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P2 45 5
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#1(MAS063DP) %+
CMUH106R | | %" %7 AL SR
B1 | SHE | RPE | BAELRAKAK
8 | EC3H3AR | - | 4 g | s A (Transepidermal | 107/09/27
-2) FF water loss; TEWL) 12
[0\ e gl =5, R 4
Lk
CMUH106-R | 2% | sguxFEd |Mf & (2oiEs = 8 s
o EC3-122(AR | % ;éZgﬁ} ﬁi%»ﬁﬁ‘?ﬁ S B 107109125
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Durvalumab &
Durvalumab 4c }
Tremelimumab & *
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N LERLE
(NSCLC) &dﬁm%
- LR
(POSEIDON)
SR PIER T 0
CMUH107-R 6o H A ?33 g | Bpd | pEREASES
10.| EC3-029(AR | WE A A |G | 4o r £ % s | 107/09/14
1) T ARFE | PE | RRRRRET
By
- JE v R LR
Wk AH AL RA
THERLIT DX
CMUHL07-R WirEE EGFR TKI i % 4 &
Bl kAR | R E |15 EGFR R %
11.| EC3-049(AR % %ii;%ﬁ T3 F | BIvaLdp N EH 107/09/14
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A
osimertinib 3
A R
(LAURA)
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CMUH105-R Poor oy [T PF
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AFBFFHEFBRA ST 2RACRBA RS SR LS DEBFI AL
FoRY AT LR
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#1)
CMUH10 ) . .
2017/11/2|11711KOR]| follow | MK-3475 soft tissue infection
1. |6-REC3-0 . . . 1,3 A
E4 1 010940 | up9 | Study (Code | [Soft tissue infection]
not broken)
#1)
CMUH10 ) . .
2017/11/2|11711KOR]| follow | MK-3475 soft tissue infection
2. |6-REC3-0 . . . 1,3 A
£4 1 010940 | up 10 | Study (Code | [Soft tissue infection]
not broken)
#1)
CMUH10 ) ) .
2017/11/2|11711KOR| follow | MK-3475 soft tissue infection
3. |6-REC3-0 . . ) 1,3 A
E4 1 010940 | up 11 | Study (Code | [Soft tissue infection]
not broken)
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FATAL ACUTE
BREATHING
INSUFFICIENCY
(ACUTE
RESPIRATORY
INSUFFICIENCY),
CMUH10
follow INFECTION OF THE|1, 2,
4, |5-REC3-1| 2018/5/8 | 2107355 GDC-0853 A
11 up ULCERATED 3
LESION IN
THE RIGHT LOWER
LIMB,
SEPTIC SHOCK,
MULTIPLE ORGAN
DYSFUNCTION
CMUH10
5. |5-REC3-1|2018/6/24| 2146620 | Initial | GDC-0853 DEATH 1 A
11
CMUH10
6. [5-REC3-1]2018/6/24 (2146620 | Initial | GDC-0853 DEATH 1 A
11
CMUH10
follow
7. |5-REC3-112018/6/24| 2146620 GDC-0853 DEATH 1 A
11 up
DOWNGRADED
MULTIPLE
ORGAN
CMUH10 DYSFUNCTION,
follow 1,2,
8. [5-REC3-1| 2018/5/8 | 2107355 up GDC-0853 MULTIPLE 3 A
11 ORGANIC
DYSFUNCTION
(MULTI-ORGAN
FAILURE)
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INFECTION OF THE
CMUH10 follow ULCERATED L2
9. |5-REC3-1| 2018/5/8 | 2107355 . GDC-0853 | LESION IN THE ’3 A
11 g RIGHT LOWER
LIMB
CMUH10
follow
10. | 5-REC3-1{2018/6/24| 2146620 y GDC-0853 DEATH 1A
11 P
#1)
MK-3475
Study (Code
CMUH10 not broken) )
1806GT | Follow pneumonia
11. |6-REC3-0( 2018/6/8 #2) . 23| A
MO006010( up 11 [Pneumonia]
78 CISPLATIN
#3)
5-FLUOROU
RACIL
#1)
MK-3475
Study (Code
CMUH10 not broken) .
1806HK | Follow pneumonia
12. |6-REC3-0 | 2018/6/2 #2) . 123 A
G000832| up6 [Pneumonia]
78 CISPLATIN
#3)
5-FLUOROU
RACIL
#1) fall [Fall]
MK-3475 Acute subdural
Study (Code | haematoma [Subdural
CMUH10 not broken) haematoma]
1808JPN | Follow .
13. | 6-REC3-0(2018/8/12 #2) Traumatic 23| A
006041 | up1l .
78 5-FLUOROU subarachnoid
RACIL hemorrhage
#3) [Subarachnoid
CISPLATIN haemorrhage]
107 & 09 * 27 p $ 20 F »% 35 F
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#1)
MK-3475
