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- % é—“‘ 10027 about 2 months ago, effort speech, voice fatigue, easily choking, lump
sensatlon of throat with scanty sputum, tightness of neck and nuchal area also
noted.Due to symptom getting worse, subject came to ENT OPD for help. Neck
echo discoldsed bilateral nack lymphadenopathy, in favor of reactive LNSs.
Laryngoplasty with bilateral vocal folds augmentaion , he was arranged on
01Jun2020. Under stable condition, subject discharge on 02Jun2020.
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PEMETREXED
#3) carboplatin
#4 ) cisplatin
#1)
PEMBROLIZU
CMUH108- 2006DEUO |Followup MAB Multiple organ dysfunction
14. 2020/6/4 13 A
REC2-059 04014 8 #2) syndrome
PEMETREXED
#3) carboplatin
#1)
PEMBROLIZU Anaemia
CMUH108- 2004CANO |Followup MAB Anaemia
15. 2020/4/21 ] 131 A
REC2-059 07564 5 #2) Malignant neoplasm
PEMETREXED progression

#3) carboplatin
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#1) MK-7339
Study (Code not )
CMUH108- 2005BRAO0 |Followup Neutropenia
16. 2020/5/16 broken) 123 A
REC2-060 07235 8 COVID-19 pneumonia
#2 ) paclitaxel
#3) carboplatin
#1) MK-7339
Study (Code not
CMUH108- 2004TURO |Followup broken) Pneumonia
17. 2020/4/13 ) 13| A
REC2-060 04518 6 #2 ) MK-3475 Nephrotic syndrome
(pembrolizumab
)
#1) MK-7339
Study (Code not .
CMUH108- 2005BRAO0 [Followup Neutropenia
18. 2020/5/16 broken) ) 1231 A
REC2-060 07235 9 ) COVID-19 pneumonia
#2 ) paclitaxel
#3 ) carboplatin
#1) MK-7339
Study (Code not ]
CMUH108- 2005BRAO0 |Followup COVID-19 pneumonia
19. 2020/5/16 broken) 1231 A
REC2-060 07235 10 Neutropenia
#2 ) paclitaxel
#3 ) carboplatin
#1) MK-7339
Study (Code not
CMUH108- 2004TURO |Followup broken) Pneumonia
20. 2020/4/13 ] 131 A
REC2-060 04518 7 #2 ) MK-3475 Nephrotic syndrome
(pembrolizumab
)
#1) MK-7339
Study (Code not )
CMUH108- 2005BRAO0 |Followup COVID-19 pneumonia
21. 2020/5/16 broken) ) 123 A
REC2-060 07235 11 ) Neutropenia
#2 ) paclitaxel
#3) carboplatin
#1) MK-7339
CMUH108- 2003JPNO0O |Followup N
22. 2020/3/19 Study (Code not Hepatitis 23| A
REC2-060 8321 19
broken)
109 # 09 * 02 p % 31 F % I
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#1) MK-7339
Study (Code not
CMUH108- 2004TURO |Followup broken) Pneumonia
23. 2020/4/13 ] 131 A
REC2-060 04518 8 #2 ) MK-3475 Nephrotic syndrome
