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septic shock due to
#1) MK-3475 | infection [Septic shock]
Study (Code not| urinary tract infection
broken) [Urinary tract infection]
CMUH106- 1806 TURO |Followup o
1. 2018/6/13 2) CISPLATIN | chemotherapy toxicity |1.2.3| A
REC3-078 07280 7 o ]
#3) [Toxicity to various agents]
5-FLUOROUR sepsis [Sepsis]
ACIL intracranial infarctus
[Cerebral infarction]
#1) MK-3475
Study (Code not
broken)
CMUH106- 1806GTMO |Followup #2) ) )
2. 2018/6/8 pneumonia [Pneumonia] | 2.3 | A
REC3-078 06010 5 CISPLATIN
#3)
5-FLUOROUR
ACIL
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septic shock due to
#1) MK-3475 | infection [Septic shock]
Study (Code not| urinary tract infection
broken) [Urinary tract infection]
3. CMURLOE- 2018/6/13 1806TURO| Followup 2) CISPLATIN | chemotherapy toxicity |1.2.3| A
REC3-078 07280 8
#3) [Toxicity to various agents]
5-FLUOROUR sepsis [Sepsis]
ACIL intracranial infarctus
[Cerebral infarction]
#1) MK-3475
Study (Code not
broken)
4, CMURLOE- 2018/4/1 1804THAQ Followp #) Diarrhea [Diarrhoea] 1 A
REC3-078 04648 3 CISPLATIN
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study (Code not
broken) Duodenal perforation
5 CMUH106- 2018/5/6 1805JPNOO |Followup #2) [Duodenal perforation] ’3 A
REC3-078 2986 10 CISPLATIN Urinary tract obstruction
#3) [Urinary tract obstruction]
5-FLUOROUR
ACIL
#1) MK-3475
Study (Code not
broken)
6. CMURHOE- 2018/6/8 1806GTMO Followup #) pneumonia [Pneumonia] | 23 | A
REC3-078 06010 6 CISPLATIN
#3)
5-FLUOROUR
ACIL
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#1) MK-3475
Study (Code not
broken)
CMUH106- 1807CHLO - #2)
7. 2018/7/9 Initial death [Death] 1 A
REC3-078 05053 CISPLATIN
#3)
5-FLUOROUR
ACIL
septic shock due to
#1) MK-3475
infection [Septic shock]
Study (Code not ) ) )
urinary tract infection
broken) ) ) )
[Urinary tract infection]
CMUH106- 1806 TURO |Followup #2) o
8. 2018/6/13 chemotherapy toxicity |[1.2.3] A
REC3-078 07280 9 CISPLATIN o ]
[Toxicity to various agents]
#3)
sepsis [Sepsis]
5-FLUOROUR ) o
intracranial infarctus
ACIL _ _
[Cerebral infarction]
#1) MK-3475
Study (Code not
broken)
CMUH106- 1807CHLO |Followup #2) Unknown cause of death
9. 2018/7/9 1 A
REC3-078 05053 1 CISPLATIN [Death]
#3)
5-FLUOROUR
ACIL
septic shock due to
#1) MK-3475
infection [Septic shock]
Study (Code not ) ) )
urinary tract infection
broken) ) ) )
[Urinary tract infection]
CMUH106- 1806 TURO |Followup #2) o
10. 2018/6/13 chemotherapy toxicity |1.2.3| A
REC3-078 07280 10 CISPLATIN o ]
[Toxicity to various agents]
#3)
sepsis [Sepsis]
5-FLUOROUR
intracranial infarctus
ACIL _ _
[Cerebral infarction]
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11.

CMUH106-
REC3-078

2018/6/8

1806GTMO
06010

Followup
7

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

pneumonia [Pneumonia]

2.3

12.

CMUH106-
REC3-078

2018/5/6

1805JPNQO
2986

Followup
11

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Duodenal perforation
[Duodenal perforation]
Urinary tract obstruction

[Urinary tract obstruction]

2.3

13.

CMUH106-
REC3-078

2018/6/8

1806GTMO
06010

Followup
8

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

pneumonia [Pneumonia]

2.3

14.

CMUH106-
REC3-078

2018/5/6

1805JPNQO
2986

Followup
12

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Duodenal perforation
[Duodenal perforation]
Urinary tract obstruction

[Urinary tract obstruction]

2.3
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15.

