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2009MEX0
01085

Followup
4

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2 ) MK-7902
(lenvatinib
mesylate)

Capsule

Stroke vascular cerebral

[Cerebrovascular accident]

1.3

CMUH108-
REC1-059

2020/9/4

2009TURO
02750

Followup
6

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

cerebrovascular disease

[Cerebrovascular disorder]

2.3
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#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Colonic perforation [Large

intestine perforation]

1.2.3
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#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
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injection

cerebrovascular disease

[Cerebrovascular disorder]
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(pembrolizumab
) Solution for

injection

Hemorrhagic stroke

[Haemorrhagic stroke]
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Atrioventricular block
complete [Atrioventricular

block complete]

2.3

CMUH108-
REC1-059

2020/9/4

2009TURO
02750

Followup
8

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

cerebrovascular disease

[Cerebrovascular disorder]

2.3

CMUH108-
REC1-059

2020/9/19

2009AUSO
08308

Followup
4

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Colonic perforation [Large

intestine perforation]

1.23

109 # 12 * 09 p




=S

8 FHR

?tﬁ)i

P?L"

-
—

»

=x

2% R
FRERE

€§v’$ﬁiﬁ€
(1t eix)

¢

L P

>3
2

W Eu

£ fx‘+

=i -

‘%’z’&

| d
=

3 AFE

£

10.

CMUH108-
REC1-059

2020/9/4

2009TURO
02750
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9

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Stroke [Cerebrovascular

accident]

2.3
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5

#1) MK-7902
(lenvatinib
mesylate)
Capsule
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PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Colonic perforation [Large

intestine perforation]

1.23
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8

#1) MK-7902
(lenvatinib
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Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Hemorrhagic stroke

[Haemorrhagic stroke]

1.3
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5
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injection

