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- ~ This case was upgraded as a Suspected Unexpected Serious Adverse
Reaction(SUSAR) which was previously assessed as Non-SUSAR.

= ~ a 78 years old female patient, diagnosed with type 2 diabetes mellitus , had been
started on the investigational product (IP) on 28-May-2018. On 12-Jun-2018, 14 days
after the first administration of IP, the patient was hospitalized due to urinary tract
infection of Escherichia coli intensity:severe). The patient recovered from the event on
16-Jun-2018, there was no ever, her vital signs were stable and discharged from
hospital in stable ondition on same day.
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Other Serious Criteria:
(DONO-4538 Medically Significant
CMUH105- BMS-2018- @ PD (progressive disease)
1. 2018/5/29 FU5 1,3 A
REC2-079 052377 CAPECITABIN| [Disease progression]
E Autoimmune colitis
[Autoimmune colitis]
Pneumonia; Sepsis;
Pulmonary tuberculosis;
DMR101-IR PHHY?2018 . Nilotinib(Tasign . .
2. 2017/11/6 Initial Respiratory failure; 1231 A
B2-271 TW045114 a) S
Gangrene; Limb injury;
Blister
CMUH106- RPH-2018- ] o
3. 2018/3/19 FU4 Olokizumab Found hanged [Suicide] 1 A
REC2-034 000142 (4)
CMUH106- RPH-2018- ] o
4, 2018/3/19 FU5 Olokizumab Found hanged [Suicide] 1 A
REC2-034 000142(5)
CMUH106- RPH-2018- ) Cardiac Arrest [Cardiac
5. 2018/3/14 FU3 Olokizumab 1 A
REC2-034 000138(3) arrest]
CMUH106- RPH-2018- Atypical Pneumonia
6. 2018/6/27 Initial | Olokizumab ) ] 1 A
REC2-034 000202(0) [Atypical pneumonia]
CMUH106- RPH-2018- Atypical Pneumonia
7. 2018/6/26 FUl Olokizumab ) ] 1 A
REC2-034 000202 (1) [Atypical pneumonia]
CMUH106- RPH-2018- Cardiac Arrest [Cardiac
8. 2018/3/14 FU4 Olokizumab 1 A
REC2-034 000138(3) arrest]
CMUH106- RPH-2018- ) Cardiac Arrest [Cardiac
9. 2018/3/14 FU5 Olokizumab 1 A
REC2-034 000138(5) arrest]
CMUH106- RPH-2018- ) Atypical Pneumonia
10. 2018/6/13 FU2 Olokizumab ) ] 1 A
REC2-034 000202(2) [Atypical pneumonia]
CMUH106- RPH-2018- Atypical Pneumonia
11. 2018/6/13 FU3 Olokizumab ) ] 1 A
REC2-034 000202(3) [Atypical pneumonia]
Acute Q-myocardial
CMUH106- RPH-2018- ) ) )
12. 2018/3/12 FU7 Olokizumab infarction [Acute 1 A
REC2-034 000136 (7) o ]
myocardial infarction]
CMUH106- RPH-2018- ) Cardiac Arrest [Cardiac
13. 2018/3/14 FU6 Olokizumab 1 A
REC2-034 000138(6) arrest]
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CMUH106- RPH-2018- ] Atypical Pneumonia
14, 2018/6/13 FU5 Olokizumab ) ] 1 A
REC2-034 000202 (5) [Atypical pneumonia]
#1)
PEMBROLIZU
MAB
#2)
EPACADOSTA
CMUH106- 18061SR0O0 [Followup ] )
15. 2018/6/5 T Study Sepsis [Sepsis] 1.23] A
REC2-132 3522 13
#3)
PEMETREXED
#4)
CARBOPLATI
N
CMUH106- 1712AUSO |Followup| #1) MK-3475 | acute renal injury [Acute
16. 2017/12/4 23 [ A
REC2-071 02876 15 Study kidney injury]
CMUH106- 1712AUSO |Followup| #1) MK-3475 | acute renal injury [Acute
17. 2017/12/4 23 [ A
REC2-071 02876 16 Study kidney injury]
#1) MK-3475
Heart failure [Cardiac
Study
failure]
#2)
CMUH106- 1805FINO1 |Followup ) unknown infection
18. 2018/5/25 hydrochlorothia ) 23 | A
REC2-071 4854 17 " [Infection]
zide
Orthostatic hypotension
#3) FURESIS _ _
) [Orthostatic hypotension]
(furosemide)
CMUH106- 1712AUSO |Followup| #1) MK-3475 | acute renal injury [Acute
19. 2017/12/4 ] o 23 [ A
REC2-071 02876 17 Study kidney injury]
CMUH106- 1712AUSO |Followup| #1) MK-3475 | acute renal injury [Acute
20. 2017/12/4 ) o 23 [ A
REC2-071 02876 18 Study kidney injury]
CMUH106- 1712AUSO |Followup| #1) MK-3475 | acute renal injury [Acute
21. 2017/12/4 ) o 23 [ A
REC2-071 02876 19 Study kidney injury]
centrilobular cholestasis
CMUH106- 1804FINO1 [Followup| #1 ) MK-3475 [Cholestasis]
22. 2017/12/4 ) S 23 [ A
REC2-071 2728 22 Study aseptic meningitis
[Meningitis aseptic]
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Other Serious Criteria:
Medically Significant
follow up| REGN2810
23. | CMUH106- | 2018/6/1 ([2018-25278 CARDIOPULMONARY [ 1,3 | A
3 (REGN2810)
REC2-057 FAILURE
[Cardiopulmonary failure]
follow up| REGN2810 PNEUMONITIS 1,2,
24. | CMUH106- | 2018/7/17 [2018-29916 A
1 (REGN2810) [Pneumonitis] 3
REC2-057
Other Serious Criteria:
Medically Significant
Immune related
pneumonitis [Pneumonitis]
follow up| REGN2810 1,2,
25. | CMUH106- | 2018/7/15 [2018-29916 Immune related A
2 (REGN2810) o 3
REC2-057 transaminitis
[Transaminases increased]
Immune related
myocarditis [Myocarditis]
Other Serious Criteria:
Medically Significant
Immune related
pneumonitis [Pneumonitis]
follow up| REGN2810 1,2,
26. | CMUH106- | 2018/7/15 [2018-29916 Immune related A
3 (REGN2810) o 3
REC2-057 transaminitis
[Transaminases increased]
Immune related
myocarditis [Myocarditis]
(DCisplatin Other Serious Criteria:
follow up| (Cisplatin) Medically Significant
27. | CMUH106- | 2018/2/12 (2018-14624 o ) ] 1 A
4 (@Gemcitabine | Cardiac Arrest [Cardiac
REC2-057 o
(Gemcitabine) arrest]
Other Serious Criteria:
follow up| REGN2810 Medically Significant
28. | CMUH106- [ 2018/6/1 [2018-25278 1,3 A
4 (REGN2810) |RESPIRATORY FAILURE
REC2-057 ) ]
[Respiratory failure]
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29.