CMUH106-
REC3-078

2018/4/13

1805CHLO
05245

Initial

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Neutropenia [Neutropenia]

16.

CMUH106-
REC3-078

2018/5/6

1805JPNQO
2986

Followup
13

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Duodenal perforation
[Duodenal perforation]
Urinary tract obstruction

[Urinary tract obstruction]

2.3

17.

CMUH106-
REC3-078

2018/6/8

1806GTMO
06010

Followup
9

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

pneumonia [Pneumonia]

2.3

18.

CMUH105-
REC3-111

2018/2/10

2107355

Int

GDC-0853

Infected skin ulcer; Leg

ulcer

1,3

19.

CMUH105-
REC3-111

2018/2/10

2107355

FU

GDC-0853

Infected skin ulcer; Leg

ulcer

1,3

20.

CMUH106-
REC3-081

2018/7/3

2150669

Initial

1.Abiraterone
Acetate
2.Ipatasertib
3.PREDNISOL
ONE

Death
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1.Abiraterone
Subdural hemorrhage
Acetate i
CMUH106- Follow Non ST segment elevation | 1, 3,
21. 2018/1/10 | 2052970 2.Ipatasertib o ) A
REC3-081 up 2 myocardial infarction 4
3.PREDNISOL
Fall
ONE
#1) MK-3475
Study (Code not )
post tranfusion purpura
broken) )
[Post transfusion purpura]
1802USAO0 |Followup #2)
22. | CMUH106- | 2018/1/29 Malignant neoplasm 2,3 A
00629 2 5-FLUOROUR ) ]
REC3-078 progression [Malignant
ACIL | fon]
neoplasm progression
#3)
CISPLATIN
#1) MK-3475
Study (Code not
broken)
1805CHLO |Followup #2) ) ]
23. [ CMUH106- | 2018/4/13 Neutropenia [Neutropenia] [ 2 A
05245 1 CISPLATIN
REC3-078
#3)
5-FLUOROUR
ACIL
#1) MK-3475
ATN (Acute tubular
Study (Code not )
necrosis) [Renal tubular
broken) ]
Necrosis]
#2) . .
1805USAO0 |Followup AIN (Acute interstitial
24. [ CMUH106- | 2018/5/2 CISPLATIN 23 [ A
02328 4 nephritis)
REC3-078 #3) ) N
[Tubulointerstitial
5-FLUOROUR
nephritis]
ACIL is [Sepsis]
sepsis [Sepsis
#4) TUMS
107 &= 08 * 30 F % 2 % 3B
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#1) MK-3475
ATN (Acute tubular
Study (Code not )
necrosis) [Renal tubular
broken) )
Necrosis]
#2) o
1805USAO |Followup AIN (Acute interstitial
25. [ CMUH106- | 2018/5/2 CISPLATIN - 23 [ A
02328 5 nephritis)
REC3-078 #3) . -
[Tubulointerstitial
5-FLUOROUR .
nephritis]
ACIL ) )
sepsis [Sepsis]
#4) TUMS
#1) MK-3475
Study (Code not
broken) Duodenal perforation
1805JPNOO |Followup #2) [Duodenal perforation]
26. [ CMUH106- | 2018/5/6 ) ) 23 | A
2986 14 CISPLATIN Urinary tract obstruction
REC3-078 . .
#3) [Urinary tract obstruction]
5-FLUOROUR
ACIL
septic shock due to urinary
#1) MK-3475 o _
tract infection [Septic
Study (Code not
shock]
broken) ) ) )
urinary tract infection
1806 TURO |Followup #2) ) ) )
27. | CMUH106- | 2018/6/13 [Urinary tract infection] [1.2.3|] A
07280 11 CISPLATIN N
REC3-078 4) chemotherapy toxicity
[Toxicity to various agents]
5-FLUOROUR
