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g |6 4 | w N
Respiratory failure
#1) MK-3475 [Respiratory failure]
Study Platelet count decreased
CMUH108- 2105TWNO (follow up
1. 2021/5/23 #2) [Platelet count decreased] |2.3.7| A
REC3-098 05880 25
ENZALUTAMI | UROSEPSIS [Urosepsis]
DE Infective endocarditis
[Endocarditis]
CMUH105- 2204BRA0 #1)
2. 2022/4/19 Initial Anaemia 2 A
REC3-093 06843 SUNITINIB
202203066
CMUH109- ) o ) )
3. 2022/2/27 [17_0_Blind| initial Niraparib 1.HEART FAILURE 23 | A
REC3-145
ed
CMUH110- Follow FEVERISH STATE,
4, 2021/11/1 | 2950591 R0O4909832 2,3 A
REC3-065 up 1 DELIRIUM
#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
CARBOPLATI
CMUH108- 2204FRA0O - N (7339 leptomeningeal cancer
5. 2022/4/12 Initial o 23 | A
REC3-151 05391 STUDY) [Meningioma]
(carboplatin)
Injection
#3)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
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CMUH108-
REC3-151

2022/4/12

2204FRAQ
05391

Followup
1

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
CARBOPLATI
N (7339
STUDY)
(carboplatin)
Injection
#3)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)

Injection

leptomeningeal cancer

[Meningioma]

2.3

CMUH108-
REC3-151

2022/1/18

2202CHLO
03088

Followup
8

#1) MK-7339
(olaparib) Tablet
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Acute myocardial
infarction [Acute
myocardial infarction]
acute respiratory failure
[Acute respiratory failure]
Pancytopenia

[Pancytopenia]

1.23

CMUH108-
REC3-151

2022/1/18

2202CHLO
03088

Followup
9

#1) MK-7339
(olaparib) Tablet
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Acute myocardial
infarction [Acute
myocardial infarction]
acute respiratory failure
[Acute respiratory failure]
Pancytopenia

[Pancytopenia]

123
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(pembrolizumab

) Solution for

injection

[Acute respiratory failure]

Pancytopenia

[Pancytopenia]

