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CMUH103-(2016/12/5 MK-3475 | Pleural effusion [Pleural
L REC1-123 1612BRA | follow [(pembrolizuma effusion] 23| A
005536 | up 12 |b) Solution for |Pleural effusion [Pleural
injection effusion]
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CMUH103-
REC1-123

2017/3/21

1703BRA
011508

follow
up 2

PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

Febrile neutropenia
[Febrile neutropenia]

2.3

CMUH103-
REC1-123

2016/9/13

1609MEX
010327

follow
up 7

PEMETREXE
D (3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

gastrointestinal toxicity
[Gastrointestinal
toxicity]

1.3

106 # 57 31p
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; R LA SR iﬁ;&f ﬂ:““ P §:: Jal 7 AE @ EE|ER
CMUH103-(2016/3/31 pneumonia [Pneumonia]
REC1-123 Thrombocytopenia
PEMETREXE| [Thrombocytopenia]
D (3475 Anemia [Anaemia]
SOLUTION |[gastrointestinal bleeding
FOR [Gastrointestinal
INJECTION haemorrhage]
STUDY) Leukopenia
1604TUR | follow (pemetrexed) [L-eukopenla]-
4, Intravenous febril neutropenia 123 A
002203 | up11 L. . .
infusion [Febrile neutropenia]
CARBOPLATI hyperuricemia
N (3475 [Hyperuricaemia]
SOLUTION |[Elevated AST [Aspartate
FOR aminotransferase
INJECTION increased]
STUDY) blood bilirubin increase
[Blood bilirubin
increased]
CMUH103-2017/4/22 PACLITAXEL
REC1-123 (3475
SOLUTION
FOR
INJECTION level 4
STUDY) |myelosuppression [Bone
(paclitaxel) marrow failure]
5. 1704CHN initial | Intravenous | gastrointestinal reaction | 1.3 | A
013017 L
infusion after chemotherapy
CARBOPLATI [Gastrointestinal
N (3475 disorder]
SOLUTION
FOR
INJECTION
STUDY)
106 # 5% 31p ¥ 20 B o x 44 T
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CMUH105-|2016/11/28 A7 43R . 1,2,3
6. 1861640 Atezolizumab DYSPNEA A
REC3-049 ; 4
CMUH102-{2017/1/30 1) Other Serious Criteria:
REC1-068 Enzalutamide | Medically Significant
Blinded (Code | Cardiac arrest resulting
not broken) | from pulmonary emboli
2017US00| = . 2) [Cardiac arrest]
7. initial ] ] ) 2371 A
5187 Enzalutamide | Cardiac arrest resulting
(ENZALUTA | from pulmonary emboli
MIDE) [Pulmonary embolism]
Capsule, 40 Fractured right knee
mg [Lower limb fracture]
CMUH102-(2017/2/13 Enzalutamide
REC1-068 2017US00( . .. (ENZALUTA
8. initial Death [Death] 1 A
9026 MIDE)
Capsule
CMUH102-(2016/4/18 1)
REC1-068 Enzalutamide | Other Serious Criteria:
(ENZALUTA | Medically Significant
MIDE) Nausea [Nausea]
Capsule Vomiting [Vomiting]
o 2016US01| follow 2) Shortness of breath 130 A
5980 upl |TRASTUZUM [Dyspnoea]
AB Weakness [Asthenia]
(TRASTUZU | Progressive disease
MAB) [Malignant neoplasm
Formulation progression]
unknown
106 # 57 31 p $ 21 F % 44 F
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CMUH102-{2017/1/30 1) Other Serious Criteria:
REC1-068 Enzalutamide | Medically Significant
Blinded (Code | Cardiac arrest resulting
not broken) | from pulmonary emboli
2017US00| follow 2) [Cardiac arrest]
10. _ : 123 A
5187 up 1l | Enzalutamide | Cardiac arrest resulting
(ENZALUTA | from pulmonary emboli
MIDE) [Pulmonary embolism]
Capsule, 40 Fractured right knee
mg [Lower limb fracture]
CMUH102-(2017/1/16 Enzalutamide
REC1-068 (ENZALUTA | Deterioration of general
11 20170101 | follow MIDE) condition [General 13| A
948 up 2 Capsule, 40 physical health
mg {Lot # deterioration]
205}
CMUH102-{2017/1/30 Other Serious Criteria:
REC1-068 Enzalutamide | Medically Significant
Blinded (Code | Cardiac arrest resulting
not broken) | from pulmonary emboli
1 2017US00]| follow | Enzalutamide [Cardiac arrest] 23| A
5187 up2 | (ENZALUTA | Cardiac arrest resulting
MIDE) from pulmonary emboli
Capsule, 40 | [Pulmonary embolism]
mg Fractured right knee
[Lower limb fracture]
CMUH102-(2016/7/27 |EC-2016-0 . o
13. FU2 Lenvatinib Progressive disease 1 A
REC1-053 22628
CMUH104-(2017/3/29 |DE-JNJFO
14. |REC1-116 C-201704 | initial |JNJ-56021927| 1. HYPERGLYCEMIA | 23 | A
01218(0)
CMUH103-(2016/12/5 MK-3475 | Pleural effusion [Pleural
15 REC1-123 1612BRA | follow [(pembrolizuma effusion] 23| A
005536 | up 13 |b) Solution for |Pleural effusion [Pleural
injection effusion]
106 # 5% 31p % 22 F o 44 T
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CMUH103-{2016/10/19 PACLITAXEL
REC1-123 (3475
SOLUTION
FOR
INJECTION Pulmonary fistula
STUDY) [Pulmonary fistula]
16118RA | follow (paclitaxel) pulmonary sep5|.s
16. Intravenous [Pulmonary sepsis] [1.2.3| A
000279 | up12 L i i .
infusion respiratory infection
CARBOPLATI [Respiratory tract
N (3475 infection]
SOLUTION
FOR
INJECTION
STUDY)
CMUH103-(2016/6/24 MK-3475 septic shock [Septic
17 REC1-123 1606BRA | follow |(pembrolizuma shock] 3l A
013051 up 4 |b) Solution for hypoglycemia
injection [Hypoglycaemia]
CMUH103-{2017/3/10 CARBOPLATI
REC1-123 N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
18, 1704ZAF0 it | Intravenous Unknown cause of death . A
13601 o [Death]
Injection
PEMETREXE
D (3475
SOLUTION
FOR
INJECTION
STUDY)
106 # 5% 31p ¥ 23 % % 44 T
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CMUH103-{2016/10/1 Respiratory infection
REC1-123 [Respiratory tract
MK-3475 infection]
1610BRA | follow [(pembrolizuma pneumonitis
19. ] . 123 A
001391 up 8 |b) Solution for [Pneumonitis]
injection Respiratory
insufficiency
[Respiratory failure]
CMUH103-(2016/3/22 PACLITAXEL
REC1-123 (3475
SOLUTION
FOR
INJECTION ) .
Anaphylactic reaction to
STUDY) . .
) paclitaxel [Anaphylactic
(paclitaxel) .
1604BRA | follow reaction]
20. Intravenous . . A
009868 up5 ) ) Anaphylactic reaction to
infusion ) .
paclitaxel [Anaphylactic
CARBOPLATI )
reaction]
N (3475
SOLUTION
FOR
INJECTION
STUDY)