(pembrolizumab
)
#1) MK-7339
Study (Code not )
CMUH108- 2005BRAO0 [Followup COVID-19 pneumonia
24. 2020/5/16 broken) ) 1,231 A
REC2-060 07235 12 Neutropenia
#2 ) paclitaxel
#3 ) carboplatin
#1) MK-7339
Study (Code not
CMUH108- 2005BRAO0 [Followup Neutropenia
25. 2020/5/16 broken) ) 1231 A
REC2-060 07235 13 ) COVID-19 pneumonia
#2 ) paclitaxel
#3 ) carboplatin
#1) MK-7339
Study (Code not
CMUH108- 2004TURO [Followup broken) Pneumonia
26. 2020/4/13 ) 13 A
REC2-060 04518 9 #2 ) MK-3475 Nephrotic syndrome
(pembrolizumab
)
#1) MK-7339
Study (Code not )
CMUH108- 2005BRAO0 |Followup Neutropenia
27. 2020/5/16 broken) 123 A
REC2-060 07235 14 ) COVID-19 pneumonia
#2 ) paclitaxel
#3) carboplatin
#1) MK-7339
Study (Code not
CMUH108- 2004TURO |Followup broken) Pneumonia
28. 2020/4/13 ) 131 A
REC2-060 04518 10 #2 ) MK-3475 Nephrotic syndrome
(pembrolizumab
)
109 # 09 * 02 p ¥ 32 F 0% I
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#1) MK-7339
Study (Code not ) )
CMUH108- 2003UKRO Febrile neutropenia
29. 2020/3/2 Initial broken) N 23| A
REC2-060 01054 Hepatotoxicity
#2) carboplatin
#3) paclitaxel
#1) MK-7339 Myocarditis
Study (Code not | Aspartate aminotransferase
CMUH108- 2005KORO0 |Followup ]
30. 2020/4/20 broken) increased 13 A
REC2-060 00181 10 ) ) )
#2 ) paclitaxel | Alanine aminotransferase
#3 ) carboplatin increased
#1) MK-7339
Study (Code not .
CMUH108- 2005BRAO0 [Followup Neutropenia
31. 2020/5/16 broken) ) 1231 A
REC2-060 07235 15 ) COVID-19 pneumonia
#2 ) paclitaxel
#3 ) carboplatin
#1) MK-7339 Myocarditis
Study (Code not | Aspartate aminotransferase
CMUH108- 2005KORO0 |Followup )
32. 2020/4/20 broken) increased 13 A
REC2-060 00181 1 ) ) )
#2 ) paclitaxel | Alanine aminotransferase
#3) carboplatin increased
#1) MK-7339
Study (Code not
CMUH108- 2004TURO |Followup broken) Pneumonia
33. 2020/4/13 131 A
REC2-060 04518 11 #2 ) MK-3475 Nephrotic syndrome
(pembrolizumab
)
CMUH105- 2020-14044|follow up ) )
34. 2020/6/6 finerenone 1. Cardiac arrest 1,3 A
REC2-084 2 1
CMUH106- 2005POLO1|follow up| #1) MK-3475 o o
35. 2020/5/18 encephalitis [Encephalitis] [ 2.3.4| A
REC2-071 0065 2 Study
HEMORRHAGIC
CMUH106- LEX-2020-| BLINDED _
36. 2019/11/2 Initial STROKE [Haemorrhagic | 1 A
REC2-151 000001 DATA
stroke]
109 & 09 * 02 p % 33 F 0% 47 F
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37.