intracranial infarctus
ACIL _ _
[Cerebral infarction]
#1) MK-3475
Study (Code not
broken)
1807CHLO |Followup #2) Unknown cause of death
28. [ CMUH106- | 2018/7/8 1 A
05053 2 CISPLATIN [Death]
REC3-078
#3)
5-FLUOROUR
ACIL
107 # 08 * 30 p % 23 F % 33|
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#1) MK-3475
Study (Code not
broken)
1806GTMO |Followup #2) ) )
29. | CMUH106- | 2018/6/8 pneumonia [Pneumonia] | 2.3 | A
06010 10 CISPLATIN
REC3-078
#3)
5-FLUOROUR
ACIL
#1) MK-3475
ATN (Acute tubular
Study (Code not .
necrosis) [Renal tubular
broken) ]
Necrosis]
#2) . .
1805USAO0 |Followup AIN (Acute interstitial
30. [ CMUH106- | 2018/5/2 CISPLATIN . 23 [ A
02328 6 nephritis)
REC3-078 #3)
[Tubulointerstitial
5-FLUOROUR
nephritis]
ACIL is [Sepsis]
sepsis [Sepsis
#4) TUMS
#1) MK-3475 ] ]
sepsis [Sepsis]
Study (Code not ] ] ]
urinary tract infection
broken) ) ] ]
[Urinary tract infection]
1806 TURO |Followup #2) o
31. [ CMUH106- | 2018/6/13 chemotherapy toxicity |1.2.3| A
07280 12 CISPLATIN o ]
REC3-078 4) [Toxicity to various agents]
intracranial infarctus
5-FLUOROUR ) ]
[Cerebral infarction]
ACIL
#1) MK-3475
Study (Code not
broken)
1807CHLO |Followup #2) Unknown cause of death
32. | CMUH106- | 2018/7/8 1 A
05053 3 CISPLATIN [Death]
REC3-078
#3)
5-FLUOROUR
ACIL
107 &= 08 * 30 F % 24 F % 33|
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#1) MK-3475
Study (Code not
broken)
#2)
1806HKGO |Followup| CISPLATIN ) .
33. | CMUH106- | 2018/6/2 pneumonia [Pneumonia] (1.2.3| A
00832 4 #3)
REC3-078
5-FLUOROUR
ACIL
#4) sodium
chloride
#1) MK-3475 ] ]
sepsis [Sepsis]
Study (Code not ] ) ]
urinary tract infection
broken) . ] ]
[Urinary tract infection]
1806 TURO |Followup #2) o
34. [ CMUH106- | 2018/6/13 chemotherapy toxicity |1.2.3 A
07280 13 CISPLATIN o ]
REC3-078 i) [Toxicity to various agents]
intracranial infarctus
5-FLUOROUR ) ]
[Cerebral infarction]
ACIL
#1) MK-3475 ] ]
sepsis [Sepsis]
Study (Code not ] ) ]
urinary tract infection
broken) ) ] ]
[Urinary tract infection]
1806 TURO |Followup #2) ]
35. [ CMUH106- | 2018/6/13 pancytopenia 1231 A
07280 14 CISPLATIN )
REC3-078 4) [Pancytopenia]
intracranial infarctus
5-FLUOROUR ) ]
[Cerebral infarction]
ACIL
1) PEGPH20 vs 1) Anaemia
2017KR010(follow up Placebo 2) Pancytopenia
36. | CMUH105- | 2017/8/7 ) ) 123] A
301 5 2) nab-Paclitaxel 3) Neutropenia
REC3-054 o )
3) Gemcitabine 4) Sepsis
1) PEGPH20 vs 1) Anaemia
2017KR010(follow up Placebo 2) Pancytopenia
37. [ CMUH105- | 2017/8/7 ] ) 1231 A
301 6 2) nab-Paclitaxel 3) Neutropenia
REC3-054 o )
3) Gemcitabine 4) Sepsis
107 &= 08 * 30 F % 25 F > % 33 F
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1) PEGPH20 vs 1) Anaemia
2017KR010(follow up Placebo 2) Pancytopenia
38. | CMUH105- | 2017/8/7 1,2,3] A