106 # 57 31p
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CMUH103-{2017/1/31 PACLITAXEL
REC1-123 (3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel) Bone marrow
21. 1702CHN follow Intravenous hypocellular [Bone 2 A
008106 up 6 o .
infusion marrow failure]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
CMUH103-(2017/4/22 PACLITAXEL
REC1-123 (3475 level 4
SOLUTION |myelosuppression [Bone
FOR marrow failure]
INJECTION | gastrointestinal reaction
STUDY) after chemotherapy
(paclitaxel) [Gastrointestinal
22. L704CHN| follow Intravenous disorder] 13| A
013017 up 2 L i ) )
infusion infectious shock [Septic
CARBOPLATI shock]
N (3475 respiratory failure
SOLUTION [Respiratory failure]
FOR pulmonary infection
INJECTION [Lung infection]
STUDY)
106 # 5% 31 p ¥ 25 F o &£ 44 F
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23.

CMUH103-
REC1-123

2016/6/9

1606POL0O
06518

follow
up 5

CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
Intravenous
Injection
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)

infection after
chemotherapy

[Infection]

1.3

24.

CMUH103-
REC1-123

2016/2/9

1602PERO
06636

follow
up 3

CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
Intravenous
Injection
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)

febril neutropenia
[Febrile neutropenia]
Neutropenia grade 1V
[Neutropenia]

