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1.
PNEUMONITIS
1. DURVALUMAB;
2021A028 (Pneumonitis);
2. TRASTUZUMAB
CMUH108 029
1. 2021/2/1 FU4 DERUXTECAN(TRA 2,3 A
-REC1-024 (E7401002 HYPONATRE
STUZUMAB
) MIA
DERUXTECAN)
(Hyponatraemia
)
#1 ) AC-220 or Placebo
Grade 4
(Code not broken)
ANAPHYLACT
CMUH105 DSJ-2021- #2 ) CYTARABINE
2. 2021/05/03 follow up 1 IC REACTION |2 A
-RECI1-069 113498 (AC-220 Study)
[Anaphylactic
(CYTARABINE)
reaction|
Infusion
#1 ) AC-220 or Placebo
(Code not broken)
#2 ) CYTARABINE
platelet count
(AC-220 Study)
CMUHI105 DSE-2021- decreased
3. 2020/12/07 follow up 1|{(CYTARABINE) 2,3 A
-REC1-069 117853 [Platelet count
Infusion
decreased]
#3)
MITOXANTRONE
(MITOXANTRONE)
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#1 ) AC-220 or Placebo
Other Serious
(Code not broken)
Criteria: IME
CMUH105 DSE-2021- #2 ) CYTARABINE
4, 2021/4/12 follow up 1 Hypocalcemia [2,3,7 |A
-REC1-069 118051 (AC-220 Study)
[Hypocalcaemia
(CYTARABINE)
Infusion
#1 ) VANFLYTA
CMUH105 DSJ-2021- TABLETS
5. Unk follow up 1 Death [Death] |1 A
-RECI1-069 138681 (QUIZARTINIB)
Tablet
#1) AC-220
CMUHI105 DSU-2021 passed away
6. Unk follow up 1|{(QUIZARTINIB) 1 A
-REC1-069 -123072 [Death]
Tablet
#1 ) AC-220 or Placebo
(Code not broken) Cardiorespirator
CMUH105 DSE-2021- #2 ) CYTARABINE |y arrest
7. 2021/02/22 follow up 2 1 A
-REC1-069 106992 (AC-220 Study) [Cardio-respirat
(CYTARABINE) ory arrest|
Infusion
#1 ) AC-220 or Placebo |Febrile
(Code not broken) neutropenia
#2 ) CYTARABINE  |Grade 4 [Febrile
(AC-220 Study) neutropenia]
CMUH105 DSE-2021-
8. 2021/03/18 follow up 2 |(CYTARABINE) Sepsis Grade 4 |2 A
-RECI1-069 116381
Infusion [Sepsis]
#3) Mucositis Grade
MITOXANTRONE 3 [Mucosal
(MITOXANTRONE) [inflammation]
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#1 ) AC-220 or Placebo
(Code not broken)
#2 ) CYTARABINE
Febrile
(AC-220 Study)
CMUH105 DSE-2021- neutropenia
9. 2020/10/10 follow up 1|(CYTARABINE) A
-REC1-069 116531 [Febrile
Infusion
neutropenia]
#3)
MITOXANTRONE
(MITOXANTRONE)
#1 ) AC-220 or Placebo
(Code not broken)
#2 ) CYTARABINE  |Febrile
(AC-220 Study) neutropenia
CMUH105 DSE-2021-
10. 2020/11/21 follow up 1|{(CYTARABINE) [Febrile A
-REC1-069 116599
Infusion neutropenia]
#3) Sepsis [Sepsis]
MITOXANTRONE
(MITOXANTRONE)
#1 ) AC-220 or Placebo
(Code not broken)
#2 ) CYTARABINE
platelet count
(AC-220 Study)
CMUH105 DSE-2021- decreased
11. 2021/03/14 follow up 1|{(CYTARABINE) A
-REC1-069 117681 [Platelet count
Infusion
decreased]
#3)
MITOXANTRONE
(MITOXANTRONE)
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white blood
#1 ) AC-220 or Placebo |cells decreased
(Code not broken) [White blood
#2 ) CYTARABINE cell count
(AC-220 Study) decreased]
CMUH105 DSE-2021-
12. 2020/12/08 follow up 1|{(CYTARABINE) worsening of |2 A
-REC1-069 118069
Infusion white blood cell
#3) count decrease
MITOXANTRONE [White blood
(MITOXANTRONE) |cell count
decreased]
#1 ) AC-220 or Placebo
MULTIPLE
(Code not broken)
CEREBRAL
CMUH105 DSJ-2018- |follow up [|#2 ) CYTARABINE
13. 2018/06/29 INFARCTION |1, 3 A
-RECI1-069 126184 10 (AC-220 Study)
[Cerebral
(CYTARABINE)
infarction]
Infusion
#1 ) AC-220 or Placebo
Grade 4
(Code not broken)
ANAPHYLACT
CMUH105 DSJ-2021- #2 ) CYTARABINE
14. 2021/05/03 Initial IC REACTION |2 A
-RECI1-069 113498 (AC-220 Study)
[Anaphylactic
(CYTARABINE)
reaction|
Infusion
#1 ) VANFLYTA
CMUH105 DSJ-2021- TABLETS
15. Unk Initial Death [Death] |1 A
-RECI1-069 138681 (QUIZARTINIB)
Tablet
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UNCONTROLE
D
MUCORMYCO
#1 ) AC-220 or Placebo |SIS OF SINUS
(Code not broken) INFECTION
CMUH105 DSU-2017 #2) CYTARABINE [Mucormycosis]
16. 2017/02/24 follow up 4 1,3 A
-REC1-069 -106586 (AC-220 Study) UNCONTROLE
(CYTARABINE) D
Infusion MUCORMYCO
SIS OF SINUS
INFECTION
[Mucormycosis]
Ventricular
disfunction
[Ventricular
dysfunction]
#1 ) AC-220 or Placebo
Miocardic
(Code not broken)
toxicity
CMUH105 DSU-2017 |follow up [|#2 ) CYTARABINE