CMUH106-
REC2-057

2018/7/15

2018-29916

follow up
4

REGN2810
(REGN2810)

Immune related
pneumonitis [Pneumonitis]
IMMUNE MEDIATED
HEPATITIS
(TRANSAMINITIS)
[Transaminases increased]
Immune related

myocarditis [Myocarditis]

1,2,

30.

CMUH106-
REC2-057

2018/7/15

2018-29916

follow up
5

REGN2810
(REGN2810)

Other Serious Criteria:
Medically Significant
Immune related
pneumonitis [Pneumonitis]
IMMUNE MEDIATED
HEPATITIS
(TRANSAMINITIS)
[Transaminases increased]
IMMUNE RELATED
MYOCARDITIS
[Myocarditis]

1,2,

31.

CMUH106-
REC2-057

2018/7/15

2018-29916

follow up
6

REGN2810
(REGN2810)

Other Serious Criteria:
Medically Significant
Immune related
pneumonitis [Pneumonitis]
IMMUNE MEDIATED
HEPATITIS
(TRANSAMINITIS)
[Transaminases increased]
IMMUNE RELATED
MYOCARDITIS
[Myocarditis]

1,2,

32.

CMUH106-
REC2-057

2018/9/5

2018-36383

Initial

REGN2810
(REGN2810)