2.3
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CMUH103-{2016/3/2 intestinal perforation
MK-3475
REC1-123 ) secondary to
1603PERO| follow |(pembrolizuma L
25. ) diverticulum 1.2.3] A
04463 up 9 |b) Solution for L
o [Diverticular
injection .
perforation]
CMUH103-(2017/4/22 PACLITAXEL
REC1-123 (3475 llevel 4
SOLUTION |myelosuppression [Bone
FOR marrow failure]
INJECTION | gastrointestinal reaction
STUDY) after chemotherapy
(paclitaxel) [Gastrointestinal
1704CHN | follow )
26. Intravenous disorder] 13| A
013017 up 1 L i .
infusion infectious shock
CARBOPLATI [Infection]
N (3475 respiratory failure
SOLUTION [Respiratory failure]
FOR pulmonary infection
INJECTION [Lung infection]
STUDY)
CMUH103-{2016/11/29 PACLITAXEL
REC1-123 (3475
SOLUTION
FOR
INJECTION o
ketoacidosis
STUDY) o
] [Ketoacidosis]
(paclitaxel) ) )
1612CHN | follow pneumonia [Pneumonia]
27. Intravenous . 13 A
007819 | up 16 . . high blood glucose
infusion
[Blood glucose
CARBOPLATI .
increased]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
106 # 5% 31 p 5 27 F % I
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CMUH103-|2016/12/23 PACLITAXEL
REC1-123 (3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
1702ARG | follow
28. Intravenous | dyspnoea [Dyspnoea] 1 A
001875 up 3 L
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
CMUH103-{2017/4/22 PACLITAXEL
Death [Death]
REC1-123 (3475
level 4
SOLUTION I ion [B
myelosuppression [Bone
FOR Y PP .
marrow failure]
INJECTION . . .
gastrointestinal reaction
STUDY)
] after chemotherapy
(paclitaxel) . .
1704CHN | follow [Gastrointestinal
29. Intravenous . 13 A
013017 up 3 ] ) disorder]
infusion . . .
infectious shock [Septic
CARBOPLATI
shock]
N (3475 i .
respiratory failure
SOLUTION [Respiratory failure]
espiratory failure
FOR P y )
pulmonary infection
INJECTION o
[Lung infection]
STUDY)
106 # 5% 31p ¥ 28 F & 44 F
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CMUH103-{2016/12/22 CARBOPLATI
REC1-123 N (3475
SOLUTION
FOR
INJECTION
platelet count decreased
STUDY)
i [Platelet count
(Carboplatin)
1612CHN | follow decreased]
30. Intravenous . 23] A
013228 | up 16 o Neutrophil count
Injection .
decreased [Neutrophil
PEMETREXE
count decreased]
D (3475
SOLUTION
FOR
INJECTION
STUDY)
CMUH105-{2017/1/3 general health
REC1-102 1704FRAO| = MK-3475 degradation [General
31. initial ] 1341 A
12858 study physical health
deterioration]
CMUH104-12016/10/20 CAPECITABI
REC1-118 NE (3475
SOLUTION
2 1610USA | follow FOR cardiac tamponade 23| A
' 012420 | up9 | INJECTION | [Cardiac tamponade] |
STUDY)
(capecitabine)
Tablet
CMUH102-12016/9/9 STROKE IN RIGHT
EC-2017-0 .
33. |[REC1-053 25113 FU Lenvatinib [HEMISPHERE,ASPER| 1,3 | A
GILLUS PNEUMONIA
CMUH102-12016/8/3 Suspected gastric cancer,
REC1-053 Aggravated underlyin
EC-2016-0 . gg. ying
34. FU Lenvatinib disease (tumour 1,71 A
19356
enlargement),
Anorexia, Proteinuria
106 # 5% 31p ¥ 29 F o x 44 T
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CMUH102-12016/12/29 Hyponatremia, Death
EC-2017-0 . .
35. |REC1-053 INT Lenvatinib due to underlying 12 A
25445 .
disease
CMUH102-]2017/3/13 [EC-2017-0 o Decompensated heart
36. FU Lenvatinib ] 1 A
REC1-053 25945 failure
CMUH103-(2016/2/9 CARBOPLATI
REC1-123 N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin) febril neutropenia
37 1602PERO| follow | Intravenous [Febrile neutropenia] 23| A