—F-t-ERFAXFEEREE(L pR)
B X 2 PAR (R L
X RS AL EWEL VRER 3 AE i %% =5
3 g o |% 2 B 3 5 5] FE K v = e
#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2) )
Generalized muscle
GEMCITABIN
weakness under study
CMUH108- 2105CHLO |Followup E (7339
9. 2021/4/27 [Muscular weakness] [2.3.7| A
REC3-151 04463 15 STUDY) ]
o Thrombocytopenia
(gemcitabine) )
o [Thrombocytopenia]
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)
Injection
#1) MK-7339 ]
_ Acute myocardial
(olaparib) Tablet ] )
infarction [Acute
#2) - .
myocardial infarction]
CMUH108- 2202CHLO |Followup | PEMBROLIZU ) ]
10. 2022/1/18 acute respiratory failure |1.2.3| A
REC3-151 03088 10 MAB
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2) .
Generalized muscle
GEMCITABIN
weakness under study
CMUH108- 2105CHLO |Followup E (7339
11. 2021/4/27 [Muscular weakness] [2.3.7| A
REC3-151 04463 16 STUDY) ]
o Thrombocytopenia
(gemcitabine) )
o [Thrombocytopenia]
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)
Injection
LIFE THREATENING
CMUH106- follow up 2,3,
12. 2019/9/18 | 2430912 RO5541267 INTESTINAL A
REC3-010 #6 4
OBSTRUCTION
OSIMERTINIB/
CMUH109- 2022A0312
13. 2022/1/15 Initial [ CARBOPLATI Sepsis 1,3 A
REC3-048 92
N
OSIMERTINIB/
CMUH109- 2022A0312[follow up )
14. 2022/1/15 CARBOPLATI Sepsis 1,3 A
REC3-048 92 1
N
OSIMERTINIB/
CMUH109- 2022A1617
15. 2022/4/22 Initial | CARBOPLATI Pulmonary embolism 1,3 A
REC3-048 68 N
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1,3,
4,
) 7:Imp
CMUH107- 2021A8258|follow up| Blinded for ) ]
16. 2021/11/14 ) Abdominal pain ortant| A
REC3-175 46 3 Investigator
Medi
cal
Event
CMUH107- 2022A1168 Blinded for | GRAFT DYSFUNCTION
17. 2022/3/15 Initial ) ) 2,31 A
REC3-175 91 Investigator (Transplant dysfunction)
CMUH107- 2022A1168 |follow up| Blinded for | GRAFT DYSFUNCTION
18. 2022/3/14 ) ) 2,31 A
REC3-175 91 1 Investigator (Transplant dysfunction)
1)PULMONARY
THROMBOEMBOLISM
1) 2)CANCER PAIN
AMIVANTAM | 3)GLUTEAL MUSCLE
CMUH109- 202112356 |Followup
19. 2022/12/12 AB TEAR 131 A
REC3-168 71(10) 10
2) 4)PERICARDIAL
LAZERTINIB [EFFUSION WORSENING
OF PERICARDIAL
EFFUSION
1)
CMUH109- 202202002 |Followup | OSIMERTINIB
20. 2022/1/22 METABOLIC ACIDOSIS [1,2,3| A
REC3-168 25(4) 4 2)
LAZERTINIB
1) 1)SARS COV-2 IGM
CMUH109- 202203085 |Followup| OSIMERTINIB POSITIVE
21. 2022/2/28 2341 A
REC3-168 38(7) 7 2) 2)INTERSTITIAL LUNG
LAZERTINIB DISEASE
1) 1)SARS COV-2 IGM
CMUH109- 202203085 |Followup| OSIMERTINIB POSITIVE 1,
22. 2022/2/28 A
REC3-168 38(8) 8 2) 2)INTERSTITIAL LUNG | 2,3,4
LAZERTINIB DISEASE
111 # 06 * 02 p % 36 F % 57 |
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1)
CMUH109- 202203133 |Followup| LAZERTINIB INFUSION RELATED
23. 2022/3/3 2,3 A
REC3-168 18(4) 4 2) REACTION
OSIMERTINIB
1)
CMUH109- 202203458 |Followup| LAZERTINIB HYPOSTATIC
24. 2022/3/21 11 A
REC3-168 68(3) 3 2) PNEUMONIA
OSIMERTINIB
1)
AMIVANTAM
CMUH109- 202204499 [
25. 2022/4/16 initial AB DISPNEA 2 A
REC3-168 59(0)
2)
LAZERTINIB
1)
AMIVANTAM
CMUH109- 202204499 |Followup
26. 2022/4/16 AB DISPNEA 2 A
REC3-168 59(1) 1
2)
LAZERTINIB
1) amivantamab
CMUH107- 202204005 (follow up PERICARDIAL
27. 2022/3/30 2) 2 A
REC3-143 75(1) 1 EFFUSION
LAZERTINIB
GEMCITABIN
CMUH106- 2021A8786 o E/ PLATELET COUNT
28. 2021/12/14 Initial 2,3 A
REC3-122 40 CARBOPLATI DECREASED
N
DURVALUMA
CMUH106- 2022A0089| B/ _
29. 2021/12/24 Initial Thrombocytopenia 2,3 A
REC3-122 67 TREMELIMU
MAB
GEMCITABIN
CMUH106- 2021A8786 [follow up E/
30. 2021/12/14 Platelet count decreased | 2,3 | A
REC3-122 40 1 CARBOPLATI
N
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DURVALUMA
CMUH106- 2021A8513|follow up B/ 1.Myocarditis
31. 2021/11/29 1,3 A
REC3-122 75 2 TREMELIMU | 2.Platelet count decreased
MAB
GEMCITABIN
CMUH106- 2021A8786 |follow up E/
32. 2021/12/14 Platelet count decreased | 2,3 | A
REC3-122 40 2 CARBOPLATI
N
DURVALUMA
CMUH106- 2021A8513|follow up B/ 1.Platelet count decreased
33. 2021/11/24 - 1,3 A
REC3-122 75 3 TREMELIMU 2.Myocarditis
MAB
DURVALUMA
CMUH106- 2022A1370 B/
34. 2022/3/11 Initial Rash 2 A
REC3-122 12 TREMELIMU
MAB
STUDY IMMUNE-ASSOCIATED
CMUH106- 2022A1338(follow up| PROCEDURE/ PNEUMONIA
35. 2022/3/2 ) 1,3 A
REC3-122 04 1 DURVALUMA (Immunemediated
B lung disease)
DURVALUMA
IMMUNE-ASSOCIATED
CMUH106- 2022A1610 - B/
36. 2022/4/23 Initial PNEUMONIA 2 A
REC3-122 59 TREMELIMU )
(Pneumonia)
MAB