Other Serious Criteria:
Medically Significant
Pulmonary artery
thromboembolism

[Pulmonary embolism]
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Pulmonary artery
follow up| REGN2810 ]
33. | CMUH106- | 2018/9/5 |2018-36383 thromboembolism 2 A
1 (REGN2810) ]
REC2-057 [Pulmonary embolism]
Multisystem organ failure
CMUH105- 2017US008 Delirium
34. 2017/6/18 FUl AP26113 1,3 A
REC2-113 434 Weakness
Acute gout
Metastatic adenocarcinoma
of the lung,
CMUH105- 2017GB008 ) )
35. 2017/8/4 FU7 AP26113 Worsening back pain, 1,3 A
REC2-113 679 ) )
Worsening fatigue,
Confusion
CMUH105- 2017US008 Pneumonitis, Acute
36. 2017/4/24 Initial AP26113 _ _ 2,3 A
REC2-113 142 respiratory failure
Mucosal inflammation,
CMUH105- 2017ES008 )
37. 2017/8/28 FU2 AP26113 General physical health 13 A
REC2-113 811 o
deterioration
CMUH105- 2017US008 - Platelet count decreased,
38. 2017/7/13 Initial AP26113 ] ] 2,3 A
REC2-113 561 Ascites, Hyperkalaemia
Pulmonary
CMUH105- 2018TUS01 )
39. 2018/6/5 FU1 AP26113 thromboembolism 1,3 A
REC2-113 8853
Pneumonia
CMUH105- 2017HKO00
40. 2017/8/3 Initial AP26113 Anemia Pneumonia 1,3 A
REC2-113 8674
Liver disorder;
CMUH105- 2016BE006 )
41. 2016/4/16 FU1l AP26113 Haemoptysis; Decreased | 2,3 [ A
REC2-113 385 )
appetite
CMUH106- 2018SAl115(follow up| BLINDED )
42. 2017/4/13 End stage renal disease | 2,3 | A
REC2-151 434 1 DATA
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*moderately differntiated
infiltrating colonic
adenocarcinoma
[Adenocarcinoma of colon]
*thrombosis involving left
transverse sinus and left
sigmoid sinus [Intracranial
venous sinus thrombosis]
*|eft parietal lobe
CMUH106- 2017SA192(follow up| BLINDED ) . 2,3,
43. 2017/10/1 hemorrhagic venous infarct A
REC2-151 271 22 DATA ) 7
[Haemorrhagic cerebral
infarction]
*subarachnoid hemorrhage
[Subarachnoid
hemorrhage]
*hypertension
[Hypertension]
*SEIZURE ACTIVITY
[Seizure]
*NON-STEMI [Non
CMUH106- 2018SA188( BLINDED STEMI]
44, 2018/7/5 initial o 123 A
REC2-151 363 DATA *Rezidivierende epistaxis
[Epistaxis]
#1) MK-3475
Study (Code not
broken) ) ) o
E. Coli sepsis [Escherichia
CMUH106- 1801AUSO |Followup #2) ]
45, 2017/11/9 sepsis] 23 | A
REC2-096 01820 7 CARBOPLATI ) )
N Neutropenia [Neutropenia]
#3)
ETOPOSIDE
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#1) MK-3475
Study (Code not
broken) Neutropenia [Neutropenia]
CMUH106- 1806ESPO0 |Followup #2) thrombocytopenia
46. 2018/6/13 23 [ A
REC2-096 8124 9 ETOPOSIDE decresased
#3) [Thrombocytopenia]
CARBOPLATI
N
#1) MK-3475
Study (Code not
broken) Febrile neutropenia
CMUH106- 1803ESPO0 [Followup #2) [Febrile neutropenia]
47. 2018/3/16 ) 23 | A
REC2-096 7879 9 CARBOPLATI Thrombopenia