malignant neoplasm
progression [Malignant

neoplasm progression]
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#1) MK-3475 )
] malignant neoplasm
CMUH103- 1906CHNO |Followup | (pembrolizumab ) )
14, 2019/4/4 _ progression [Malignant | 1.3 | A
REC1-123 07049 6 ) Solution for )
S neoplasm progression]
injection
#1) MK-3475
] malignant neoplasm
CMUH103- 1906CHNO |Followup | (pembrolizumab ) ]
15. 2019/4/4 _ progression [Malignant | 1.3 | A
REC1-123 07049 7 ) Solution for ]
o neoplasm progression]
injection
1.Urinary tract infection
CMUH107- 201911258 | follow with sepsis
16. 2019/11/14 Niraparib 13 A
REC1-189 48(5) up 5 2.SHORTNESS OF
BREATH
1.PNEUMONIA
CMUH107- 202009366 | follow ) )
17. 2020/9/17 Niraparib 2.RESPIRATORY 13 ( A
REC1-189 02(1) up 1
FAILURE
#1) MK-7902
Study (Code not ) o
Elevation of Total Bilirubin
broken) S
[Blood bilirubin increased]
CMUH107- 2009MEXO[Followup| #2 ) BLINDED
18. 2020/10/8 malignant neoplasm 1 A
REC1-188 01158 3 THERAPY _ _
) progression [Malignant
(pembrolizumab )
) neoplasm progression]
) Solution for
injection
Increase ALT worsening
[Alanine aminotransferase
increased]
Increase worsening ALT
#1) MK-7902 | [Alanine aminotransferase
CMUH107- 2002USAO0 |Followup ]
19. 2020/10/8 Study (Code not increased] 23 | A
REC1-188 02339 35
broken) Increase worsening ALT
[Alanine aminotransferase
increased]
Diabetic ketoacidosis
[Diabetic ketoacidosis]
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21. 2020/10/9 Study (Code not _ _ 23 | A
REC1-188 02339 36 [Alanine aminotransferase
broken) )
increased]
Diabetic ketoacidosis
[Diabetic ketoacidosis]
#1) MK-7902
Study (Code not
broken)
#2)
indomethacin Thrombocytopenia
(indomethacin) [Thrombocytopenia]
CMUH107- 2005USAO0 [Followup Capsule Blood and lymphatic
22. 2020/10/9 ) ) 23 [ A
REC1-188 07205 16 #3) Cannabis disorders, other (ITP)
sativa (Cannabis [Immune
sativa) thrombocytopenia]
#4) MS
CONTIN
(morphine
sulfate)
#1) MK-7902
CMUH107- 2007CHLO |Followup ) )
23. 2020/10/10 Study (Code not sepsis [Sepsis] 23| A
REC1-188 08666 11
broken)
intestinal occlusion
#1) MK-7902 | [Intestinal obstruction]
CMUH107- 2003MEXO|Followup ) )
24, 2020/10/14 Study (Code not| Diarrhea [Diarrhoea] 23| A
REC1-188 01284 14
broken) ABDOMINAL SEPSIS
[Abdominal sepsis]
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Increase ALT worsening
[Alanine aminotransferase
increased]
#1) MK-7902
CMUH107- 2002USAO0 |Followup Increase worsening ALT
25. 2020/10/23 Study (Code not ] ) 23 | A
REC1-188 02339 37 [Alanine aminotransferase
broken) )
increased]
Diabetic ketoacidosis
[Diabetic ketoacidosis]
#1) MK-7902 | The decompensation of
CMUH107- 2007RUSO |Followup ) ) ) )
26. 2020/10/23 Study (Code not| liver cirrhosis [Hepatic | 1.3 | A
REC1-188 04671 1 o
broken) cirrhosis]
#1) MK-7902
Study (Code not
broken) platelets decreased
#2) [Platelet count decreased]
CMUH107- 2005USAO |Followup| indomethacin Blood and lymphatic
217. 2020/10/26 ) ) ) 131 A
REC1-188 07205 17 (indomethacin) disorders, other (ITP)
Capsule [Immune
#3) Cannabis thrombocytopenia]
sativa (Cannabis
sativa)
#1) MK-7902
Study (Code not
broken) platelets decreased
#2) [Platelet count decreased]
CMUH107- 2005USAO |Followup| indomethacin Blood and lymphatic
28. 2020/10/28 ) ) ) 23 | A
REC1-188 07205 18 (indomethacin) disorders, other (ITP)
Capsule [Immune
#3) Cannabis thrombocytopenia]
sativa (Cannabis
sativa)
#1) MK-7902 Malignant neoplasm
CMUH107- 2008FRAOQ |Followup ) )
29. 2020/10/30 Study (Code not| progression [Malignant | 1.3 | A
REC1-188 10193 5 )
broken) neoplasm progression]
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#1) MK-7902 )
CMUH107- 1906FRAO |Followup hepatic encephalopathy
30. 2019/6/19 Study (Code not _ 13| A
REC1-188 08070 11 [Hepatic encephalopathy]
broken)
#1 ) MK-7902
CMUH107- 1906FRAO (Followup hepatic encephalopathy
31. 2019/6/18 Study (Code not _ 13| A
REC1-188 08070 12 [Hepatic encephalopathy]
broken)
#1) MK-3475
CMUH107- 2002FRAQ |Followup| Study (Code not
32. 2020/1/1 Mucosal inflammation | 2,3 [ A
REC1-174 02590 12 broken)
#2 ) paclitaxel
Colonic perforation »
CMUH108- 2020NO00
33. 2020/3/4 FU3 DCC-2618 General disorder - 2 A
REC1-064 0058 ) N
Impaired general condition
Colonic perforation,
CMUH108- 2020NO00 )
34. 2020/3/4 FU4 DCC-2618 General disorder - 2 A
REC1-064 0058 _ N
Impaired general condition
CMUH108- 2020-FR-00 - ) o
35. 2020/9/22 Initial DCC-2618 Hypertensive crisis 2 A
REC1-064 0494
CMUH108- 2020-FR-00 ) o
36. 2020/9/22 FU1l DCC-2618 Hypertensive crisis 2 A
REC1-064 0494
CMUH108- 2020-FR-00 ) o
37. 2020/9/22 FU2 DCC-2618 Hypertensive crisis 2 A
REC1-064 0494
CMUH108- NVSC2020 [follow up|  Ribociclib ]
38. 2020/3/3 Pulmonary embolism 23| A
REC1-032 PLO074643 3 (LEEO11)
SEPTIC SHOCK
CMUH107- Follow | Atezolizumab
39. 2020/3/8 | 2566140 FEBRILE 13 ] A
REC1-126 up 2 Pertuzumab
NEUTROPENIA
Atezolizumab
Trastuzumab
Paclitaxel MYOCARDITIS
CMUH107- Follow o
40. 2019/8/9 | 2379364 Doxorubicin CARDIAC 234 A
REC1-126 up 4
Cyclophosphami INSUFFICIENCE
de
Pertuzumab
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41.