Study (Code . .
upper gastrointestinal
CMUH10 not broken)
1807CHL| Follow hemorrhage [Upper
14, 16-REC3-0| 2018/7/8 #2) . : 1 1A
005053 | up5 gastrointestinal
78 CISPLATIN
haemorrhage]
#3)
5-FLUOROU
RACIL
#1)
MK-3475
Study (Code
CMUH10 not broken) )
1806GT | Follow pneumonia
15. |6-REC3-0 | 2018/6/8 #2) . 23| A
MO006010| up 12 [Pneumonia]
78 CISPLATIN
#3)
5-FLUOROU
RACIL
#1)
MK-3475 | Duodenal perforation
Study (Code [Duodenal
CMUH10 not broken) perforation]
1805JPN | Follow i
16. | 6-REC3-0| 2018/5/5 #2) malignant neoplasm | 2.3 | A
002986 | up 16 .
78 CISPLATIN progression
#3) [Malignant neoplasm
5-FLUORQOU progression]
RACIL
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#1)
MK-3475 post tranfusion
Study (Code purpura [Post
CMUH10 not broken) | transfusion purpura]
1802USA| Follow .
17. [6-REC3-0]2018/1/29 #2) Malignant neoplasm | 2.3 | A
000629 | up3 .
78 5-FLUOROU progression
RACIL [Malignant neoplasm
#3) progression]
CISPLATIN
#1)
MK-3475
Study (Code
CMUH10 not broken) )
1806HK | Follow pneumonia
18. |6-REC3-0 | 2018/6/2 #2) . 123 A
G000832| up7 [Pneumonia]
78 CISPLATIN
#3)
5-FLUOROU
RACIL
#1) non-infectious
CMUH10 .
1804AR | follow | MK-3475 encephalitis
19. [ 6-REC3-1(2018/3/30 i _ 13| A
91 G000429( up7 | Study (Code [Noninfective
not broken) encephalitis]
1. Ipatasertib
2.
CMUH10 Abiraterone
Follow INCREASED ALT
20. | 6-REC3-0| 2018/5/2 | 2123481 Acetate ) 2 | A
up 1 (ALT increased)
81 3.
PREDNISON
E
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. LIVER
1. Ipatasertib
DYSFUNCTION
2. .
i (Hepatic
CMUH10 Abiraterone )
» dysfunction NOS)
21. |6-REC3-0| 2018/6/8 | 2140475 | Initial Acetate 23| A
81 3 RASH
' MACULO PAPULAR
PREDNISON
£ (Rash
maculo-papular)
1. Ipatasertib
2.
CMUH10 Abiraterone
Follow INCREASED ALT
22. |6-REC3-0| 2018/5/2 | 2123481 Acetate ) 2 | A
up 2 (ALT increased)
81 3.
PREDNISON
E
1. Ipatasertib Subdural
2. (intracranial)
CMUH10 Follow Abiraterone hemorrhage
23. | 6-REC3-0(2018/1/10| 2052970 up 3 Acetate « Non ST segment|(1,3,4| A
81 P 3. elevation myocardial
PREDNISON infarction
E Fall
1. Ipatasertib
2.
i INCREASED ALT
CMUH10 Abiraterone .
Follow (ALT increased)
24. | 6-REC3-0 | 2018/5/2 | 2123481 Acetate 27| A
81 up 3 3 INCREASED AST
' (AST increased)
PREDNISON
E
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1. Ipatasertib :
P ) ! Alanine
o aminotransferase
CMUH10 Abiraterone )
. increased
25. | 6-REC3-012018/6/27 | 2142425 | Initial Acetate A
Maculopapular
81 3.
rash
PREDNISON .
Drug eruption
E
1. Ipatasertib
2.
CMUH10 Abiraterone
26. | 6-REC3-0| 2018/7/3 | 2150669 | Initial Acetate Death A
81 3.
PREDNISON
E
1. Ipatasertib
5 DRUG-INDUCED
o LIVER
CMUH10 Abiraterone
Follow DYSFUNCTION
27. |6-REC3-0| 2018/6/8 | 2140475 Acetate . A
a1 up 1 3 (Hepatic
' dysfunction NOS)
PREDNISON
. Rash
maculo-papular
18P-163- ABT-494 Death
CMUH10 . e
28. 2018/5/9 |2362473-| Initial |(Upadacitinib Fever A
5-REC3-0 .
13 00(5.0) ) Metastases to liver
#1) sepsis [Sepsis]
MK-3475 i P _p i
urinary tract infection
Study (Code )
[Urinary tract
CMUH10 not broken) i .
1806 TUR| Follow infection]
29. |6-REC3-0{2018/6/13 #2) ) 123 A
007280 | up 15 pancytopenia
78 CISPLATIN )
43) [Pancytopenia]
intracranial infarctus
5-FLUORQOU _ )
[Cerebral infarction]
RACIL
107 # 09 » 27 p % 24 F £ 35
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30.