111 %= 06 * 02 p




PRFFAETERRFRAIGRLE 5 =F 440 ¢
Aot EREALGE ARG RK)

, % > IR
e e | B4 p =
g 2 g5 | ow #

5 3 AT

g

£

i el

£

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN

(3475 ) ]
CMUH108- 2203CHNO |Followup Multiple organ dysfunction
2022/2/27 SOLUTION ) 23 [ A
REC3-058 00422 8 sysdrome [Multiple organ

FOR

INJECTION
STUDY)
#3)
PREDNISONE
(PREDNISONE

) Tablet

septicopyemia [Sepsis]

dysfunction syndrome]

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN

(3475 ] ]
CMUH108- 2203CHNO |Followup Multiple organ dysfunction
2022/2/27 SOLUTION ) 23 [ A
REC3-058 00422 9 sysdrome [Multiple organ

FOR

INJECTION
STUDY)
#3)
PREDNISONE
(PREDNISONE

) Tablet

septicopyemia [Sepsis]

dysfunction syndrome]
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#1) MK-3475
Study (Code not
broken)
#2) Decreased platelet count
[Platelet count decreased]
DOCETAXEL
CMUH108- 2110CHNO |Followup Cerebral hemorrhage
39. 2021/10/4 FOR JAPAN 1231 A
REC3-058 09013 7 (3475 [Cerebral haemorrhage]
Unknown cause of death
SOLUTION
[Death]
FOR
INJECTION
STUDY)
#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN _ 2 [Sepsis]
septicopyemia [Sepsis
(3475 _ ]
CMUH108- 2203CHNO |Followup Multiple organ dysfunction
40. 2022/2/27 SOLUTION ] 23 | A
REC3-058 00422 10 FOR sysdrome [Multiple organ
dysfunction syndrome]
INJECTION
STUDY)
#3)
PREDNISONE
(PREDNISONE
) Tablet
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#1) MK-3475
Study (Code not
broken)
#2) Decreased platelet count
[Platelet count decreased]
DOCETAXEL
CMUH108- 2110CHNO |Followup Cerebral hemorrhage
41. 2021/10/4 FOR JAPAN 1231 A
REC3-058 09013 8 (3475 [Cerebral haemorrhage]
Unknown cause of death
SOLUTION
[Death]
FOR
INJECTION
STUDY)
#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN _ 2 [Sepsis]
septicopyemia [Sepsis
(3475 _ ]
CMUH108- 2203CHNO |Followup Multiple organ dysfunction
42. 2022/2/27 SOLUTION ] 23 | A
REC3-058 00422 11 FOR sysdrome [Multiple organ
dysfunction syndrome]
INJECTION
STUDY)
#3)
PREDNISONE
(PREDNISONE
) Tablet
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#1) MK-3475
Study (Code not
broken)
#2) Decreased platelet count
[Platelet count decreased]
DOCETAXEL
CMUH108- 2110CHNO |Followup Cerebral hemorrhage
43. 2021/10/4 FOR JAPAN 1231 A
REC3-058 09013 9 (3475 [Cerebral haemorrhage]
Unknown cause of death
SOLUTION
[Death]
FOR
INJECTION
STUDY)
#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN _ 2 [Sepsis]
septicopyemia [Sepsis
(3475 _ ]
CMUH108- 2203CHNO |Followup Multiple organ dysfunction
44, 2022/2/27 SOLUTION ] 23 | A
REC3-058 00422 12 FOR sysdrome [Multiple organ
dysfunction syndrome]
INJECTION
STUDY)
#3)
PREDNISONE
(PREDNISONE
) Tablet
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45.