301 7 2) nab-Paclitaxel 3) Neutropenia
REC3-054 o )
3) Gemcitabine 4) Sepsis
1) PEGPH20 vs ]
1) Hyponatraemia
2017LT013 |follow up Placebo ]
39. [ CMUH105- | 2017/9/19 ) 2) Hypokalaemia 23 [ A
175 5 2) nab-Paclitaxel ]
REC3-054 o 3) Hypochloraemia
3) Gemcitabine
1) PEGPH20 vs )
1) Hyponatraemia
2017LTO013 |follow up Placebo )
40. | CMUH105- | 2017/9/26 ) 2) Hypokalaemia 23 [ A
175 6 2) nab-Paclitaxel ]
REC3-054 o 3) Hypochloraemia
3) Gemcitabine
1) PEGPH20 vs ]
1) Sepsis
2017US014|follow up Placebo
41. | CMUH105- | 2017/10/22 2) Neutropenia 23| A
427 1 2) nab-Paclitaxel . ]
REC3-054 o 3) Klebsiella bacteraemia
3) Gemcitabine
1) PEGPH20 vs | 1) Upper gastrointestinal
2017US015follow up Placebo haemorrhage
42. | CMUH105- | 2017/11/1 ] 12,3] A
265 4 2) nab-Paclitaxel 2) Cerebrovasscular
REC3-054
3) Gemcitabine accident
1) PEGPH20 vs | 1) Upper gastrointestinal
2017US015follow up Placebo haemorrhage
43. | CMUH105- | 2017/11/1 ] 1,2,3] A
265 5 2) nab-Paclitaxel 2) Cerebrovasscular
REC3-054
3) Gemcitabine accident
1) PEGPH20 vs
1) Syncope
2017US015follow up Placebo )
44. | CMUH105- | 2017/11/9 ] 2) Lymphopenia 23 | A
500 3 2) nab-Paclitaxel )
REC3-054 o 3) Pyrexia
3) Gemcitabine
1) PEGPH20 vs 1) Syncope
2017US015(follow up Placebo 2) Anaemia
45, | CMUH105- | 2017/11/9 2,3 A
500 4 2) nab-Paclitaxel 3) Lymphopenia
REC3-054
3) Gemcitabine 4) Pyrexia
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1) PEGPH20 vs
2018Cz001 [follow up Placebo ]
46. | CMUH105-| 2018/2/1 ] 1) Hepatorenal failure 1,2,3| A
350 2 2) nab-Paclitaxel
REC3-054 o
3) Gemcitabine
1) PEGPH20 vs
2018FR000 [follow up Placebo )
47. | CMUH105- | 2018/1/19 ) 1) Septic shock 131 A
768 1 2) nab-Paclitaxel
REC3-054 o
3) Gemcitabine
1) PEGPH20 vs
2018HUO00 Placebo 1) Pneumonia
48. | CMUH105- | 2018/3/14 Initial 1 A
3247 2) nab-Paclitaxel|2) Fistula of small intestine
REC3-054
3) Gemcitabine
1) PEGPH20 vs
2018HUO0O0 |follow up Placebo 1) Pneumonia
49. [ CMUH105- | 2018/3/14 1 A
3247 1 2) nab-Paclitaxel|2) Fistula of small intestine
REC3-054
3) Gemcitabine
1) PEGPH20 vs
1) Pneumonia
2018HUOO |follow up Placebo ) ) )
50. | CMUH105- | 2018/3/14 2) Fistula of small intestine| 1,3 A
3247 2 2) nab-Paclitaxel
REC3-054 o 3) Intestinal perforation
3) Gemcitabine
1) PEGPH20 vs
1) Pneumonia
2018HUOO |follow up Placebo ) ) )
51. | CMUH105- | 2018/3/14 2) Fistula of small intestine| 1 A
3247 3 2) nab-Paclitaxel
REC3-054 o 3) Intestinal perforation
3) Gemcitabine
1) PEGPH20 vs
1) Pneumonia
2018HUOO |follow up Placebo ) ) )
52. | CMUH105- | 2018/3/14 2) Fistula of small intestine| 1 A
3247 4 2) nab-Paclitaxel . ]
REC3-054 o 3) Intestinal perforation
3) Gemcitabine
1) Hypoxia
1) PEGPH20 vs ) Fvp
2) Syncope
2018US001 [follow up Placebo )