17. 2017/07/03 [Cardiotoxicity] |1, 2 A
-REC1-069 -123979 |10 (AC-220 Study) qTC
(CYTARABINE)
PROLONGATI
Infusion
ON
[Electrocardiogr
am QT
prolonged]
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Ventricular
disfunction
[Ventricular
dysfunction]
#1 ) AC-220 or Placebo
Miocardic
(Code not broken)
toxicity
CMUH105 DSU-2017 |follow up [|#2 ) CYTARABINE
18. 2017/07/03 [Cardiotoxicity] |1, 2 A
-RECI1-069 -123979 |11 (AC-220 Study) oTC
T
(CYTARABINE)
PROLONGATI
Infusion
ON
[Electrocardiogr
am QT
prolonged]
Ventricular
disfunction
[Ventricular
dysfunction]
#1 ) AC-220 or Placebo
Miocardic
(Code not broken)
toxicity
CMUH105 DSU-2017 |follow up [#2 ) CYTARABINE
19. 2017/07/03 [Cardiotoxicity] |1, 2 A
-REC1-069 -123979 |12 (AC-220 Study) qTC
(CYTARABINE)
PROLONGATI
Infusion
ON
[Electrocardiogr
am QT
prolonged]
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Ventricular
disfunction
[Ventricular
dysfunction]
#1 ) AC-220 or Placebo
Miocardic
(Code not broken)
toxicity
CMUH105 DSU-2017 |follow up [|#2 ) CYTARABINE
20. 2017/07/03 [Cardiotoxicity] |1, 2 A
-RECI1-069 -123979 (13 (AC-220 Study) oTC
T
(CYTARABINE)
PROLONGATI
Infusion
ON
[Electrocardiogr
am QT
prolonged]
VENTRICULA
#1 ) AC-220 or Placebo [R
(Code not broken) FIBRILLATION
CMUHI105 DSU-2017 |followup [#2 ) CYTARABINE [Ventricular
21. 2017/10/28 2,3 A
-RECI1-069 -151989 |11 (AC-220 Study) fibrillation]
(CYTARABINE) CARDIAC
Infusion ARREST
[Cardiac arrest]
#1 ) AC-220 or Placebo
(Code not broken)
CARDIAC
CMUH105 DSU-2018 #2 ) CYTARABINE
22. 2018/11/13 follow up 6 ARREST 1 A
-RECI1-069 -149060 (AC-220 Study)
[Cardiac arrest]
(CYTARABINE)
Infusion
#1 ) AC-220 or Placebo
(Code not broken)
CARDIAC
CMUH105 DSU-2018 #2 ) CYTARABINE
23. 2018/11/13 follow up 7 ARREST 1 A
-REC1-069 -149060 (AC-220 Study)
[Cardiac arrest]
(CYTARABINE)
Infusion
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HEART
FAILURE
[Cardiac failure]
#1 ) AC-220 or Placebo
DRUG-INDUC
(Code not broken)
ED LIVER
CMUH105 DSU-2019 [follow up [|#2 ) CYTARABINE
24, 2019/06/12 DISEASE A
-REC1-069 -122978 |20 (AC-220 Study)
[Drug-induced
(CYTARABINE)
liver injury]
Infusion
LUNG
INFECTION
[Pneumonia]
HEART
FAILURE
[Cardiac failure]
#1 ) AC-220 or Placebo
DRUG-INDUC
(Code not broken)
ED LIVER
CMUH105 DSU-2019 [follow up |#2 ) CYTARABINE
25. 2019/06/12 DISEASE A
-REC1-069 -122978 |15 (AC-220 Study)
[Drug-induced
(CYTARABINE)
liver injury]
Infusion
LUNG
INFECTION
[Pneumonia]
HEART
FAILURE
[Cardiac failure]
#1 ) AC-220 or Placebo
DRUG-INDUC
(Code not broken)
ED LIVER
CMUH105 DSU-2019 |[follow up |#2 ) CYTARABINE
26. 2019/06/12 DISEASE A
-REC1-069 -122978 |16 (AC-220 Study)
[Drug-induced
(CYTARABINE)
liver injury]
Infusion
LUNG
INFECTION
[Pneumonia]
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HEART
FAILURE
[Cardiac failure]
#1 ) AC-220 or Placebo
DRUG-INDUC
(Code not broken)
ED LIVER
CMUH105 DSU-2019 [follow up [|#2 ) CYTARABINE
217. 2019/06/12 DISEASE A
-REC1-069 -122978 |17 (AC-220 Study)
[Drug-induced
(CYTARABINE)
liver injury]
Infusion
LUNG
INFECTION
[Pneumonia]
HEART
FAILURE
[Cardiac failure]
#1 ) AC-220 or Placebo
DRUG-INDUC
(Code not broken)
ED LIVER
CMUH105 DSU-2019 |follow up [|#2 ) CYTARABINE
28. 2019/06/12 DISEASE A
-REC1-069 -122978 |18 (AC-220 Study)
[Drug-induced
(CYTARABINE)
liver injury]
Infusion
LUNG
INFECTION
[Pneumonia]
HEART
FAILURE
[Cardiac failure]
#1 ) AC-220 or Placebo
DRUG-INDUC
(Code not broken)
ED LIVER
CMUH105 DSU-2019 |follow up [|#2 ) CYTARABINE
29. 2019/06/12 DISEASE A
-REC1-069 -122978 |19 (AC-220 Study)
[Drug-induced
(CYTARABINE)
liver injury]
Infusion
LUNG
INFECTION
[Pneumonia]
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#1 ) AC-220 or Placebo
(Code not broken)
CMUH105 DSU-2019 #2 ) CYTARABINE
30. 2019/09/25 follow up 2 Sepsis [Sepsis] |2, 3 A
-REC1-069 -137286 (AC-220 Study)
(CYTARABINE)
Infusion
111 &2 02 * 07 B % 43 F > % 63 F
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31.