CMUH106-
REC2-151

2020/2/3

LEX-2020-
000040

Initial

BLINDED
DATA

Type 1 respiratory failure
[Respiratory failure]
Acute on chronic kidney
disease [Chronic kidney
disease]
Community acquired
pneumonia-streptococcal
[Pneumonia streptococcal]
Chronic obstructive airway
disease [Chronic
obstructive pulmonary

disease]

23

38.

CMUH106-
REC2-151

2019/11/2

LEX-2020-
000001

follow up
1

BLINDED
DATA

HEMORRHAGIC
STROKE [Haemorrhagic

stroke]

39.

CMUH106-
REC2-151

2018/12/29

2019SA033
486

follow up
28

BLINDED
DATA

renal failure and fluid
overload [Renal failure]
Renal failure [Renal

failure]

13

40.

CMUH106-
REC2-151

2020/2/3

LEX-2020-
000040

follow up
1

BLINDED
DATA

Type 1 respiratory failure
[Respiratory failure]
Acute on chronic kidney
disease [Chronic kidney
disease]
Community acquired
pneumonia-streptococcal
[Pneumonia streptococcal]
Chronic obstructive airway
disease [Chronic
obstructive pulmonary

disease]

23

41.

CMUH106-
REC2-151

2019/11/2

LEX-2020-
000001

follow up
2

BLINDED
DATA

HEMORRHAGIC
STROKE [Haemorrhagic

stroke]

109 # 09 * 02 p




RAFFASERRFRALARL ¥ FELR 4
~FTRLERSLTTEEREL( PR)
B X 2 PAR(RL
e Bl |FA P V5B R % |3k
g |6 2 | ul N
Glomerular filtrate drop
CMUH106- LEX-2020- BLINDED
42. 2020/2/27 Initial [Glomerular filtration rate | 2 A
REC2-151 000188 DATA
decreased]
SEVERE
CMUH106- LEX-2020- - BLINDED
43. 2020/2/18 Initial HYPOGLYCEMIA 2 A
REC2-151 000007 DATA )
[Hypoglycaemia]
Glomerular filtrate drop
CMUH106- LEX-2020- [follow up| BLINDED o
44, 2020/2/27 [Glomerular filtration rate [ 2 A
REC2-151 000188 1 DATA
decreased]
Type 1 respiratory failure
[Respiratory failure]
Acute on chronic kidney
disease [Chronic kidney
disease]
CMUH106- LEX-2020- [follow up| BLINDED Community acquired
45, 2020/2/3 ) 23 A
REC2-151 000040 2 DATA pneumonia-streptococcal
[Pneumonia streptococcal]
Chronic obstructive airway
disease [Chronic
obstructive pulmonary
disease]
renal failure and fluid
CMUH106- 2019SA033(follow up| BLINDED overload [Renal failure]
46. 2018/12/29 13 A
REC2-151 486 17 DATA Renal failure [Renal
failure]
renal failure and fluid
CMUH106- 2019SA033(follow up| BLINDED overload [Renal failure]
47. 2018/12/29 13 A
REC2-151 486 22 DATA Renal failure [Renal

failure]

109 # 09 * 02 p
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Delayed intracerebral
hematoma [Cerebral
haematoma]
CMUH106- 2019SA286 (follow up| BLINDED Cerebral contusion [Brain
48. 2019/10/8 1 A
REC2-151 182 6 DATA contusion]
Coma [Coma]
Car accident [Road traffic
accident]
Other Serious Criteria:
Medically Significant
pancreatic cancer
CMUH106- 2019SA084 (follow up| BLINDED ) )
49, 2019/3/18 [Pancreatic carcinoma] |[1347| A
REC2-151 491 10 DATA
ALT increase [Alanine
aminotransferase
increased]
CMUH106- LEX-2020- BLINDED CAUSE OF DEATH
50. 2020/2/27 Initial 1 A
REC2-151 000314 DATA UNKNOWN [Death]
CMUH106- 2019SA311 BLINDED Death cause unknown
51. 2019/9/1 Initial 1 A
REC2-151 210 DATA [Death]
CMUH106- LEX-2020- [follow up| BLINDED )
52. 2020/2/27 Unexplained death [Death]| 1 A
REC2-151 000314 1 DATA
Delayed intracerebral
hematoma [Cerebral
haematoma]
CMUH106- 2019SA286 (follow up| BLINDED Cerebral contusion [Brain
53. 2019/10/8 1 A
REC2-151 182 7 DATA contusion]
Coma [Coma]
Car accident [Road traffic
accident]
SEVERE
CMUH106- LEX-2020- [follow up| BLINDED
54, 2020/2/18 HYPOGLYCEMIA 2 A
REC2-151 000007 3 DATA )
[Hypoglycaemia]
109 & 09 * 02 p % 36 F % 47T |
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55.

CMUH106-
REC2-151

2019/3/18

2019SA084
491

follow up

11

BLINDED
DATA

Other Serious Criteria:
Medically Significant
pancreatic cancer
[Pancreatic carcinoma]
ALT increase [Alanine
aminotransferase

increased]

1347

56.

CMUH106-
REC2-151

2019/10/8

2019SA286
182

follow up

8

BLINDED
DATA

Delayed intracerebral
hematoma [Cerebral
haematoma]
Cerebral contusion [Brain
contusion]

Coma [Coma]

Car accident [Road traffic

accident]

S7.

CMUH106-
REC2-151

1905/7/11

2019SA311
210

follow up

2

BLINDED
DATA

Death cause unknown
[Death]

58.

CMUH106-
REC2-151

2020/2/3

LEX-2020-
000040

follow up

3

BLINDED
DATA

Type 1 respiratory failure
[Respiratory failure]
Acute on chronic kidney
disease [Chronic kidney
disease]
Community acquired
pneumonia-streptococcal
[Pneumonia streptococcal]
Chronic obstructive airway

disease [Chronic

obstructive pulmonary

disease]

23
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59.