' 06636 up 4 Injection Neutropenia grade 1V '
PACLITAXEL [Neutropenia]
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
CMUH103-(2016/3/2 intestinal perforation
MK-3475
REC1-123 ) secondary to
1603PERO| follow |(pembrolizuma o
38. . diverticulum 123 A
04463 up 10 [b) Solution for o
o [Diverticular
injection .
perforation]
106 # 5% 31p % 30 F - 44 T
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CMUH103-{2017/4/22 PACLITAXEL
Death [Death]
REC1-123 (3475
level 4
SOLUTION | ion [B
myelosuppression [Bone
FOR Y PP .
marrow failure]
INJECTION . . .
gastrointestinal reaction
STUDY)
) after chemotherapy
(paclitaxel) . )
1704CHN | follow [Gastrointestinal
39. Intravenous ] 13| A
013017 up 4 ) ) disorder]
infusion ) ] ]
infectious shock [Septic
CARBOPLATI
shock]
N (3475 i )
respiratory failure
SOLUTION [Respiratory failure]
espiratory failure
FOR P y .
pulmonary infection
INJECTION i i
[Lung infection]
STUDY)
CMUH103-{2016/10/1 Respiratory infection
REC1-123 [Respiratory tract
MK-3475 infection]
1610BRA | follow |(pembrolizuma pneumonitis
40. ) . 123 A
001391 up 9 [b) Solution for [Pneumonitis]
injection Respiratory
insufficiency
[Respiratory failure]
CMUH103-(2016/6/24 MK-3475
" REC1-123 1606BRA | follow [(pembrolizuma| septic shock [Septic 3l A
' 013051 | up5 [b) Solution for shock] '
injection
CMUHO015-|2016/10/26 . ATEZOLIZU | IMMUNE-MEDIATED
42, 1848121 | Initial 2,3 A
REC1-109 MAB ADVERSE REACTION
CMUHO015-{2016/10/13 Trastuzumab
. FATAL DRUG
REC1-109 Follow | Emtansine
43. 1842885 INDUCED 1,31 A
up 1l |(Trastuzumab-
LIVER INJURY
MCC-DM1)
106 # 5% 31 p ¥ 31 % 44 T
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CMUHO015-|2016/10/23 DEATH DUE TO
REC1-109 UNKNOWN
CAUSE(follow-up
Follow | ATEZOLIZU
44, 1847335 report where the event of[ 1 A
up 1 MAB
sudden death was
changed to death due to
unknown cause)
CMUHO015-{2016/10/26 IMMUNE-MEDIATED
REC1-109 ADVERSE
REACTION(follow-up
Follow 2,3,
45, 1848121 1 MPDL3280A | report that no longer . A
u
P meets criteria for
expedited safety
reporting)
CMUHO015-{2016/12/18 FATAL
. ATEZOLIZU
46. |[REC1-109 1864074 | Initial MAB HEMOPHAGOCYTIC | 1,3 | A
SYNDROME
CMUHO015-{2016/12/13 Trastuzumab
REC1-109 Follow | Emtansine PLATELET COUNT
47. 1867803 23| A
up 1 |(Trastuzumab- REDUCED
MCC-DM1)
CMUHO015-|2016/12/18 Trastuzumab
_ FATAL
REC1-109 . Emtansine
48. 1864074 | Initial HEMOPHAGOCYTIC | 1,3 | A
(Trastuzumab-
SYNDROME
MCC-DM1)
CMUHO015-(2017/2/27 . ) PLEURAL INFECTION
49, 1900221 | Initial | Atezolizumab 2,31 A
REC1-109 (EMPYEMA)
CMUHO015-|2017/2/27 Trastuzumab
REC1-109 . Emtansine |PLEURAL INFECTION
50. 1900221 | Initial 2,31 A
(Trastuzumab- (EMPYEMA)
MCC-DM1)
106 # 5% 31p ¥ 32 % 44T
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CMUH103-{2016/1/11 PACLITAXEL
REC1-123 (3475
SOLUTION
FOR anemia [Anaemia]
INJECTION hypotension,
STUDY) drug-induced
1601PHLO! follow (paclitaxel) [Hypotension]
51. Intravenous acute coronary 23| A
04551 up 2 o
infusion syndrome [Acute
CARBOPLATI| coronary syndrome]
N (3475 hypoglycemia
SOLUTION [Hypoglycaemia]
FOR
INJECTION
STUDY)
CMUH103-{2016/9/13 PEMETREXE
REC1-123 D (3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed) | gastrointestinal toxicity
52. 1609MEX| follow Intravenous [Gastrointestinal 13 A
010327 up 8 L .
infusion toxicity]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
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53.