CMUH105
-REC1-069

2019/06/12

DSU-2019
-150158

follow up

14

#1 ) AC-220 or Placebo
(Code not broken)

#2 ) CYTARABINE
(AC-220 Study)
(CYTARABINE)

Infusion

ACUTE
RESPIRATORY
FAILURE
[Acute
respiratory
failure]
ACID-BASE
BALANCE
DISORDER
[Acid base
balance
abnormal]
HYPERKALE
MIA
[Hyperkalaemia]
MAGNESIUM
CONTAINING
HIGH [Blood
magnesium
increased]

THE
BALANCE OF
MIXED ACID
AND BASE IS
OUT OF
BALANCE
[Acid-base
balance disorder

mixed]

32.

CMUH105
-RECI1-069

Unk

DSU-2021
-123072

Initial

#1)AC-220
(QUIZARTINIB)
Tablet

passed away

[Death]
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#1 ) AC-220 or Placebo
(Code not broken)
#2 ) CYTARABINE
(AC-220 Study) Cytomegaloviru
CMUH105 DSU-2021 (CYTARABINE) s infection
33. 2021/06/08 Initial 2,3 A
-REC1-069 -127549 Infusion [Cytomegalovir
#3 ) IDARUBICIN us infection]
(AC-220 Study)
(IDARUBICIN)
Infusion
#1 ) AC-220 or Placebo
Pulmonary
(Code not broken)
Aspergillosis
CMUHI105 DSU-2021 #2 ) CYTARABINE
34. 2021/08/16 Initial [Bronchopulmo |2, 3 A
-REC1-069 -128934 (AC-220 Study)
nary
(CYTARABINE)
aspergillosis]
Infusion
#1 ) AC-220 or Placebo
(Code not broken)
#2 ) CYTARABINE
(AC-220 Study) Other Serious
(CYTARABINE) Criteria: IME
Infusion liver toxicity
CMUHI105 DSU-2021 #3 ) FLUDARABINE |due to
35. 2021/08/31 follow up 1 2,7 A
-REC1-069 -128935 (FLUDARABINE chemotherapy
PHOSPHATE) treatment
Injection [Drug-induced
#4 ) IDARUBICIN liver injury]
(AC-220 Study)
(IDARUBICIN)
Infusion
Disease
CMUH109 21P-056-3 progression,
36. 2021/5/14 follow up 4|ABBV-927 1,2,3 |A
-REC1-104 908372-00 Respiratory
distress
111 # 02 * 07 p % 45 F > % 63 F
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37.

