r#

DPEFL G R 2020 £ 09 7 04 p

‘—’03[1

%]
i
MK-3475 Pembrolizumab

£
=L

2021 & 03

CMUH107-REC1-189

%E oL 53"—

[ 8= >M4

%1

1. SSR_JNJ-67652000_Blinded_23Sep2020-22Mar2021

T TR

combination

niraparib/abiraterone acetate fixed dose
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TRFEAREHRFRIIRELAE Y- FELR ¢
—FotERFAIF A ERES(L RR)

BB

* g%

P&
344

I

* pMFLPEF 109 £ 097 23 p 3 110 & 03 ¥
22 p 2.
DSUR_JNJ-67652000_Blinded_23Mar2020-22Mar2021
*#% % AL niraparib/abiraterone acetate fixed dose
combination

*% M 4R2 HF109 £ 037 23 p 3 110 &£ 03 7 22
p

CMUH107-REC1-081

Ll
¢
Jok

(2% 2P ]

*:E % % L L : Orelvo (voclosporin)

*E AMRLYPF109EF 117 01 p £ 110 #2052
31 p

CMUH107-REC1-105

I
\1_
I3

(EEIEEIEE

*R B E 4 LA ¢ Venetoclax

*F rMFELHF 2019 117 29 p 3 2020 & 11
128 p

CMUH106-REC1-081

W A

[Fpad bl
*ix A 1version 1
*p dp 2110 £ 04 * 07 p

CMUH107-REC1-156

basi]

| 2 A

[# ] A i g
- HIV Testing IRB Letter dated 05Jan2021
- HIV_HBV_HVC Testing Letter dated 19May2020
- DS8201-A-U302 Protocol Clarification Letter dated
13Jan2021

CMUH107-REC1-101

o Ak

(EEIEESEEE |

*:R % E 4 LA ¢ Zolbetuximab

*E P AFL PR 2020 057 07 p 3 2021 # 05
? 06 p

1% 3% & 5 Zolbetuximab 2. & > AR
* Blinded SUSAR LL Zolbetuximab
07MAY2020-06NOV2020

* Blinded SUSAR LL Zolbetuximab
07NOV2020-06 MAY 2021

CMUH103-REC1-097

(= 2pap2 ]

*i#5% ¥4 ¢ 4L Abemaciclib (LY2835219)

*% piEgp 2 WA 12020 09 7 29 p 1 2021 # 03
128 p

CMUH107-REC1-020

[#]
*MN xR ETcohorts 2o B ATIAR-p O~ ERL L A )
#0028 R 2 KR 2 EfR-F 2 Cohort5 % RE >
Yo %frﬁgg%f%%‘ 2y, FEISRY Y S B ATHE
b e AR

10.

CMUH104-REC1-089

P BT iz

(SR> 4+FLH 4]
R A 110
*p gy 1109 # 5

11.

CMUH108-REC1-115

v AR

(2% 2PHFL] L EFERTH X 2PEREL
(1) Bavi_DSUR_v8_(29Apr2020 to 28Apr2021)_Date
21June2020

12.

CMUH108-REC1-174

v AR

[z =% 2pdr2])
*REE F AL ATG-019
*% MMAR2 W 12020 03 01 p % 2021 & 05
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130 p
1.ATG019-TWN-00003(0)_Initial_280ct2020
2.ATG019-TWN-00004(0)_Initial_04Nov2020
3.ATG019-TWN-00003(1)_FU1_12Nov2020
4.ATG019-TWN-00004(1)_FU1_13Nov2020
5.ATG019-TWN-00003(2)_FU2_27Nov2020
6.KCP-9274-901_ATG019-USA-00007_Initial_11Dec202
0
7.KCP-9274-901_ATG019-USA-00007_FU1_21Dec2020
8.KCP-9274-901_ATG019-USA-00007_FU 2_01Mar2021
9.KCP-9274-901_ATG019-USA-00007_FU 3_08Mar2021
10.KCP-9274-901_ATG019-USA-00007_FU
4_20Apr2021
11.KCP-9274-901_ATG019-USA-00012_Initial_21Apr20
21
12.KCP-9274-901_ATG019-USA-00012_FU1_24May202
1

13.

CMUH107-REC1-143

¥ I

[ =% 2144 ]

*:R% %4 L : Dapagliflozin

*E rMAFL W 22020 # 06 7 20 p % 2020 & 12
519 p

14.

CMUH108-REC1-174

v AR

(3]

1. DSUR(DSUR No. 5.0 Report Period: 03 March 2020 to
02 March 2021)

2. ATG-019-STL-001 3rd SMC Meeting Minutes » Date:
29May2021

3. ATG-019-STL-001 3rd SMC Meeting_Final
4.ATG-019-STL-001 PK Preliminary results__ final

15.

CMUH109-REC1-104

\;;
il
#

[z 2Pap2]

*:x2 ¥ L 4L 1 ABBV-927 ~ Budigalimab(ABBV-181)
*E pMAFL WA 02020# 9% 29p I 2021 & 3
28 p ~2020& 10" 19p % 2021 & 4 % 18 p

16.