N [Thrombocytopenia]
#3)
ETOPOSIDE
worsening superior vena
cava compression
#1) MK-3475
syndrome [Superior vena
Study (Code not
cava syndrome]
broken) ) ) )
febrile neutropenia [Febrile
CMUH106- 1710RUSO [Followup #2)
48. 2017/10/25 neutropenia] 23| A
REC2-096 13838 4 CARBOPLATI
N general weakness
[Asthenia]
#3)
pneumonia [Pneumonia]
ETOPOSIDE _ _
paracancroic pneumonia
[Pneumonia]
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respiratory failure
[Respiratory failure]
#1) MK-3475
bilateral pneumothorax
Study (Code not
[Pneumothorax]
broken)
thromboembolia of the
CMUH106- 1711RUSO |Followup #2)
49. 2017/11/13 pulmonary artery 123 A
REC2-096 07159 8 ETOPOSIDE )
[Pulmonary embolism]
#3) .
venous thrombosis deep
CARBOPLATI
N vein lower limb [Deep vein
thrombosis]
pneumonia [Pneumonia]
respiratory failure
[Respiratory failure]
#1) MK-3475
bilateral pneumothorax
Study (Code not
[Pneumothorax]
broken) )
thromboembolia of the
CMUH106- 1711RUSO |Followup #2)
50. 2017/11/13 pulmonary artery 1.23] A
REC2-096 07159 9 ETOPOSIDE )
[Pulmonary embolism]
#3)
venous thrombosis deep
CARBOPLATI
N vein lower limb [Deep vein
thrombosis]
pneumonia [Pneumonia]
#1) MK-3475
Study (Code not Enterocolitis
broken) Infection/Clostridium
CMUH106- 1807USAO |Followup #2) Difficile [Clostridium
51. 2018/7/16 o - 23 [ A
REC2-096 08207 3 CARBOPLATI difficile colitis]
N Febrile Neutropenia
#3) [Febrile neutropenia]
ETOPOSIDE
% 29 F % 39 |
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worsening superior vena
cava compression
#1) MK-3475 ]
syndrome [Superior vena
Study (Code not
cava syndrome]
broken)
febrile neutropenia [Febrile
CMUH106- 1710RUSO [Followup #2) ]
52. 2017/10/25 neutropenia] 23| A
REC2-096 13838 5 CARBOPLATI
N general weakness
[Asthenia]
#3) . .
pneumonia [Pneumonia]
ETOPOSIDE ) ]
paracancroic pneumonia
[Pneumonia]
bilateral pneumothorax
[Pneumothorax]
#1) MK-3475 ) )
respiratory failure
Study (Code not ) )
[Respiratory failure]
broken) )
thromboembolia of the
CMUH106- 1711RUSO |Followup #2)
53. 2017/11/13 pulmonary artery 1.23] A
REC2-096 07159 10 ETOPOSIDE ]
[Pulmonary embolism]
#3)
venous thrombosis deep
CARBOPLATI | _ _
N vein lower limb [Deep vein
thrombosis]
pneumonia [Pneumonia]
#1) MK-3475
Study (Code not Enterocolitis
broken) Infection/Clostridium
CMUH106- 1807USAO |Followup #2) Difficile [Clostridium
54, 2018/7/16 o . 23 [ A
REC2-096 08207 4 CARBOPLATI difficile colitis]
N Febrile Neutropenia
#3) [Febrile neutropenia]
ETOPOSIDE
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#1) MK-3475
Study (Code not
broken) Pneumonia [Pneumonia]
CMUH106- 1808AUSO |Followup #2) malignant neoplasm
55. 2018/7/30 13| A