CMUH108-
REC3-058

2022/2/27

#1) MK-3475
Study (Code not

2203CHNO

00422 13

Followup

broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
PREDNISONE
(PREDNISONE
) Tablet

septicopyemia [Sepsis]
Multiple organ dysfunction
sysdrome [Multiple organ

dysfunction syndrome]

2.3

46.
REC3-098

CMUH108-

2022/1/30

2202ARGO

00354 6

Followup

#1) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE (3475
SOLUTION
FOR
INJECTION
STUDY)

ketoacidosis]

Hyperglycemia

Ketoacidosis [Diabetic

2.3

CMUH108-
REC3-098

47.

2022/2/2

2202ITAQO
1416 6

Followup

#1) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE (3475
SOLUTION
FOR
INJECTION

STUDY)

Edema [Oedema]
Disease progression

[Disease progression]

14
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#1) MK-3475
Study (Code not
broken)
#2)
Edema [Oedema]
CMUH108- 2202ITAOO [Followup | ENZALUTAMI ) ]
48. 20221212 Disease progression 14| A
REC3-098 1416 7 DE (3475 ) )
[Disease progression]
SOLUTION
FOR
INJECTION
STUDY)
GLUTAMIC
OXALACETIC
CMUH107- 2022A0146 [follow up| DURVALUMA TRANSAMINASE
49. 2021/9/6 L2 A
REC3-004 99 1 B INCREASED (Aspartate
aminotransferase
increased)
GLUTAMIC
OXALACETIC
CMUH107- 2022A0146 [follow up| DURVALUMA TRANSAMINASE
50. 2021/9/6 2 A
REC3-004 99 2 B INCREASED (Aspartate
aminotransferase
increased)
GLUTAMIC
OXALACETIC
CMUH107- 2022A0146 [follow up| DURVALUMA TRANSAMINASE
51. 2021/9/6 2 A
REC3-004 99 3 B INCREASED (Aspartate
aminotransferase
increased)
CLINICAL DISEASE
CMUH107- 2021A6878|follow up
52. 2021/8/13 SORAFENIB | PROGRESSION DEATH 1 A
REC3-004 82 2