CMUH108-REC1-036

ER

(EEUEIEYCE S

*R % & AL MK-3475 Pembrolizumab

*E P AFL PR 2020 09 7 04 p 3 2021 # O3
103 p

17.

CMUH105-REC1-152

\;;
il
#

[z#p= 2144 ]
*:5% % 4 L © Binimetinib and Encorafenib
X rPHFEIHE
Encorafenib SUSAR Line Listing 2020 & 11 * 12 p 3
2021 % 05 % 11 p
[+ 2p 5 2er])
*1x & PF-07263896 (Encorafenib) 2021 1B Annual
Review Memo
*p #p: 26May2020

18.

CMUH109-REC1-124

‘-
Naus
&
S

[ DSMB ;-3 4]
*dcki i p g 12021 & 06 0 15 p

19.

CMUH106-REC1-002

\‘;\
uic]
“‘rT

(FF=+%F2H 4]
= % 3¢ £ (Final Clinical Study Report)
p #2021 & 06 * 07 p

20.

CMUH106-REC1-061

T
ll_
B

(#x+%E2% 2]
*3E A 1 VL0 & V2.0
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*p g 2020 % 11 " 06 p &2021 & 02" 16 p

21.

CMUH107-REC1-110

[z =% >1dp2 ]

*ESE S LA 0 CSL112 or Albumin

*E rMERAYHF 109 £ 117 27p 1 110# 057
26 p

22,

CMUH110-REC1-093

[ 57 wil 4z i)

*3 & p #p © Site Letter, dated 31-May-2021

23.

CMUH107-REC1-126

(EE IR TR

*RE &y LA Atezolizumab

*F rMAFELHEF 2020 117 18 p 3 2021 & 05
117 p

24,

CMUH104-REC1-091

EELEETEEED
W iE sk 27 7 = %382 Clinical Study Report,
dated 24Mar2021 > #i- F 2 R g Ac -

25,

CMUH107-REC1-150

(2% %FL % 4]
09-Jun-2021 (content final)

26.

CMUH108-REC1-115

(#%=]
RF AR A X rRFL AT ARS

27.

CMUH109-REC1-082

[ =% 2144 ]

*R % & AL Xofigo (Radium-223)

*E rMIFALPHEF 10#E052 01p £ 110+ 06 2
30 p

28.

CMUH107-REC1-093

3 %P

[z % 244 ]
01. SSR_guselkumab_Blinded_13Jan2020-12Jul2020
02. SSR_guselkumab_Blinded_13Jul2020-12Jan2021
03. SSR_ustekinumab_Blinded_01Jan2020-30Jun2020
04. SSR_ustekinumab_Blinded_01Jul2020-31Dec2020
05. DSUR_GUSELKUMAB
Blinded_13Jul2018-12Jul2019
06. DSUR_guselkumab_Blinded_13Jul2019-12Jul2020
07. DSUR_ustekinumab_Blinded_01Jan2020-31Dec2020

29.

CMUH107-REC1-093

3 R

(2]
o [BRER LF AR ()]
20200316057_2_Open label follow up 2
20200316057_4 Open label follow up 4
20210112320_0_Blinded initial
20210112320_1 Blinded follow up 1
20210112320_2_Blinded follow up 2
20210112320_4_Blinded follow up 4
20210112320_5_Blinded follow up 5
20210112320_7_Blinded follow up 7
20210112320_8_Blinded follow up 8
20210112320_9 Blinded follow up 9
20210312074_1 Blinded follow up 1
20210312074_2_Blinded follow up 2
20210312074 _3_Blinded follow up 3
20210312074 _4_Blinded follow up 4
20210312074 _5_Blinded follow up 5
20210312074 _6_Blinded follow up 6
20210312090_0_Blinded initial
20210312090_1_Blinded follow up 1
20210312090_2_Blinded follow up 2
20210312090_3 Blinded follow up 3
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20210312090_4_Blinded follow up 4
20210312090_6_Blinded follow up 6
20210312090_7_Blinded follow up 7
20210312090_8_Blinded follow up 8
20210312090 9 Blinded follow up 9
20210327093 0_Blinded initial

20210327093_1 Blinded follow up 1
20210327093 3 Blinded follow up 3

30.

CMUH107-REC1-101

v AR

[ % 2pPdp4]
*Eok ¥4 LA« Zolbetuximab
*g ML 12020 05 % 07 p 1 2021 & 05
706 p

¥ 1% 32% & 5 Zolbetuximab z = 8 & > 4R 2
Zolbetuximab (ASP8951) DSUR 07May2020-06May2021

31.

CMUH107-REC1-026

Wi B

(2]
1. % >4 3 Safety Letter: Risks Associated with
Atezolizumab and Guidelines for Management of
Immune-Related Myositis, dated 20-May-2021

32.

CMUH107-REC1-128

W A

[ % 24dr ]

*: % % L4 Sparsentan

*g pMAE2 PR 2020 £ 08 7 02 p 3 2021 # 02
101p

[+

EFR-REPEFALR (%)

i
i

#]1 F AP

3~ TRk (0%)

R i (2@ 084)
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