CMUH106-
REC2-151

2019/10/8

2019SA286
182

follow up
10

BLINDED
DATA

Delayed intracerebral
hematoma [Cerebral
haematoma]
Cerebral contusion [Brain
contusion]

Coma [Coma]

Car accident [Road traffic

accident]

60.

CMUH106-
REC2-151

2019/10/8

2019SA286
182

follow up
9

BLINDED
DATA

Delayed intracerebral
hematoma [Cerebral
haematoma]
Cerebral contusion [Brain
contusion]

Coma [Coma]

Car accident [Road traffic

accident]

61.

CMUH106-
REC2-151

2020/2/3

LEX-2020-
000040

follow up
4

BLINDED
DATA

Type 1 respiratory failure
[Respiratory failure]
Acute on chronic kidney
disease [Chronic kidney
disease]
Community acquired
pneumonia-streptococcal
[Pneumonia streptococcal]
Chronic obstructive airway
disease [Chronic
obstructive pulmonary

disease]

23

62.

CMUH106-
REC2-151

2019/6/29

2019SA180
961

follow up
10

BLINDED
DATA

acute kidney insufficiency
[Acute kidney injury]
lactate acidosis [Lactic

acidosis]

23
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Type 1 respiratory failure
[Respiratory failure]
Acute on chronic kidney
disease [Chronic kidney
disease]
CMUH106- LEX-2020- [follow up| BLINDED Community acquired
63. 2020/2/3 ) 23 A
REC2-151 000040 5 DATA pneumonia-streptococcal
[Pneumonia streptococcal]
Chronic obstructive airway
disease [Chronic
obstructive pulmonary
disease]
acute kidney insufficiency
CMUH106- 2019SA180(follow up| BLINDED [Acute kidney injury]
64. 2019/6/29 o ) 23 A
REC2-151 961 8 DATA lactate acidosis [Lactic
acidosis]
acute kidney insufficiency
CMUH106- 2019SA180(follow up| BLINDED [Acute kidney injury]
65. 2019/6/29 o ) 23 A
REC2-151 961 9 DATA lactate acidosis [Lactic
acidosis]
CMUH106- 2019SA274 follow up] BLINDED fournier gangrene
66. 2019/9/18 ) 23 A
REC2-151 147 10 DATA [Fournier's gangrene]
SEVERE
CMUH106- LEX-2020- [follow up| BLINDED
67. 2020/2/18 HYPOGLYCEMIA 2 A
REC2-151 000007 4 DATA ]
[Hypoglycaemia]

109 # 09 * 02 p
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68.

CMUH106-
REC2-151

2020/2/3

LEX-2020-
000040

follow up
6

BLINDED
DATA

Type 1 respiratory failure
[Respiratory failure]
Acute on chronic kidney
disease [Chronic kidney
disease]
Community acquired
pneumonia-streptococcal
[Pneumonia streptococcal]
Chronic obstructive airway
disease [Chronic
obstructive pulmonary

disease]

23

69.

CMUH106-
REC2-151

2019/10/8

2019SA286
182

follow up
11

BLINDED
DATA

Delayed intracerebral
hematoma [Cerebral
haematoma]
Cerebral contusion [Brain
contusion]

Coma [Coma]

Car accident [Road traffic

accident]

70.

CMUH106-
REC2-151

2020/5/11

LEX-2020-
000656

Initial

BLINDED
DATA

Death [Death]
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diabetic cetoacidosis
[Diabetic ketoacidosis]
urinary tract infection
(fungal) (no additional
information) [Urinary tract
infection fungal]
urinary tract infection
fungal (no additional
CMUH106- 2019SA136(follow up|] BLINDED [information) [Urinary tract
71. 2019/2/5 23 A
REC2-151 303 9 DATA infection fungal]
URINARY TRACT
INFECTION CYSTITIS
AND BACTERIAL
[Urinary tract infection]
URINARY TRACT
INFECTION CYSTITIS
AND BACTERIAL
[Cystitis bacterial]
-Melflufen(Melp
- FEBRILE
halan
NEUTROPENIA (Febrile
flufenamide ) ]
neutropenia, Febrile
CMUH108- IL-PSI-201 |follow up|  (melflufen) )
72. 2018/12/29 ) neutropenia) 23| A
REC2-002 8-00114 9 hydrochloride)
- E.COLI SEPSIS
(Escherichia sepsis,
Dexamethasone( o ]
Escherichia sepsis)
Dexamethasone)
-MELFLUFEN
(MELPHALAN
FLUFENAMID| -ACUTE MYELOID
CMUH108- CZ-PSI-202 E) LEUKAEMIA (Acute
73. 2020/6/14 Initial ) ) 23 [ A
REC2-002 0-00091 -DEXAMETHA| myeloid leukaemia, Acute
SONE myeloid leukaemia)
(DEXAMETHA
SONE)