(Hepatocellular carcinoma)
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GLUTAMIC
OXALACETIC
CMUH107- 2022A0146 [follow up| DURVALUMA TRANSAMINASE
53. 2021/9/6 2,3 A
REC3-004 99 4 B INCREASED (Aspartate
aminotransferase
increased)
#1) MK-7339
(olaparib)
2201BRAO |Followup ]
54, | CMUH108- | 2022/1/2 #2) Pneumonia 131 A
00457 5
REC3-057 PEMBROLIZU
MAB
#1) MK-7339
(olaparib)
2106BRAO [Followup . -
55. | CMUH108- | 2021/5/28 04811 13 #2) Immune-mediated hepatitis| 1,3 | A
REC3-057 PEMBROLIZU
MAB
#1) MK-7339 )
) General physical health
(olaparib) o
2110FRAO [Followup deterioration
56. | CMUH108- | 2021/10/6 #2) . 23 [ A
03736 4 Pyelonephritis
REC3-057 PEMBROLIZU
COVID-19 pneumonia
MAB
#1) MK-7339
) COVID-19 pneumonia
(olaparib) )
2110FRAO |Followup Malignant neoplasm
57. | CMUH108- | 2021/10/6 #2) ) 1231 A
03736 5 progression
REC3-057 PEMBROLIZU
Pyelonephritis
MAB
TRASTUZUM 2,3,
AB 7:1mp
DRUG INDUCED
CMUH109- 2022A0955 o DERUXTECAN ortant
58. 2022/3/2 Initial PNEUMONITIS A
REC3-192 12 / N Medi
(Pneumonitis)
ANASTROZOL cal
E Event
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TRASTUZUM 2,3,
AB 7:lmp
DRUG INDUCED
CMUH109- 2022A0955 [follow up[DERUXTECAN ortant
59. 2022/3/2 PNEUMONITIS A
REC3-192 12 1 / . Medi
(Pneumonitis)
ANASTROZOL cal
E Event
1,2,
TRASTUZUM 3
AB '
DRUG INDUCED 7:Imp
CMUH109- 2022A0955 [follow up [DERUXTECAN
60. 2022/3/2 PNEUMONITIS ortant| A
REC3-192 12 2 / N )
(Pneumonitis) Medi
ANASTROZOL
cal
E
Event
1,2,
TRASTUZUM 3
AB '
DRUG INDUCED 7:Imp
CMUH109- 2022A0955 [follow up [DERUXTECAN
61. 2022/3/2 PNEUMONITIS ortant| A
REC3-192 12 3 / N )
(Pneumonitis) Medi
ANASTROZOL
cal
E
Event
1,2,
TRASTUZUM 3
AB '
DRUG INDUCED 7:Imp
CMUH109- 2022A0955 [follow up [DERUXTECAN
62. 2022/3/2 PNEUMONITIS ortant[ A
REC3-192 12 4 / N )
(Pneumonitis) Medi
ANASTROZOL
cal
E
Event
TRASTUZUM 2,3,
AB 7:1mp
CMUH109- 2022A1436|  |DERUXTECAN N ortant
63. 2022/4/6 Initial Pneumonitis A
REC3-192 72 / Medi
CAPECITABIN cal
E Event
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TRASTUZUM 2,3,
AB 7:lmp
CMUH109- 2022A1436| follow [DERUXTECAN » ortant
64. 2022/4/6 Pneumonitis A
REC3-192 72 upl / Medi
CAPECITABIN cal
E Event
TRASTUZUM 2,3,
AB 7:Imp
CMUH109- 2022A1436 [follow up[DERUXTECAN ortant
65. 2022/4/10 Pneumonitis A
REC3-192 72 2 / Medi
CAPECITABIN cal
E Event
1,2,
TRASTUZUM 3
AB '
7:1mp
CMUH109- 2022A1436 [follow up[DERUXTECAN
66. 2022/4/6 Pneumonitis ortant| A
REC3-192 72 3 /
Medi
CAPECITABIN
cal
E
Event
#3)
5-FLUOROUR
CMUH110- 2204RUSO . ACIL (7902 | ishemic stroke [Ischaemic
67. 2022/3/29 Initial 23| A
REC3-102 02174 STUDY) stroke]
(5-Fluorouracil)
Injection
#3)
5-FLUOROUR
CMUH110- 2204RUSO |Followup| ACIL (7902 | ishemic stroke [Ischaemic
68. 2022/3/29 23 | A
REC3-102 02174 1 STUDY) stroke]
(5-Fluorouracil)
Injection
111 # 06 * 02 p $ 47 F > £ 57 F
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69.

CMUH110-
REC3-102

2022/3/29

2204RUSO
02174

Followup
2

#3)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

ishemic stroke [Ischaemic

stroke]

2.3

70.

CMUH110-
REC3-102

2022/3/5

2204RUSO
06881

Initial

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#3)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Lymphocyte count

decreased [Lymphocyte

count decreased]

71.

CMUH110-
REC3-102

2022/3/29

2204RUSO
02174

Followup
3

#3)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

ishemic stroke [Ischaemic

stroke]

2.3

111 %= 06 * 02 p




PRFFAETERRFRAIGRLE 5 =F 440 ¢

-

-F-

L EREAXFEERES(C 2R

¢

L P

R e
2 5o

SIS )
&

g

| d
=

" 5

*AFE R

i
4o

72.

CMUH110-
REC3-102

2022/3/29

2204RUSO
02174

Followup
4

#3)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

ishemic stroke [Ischaemic

stroke]

2.3

73.

CMUH110-
REC3-102

2022/3/5

2204RUSO
06881

Followup
1

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#3)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Lymphocyte count

decreased [Lymphocyte

count decreased]

74.