CMUH103-
REC1-123

2017/3/23

1705TUR
005646

initial

CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
Intravenous
Injection
PEMETREXE
D (3475
SOLUTION
FOR
INJECTION
STUDY)

neutrophil count
decreased [Neutrophil
count decreased]

o4.

CMUH103-
REC1-123

2016/6/9

1606POL0O
06518

follow
up 6

PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

infection after
chemotherapy

[Infection]

1.3
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55.

CMUH103-
REC1-123

2016/11/29

1612CHN
007819

follow
up 17

PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

ketoacidosis
[Ketoacidosis]
pneumonia [Pneumonia]
high blood glucose
[Blood glucose
increased]

1.3

56.

CMUH103-
REC1-123

2017/4/122

1704CHN
013017

follow
up 5

PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

infectious shock [Septic
shock]
respiratory failure
[Respiratory failure]
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57.

CMUH103-
REC1-123

2017/1/12

1701CHN
011993

follow
up 17

PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

Worsening of anemia
[Anaemia]
platelet count decreased
[Platelet count
decreased]
platelet count decreased
[Platelet count
decreased]

2.3

58.

CMUH103-
REC1-123

2017/5/3

1705UKR
006469

initial

PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

Death [Death]
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CMUH103-{2016/3/22 PACLITAXEL
REC1-123 (3475
SOLUTION
FOR
INJECTION . .
Anaphylactic reaction to
STUDY) ) .
) paclitaxel [Anaphylactic
(paclitaxel) .
1604BRA | follow reaction]
59. Intravenous . ) 23] A
009868 up 6 ) ) Anaphylactic reaction to
infusion ) ]
paclitaxel [Anaphylactic
CARBOPLATI )
reaction]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
CMUH103-(2016/11/29 PACLITAXEL
REC1-123 (3475
SOLUTION
FOR
INJECTION o
ketoacidosis
STUDY) .
] [Ketoacidosis]
(paclitaxel) ) )
1612CHN | follow pneumonia [Pneumonia]
60. Intravenous . 13 A
007819 | up 18 ] ) high blood glucose
infusion
[Blood glucose
CARBOPLATI .
increased]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
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61.

CMUH103-
REC1-123

2016/4/25

1604BRA
017379

follow
up 4

CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
Intravenous
Injection
PEMETREXE
D (3475
SOLUTION
FOR
INJECTION
STUDY)

febrile neutropenia
[Febrile neutropenia]

2.3

62.

CMUH103-
REC1-123

2017/5/3

1705UKR
006469

follow
up 18

PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

Death [Death]

63.