CMUH10
6-REC3-0
78

2018/4/1

1804THA
004648

Follow
up 4

#1)
MK-3475
Study (Code
not broken)
#2)
CISPLATIN
#3)
5-FLUOROU
RACIL

Diarrhea [Diarrhoea]

31.

CMUH10
6-REC3-0
78

2018/7/8

1807CHL
005053

Follow
up 4

#1)
MK-3475
Study (Code
not broken)
#2)
CISPLATIN
#3)
5-FLUOROU
RACIL

Unknown cause of

death [Death]

32.

CMUH10
6-REC3-0
78

2018/4/1

1804THA
004648

Follow
up 5

#1)
MK-3475
Study (Code
not broken)
#2)
CISPLATIN
#3)
5-FLUOROU
RACIL

Diarrhea [Diarrhoea]
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#1) sepsis [Sepsis]
MK-3475 ) P 'p _
urinary tract infection
Study (Code )
[Urinary tract
CMUH10 not broken) ) .
1806 TUR| Follow infection]
33.|6-REC3-0{2018/6/13 #2) i 123 A
007280 | up 16 pancytopenia
78 CISPLATIN .
#3) [Pancytopenia]
intracranial infarctus
5-FLUOROU _ )
[Cerebral infarction]
RACIL
#1)
MK-3475
Study (Code
CMUH10 not broken) )
1806HK | Follow pneumonia
34. |6-REC3-0| 2018/6/2 #2) . 123 A
G000832| up5 [Pneumonia]
78 CISPLATIN
#3)
5-FLUOROU
RACIL
#1) sepsis [Sepsis]
MK-3475 urinarp tract isfection
Study (Code y_
[Urinary tract
CMUH10 not broken) ) .
1806 TUR| Follow infection]
35. [6-REC3-012018/6/13 #2) ) 123 A
007280 | up 17 pancytopenia
78 CISPLATIN .
43) [Pancytopenia]
intracranial infarctus
5-FLUOROU . .
[Cerebral infarction]
RACIL
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#1)
MK-3475 .
Duodenal perforation
Study (Code
[Duodenal
not broken) )
CMUH10 perforation]
1805JPN | Follow #2) .
36. | 6-REC3-0| 2018/5/5 malignant neoplasm A
002986 | up 15 |M_CISPLATI _
78 N progression
Malignant neoplasm
#3) | ?o ressionp]
M_FLUORO Prog
URACIL
#1)
MK-3475
Study (Code
not broken) )
CMUH10 1806GT | Follow pneumonia
37. 2018/6/8 #2) _ A
6-REC3-0 MO006010| up 13 [Pneumonia]
CISPLATIN
78
#3)
5-FLUOROU
RACIL
#1)
MK-3475
Study (Code upper gastrointestinal
not broken) PPETY
CMUH10 1807CHL| Follow hemorrhage [Upper
38. 2018/7/8 #2) . _ A
6-REC3-0 005053 | up6 gastrointestinal
CISPLATIN
78 haemorrhage]
#3)
5-FLUOROU
RACIL
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#1)
MK-3475 post tranfusion
Study (Code purpura [Post
not broken) | transfusion purpura]
CMUH10 1802USA| Follow .
39. 2018/1/26 #2) Malignant neoplasm | 2.3 | A
6-REC3-0 000629 | up4 .
. 5-FLUOROU progression
RACIL [Malignant neoplasm
#3) progression]
CISPLATIN
#1) sepsis [Sepsis]