53. | CMUH105- | 2018/2/18 ) 3) Acute respiratory 23| A
892 2 2) nab-Paclitaxel ]
REC3-054 o distress syndrome
3) Gemcitabine
4) Pneumothorax
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1) PEGPH20 vs
2018US002 - Placebo )
54. | CMUH105- [ 2018/3/6 Initial 1) Sepsis 2 A
564 2) nab-Paclitaxel
REC3-054 o
3) Gemcitabine
1) PEGPH20 vs
2018US002 [follow up Placebo 1) Sepsis
55. [ CMUH105- | 2018/3/6 ) ) 23 | A
564 1 2) nab-Paclitaxel 2) Liver abscess
REC3-054 o
3) Gemcitabine
1) PEGPH20 vs
2018US002 Placebo 1) Bile duct obstruction
56. | CMUH105- | 2018/3/16 Initial ) ) 23 | A
974 2) nab-Paclitaxel 2) Diarrhoea
REC3-054
3) Gemcitabine
1) PEGPH20 vs
2018US002|follow up Placebo 1) Bile duct obstruction
57. | CMUH105- | 2018/3/15 ) ) 23 | A
974 1 2) nab-Paclitaxel 2) Diarrhoea
REC3-054
3) Gemcitabine
1) PEGPH20 vs
2018US002 [follow up Placebo 1) Bile duct obstruction
58. | CMUH105- | 2018/3/15 23 | A
974 2 2) nab-Paclitaxel 2) Diarrhoea
REC3-054 o
3) Gemcitabine
1) PEGPH20 vs
2018US003 » Placebo 1) Cerebrovascular
59. | CMUH105- | 2018/4/9 Initial ] ] 13 ] A
754 2) nab-Paclitaxel accident
REC3-054 o
3) Gemcitabine
1) PEGPH20 vs .
1) Hypoxia
2018US005 - Placebo )
60. | CMUH105- | 2018/5/11 Initial ] 2) Anaemia 23 | A
057 2) nab-Paclitaxel
REC3-054 _ | 3) Platelet count decreased
3) Gemcitabine
1) PEGPH20 vs 1) Hypoxia
2018US005 [follow up Placebo 2) Anaemia
61. | CMUH105- | 2018/5/11 ) 234 A
057 1 2) nab-Paclitaxel| 3) Platelet count decreased
REC3-054 o )
3) Gemcitabine 4) Confusional state
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1) PEGPH20 vs 1) Hypoxia
2018US005 [follow up Placebo 2) Anaemia
62. [ CMUH105- [ 2018/5/11 ] 2341 A
057 2 2) nab-Paclitaxel| 3) Platelet count decreased
REC3-054 o )
3) Gemcitabine 4) Confusional state
1) PEGPH20 vs 1) Hypoxia
2018US005 [follow up Placebo 2) Anaemia
63. | CMUH105- [ 2018/4/3 ) 234 A
057 3 2) nab-Paclitaxel| 3) Platelet count decreased
REC3-054 o )
3) Gemcitabine 4) Confusional state
1) PEGPH20 vs
2018US006 Placebo
64. [ CMUH105- [ 2018/6/16 Initial 1) Anaemia 23| A
307 2) nab-Paclitaxel
REC3-054
3) Gemcitabine
worsening of coronary
CMUH105- 1702UKRO| #1) MK-3475 _ _
65. 2017/2/23 Initial heart disease [Cardiac 2.3 A
REC3-093 11157 #2 ) AXITINIB )
disorder]
CMUH105- 1807DEUO - #1) ) )
66. 2018/7/23 Initial Urosepsis [Urosepsis] 2 A
REC3-093 12326 SUNITINIB
worsening of atrial
CMUH105- 1702UKRQO [follow up| #1) MK-3475 R ]
67. 2017/2/23 fibrillation [Atrial 23 | A
REC3-093 11157 1 #2 ) AXITINIB
fibrillation]
sepsis due to gangrene of
fournier [Necrotising
CMUH105- 1710FRAO (follow up| #1) MK-3475 .
68. 2017/10/18 fasciitis] 1231 A
REC3-093 11386 17 #2 ) AXITINIB ) o
hepatic cytolisis
[Hepatocellular injury]
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69.