CMUH107-
REC1-126

2020/3/8 | 2566140

Follow

up 4

Atezolizumab
Pertuzumab
Trastuzumab
Paclitaxel
Doxorubicin
Cyclophosphami
de

SEPTIC SHOCK
FEBRILE
NEUTROPENIA

1,23

42.

CMUH107-
REC1-126

2019/12/24 | 2548826

Follow

up 4

Atezolizumab
Doxorubicin
Paclitaxel
Cyclophosphami
de
Trastuzumab

Pertuzumab

HIPERTRANSAMINEMI
A

43.

CMUH107-
REC1-126

2020/3/9 | 2566140

Follow

up 4

Atezolizumab
Pertuzumab
Trastuzumab
Paclitaxel
Doxorubicin
Cyclophosphami
de

SEPTIC SHOCK
FEBRILE
NEUTROPENIA

1,23

44,

CMUH107-
REC1-058

2020/4/26 | 2594947

Initial

Pertuzumab/Tras
tuzumab
DOXORUBICI
N
CYCLOPHOSP
HAMIDE
DOCETAXEL

UNEXPLAINED DEATH

45.

CMUH107-
REC1-058

2020/4/26 | 2594947

Follow

up 1

Pertuzumab/Tras
tuzumab
DOXORUBICI
N
CYCLOPHOSP
HAMIDE
DOCETAXEL

UNEXPLAINED DEATH
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Trastuzumab
Pertuzumab
PACLITAXEL
CMUH107- Follow
46. 2020/4/3 | 2580655 DOXORUBICI HEART FAILURE 23 [ A
REC1-058 up 2
N
CYCLOPHOSP
HAMIDE
Congenital Anamoly of ne
Blinded
whborn-
Therapy . )
bowel perforation, Medical
CMUH107- 2020RTNO (RE-021 or ]
47, 2020/9/11 INI Problems of baby at birth t[ 1 A
REC1-128 0100 Irbesartan) A
at
(IRBESARTAN) _ _
resulted in a serious outco
Tablet, 75 mg
me
FEBRILE
NEUTROPENIA (Febrile
neutropenia)
URINARY TRACT
INFECTION (Urinary tract
CMUH106- follow up o ) ) 2,3,
48. 2018/9/4 | 2182535 Vincristine infection) A
REC1-163 3 7
BLOOD INFECTION
(Haematological infection)
NEUTROPHIL COUNT
DECREASE (Neutrophil
count decreased)
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49.

CMUH106-
REC1-163

2018/9/4 | 2182535

follow up
3

Polatuzumab
Vedotin

FEBRILE
NEUTROPENIA (Febrile
neutropenia)
URINARY TRACT
INFECTION (Urinary tract
infection)
BLOOD INFECTION
(Haematological infection)
NEUTROPHIL COUNT
DECREASE (Neutrophil

count decreased)

2,3,

50.

CMUH106-
REC1-163

2018/9/4 | 2182535

follow up
4

Vincristine

FEBRILE
NEUTROPENIA (Febrile
neutropenia)
NEUTROPHIL COUNT
DECREASE (Neutrophil
count decreased)
URINARY TRACT
INFECTION (Urinary tract
infection)
BLOOD INFECTION

(Haematological infection)

2,3,

51.

CMUH106-
REC1-163

2018/9/4 | 2182535

follow up
4

Polatuzumab
Vedotin

FEBRILE
NEUTROPENIA (Febrile
neutropenia)
NEUTROPHIL COUNT
DECREASE (Neutrophil
count decreased)
URINARY TRACT
INFECTION (Urinary tract
infection)
BLOOD INFECTION

(Haematological infection)

2,3,
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FEBRILE
NEUTROPENIA (Febrile
neutropenia)
NEUTROPHIL COUNT
DECREASE (Neutrophil
CMUH106- follow up| Polatuzumab 2,3,
52. 2018/9/4 | 2182535 ) count decreased) A
REC1-163 5 Vedotin 7
URINARY TRACT
INFECTION (Urinary tract
infection)
BLOOD INFECTION
(Haematological infection)
FEBRILE
CMUH106- follow up| Polatuzumab | NEUTROPENIA (Febrile
53. 2019/4/7 | 2301801 ) ) 2,3 A
REC1-163 4 Vedotin neutropenia)
ILEUS (lleus)
ACUTE KIDNEY
CMUH106- follow up o )
54, 2019/8/8 | 2383671 Vincristine INJURY (Acute kidney | 1,3 | A
REC1-163 2 -
injury)
ACUTE KIDNEY
CMUH106- follow up| Polatuzumab )
55. 2019/8/8 | 2383671 INJURY (Acute kidney | 1,3 | A
REC1-163 2 Vedotin o
injury)
CMUH106- o o
56. 2019/11/2 | 2465178 | initial Vincristine DEATH (Death) 1 A
REC1-163
CMUH106- o Polatuzumab
57. 2019/11/2 | 2465178 | initial DEATH (Death) 1 A
REC1-163 Vedotin
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58.