REC2-096 00864 6 CARBOPLATI | progression [Malignant
N neoplasm progression]
#3)
ETOPOSIDE
worsening superior vena
cava compression
#1) MK-3475
syndrome [Superior vena
Study (Code not
cava syndrome]
broken) ) ) )
febrile neutropenia [Febrile
CMUH106- 1710RUSO [Followup #2)
56. 2017/10/25 neutropenia] 23| A
REC2-096 13838 6 CARBOPLATI
N general weakness
[Asthenia]
#3)
pneumonia [Pneumonia]
ETOPOSIDE _ _
paracancroic pneumonia
[Pneumonia]
bilateral pneumothorax
[Pneumothorax]
#1) MK-3475 ) )
respiratory failure
Study (Code not ) )
[Respiratory failure]
broken) )
venous thrombosis deep
CMUH106- 1711RUSO |Followup #2)
57. 2017/11/13 vein lower limb [Deep vein|1.2.3[ A
REC2-096 07159 11 ETOPOSIDE
thrombosis]
#3)
thromboembolia of the
CARBOPLATI
N pulmonary artery
[Pulmonary embolism]
pneumonia [Pneumonia]
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#1) MK-3475
Study (Code not
broken) Pneumonia [Pneumonia]
CMUH106- 1808AUSO |Followup #2) malignant neoplasm
58. 2018/7/30 13| A
REC2-096 00864 7 CARBOPLATI | progression [Malignant
N neoplasm progression]
#3)
ETOPOSIDE
bilateral pneumothorax
[Pneumothorax]
#1) MK-3475
respiratory failure
Study (Code not ) )
[Respiratory failure]
broken) )
venous thrombosis deep
CMUH106- 1711RUSO |Followup #2) ) . )
59. 2017/11/13 vein lower limb [Deep vein|1.2.3[ A
REC2-096 07159 12 ETOPOSIDE
thrombosis]
#3)
thromboembolia of the
CARBOPLATI
N pulmonary artery
[Pulmonary embolism]
pneumonia [Pneumonia]
respiratory failure
[Respiratory failure]
#1) MK-3475
bilateral pneumothorax
Study (Code not
[Pneumothorax]
broken) )
venous thrombosis deep
CMUH106- 1711RUSO |Followup #2) ) . )
60. 2017/11/13 vein lower limb [Deep vein|1.2.3[ A
REC2-096 07159 13 ETOPOSIDE
thrombosis]
#3)
thromboembolia of the
CARBOPLATI
N pulmonary artery
[Pulmonary embolism]
pneumonia [Pneumonia]
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#1) MK-3475
Study (Code not
broken) » »
CMUH106- 1809JPNOO |Followup Pneumonitis [Pneumonitis]
61. 2018/9/17 #2) ) ) 23 [ A
REC2-096 8225 1 Hypoxia [Hypoxia]
ETOPOSIDE
#3)
CISPLATIN
#1) MK-3475
Study (Code not
broken) . .
CMUH106- 1809JPNOO |Followup Pneumonitis [Pneumonitis]
62. 2018/9/17 #2) ) ] 23 [ A
REC2-096 8225 2 Hypoxia [Hypoxia]
ETOPOSIDE
#3)
CISPLATIN
#1) MK-3475
Study (Code not
broken) . .
CMUH106- 1809JPNOO |Followup Pneumonitis [Pneumonitis]
63. 2018/9/17 #2) ) ] 23 [ A
REC2-096 8225 3 Hypoxia [Hypoxia]
ETOPOSIDE
#3)
CISPLATIN
EU
directive-
Germany-P
HHO2017 Pneumonia,
CMUH105- o INC280 or )
64. 2017/9/21 [MX013569 ini Septic shock, 1,2,3
REC2-044 NIVOLUMAB
-0-YYY-22- Pneumonitis
Jan-2018-2
02041.82.p
df
% 33 F % 39
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65.