MK-3475 urinarIO tract iEfection
Study (Code [Uyrinar tract
not broken) . y
CMUH10 1806 TUR| Follow infection]
40. 2018/6/13 #2) ) 123 A
6-REC3-0 up 18 pancytopenia
CISPLATIN .
78 43) [Pancytopenia]
intracranial infarctus
5-FLUOROU : .
[Cerebral infarction]
RACIL
#1)
MK-3475
Study (Code upper gastrointestinal
not broken) PPETY
CMUH10 1807CHL| Follow hemorrhage [Upper
41, 2018/7/8 #2) . . 13| A
6-REC3-0 005053 | up7 gastrointestinal
CISPLATIN
78 haemorrhage]
#3)
5-FLUOROU
RACIL
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#1) immune
MK-3475 thrombocytopenia
Study (Code (ITP) [Immune
not broken) | thrombocytopenic
CMUH10 1802USA| Follow
42. 2018/1/26 #2) purpura] 23| A
6-REC3-0 000629 | up5 i
-8 5-FLUOROU| Malignant neoplasm
RACIL progression
#3) [Malignant neoplasm
CISPLATIN progression]
#) sepsis [Sepsis]
MIK-3475 urinarIO tract iEfection
Study (Code [Uyrinar tract
not broken) ) y
CMUH10 1806 TUR| Follow infection]
43, 2018/6/13 #2) ) 123 A
6-REC3-0 007280 | up 19 pancytopenia
CISPLATIN )
78 43) [Pancytopenia]
intracranial infarctus
5-FLUOROU : .
[Cerebral infarction]
RACIL
#1)
MK-3475 i
Duodenal perforation
Study (Code
[Duodenal
not broken) .
CMUH10 1805JPN | Follow perforation]
44, 2018/5/5 #2) _ 23| A
6-REC3-0 002986 | up 17 Right ureteral
CISPLATIN ) _
78 43) obstruction [Ureteric
obstruction]
5-FLUOROU
RACIL
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#1)
MK-3475
Study (Code
not broken)
CMUH10 1804THA| Follow . .
45. 2018/4/1 #2) Diarrhea [Diarrhoea] | 1 [ A
6-REC3-0 004648 | up6
CISPLATIN
78
#3)
5-FLUOROU
RACIL
#1)
MK-3475
Study (Code
not broken) )
CMUH10 1806GT | Follow pneumonia
46. 2018/6/8 #2) . 23| A
6-REC3-0 MO006010| up 14 [Pneumonia]
CISPLATIN
78
#3)
5-FLUOROU
RACIL
immune
#1) .
thrombocytopenia
MK-3475
(ITP) [Immune
Study (Code i
thrombocytopenic
CMUH10 not broken)
1802USA| Follow purpura]
47.|6-REC3-0{2018/1/26 #2) 23| A
000629 | up6 Upper GI hemorrhage
78 5-FLUOROU )
due to malignant
RACIL .
43) neoplasm progression
[Upper gastrointestinal
CISPLATIN
haemorrhage]
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#1)
MK-3475 | ATN (Acute tubular
Study (Code necrosis) [Renal
not broken) tubular necrosis]
CMUH10 . e
1805USA| Follow #2) AIN (Acute interstitial
48. | 6-REC3-0| 2018/5/2 . 23 | A
-8 002328 | up7 | CISPLATIN nephritis)
#3) [Tubulointerstitial
5-FLUOROU nephritis]