CMUH106-
REC1-163

2019/5/24

2329573

follow up
7

Vincristine

WHITE BLOOD CELL
DECREASED (White
blood cell decreased)

NEUTROPHIL COUNT

DECREASED (Neutrophi
count decreased)

WHITE BLOOD CELL

COUNT DECREASED

(White blood cell count

decreased)
NEUTROPHIL COUNT
DECREASED (Neutrophil
count decreased)

FEVER (Fever)

2,3

59.

CMUH106-
REC1-163

2019/5/24

2329573

follow up

7

Polatuzumab

Vedotin

WHITE BLOOD CELL
DECREASED (White
blood cell decreased)

NEUTROPHIL COUNT

DECREASED (Neutrophil

count decreased)

WHITE BLOOD CELL

COUNT DECREASED

(White blood cell count

decreased)

NEUTROPHIL COUNT

DECREASED (Neutrophil

count decreased)

FEVER (Fever)

2,3

60.

CMUH106-
REC1-163

2019/4/28

2311359

follow up

4

Polatuzumab

Vedotin

SEPSIS BY KLEBSIELLA
PNEUMONIAE
(Klebsiella sepsis)

2,3

61.

CMUH106-

2019/5/10
REC1-163

2318273

follow up

1

Polatuzumab

Vedotin

CYTOMEGALOVIRUS
INFECTION

(Cytomegalovirus

2,3

infection)
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CMUH106-
REC1-163

2019/10/29

2318287

follow up
3

Polatuzumab
Vedotin

ENTERITIS BY
CYTOMEGALOVIRUS

(Cytomegalovirus enteritis)

2,3

63.

CMUH106-
REC1-163

2019/5/10

2318273

follow up
2

Polatuzumab
Vedotin

CYTOMEGALOVIRUS
INFECTION
(Cytomegalovirus
infection)
CYTOMEGALOVIRUS
INFECTION
(Cytomegalovirus
infection)
FEBRILE
NEUTROPENIA (Febrile
neutropenia)
DIARRHEA (Diarrhea)

2,3

64.

CMUH106-
REC1-163

2019/10/29

2318287

follow up
4

Polatuzumab
Vedotin

ENTERITIS BY
CYTOMEGALOVIRUS
(Cytomegalovirus enteritis)
CAMPYLOBACTER
JEJUNI INTESTINAL
INFECTION
(Campylobacter intestinal
infection)
ENTERITIS BY
CYTOMEGALOVIRUS

(Cytomegalovirus enteritis)

2,3

65.

CMUH106-
REC1-163

2019/5/10

2318273

follow up
3

Polatuzumab

Vedotin

CYTOMEGALOVIRUS
INFECTION
(Cytomegalovirus
infection)
FEBRILE
NEUTROPENIA (Febrile
neutropenia)

DIARRHEA (Diarrhea)

2,3
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CMUH106-
REC1-163

66.

2019/5/10

2318273

4

follow up

Vedotin

Polatuzumab

CYTOMEGALOVIRU
INFECTION
(Cytomegalovirus

infection)

INFECTION
(Cytomegalovirus
infection)

FEBRILE

neutropenia)

DIARRHEA (Diarrhea)

CYTOMEGALOVIRUS

NEUTROPENIA (Febrile

S

2,3

67.

CMUH106-
REC1-163

2019/8/16

2384926

1

follow up

Vincristine

PNEUMONIA

(Pneumonia)

1,3

68.

CMUH106-
REC1-163

2019/8/16

2384926

follow up

1

Polatuzumab

Vedotin

PNEUMONIA

(Pneumonia)

1,3

69.

CMUH106-
REC1-163

2019/4/28

2311359

follow up

5

Polatuzumab

Vedotin

PNEUMONIAE
(Klebsiella sepsis)

SEPSIS BY KLEBSIELLA

2,3

70.