109 # 09 * 02 p
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- MYOCARDIAL
INFARCTION
(Myocardial infarction,
-Pomalidomide(| Myocardial infarction)
Pomalidomide) | - CORONARY HEART
CMUH108- PL-PSI-202
74. 2020/6/9 Initial |-Dexamethasone| DISEASE (Coronary heart| 2,3 | A
REC2-002 0-00080 ]
(Dexamethasone| disease, Coronary artery
) disease)
- HYPERTENSION
(Hypertension,
Hypertension)
-MELFLUFEN(
MELPHALAN
FLUFENAMID
CMUH108- RU-PSI-20 |follow up E) - ANEMIA (Anemia,
75. 2020/6/10 ) 1,3 A
REC2-002 20-00081 2 - Anaemia)
DEXAMETHA
SONE(DEXAM
ETHASONE)
-MELFLUFEN(
MELPHALAN
FLUFENAMID| -ACUTE MYELOID
CMUH108- CZz-PsSI-202|follow up E) LEUKAEMIA (Acute
76. 2020/6/14 ) ) 23 [ A
REC2-002 0-00091 1 - myeloid leukaemia, Acute
DEXAMETHA myeloid leukaemia)
SONE(DEXAM
ETHASONE)
1.DURVALUM
AB
PNEUMOCYSTIS
2020SE886 2.TREMELIMU
CMUH106- follow up JIROVECII PNEUMONIA
17. 2020/6/15 41 MAB o 12,3 A
REC2-098 2 (Pneumocystis jirovecii
(E7407004) 3.ETOPOSIDE ]
pneumonia)
4.CARBOPLAT
IN

109 # 09 * 02 p
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#1) Cemiplimab] DESTRUCTION OF
CMUH106- (CEMIPLIMAB PRIMARY LUNG
78. 2020/6/19 [2020-45154| FU1 o 120 A
REC2-057 ) Injection {Lot | TUMOR [Tumour lysis
# 8241400016} syndrome]
#1) Cemiplimab
(CEMIPLIMAB
) Injection {Lot ] ]
Abnormal Liver Function
# 8241400047} ) )
[Hepatic function
CMUH106- #2)
79. 2020/6/18 [2020-44801| FU1 abnormal] 12| A
REC2-057 CARBOPLATI
RENAL DYSFUNCTION
N*R2810*1307
[Renal impairment]
87
(CARBOPLATI
N) Unknown
#1) Cemiplimab
(CEMIPLIMAB
) Injection {Lot . ]
Abnormal Liver Function
# 8241400047} ] )
[Hepatic function
CMUH106- #2)
80. 2020/6/18 (2020-44801| FU2 abnormal] 1 A
REC2-057 CARBOPLATI
RENAL DYSFUNCTION
N*R2810*1307
[Renal impairment]
87
(CARBOPLATI
N) Unknown
#1 ) Cemiplimab
(CEMIPLIMAB
) Injection {Lot . ]
Abnormal Liver Function
# 8241400047} ) )
[Hepatic function
CMUH106- #2)
81. 2020/6/18 [2020-44801( Initial abnormal] 2 A
REC2-057 CARBOPLATI
RENAL DYSFUNCTION
N*R2810*1307
[Renal impairment]
87
(CARBOPLATI
N) Unknown
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-MELFLUFEN
(MELPHALAN
-ACUTE MYELOID
FLUFENAMID
CMUH108- CZz-PsSI-202|follow up LEUKEMIA (Acute
82. 2020/6/14 E) ) ) 1231 A
REC2-002 0-00091 2 myeloid leukemia, Acute
-DEXAMETHA ) )
myeloid leukaemia)
SONE(DEXAM
ETHASONE)
#1) MK-3475
Study (Code not
broken) )
Hyperglycaemia
CMUH108- 2007HKGO |Followup #2) )
83. 2020/7/6 General physical health | 1,3 | A
REC2-134 02374 3 CISPLATIN o
deterioration
#3)
GEMCITABIN
E
#1) MK-3475
Study (Code not
broken) )
Hyperglycaemia
CMUH108- 2007HKGO |Followup #2) )
84. 2020/7/6 General physical health | 1,3 | A
REC2-134 02374 4 CISPLATIN o
deterioration
#3)
GEMCITABIN
E
#1) MK-3475
Study (Code not
broken) )
Hyperglycaemia
CMUH108- 2007HKGO |Followup #2) )
85. 2020/7/6 General physical health | 1,3 | A
REC2-134 02374 5 CISPLATIN o
deterioration
#3)
GEMCITABIN
E
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86.