CMUH105-
REC2-044

2017/10/17

EU
directive-
Germany-P
HHO2017D
E014752-1-
YYY-29-Ja
n-2018-203
638.154.pdf

FU-1

Peripheral edema,
Pleural effusion,
INC280 )
Hemoptysis ,

Pleural effusion

2,3

66.

CMUH105-
REC2-044

UNK

EU
directive-
Germany-P
HHO2018N
L000811-2-
YYY-02-Fe
b-2018-161
601.217.pdf

FU-2

INC280 Lung infection

67.

CMUH105-
REC2-044

2017/9/21

EU
directive-
Germany-P
HHO2017
MX013569
-1-YYN-05
-Feb-2018-
173510.579
pdf

FU-1

Influenza pneumonia garde
31
Septic shock,

INC280 or
NIVOLUMAB

Pneumonitis

1,23

68.

CMUH105-
REC2-044

2017/10/17

EU
directive-
Germany-P
HHO2017D
E014752-2-
YYY-21-Fe
b-2018-000
237.34.pdf

FU-2

Peripheral edema,
Pleural effusion,
INC280 )
Hemoptysis ,

Pleural effusion

2,3
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EU
directive-
Germany-P )
Peripheral edema,
HHO2017D )
CMUH105- Pleural effusion,
69. 2017/10/17 |E014752-3-| FU-3 INC280 ) 2,3 A
REC2-044 Hemoptysis ,
YYY-02-M
Pleural effusion
ar-2018-19
5319.631.p
df
+ NEUROLOGICAL
DEFICITS (Neurologic
Atezolizumab
CMUH105- disorder NOS)
70. 2018/8/16 | 2171999 | Initial . 237 A
REC2-074 - ASEPTIC
Gemcitabine
. . |MENINGOENCEPHALIT
Cisplatin
IS (Meningoencephalitis)
Atezolizumab | THROMBOEMBOLIC
CMUH105- . EVENT (STROKE RIGHT
71. 2018/8/26 | 2177771 | Initial o 13| A
REC2-074 Gemcitabine HEMISPHERE)
. (Thromboembolic stroke)
Carboplatin
+ Pneumonitis
Atezolizumab
Platelet count
CMUH105- Follow .
72. 2018/5/8 | 2092748 o decreased 237 A
REC2-074 up 4 Gemcitabine
Platelet count
) decreased
Carboplatin
Atezolizumab - Thrombocytopenia
. URINARY TRACT
CMUH105-
73. 2018/9/12 | 2168982 Initial Gemcitabine INFECTION 2,3 A
REC2-074 -
. (Pyelonephritis)
Carboplatin + Creatinine increased
Cisplatin
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Atezolizumab « Thrombocytopenia
URINARY TRACT
CMUH105- Follow
74. 2018/9/12 | 2168982 Gemcitabine INFECTION 23 | A
REC2-074 up 1
(Pyelonephritis)
Carboplatin + Creatinine increased
Cisplatin
CMUH105- Follow
75. 2018/7/19 | 2158883 Atezolizumab Colonic obstruction 13 A
REC2-074 up 1
2,3,
7(Me
1.Hyperkalaemia
dicall
CMUH105- 2017-20532|follow up 2.Diarrhoea
76. 2017/10/20 finerenone y A
REC2-084 3 3 3.Hyperkalaemia o
o Sigmi
4.Dizziness
ficant
)
CMUH105- 2018-14945|follow up ) 1.Hyperkalaemia
77. 2018/8/8 finerenone ) 2,3 A
REC2-084 0 1 2.Hyperkalaemia
Pneumonia; Sepsis;
Pulmonary tuberculosis;
DMR101-IR PHHY2018|follow up|Nilotinib(Tasign ) )
78. 2017/11/6 Respiratory failure; 123 A
B2-271 TW045114 1 a)
Gangrene; Limb injury;
Blister
(k] FATH -
x~ HEHLEARFA
4 ,
33 * & % S FHR G
[(Fx=+%2u 4]
*5 A 1 090177e18e7020a5\Approved\Approved
1 CMUH103-REC2-0 s m on:28-May-2018 ;
. n
88 q 090177e18d3f4ee7\Approved\Approved
on:30-Nov-2017
*p # : 30-Nov-2017/11-Jul-2018
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) CMUH105-REC2-0 5 it *HEE S LA NIVOLUMAB
79 *E ML YEF 106070 04p 1 107 &
07 * 03 p
[ 8% >3+ SASR#9]
3. CMUH106-REC2-1 §1 5% *RERE S LA 0 SAR650984
58 *T rMIFLYPEF 2018 F 17 06 p 3 2018
£07 " 05p
(Rt >3 37 ]
4 CMUH106-REC2-1 §1 5% R E S LA © SAR650984
58 *g rMIRA YR 20182 027 01 p % 2018
#£087" 30p
[z =% 2144 ]
5 CMUH105-REC2-0 - *RE%E L LA - MEDI4736(Durvalumab)
15 *g rMIFLPREF 2018 17 13 p 3 2018
ET72120p
[z =% 2144 ]
6. CMUH105-REC2-0 - *REE S LA Tremelimumab
15 *g rMIFLYPREF 2018 17 13 p 3 2018
ET72 120p
[z = 2H42 ]
. CMUH104-REC2-1 R R *R %% LA Nivolumab
39 *g 2MIFLPREF 2017 & 072 04 p 1 2018
#0772 03p
CMUH104-REC2-1 L.
8. ® ¥ : )
63 (%2524 4]
CMUH105-REC2-1 [DSMB itk id ]
9. ARk | ¥k 2 p #2018 # 01 * 17 p 3 2018 &
32 05 31p
(@ RUELIE |
10. CMUH104-REC2-0 3 ﬁfﬁ *ix & p #p :Merck EMR200095-006 Phil_EC
74 Letter Taiwan_Sample Storage and
Location_31Aug2018
CMUH104-REC2-1 (LA 0% 2]
11. HR¥=R | ¥ A~ 1 CA209-238 Auto eCRF PF3 Final