CMUH106-

2019/5/10
REC1-163

2318273

follow up

Polatuzumab

Vedotin

CYTOMEGALOVIRUS
INFECTION
(Cytomegalovirus
infection)
FEBRILE
NEUTROPENIA (Febrile
neutropenia)
CYTOMEGALOVIRUS
INFECTION
(Cytomegalovirus
infection)

DIARRHEA (Diarrhea)

2,3

71.

CMUH106-

2019/12/12
REC1-163

2504818

initial

Polatuzumab

Vedotin

DIARRHEA (Diarrhea)
GASTROENTERITIS

(Gastroenteritis)

2,3
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72.

CMUH106-
REC1-163

2019/5/10

2318273

follow up
6

Polatuzumab
Vedotin

CYTOMEGALOVIRUS
INFECTION
(Cytomegalovirus
infection)
FEBRILE
NEUTROPENIA (Febrile
neutropenia)
CYTOMEGALOVIRUS
INFECTION
(Cytomegalovirus
infection)
DIARRHEA (Diarrhea)

2,3

73.

CMUH106-
REC1-163

2019/7/3

2359316

follow up
2

Vincristine

RESPIRATORY FAILURE

(Respiratory failure)

74.

CMUH106-
REC1-163

2019/7/3

2359316

follow up
2

Polatuzumab
Vedotin

RESPIRATORY FAILURE

(Respiratory failure)

75.

CMUH106-
REC1-163

2019/12/12

2504818

follow up
1

Polatuzumab
Vedotin

DIARRHEA (Diarrhea)
GASTROENTERITIS

(Gastroenteritis)

2,3

76.

CMUH106-
REC1-163

2020/4/10

2318287

follow up
8

Polatuzumab
Vedotin

CITOMEGALOVIRUS
REACTIVATION
(Cytomegalovirus infection
reactivation)
ENTERITIS BY
CYTOMEGALOVIRUS
(Cytomegalovirus enteritis)
ENTERITIS BY
CYTOMEGALOVIRUS
(Cytomegalovirus enteritis)
CAMPYLOBACTER
JEJUNI INTESTINAL
INFECTION
(Campylobacter intestinal

infection)

2,3
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77.

CMUH108-
REC1-059

2020/4/8

2004BRA0
03494

Followup
9

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Accute breathing
insufficiency [Acute

respiratory failure]

1.2.3

78.

CMUH108-
REC1-059

2020/9/15

2009AUSO
08308

Followup
6

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

intestine perforation]

Colonic perforation [Large

1.23

79.

CMUH108-
REC1-059

2020/9/19

2009AUSO
08308

Followup
7

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

intestine perforation]