REC2-134 00405

CMUH108- 2008FRAOQ |Followup #2) Lung abscess

2020/7/30

#1) MK-3475
Study (Code not
broken)

2 CISPLATIN Renal injury LA
#3)
GEMCITABIN
E

87.

CMUH105- 2020-16270
2020/8/4 initial finerenone 1. Death 1 A
REC2-084 3

[L])] B HE -

Er Q)

FRiwtngd

B

> § St

2

CMUH108-REC2-014 v AR

[z8px 21342 ]

*:E ok & 24 1 Zolbetuximab (IMAB362)

*g rHIFL PR 12019 052 07 p 3 2019 & 11 7
06 p (SUSAR LineListing)

*g ML PR 12019 & 11 % 07 p 3 2020 F 05 ¢
06 p (SUSAR LineListing)

CMUH107-REC2-048 LA

[z =% >2pdp2]
*ik5 %t L4 1 ONO-4538
*% 2 AR WY 106# 09 % 14 p % 109 # 04 * 08 p

CMUH106-REC2-086 EN:8

(2% 2144 ]
*:xe F P 1AL 1 LY2835219 (abemaciclib)
X rMIF2AHRE 108 #0907 29 p 3 109 £ 03 7 28 p
*IDMC Letter dated 16Jun2020

CMUH104-REC2-102 RIE R

(a7 20 ]

*i A& 1 IB#19 (Nivolumab) *p #p : 109 & 06 * 29 p
(2% 2pdp4 ]

*R% E P L4 0 Nivolumab

*g rMHIFLHPRF 109 E01 Y 04p % 109# 077 03P

CMUH106-REC2-151 R I

[z % 2pdp2]
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TRFFAETEHRFRFIGELREF - FALR ¢
- FRLERFLTEEERES(C K

B * ¢ St

P&
344

I

Wk ¥4 L4« Sotagliflozin
FrMAFLERF 12019 & 12 7 24 p 3 2020 £ 6 % 23 p
X rMAFLERF 2019262 24 p 3 2019 & 12 % 23 p

CMUH109-REC2-048

v AR

(EEIEIEIEE S |

ek F i LA 1 BGB-A3L7

% ML HP 2019&59 1p32020& 30 317
WHRES L4 ZW25

% 2MARA YR 12019 # 70 29 p % 2020 & 21 29 p

CMUH106-REC2-037

[z =z 2HFE2]
*R% E P LA T HS-10296
* pMAFAPHRF 107210 31p 3109260 29p

CMUH107-REC2-150

[z 2R 2]
*Eok E 5 LA 0 MSC2156119]
*F rPFLHF 1064100 19p 3 108 & 12 7 16 P

CMUH105-REC2-132

=i

(2]
*n % SUSAR CIOMS (ONO-2019-006368
(BMS-2019-029708) FU2)SUSAR CIOMS
(ONO-2019-006368 (BMS-2019-029708) FU3)SUSAR
CIOMS (ONO-2018-005231 (BMS-2018-086143) FU5)
(IR RS |
*:2 5% % 4 &AL+ ivolumab/Ipilimumab/Fluorouracil/Cisplatin
*H pMHARLYF 20208 1% 4p 3 2020& 77 3 p

10.

CMUH108-REC2-108

i
Eﬁ.f.
&

[ % 2132 ]
*R B & L ¢ Cariprazine
*E rMERLGEF 108~ 107 25 p % 109 & 05 7 15 p

11.
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