CMUH110-
REC3-102

2022/3/29

2204RUSO
02174

Followup
5

#3)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

ishemic stroke [Ischaemic

stroke]

hospitalization in a hospice

[Hemiparesis]

123
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#3) R .
ishemic stroke [Ischaemic
5-FLUOROUR
stroke]
CMUH110- 2204RUSO |Followup| ACIL (7902 o
75. 2022/3/29 suspected clinical 1.2.3
REC3-102 02174 6 STUDY) ) )
) progression [Disease
(5-Fluorouracil) }
o progression]
Injection
CMUH109- 2021A8492 [follow up| Blinded for
76. 2021/9/27 ) ANEMIA (Anaemia) 2
REC3-160 84 2 Investigator
2,3,
7:
Impor
CMUH109- 2022A0091 [follow up| Blinded for )
77. 2021/12/28 Hypokalaemia tant
REC3-160 74 1 Investigator )
medic
al
event
CMUH109- 2022A0091 [follow up| Blinded for ]
78. 2021/12/23 _ Hypokalaemia 2,3
REC3-160 74 2 Investigator
2,3,
I8
Impor
CMUH109- 2022A0554 Blinded for ESOPHAGITIS
79. 2021/12/28 Initial ) - tant
REC3-160 28 Investigator (Oesophagitis) ]
medic
al
event
CMUH109- 2021A7702[follow up| Blinded for
80. 2021/10/10 _ Perforation 2,3
REC3-160 85 1 Investigator
2! 3!
I
) Impor
CMUH109- 2021A6977 [follow up| Blinded for o »
81. 2021/8/24 ) Radiation oesophagitis | tant
REC3-160 65 2 Investigator ]
medic
al
event
CMUH109- 2022A0091 [follow up| Blinded for 1.Hypokalaemia
82. 2021/12/23 ) ) 2,3
REC3-160 74 3 Investigator 2.Neutropenia
111 # 06 * 02 p % 50 F > 57 |
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CMUH109- 2021A8010(follow up| Blinded for 1.Hypokalaemia
83. 2021/11/7 2 A
REC3-160 62 2 Investigator 2.Hyponatraemia
CMUH109- 2021A8826 [follow up| Blinded for
84. 2021/12/11 _ Pneumonitis 1,3 A
REC3-160 86 2 Investigator
CMUH109- 2022A0091 [follow up| Blinded for 1.Hypokalaemia
85. 2021/12/23 ) ) 2,3 A
REC3-160 74 4 Investigator 2.Neutropenia
CMUH109- 2022A0091 [follow up| Blinded for 1.Hypokalaemia
86. 2021/12/23 ) ) 2,3 A
REC3-160 74 5 Investigator 2.Neutropenia
CMUH109- 2022A0922 . Blinded for )
87. 2022/2/21 Initial _ Odynophagia 2,3 | A
REC3-160 51 Investigator
CMUH109- 2022A1112 . Blinded for )
88. 2022/3/11 Initial _ Pancytopenia 2,3 | A
REC3-160 21 Investigator
CMUH109- 2022A0922 [follow up| Blinded for )
89. 2022/2/28 _ Odynophagia 2,3 | A
REC3-160 51 1 Investigator
PERFORATION OF
UPPER ESOPHAGEAL
MASS WITH
EXTENSION TO SOFT
CMUH109- 2021A7702(follow up| Blinded for
90. 2021/10/10 ] TISSUESTOWARDS | 2,3 A
REC3-160 85 2 Investigator
THE RIGHT ANTERIOR
AND LEFT POSTERIOR
CERVICAL REGION.
(Oesophageal perforation)
CMUH109- 2021A8492 [follow up| Blinded for )
91. 2021/9/27 _ ANEMIA (Anaemia) 2 A
REC3-160 84 3 Investigator
2,3,