Colonic perforation [Large

1.23
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#1) MK-7902
(lenvatinib
mesylate)
Capsule
30 CMUH108- 2020/9/15 2009AUSO |Followup #2) Colonic perforation [Large 123 A
REC1-059 08308 8 PEMBROLIZU intestine perforation]
MAB
(pembrolizumab
) Solution for
injection
#1) MK-7902
(lenvatinib
mesylate)
Capsule . .
CMUH108- 2011CHNO |Followup #2) ventricular tachycardia
81. 2020/11/17 [Ventricular tachycardia] | 2.3 | A
REC1-059 14656 1 PEMBROLIZU liver injury [Liver injury]
MAB
(pembrolizumab
) Solution for
injection
(3R] FRPHE -
x FREEAER
P ,
B o £ 1 A FHENG
(2% 2pdp4 ]
01. SLL_GUSELKUMAB Blinded_30Nov2017-12Mar2018
02. SLL_GUSELKUMAB Blinded 13Mar2018-12Jul2018
03. SLL_GUSELKUMARB Blinded_13Jul2018-12Jan2019
n CMUH107-RECL1:093 | 3 B 04. SLL_GUSELKUMARB Blinded 13Jan2019-12Jul2019
05. SSR_Guselkumab_Blinded_13Jul2019-12Jan2020
06. SLL_USTEKINUMAB Blinded_01Jan2018-30Jun2018
07. Ustekinumab_6 Monthly Line Listing_01Jul2018 to
31Dec2018
08. Ustekinumab_6 Monthly Line Listing_01Jan2019 to
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30Jun2019
09. SLL_USTEKINUMAB Blinded_01Jul2019-31Dec2019
[##]
RO
i % 4 & 3 Dear Investigator Letter : Dear Investigator
2. CMUH107-REC1-126 | * &%
Letter TECENTRIQ® (atezolizumab) : The Identified Risk of
severe cutaneous adverse reactions(SCARS) associated with the
use of TECENTRIQ(atezolizumab), dated 23-Oct-2020
(2= 2144 ]
*E5% ¥4 AL 1 INCA24 SUSAR listing
PHAFLHF 109# 04 0Lp 3 109# 09 30 P
[z8x 2134 ]
3. CMUH105-REC1-139 | L 7T | *3#% &4 &4 : RADO001_transplant SUSAR listing
PMFLYF 109£04 7 01p X 109& 09 % 30 P
[z % 2444 ]
*#% % L4 RAD001_oncology SUSAR listing
PMAFLYF 109 £04 7 01p X 109& 09 % 30 P
[2%+5%FL % 4]
4. | CMUH105-REC1-109 | * &#§ | *s= 4 : 1101551
*p g 2020 & 08 *
T % [DSMB 4341 +v]
5. CMUH109-REC1-125 )
# *Ak e pd 0109 & 11 % 09 p
[DSMB i34 i )
*A-zk izt p ¥ 12019 & 05 * 06 p IDMC Recommendation
Form#7_06May2019
*dk iz p Hp 2019 £ 09 % 26 p IDMC Recommendation
Form#8 26Sep2019
6. CMUH107-REC1-020 | 3 ity | *i-ak G 2 p 4 12019 # 12 * 19 p IDMC Recommendation
Form #9_19Dec2019
*A-zk izt p ¥ 12020 # 02 * 12 p IDMC Recommendation
Form#10_12Feb2020
*A-xk izt p g 22020 & 10 * 09 p IDMC
Recommendation_Meeting 11 _090ct202
(2]
7. CMUH107-REC1-093 | 2 #p | *p % ([FE? R F 23 (et )]

20190904788(0) initial
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20190904788(1.0) follow up 1
20190904788(3.0) follow up 3
20190904788(4.0) follow up 4
20190904788(5.0) follow up 5
20190904788(7.0) follow up 7
20190904788(8.0) follow up 8
20191006704(0.0) initial
20191006704(2.0) follow up 2
20191006704(3.0) follow up 3
20191006704(4.0) follow up 4
20191006704(5.0) follow up 5
20191006704(6.0) follow up 6
20191006704(7.0) follow up 7
20191006704(8.0) follow up 8
20191006704(9.0) follow up 9
20191006704(10.0) follow up 10
20191006704(11.0) follow up 11

CMUH108-REC1-055

ps
\L
&

(##]
hOE ?T.‘,%J%‘ EYER I R
1) Urgent Safety Memo (USM) Halting Enrollment of
Patients with Mantle Cell Lymphoma in Ongoing Clinical Studies
of Odronextamab _30 Oct 2020

CMUH104-REC1-135

v AR

[5° il i)

*ipdop dp 109 # 10 * 06 p

10.

CMUH102-REC1-068

L

(EEIIEYE D
SUSAR LL : Astellas SUSAR LL
Enzalutamide_29FEB2020-30AUG2020_Mlinded

*E 5% ¥4 L4 © Enzalutamide

*E pMIFLHPEF 109 & 027 29p 3 109+# 08 ¢ 30 p

11.

CMUH108-REC1-032

[##]
MF RS R A EATR SR p & (COVID-19): F 8 1 ik
Ffedp sl AR TP ERE é?\@p}ﬁ g i
L
1.RE: Impact of the Coronavirus (COVID-19) outbreak on the
NATALEE trial conduct. : March 9th, 2020
o EE Y i @lﬁ BPrEE A uwF 91% ERGE N
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oF FIA M XA w2 fé@é%iég"lz RERALS 0 AR T
BAZHCRA R FS e e (Medical Monitor) i FEidig - #
ﬁﬁp%o
FTELETIMFE > XRBE AR L KN AT 2

FEEBLRK LR R %.5’ i * Ribociclib o
oF XFF Y L COVID-19 - ¥ Eesrp CRE I
pRETFFLAF
[P BFEETFFP 5 0 HEIELRFHRA]
2.RE: Impact of the Coronavirus (COVID-19) outbreak on the
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4.RE: Impact of the Coronavirus (COVID-19) outbreak on the
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