CMUH105-
REC1-102

2017/1/3

1704FRAO
12858

follow
upl

MK-3475
study

general health
degradation [General

physical health

deterioration]

134
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CMUH105-(2017/1/3 general health
64 REC1-102 1704FRAO0| follow MK-3475 degradation [General 34| A
' 12858 | up2 study physical health
deterioration]
CMUH105-{2017/1/23 ALT and AST increased
REC1-102 [Hepatic enzyme
1701TUR | follow MK-3475 )
65. increased] 23 | A
011979 | up 15 study .
pleural effusion [Pleural
effusion]
CMUH104-(2016/12/9 CAPECITABI
REC1-118 NE (3475
SOLUTION )
pancytopenia
1612ITAO| follow FOR .
66. [Pancytopenia] 13| A
06627 up9 | INJECTION } .
sepsis [Sepsis]
STUDY)
(capecitabine)
Tablet
[L&R] FRPH -
ey FFHEFRZA
%.L
g 2
%3 6 BH e FEPF
[ 24dp4 ]
FERES LA CX-4945
1. | CMUH104-REC1-135 | v # & )
S ek ppdp AW 12016 £ 8% 14 p 3 2017 &
27" 13 p, CIOMS report 2016-CX4945-013_FU2
[z 244 ]
*ESRE S LA 1 MK3475 (Pembrolizumab)
2. | CMUH103-REC1-135 | £ & & "
*g rMEARL PR 12016 F 127 04 p 3 2017
#0377 03p
CETEREED
3. | CMUH105-REC1-057 | #l#t+> | *5< 4 : Edition 10
*p ¥ MAR-2017
4. |CMUH104-REC1-122 | #1 7% | [{ a7 X342 %]
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*5x A& ¢ PROD_15MAR2017_7.00: UNIQUE
*p ¥ ¢ 23 Mar 2017
5. | CMUH103-REC1-126 | £+ & SR
' - *n %t Dear Investigator Letter, dated 05 Apr 2017
[{ATa454 2]
6. | CMUH105-REC1-139 | &£ X 7 | *ix & : version 16
*p #1106 & 04 % 04 p
(GEIEIEICEES
L | *EEEY LA 1 MK3475 (Pembrolizumab)
7. | CMUHI04-RECL-1I8 | =546 = *F pMARA W 12016 # 12 % 04 p 3 2017
#0377 03p
[#]
R L MR
8. | CMUH104-REC1-080 | % .1 AF; o sle
emaciclib (LY2835219), IND Aggregate Safety
Report, Approval Date: 29-Aug-2016
[{a7i842p ]
* & 1 OPB-111077
Investigator’s Brochure Edition 6, Release Date:
19Jan2017
[H%]
*nE (1) TRk s % H (Insurance Certificate):
¥ " B FTTRM 25 - H o Policy Period: From 01
9. | CMUH105-REC1-073 | # 4 & | September 2015 to 30 November 2017 - (2) # is id
3¢~ * (Note to File): Clarification on the dose
interruption & reduction guidance in Expansion
Part_ 06Mar2017 : pt < i+ 5 8- B4 v 3+ 4
Z ¥5 B 3% 4 (Expansion part) s 8 B (¢ 7
Cyclel) » 7 i& 4 4F A 2| ¥7:8 (7 & £ ¥ $722 33 %
IR EARTEE L RS AL o P R T A R
BramAgrEE Y o
[ 24dp4 ]
*:2% ¥ ¢4 * Olaparib (AZD2281,
10. | CMUH103-REC1-063 | #% & = | KU-0059436)
* pMFLYPRF 2016 60 16 p 3 2016
#1127 15 p
11. | CMUH103-REC1-063 | 8 & = | [{ #7441 £ ]
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12.

DMR101-IRB1-165

R

[{Fra#FsEp])
*1u & . Fulvestrant/Edition21
*pHp 2016 4% 11p

13.

CMUH104-REC1-069

(EEIEREL L ES

*#% ¥4 ¢4 . Dupilumab

* rMARLHEF 2016 £ 102 07 p 3 2017
#0417 19p

14.

CMUH102-REC1-067

W
\L.
2

CEEEEEED

*ix & @ IMBRUVICA® (ibrutinib) Edition: 10.1,
Date: 08 December 2016

*p #2016 & 12 * 08 p

[(FraFFsEp])

s A ¢ IMBRUVICA® (ibrutinib) Edition: 10.2,
Date: 03 Feb 2017

*p #2017 £ 02 ® 03 p

15.

CMUH105-REC1-058

[{a7B %32 4]
version 4.0 date 120c¢t2016

16.

CMUH103-REC1-048

[z 2 242 )

*iko #2450 RLX030

*p MMARAERF 2016 # 107 01 p 3 2017
#03% 31p

17.