7:
Impor
CMUH109- 2022A0554 [follow up| Blinded for ESOPHAGITIS
92. 2021/12/28 ) N tant | A
REC3-160 28 1 Investigator (Oesophagitis) )
medic
al
event
CMUH109- 2021A8010(follow up| Blinded for 1.Hypokalaemia
93. 2021/11/7 ) ) 2 A
REC3-160 62 3 Investigator 2.Hyponatraemia
111 # 06 * 02 p % 51 7% 57 |
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1.Pancytopenia
CMUH109- 2022A1112 [follow up| Blinded for |[2.NEUTROPHIL COUNT
94, 2022/2/28 2,3 A
REC3-160 21 1 Investigator |DECREASED (Neutrophil
count decreased)
CMUH109- 2021A8826 [follow up| Blinded for
95. 2021/12/11 _ Pneumonitis 1,3 A
REC3-160 86 3 Investigator
BILATERAL STENOSIS
CMUH109- 2022A0922 » Blinded for
96. 2022/2/25 Initial OF THE LARYNX 2,3 A
REC3-160 62 Investigator )
(Laryngeal stenosis)
1.Neutropenia
CMUH109- 2022A1297 Blinded for 2.ISCHEMIC COLITIS
97. 2022/3/28 Initial 2,3 A
REC3-160 99 Investigator WITH PERFORATION
(Colitis ischaemic)
CMUH109- 2021A8010(follow up| Blinded for 1.Hyponatraemia
98. 2021/11/7 ) ] 2 A
REC3-160 62 4 Investigator 2.Hypokalaemia
) ESOPHAGUS CANCER
CMUH109- 2022A1402follow up| Blinded for
99. 2022/4/1 _ BLEEDING (Oesophageal | 1,3 | A
REC3-160 22 1 Investigator .
carcinoma)
1.Pancytopenia
CMUH109- 2022A1112 |follow up| Blinded for |2.NEUTROPHIL COUNT
100 2022/2/28 2,3 A
REC3-160 21 2 Investigator |DECREASED (Neutrophil
count decreased)
1.Dysphagia
2.Dehydration
CMUH109- 2022A1579 » Blinded for 2,3,
101 2022/4/4 Initial _ 3.Lymphocyte count A
REC3-160 78 Investigator 5
decreased
4.Leukopenia
2,3,
4]
RITUXIMAB/ 7:Imp
CMUH108- 2021A0392 [follow up )
102 2021/2/8 CHLORAMBU [ Tumour lysis syndrome |ortant| A
REC3-162 97 5
CIL medic
al
event
111 # 06 * 02 p % 52 F > x 57 F
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2,3,
4,
RITUXIMAB/ 7:Imp
CMUH108- 2021A0392 [follow up
103 2021/2/8 CHLORAMBU [ Tumour lysis syndrome [ortant| A
REC3-162 97 6
CIL medic
al
event
2,3,
HYPERSENS ITIVITY [7:Imp
STUDY
CMUH108- 2021A7847 |follow up REACTION IGE ortant
104 2021/10/21 PROCEDURE/ A
REC3-162 20 3 MEDIATED medic
RITUXIMAB o
(Hypersensitivity) al
event
2,3,
HYPERSENS ITIVITY [7:Imp
STUDY
CMUH108- 2021A7847 |follow up REACTION IGE ortant
105 2021/10/21 PROCEDURE/ A
REC3-162 20 4 MEDIATED medic
RITUXIMAB o
(Hypersensitivity) al
event
2,3,
4]
CHLORAMBU PROGRESSIVE 7:Imp
CMUH108- 2021A6333|follow up
106 2021/7/19 CIL/ PNEUMONIA ortant| A
REC3-162 49 4 . .
RITUXIMAB (Pneumonia) medic
al
event
#1) Tafasitamab
vs Placebo
2022-MOR _
CMUH110- follow up|  (Code not Pneumonia,
107 2022/2/28 | 001639-M ) 1,3 A
REC3-049 v 2 broken) Neutropenia
#2 ) R-CHOP
(R-CHOP) N/A