RACIL sepsis [Sepsis]
#4) TUMS
#1) immune
MK-3475 thrombocytopenia
Study (Code (ITP) [Immune
CMUH10 not broken) | thrombocytopenic
1802USA| Follow
49. | 6-REC3-012018/1/26 #2) purpura] 23| A
000629 | up7 )
78 5-FLUOROU| malignant neoplasm
RACIL progression
#3) [Malignant neoplasm
CISPLATIN progression]
#1)
MK-3475 .
Duodenal perforation
Study (Code
[Duodenal
CMUH10 not broken) .
1805JPN | Follow perforation]
50. | 6-REC3-0| 2018/5/5 #2) _ 23| A
002986 | up 18 Right ureteral
78 CISPLATIN . .
43) obstruction [Ureteric
obstruction]
5-FLUOROU
RACIL
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#1) sepsis [Sepsis]
MK-3475 i P 'p _
urinary tract infection
Study (Code .
[Urinary tract
CMUH10 not broken) ) .
1806 TUR| Follow infection]
51. |6-REC3-0(2018/6/13 #2) i 123 A
007280 | up 20 pancytopenia
78 CISPLATIN .
#3) [Pancytopenia]
intracranial infarctus
5-FLUOROU _ )
[Cerebral infarction]
RACIL
#1) fall [Fall]
MK-3475 Acute subdural
Study (Code | haematoma [Subdural
CMUH10 not broken) haematoma]
1808JPN | Follow i
52. |6-REC3-0]2018/8/12 #2) Traumatic 23| A
006041 | up?2 i
78 5-FLUOROU subarachnoid
RACIL hemorrhage
#3) [Subarachnoid
CISPLATIN haemorrhage]
#1) fall [Fall]
MK-3475 Acute subdural
Study (Code | haematoma [Subdural
CMUH10 not broken) haematoma]
1808JPN | Follow i
53.|6-REC3-0(2018/8/12 #2) Traumatic 23| A
006041 | up3 )
78 5-FLUOROU subarachnoid
RACIL hemorrhage
#3) [Subarachnoid
CISPLATIN haemorrhage]
107 & 09 # 27 p $ 32 F % 3B F
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#1) :
immune
MK-3475 .
thrombocytopenia
Study (Code
(ITP) [Immune
CMUH10 not broken) .
1802USA| Follow thrombocytopenic
54. | 6-REC3-0(2018/1/26 #2) 23| A
000629 | up38 purpura]
78 5-FLUOROU
Upper GI hemorrhaae
RACIL . .
#3) [Upper gastrointestinal
haemorrhage]
CISPLATIN
#1) Other Serious Criteria:
MK-3475 | Medically Significant
Study (Code | pulmonary embolism
CMUH10 not broken) [Pulmonary
2017/11/2|1711TUR| Follow i
55. | 6-REC3-0 #2) embolism] 13| A
4 012477 | up9 .
78 CISPLATIN ALT increased
#3) [Alanine
5-FLUOROU| aminotransferase
RACIL increased]
CMUH10 PHHO20 . :
follow | ACZ885/plac |Haemorrhagic necrotic
56. | 7-REC3-0{2018/6/14 [ 17US009 . 2,31 A
up 4 ebo pancreatitis
41 338
[k ] FRPE -
ey FFHEFRFTA
gFJ-
% e
B * € %y 3 g FaArE
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