CMUH110
-REC1-045

2021/10/31

2112COLO
10175

Initial

#1) MK-7902
#2 ) BLINDED
THERAPY

(pembrolizumab)

Unknown cause

of death [Death]

38.

CMUH110
-REC1-045

2021/10/31

2112COLO
10175

Followup 1

#1) MK-7902

Unknown cause

of death [Death]

39.

CMUH107
-REC1-188

2021/9/6

2109ITA00
4091

Followup 5

#1 ) MK-7902 Study
(Code not broken)

Tumor bleeding
[Tumour

haemorrhage]

23

40.

CMUH108
-REC1-036

2021/5/5

2105BRAO0O
02244

Followup
19

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

Symptomatic
myositis
[Myositis]
Immune
mediated
hepatitis
[Immune-mediat
ed hepatitis]
respiratory
infection
[Respiratory

tract infection]

1.23

41.

CMUH108
-RECI1-036

2021/5/5

2105BRA0O
02244

Followup

20

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

Symptomatic
myositis
[Myositis]
Immune
mediated
hepatitis
[Immune-mediat
ed hepatitis]
respiratory
infection
[Respiratory

tract infection]

1.23
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42,

CMUH108
-RECI1-036

2021/5/5

2105BRAO0O
02244

Followup

21

#1 ) MK-3475 Study

(Code not broken)

Symptomatic
myositis
[Myositis]
Immune
mediated
hepatitis
[Immune-mediat
ed hepatitis]
respiratory
infection
[Respiratory

tract infection]

1.23

43.

CMUH108
-REC1-036

2021/5/5

2105BRAO0O
02244

Followup
22

#1 ) MK-3475 Study

(Code not broken)

Symptomatic
myositis
[Myositis]
Immune
mediated
hepatitis
[Immune-mediat
ed hepatitis]
respiratory
infection
[Respiratory

tract infection]

1.23

44,

CMUH108
-RECI1-030

2021/9/30

202110143
80_0 Blin
ded

initial

apalutamide

1.LILIOFEMOR
AL
THROMBOSIS

23

45.