111 %= 06 * 02 p
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CMUH110-
REC3-049

108

2022/2/28

2022-MOR
001639-M
Y

follow up

3

#1) Tafasitamab
vs Placebo
(Code not

broken)
#2 ) R-CHOP
(R-CHOP) N/A

Pneumonia,
. 1,3
Neutropenia

CMUH110-
REC3-049

109

2022/3/17

2022-MOR
001681-TH

follow up

2

#1 ) Tafasitamab
vs Placebo
(Code not

broken)
#2) R-CHOP
(R-CHOP) N/A

Febrile neutropenia,

Pneumonia

[A:]

Er Q)

FPRFE

FRiwtngd

B

> § St

2

CMUH110-REC3-017

(2]
E
lLifehaskkzRbERTRE R § (IDMC)
2022 # 2% 16 p 2%k WP A FHET > BHRES
FEZ EREF B G R F o RSk 2022 & 2
718 pAzf RIS R ek (TR SR e
ML IR E T RR AT )
2A% 2 RHRVEIEIIFERAT R R EERL AT
RLPEETERFERAT R R -
I L A2 % > F 1 (Data lock point: 09 March 2022,
17 March 2022 2 04 April 2022) & % ¢ # B > 7407
1) Periodic Updates on Clinical Data from RSV MAT-009
Study in Pregnant Women (25 March 2022)
2) Periodic Updates on Clinical Data from RSV MAT-009
Study in Pregnant Women (28 March 2022)
3) Update on Clinical Data from RSV MAT-009 and RSV
MAT-012 Studies in Pregnant Women (19 April 2022)
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pn|  rgen | JE 1IN
(2% 2144 ]
2. CMUH110-REC3-102 iR R RRER L4 MKT902
DL DEF
13-AUG-2021 to 12-FEB-2022
[##]
FROF CRERRME FARLATE S (GERY rE A SR
3. | CMUH108-REC3-057 EVAL | P)
< 45 A&t Final Investigator-HA-IRB letter for
countries_version 4, 11Mar22
(##]
TR ERBRF TRLAE S GRRLY FE 2 B aR
4. | CMUH108-REC3-051 SEVAL | P )
< 4 5x & ¢ Final Investigator-HA-IRB letter for
countries_version 4, 11Mar22
(2]
R CREBRBRPFALAG S GERLY FE 2R
5. CMUH110-REC3-102 =R | P)
< 3% A& Final Investigator-HA-IRB letter for
countries_version 4, 11Mar22
(2]
6. CMUH110-REC3-122 + # 4% | *p # @ SUSAR Listing(2021/10/01-2022/03/31) » * ¥+ % 3#
FHAATIER D G o
[ 24244 ]
7. | CMUH107-REC3-078 VES S THAFE Cff | GANTENERUMAB
*% pMIFL MR 2021 08 % 13 p I 2022 & 02 *
12 p
(IR RS |
8. | CMUH110-REC3-065 VES S THARFE o4 | GANTENERUMAB
*H rMIFL MR 2021 082 13 p I 2022 & 02 7
12 p
(2]
KRR RTHLARY B - B (RH v R RgERTEE
9 | CMUH109-REC3.0a2 | % on | TEfEFZMA QS o dse 2R 2RG 5 L8R

AFAEP 2R M (RickProfile) g2 2% 818 3= 0

a4
s= A& © Notification of Approved Records - 1B, 26 Oct

'

1\
i
She

g
i

5*3\

*
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pn|  rgen | JE 1IN
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[##]
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10. | CMUH106-REC3-121 g ?Eﬁfﬁ )
< 45 A&t Final Investigator-HA-IRB letter for
countries_version 4, 11Mar22
[#]
FRFCREBRBFFTALATE S (LY E R LR
11. | CMUH105-REC3-093 ESE | )
< &5 & ¢ Final Investigator-HA-IRB letter for
countries_version 4, 11Mar22
[zp= 244 ]
*E%kE 5 LA ACZ885
12. | CMUH107-REC3-041 LR |, . ) ) B} )
X rMFLHF 1102107 01 p 2 111 #0377 31
p
[zp= 244 ]
*:R % & L Etrasimod 2mg/ tablet
* rMHFLWRF 110#£ 107 01 p 2 110 # 12 31
13. | CMUH108-REC3-083 ¥ ioiw '
*E rMFLYRF 111201 01p 2 111 #03°% 31
p
* rMHFLYPRF110£08 7 31 p 3 111 # 037 01
p
[ 24244 ]
*R % & AL MK-3475 Pembrolizumab
14. | CMUH106-REC3-121 TR |, . . ) ) )
X rMIFLYREF 20212097 04 p 3 2022 & 037
03 p
(IR RS |
15. | CMUH108-REC3-121 HElE | *F&REY L4 0 AMG334 (erenumab)
*H rMIFLHF2020#4 1p 3 2022 &£ 3% 31 p
[ %7 wil 5o &)
16. | CMUH106-REC3-078 k4% R | Final Investigator-HA-IRB letter for countries_version 4,
11Mar22
(2]
17. | CMUH108-REC3-151 AW | PP FIREFERERFTRLATES GRLY R 2 R AR

)
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< 25 A& Final Investigator-HA-IRB letter for

countries_version 4, 11Mar22
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