CMUH105-
REC3-093

2017/10/26

1711USA0Q
01053

follow up
23

#1) MK-3475
#2) AXITINIB

Myasthenia gravis and
assosiated
myositis/inflamatory
myopathy [Myasthenia
gravis]

CPK increased [Blood
creatine phosphokinase
increased]
increased AST [Aspartate
aminotransferase
increased]
Vitreous floater [Vitreous
floaters]
increased AST [Aspartate
aminotransferase

increased]

1.3

70.

CMUH105-
REC3-093

2017/3/7

1703HUNO
03913

follow up
20

#1)
SUNITINIB

Fulminant hepatitis
[Hepatitis fulminant]
hypertensive crisis

[Hypertensive crisis]

1.23

71.

CMUH105-
REC3-093

2017/6/9

1706IRLO0
5255

follow up

12

#1)
SUNITINIB

gram negative sepsis

[Bacterial sepsis]

2.3

107 = 08 * 30 p
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72.

CMUH105-
REC3-093

2017/10/26

1711USA0Q
01053

follow up
24

#1) MK-3475
#2) AXITINIB

Myasthenia gravis and
assosiated
myositis/inflamatory
myopathy [Myasthenia
gravis]

CPK increased [Blood
creatine phosphokinase
increased]
increased AST [Aspartate
aminotransferase
increased]
Vitreous floater [Vitreous
floaters]
increased AST [Aspartate
aminotransferase

increased]

1.3

73.

CMUH105-
REC3-093

2017/11/14

1712BRA0
03053

follow up
26

#1) MK-3475
#2) AXITINIB

Worsening of
hyperglycemia
[Hyperglycaemia]
Hyperkalemia
[Hyperkalaemia]
Hyperkalemia
[Hyperkalaemia]

2.3

74.

CMUH105-
REC3-093

2018/3/19

1803USA0
10943

follow up
14

#1)
SUNITINIB

Hypokalemia
[Hypokalaemia]

2.3

75.

CMUH105-
REC3-093

2017/10/31

1711FRAOQ
02282

follow up
4

#1)
SUNITINIB

malignant neoplasm
progression [Malignant

neoplasm progression]

1.3

107 = 08 * 30 p
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Myasthenia gravis and
assosiated
myositis/inflamatory
myopathy [Myasthenia
gravis]
CPK increased [Blood
creatine phosphokinase
CMUH105- 1711USAQ |follow up| #1) MK-3475 increased]
76. 2017/10/26 1.3 A
REC3-093 01053 25 #2 ) AXITINIB | increased AST [Aspartate
aminotransferase
increased]
Vitreous floater [Vitreous
floaters]
increased AST [Aspartate
aminotransferase
increased]
[ARk] B APH -
x FREEAER
i ,
B8 * ¢ % 34 4 FRPNF
[H - i ]
*15 & @ Notification: Increase in total number of
1. | CMUH106-REC3-088 | F& % 3 . . .
exclusively breastfed subjects in the TEMPO study
*p # @ 18 June 2018
(GEIEIETEE 2|
) —— *E%E 5 LA Atezolizumab
CMUH106-REC3-010 *E rMAFLPHEF 106+ 11 11 p 3 107 &
05* 10 p
| [DSMB ji-3&:i 4]
3. | CMUH105-REC3-124 | % % *iL3 5 B p #2018 & 07 0 12 1
4. | CMUH106-REC3-010 | 3& -¥ 4% [DSMB i34 <]
*Akip i pd 107 & 077 25 p
5. | CMUH106-REC3-010 | 3 *“#%- S
*Z g p 12018 & 07 * 20 p
107 & 08 * 30 p % 32 F ¥ 33F
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6. | CMUH105-REC3-039

2y

ROF O HRE 2018 EA A SR BT ER AT
2%

% >R BIf (Safety-report team, SRT)>** 2018 &
47 1T pPRERT I LG ERDEFFTAZ
B HRBHREFZANEEL S R LR
(A gE A nE R L AT 4 24R2 B %6 & 2018
ET7TT LR E®R LATHRARAELT G FE AT
QA LR

7. | CMUH106-REC3-088

[—;F'— w -iﬁ-["?‘:; \:lr]
*3 & @ SAE Listing
*p #p : 07-Jun-2018

8. | CMUH105-REC3-094

[ % 24402 ]

*iR Bk F AL Upadacitinib

*E M FLHEF 1072010 01 p I 107 &
06 * 30

9. | CMUH106-REC3-079

v AR

(GEIEIEIEES
*RE S LA Varlitinib (ASLANO001)
*F pfraRpd e
(1)2018KR007012 Initial [Gastric perforation]
(2)2018KR004885 Initial [Neutropenia]
(3)2018KR004885 FU1 [Neutropenia]
(4)2018KR004885 FU2 [Neutropenia]
(5)2018KR004885 FU2 [Neutropenia]
(6)2017MY016976 FUS5 [Sinus tachycardia]

10, CMUH105-REC3-054

v AR

[z 2 242 )

*ik5 # e 24 © PEGPH20

*p MMARL R I 106# 08 % 13 p 3 107 &
02" 12 p

[/ Pié]

[ T S

R -FreEATR (%)
3~ Rk (0F)

R - Hf (0m454)

107 =

08 * 30 p