CMUH105-REC1-058

(2% 21372 ]

*i&ok E 4 ¢4 * Risankizumab (Bl 655066)

*g rMIFLYPREF 105% 107 01 p I 106 &
037" 31¢p

18.

CMUH103-REC1-127

[ % 204 ]

*ik5% % 24§ Canagliflozin

*% MMAFA YR 120162037 29 I 2016
£09% 28p

19.

CMUH104-REC1-088

[ a7 44 5]
*x A D NA
*p #p : Approval Date: 29-Mar-2017 GMT

20.

CMUH103-REC1-110

[z % 242 ]
*ik5 B4 4L 1 MEDI4736
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(Protocol V4) 2 = 5 f &7
* 5.4.1 &% Emergency Medical Contacts F # {
# (% 101 F)
e BIWPZrre g FEE{I (¥2F)
23. | DMR101-IRB1-029 E -8
pU i AR AP BE < A A& p P MO28048_STUDY
FILE NOTE_Update of Emergency Medical
Contacts, Section 5.4.1, Page 93 & Correction of
Typographical Errors in the Study Protocol
Amendment Version 4 Rationale, Page 2_16
February 2017
[ 24dp4 ]
.| *#= ¥ LA Palbociclib
24. | CMUHIO4-RECL-01S | HIA | g2 w0557 105 3 1065 1
19p
[{FaFsEp])
*5x & 1 Abemaciclib LY2835219 Investigator’s
25. | CMUH104-REC1-063 | * &% | Brochure_Approval Date 12-Dec-2016
*ux & 1 LY2835219 Investigator’s Brochure,
Approval Date: 24-Mar-2017
26. | CMUHL05-REC3-124 | 1 41 | Lo« HH =]

*:2% F 1 ¢4 © Rotarix, 444563
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* A4091058
Protocol Administrative Clarification Letter
14-Apr-2017
* Study A4091059 Tanezumab Protocol Deviation
Alert Letter 04-Apr-2017
@ Study A4091059 Tanezumab Protocol Deviation
Alert Letter for noncompliance with contraceptive
methods in women of childbearing potential at risk
for pregnancy, Dated 12Apr2017

28.

CMUH105-REC1-126

[ % 24402 ]

*3R % % 4L Dupilumab

*x pMIFLHF 2017 #0307 01 p 3 2017
£047 19p

29.

CMUH102-REC1-079

[{FraiFFsEp])
*5x & 1 Atrasentan (ABT-627) Investigator's
Brochure Edition 23 - 15 February 2017
*p #2017 & 027 15 p
[{ATR&aEL 4]
*i A 1 M11-352_annotCRF_GolLive_V10.0
A 11Jan2017>M11-352_annotCRF_GoLive V10.0
B_11Jan2017
*p #2017 &£ 01 % 11 p

30.

CMUH104-REC1-098
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(2% 21372 ]

*:R5% ¥ ¢4 Anifrolumab (MEDI-546) 150 mg
/1.3 mL / Per Vial

*E rMIRLHEF 2016 # 01 7 18 p I 2016
#0770 17 p

*E rMIFLHEF 2015 07 7 18 p I 2017
£017 17 p

31.

CMUH104-REC1-006

[ % 2142 ]
*:25 E 4 ¢4 dabigatran etexilate
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*AcxEEpd 12017 #0270 20 p
*AcxEEpd 12017 #0400 25

32.

CMUH103-REC1-160 | 3% #

[H#]
*ROE
CEREEEED
*u & 1 Version 3.9.0c

*pdp 12017 & 3% 1p

33.

CMUH105-REC1-057 | Fl#t+>

[z =z 242 ]

*ik % L 4E 0 GSK 1437173A

*% pMARL R 12016 & 110 01 p % 2017
#0407 300p
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CMUH105-REC1-035
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*i&ok &4 ¢4 Flu Pandemic H5SN1Quebec(Flu
Q-PAN)

*x pMAFLYPRF 1054 117 01 p 3 106 &
04 % 30 p

35.

CMUH102-REC1-076 | #+ &
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*no % 1. g & Clinical Trial Safety Update Report
(Report date: 10May2016-14Nov2016), 2. { #7
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01Jun2012-04Apr2017)
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