02

*p # @ 13-S3p-2018
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CMUH105-REC2-0 i [ o ]
12. 62 Emfﬁ *u & 2 Version 1.0
*p P 12018& 9 7p
[ =% >4 ]
13 | CMUH105-REC2-1 Lk *iSk ¥4 LA ¢ Brigatinib
113 ' *p AR L PR 12017 #1170 01 p I 2018
£097 11 p
[##]
*n % 1 IFN-K DSUR 07_v1 1_blinded_Final
CMUH104-REC2-1 (DSUR for the Period 25-Jan-2016 to 24-Jan-2017)
4.1 - % 5P | *n % ¢ IFN-K DSUR 08_v1.2_blinded
version_updated_Executive Summary (DSUR for
the Period 25-Jan-2017 to 24-Jan-2018)
[#&]
CMUH106-REC2-0 .
15. . vARR |7 REEB RIS Lol YR A T version 1.1
dated 23 Aug 2016
[ % 24402 ]
*:2E # e L4 1 TR701 (TEDIZOLID
CMUH103-REC2-0 )
16. o #9573 | PHOSPHATE)
*% ML F 106£ 120 21 p 3 107 &
06 7 20 p
17 | CMUHI02-REC2-1 |, (k%2 d 4]
. E E4 ™)
01 / DATE OF REPORT: 22-Aug-2018
- - DSMB i3k 4
18 CMUH104-REC2-1 R [ SM ARl 4] /
39 *dxiz it p g 12018 & 10 ¢ 05 p
CMUH106-REC2-0
19. 89 v AR | % S p 812018 #£ 09 7 10 p ;2018 & 10 * 04
2
[Fh% > 4430 47 ]
20 CMUH106-REC2-0 —— *:25% % £ 4 HOE901-U300/HOE901-U100
| 44 F™ I *w ppap2 @ 12018259 4p 3 2018 &
7% 260
[z % 202 ]
CMUH104-REC2-0
21. LAY | *wmES LA MEDIAT36

65

*x pMIFLWF 12018+ 04 7 13 p 3 2018

107 # 10 * 31 p

% 38 F % 39 F




PRPEL S EURF

BELRRLRER-F LR 6

-FREARAFL-AFEEBEEC RR)
i .
L27 *§ % A FEP G
£07 7" 12¢p
[z¥pz 242 )
MUH106-REC2-1 *RER B K VAL
2 CMUH106-REC — PRES LR / /
51 *E rMEARLHRE 1067 12 % 24 p 1 107 &
06 * 23 p
CMUH104-REC2-1 L [ DSMB ;i-3% i 5]
23' gf&-‘% v o2¥ o> o . 2
16 FAcxzEpH 107 #2060 21 p
[Lx)] FRAH -
PR AHPEFLE (%)
81 WREER ()
R dcg (19 354)
107 # 10 * 31 p ¥ 39 F >+ 39