CMUH108
-RECI1-030

2021/9/30

202110143
80 1 Blin
ded

follow up 1

apalutamide

1.ILIOFEMOR
AL
THROMBOSIS
2.PULMONAR
Y EMBOLISM
3.LYMPHOCEL

23

111 # 02 * 07 p
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1.ILIOFEMOR
AL
202110143 THROMBOSIS
CMUH108
46. 2021/9/30 |180_2 Blin [follow up 2 |apalutamide 2.PULMONAR |23 A
-REC1-030
ded Y EMBOLISM
3.LYMPHOCEL
E
1. ACUTE
PULMONARY
EMBOLISM
BILATERAL
202108129 2 RIGHT
CMUH108
47. 2021/8/1 |21 _3 Blin |follow up 3 |apalutamide HEART 123 A
-REC1-030
ded STRAIN
3.LEFT
LOWER
EXTREMITY
OCCLUSION
202108616 1. ACUTE
48. [CMUH107|2021/8/20 {72_3 Blin |follow up 3 |Niraparib MYELOBLAST|1237 |A
-REC1-189 ded IC LEUKEMIA
202112544
49. |CMUHI107]2021/2?/7? [41_0 Blin |initial Niraparib L.INFECTION (13 A
-REC1-189 ded
1.
PNEUMONITIS
1. DURVALUMARB;
2021A028 (Pneumonitis);
2. TRASTUZUMAB
CMUH108 029 2.
50. 2021/2/1 FUS5 DERUXTECAN(TRA 2,3 A
-REC1-024 (E7401002 HYPONATRE
STUZUMAB
) MIA
DERUXTECAN)
(Hyponatraemia
)
111 # 02 * 07 p % 48 F > % 63 F
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Atezolizumab
CMUH110
51. 2021/6/8 (2846898 |Initial Trastuzumab SEPSIS 2 A
-REC1-060
Emtansine
Atezolizumab
CMUH110 Follow up SEPSIS
52. 2021/6/8 2846898 Trastuzumab 2,3 A
-REC1-060 1 PNEUMONITIS
Emtansine
Trastuzumab
CMUHI110
53. 2021/6/8 2846898  [Initial Emtansine SEPSIS 2 A
-REC1-060
Atezolizumab
SEPSIS
Trastuzumab
CMUH110 Follow up PNEUMONITIS
54, 2021/6/8 2846898 Emtansine 2,3 A
-REC1-060 2 LEFT VISUAL
Atezolizumab
DISCOMFORT
SEPSIS
Trastuzumab
CMUHI110 Follow up PNEUMONITIS
55. 2021/6/8 2846898 Emtansine 2,3 A
-REC1-060 3 LEFT VISUAL
Atezolizumab
DISCOMFORT
#1) Other Serious
TALAZOPARIB;PLAC|Criteria:
CMUH102 202101646 EBO (Code not broken) |Medically
56. 2021/11/22 Initial 2 A
-REC1-068 777 #2 ) Enzalutamide Significant
(ENZALUTAMIDE) [Potential DILI
Capsule [DILI]
Other Serious
#1) Criteria:
TALAZOPARIB;PLAC|Medically
follow up 1
CMUH102 202101646 EBO (Code not broken)|Significant
57. 2021/11/22 (Downgrad 2 A
-REC1-068 777 | #2 ) Enzalutamide urolithiasis of
e
(ENZALUTAMIDE) |the common bile
Capsule duct [Common
bile duct stone]
GDC-9545
CMUH109 Follow up PULMONARY
58. 2021/5/12 12832281 Letrozole 1 A
-REC1-084 EMBOLISM
Palbociclib
111 # 02 * 07 p % 49 7 > % 63 |
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CREATININE
Palbociclib INCREASED
CMUH109
59. 2021/9/7 12908759 |Initial GDC-9545 ACUTE 2,3 A
-REC1-084
Letrozole KIDNEY
INJURY
GDC-9545
CMUH109 Follow up PULMONARY
60. 2021/5/12 12832281 Letrozole 1 A
-REC1-084 1 EMBOLISM
Palbociclib
ACUTE
GDC-9545 KIDNEY
CMUH109
61. 2021/9/7 12908759  [Initial Letrozole INJURY 2,3 A
-REC1-084
Palbociclib CREATININE
INCREASED
CREATININE
GDC-9545 INCREASED
CMUH109 Follow up
62. 2021/9/7 12908759 Letrozole ACUTE 2,3 A
-REC1-084 1
Palbociclib KIDNEY
INJURY
GDC-9545
CMUH109 Follow up PULMONARY
63. 2021/5/12 12832281 Letrozole A
-REC1-084 1 EMBOLISM
Palbociclib
ACUTE
Palbociclib KIDNEY
CMUH109 Follow up
64. 2021/9/7 12908759 GDC-9545 INJURY 2,3 A
-REC1-084 1
Letrozole CREATININE
INCREASED
#1 ) MK-7902
(lenvatinib mesylate)
small intestinal
Capsule
CMUH108 2110CHNO perforation
65. 2021/10/13 Followup 7 [#2) 2.3 A
-REC1-059 04631 [Small intestinal
PEMBROLIZUMAB
perforation]
(pembrolizumab)
Solution for injection
111 # 02 * 07 p % 50 F % 63 |




6@## §%w@§mpiﬁﬂiﬁg¥—%ﬁiﬁg

F-t-ERF-XFRERELC 2R
b
*Ed | w20 3 2
pg| THH | o | PO v 55 7 et | 2% =6
g H 5|
g
hypoalbuminemi
a
#1 ) MK-7902
[Hypoalbuminae
(lenvatinib mesylate)
mia]
Capsule
CMUH108 2104CHNO septic shock
66. 2021/3/26 Initial #2) 123 |A
-REC1-059 01489 [Septic shock]
PEMBROLIZUMAB
myelosuppressio
(pembrolizumab)
n
Solution for injection
[Myelosuppressi
on]
hypoalbuminemi
a
#1 ) MK-7902
[Hypoalbuminae
(lenvatinib mesylate)
mia]
Capsule
CMUH108 2104CHNO septic shock
67. 2021/3/26 Followup 1 [#2) 1.23 |A
-REC1-059 01489 [Septic shock]
PEMBROLIZUMAB
myelosuppressio
(pembrolizumab)
n
Solution for injection
[Myelosuppressi
on]
#1 ) MK-7902
(lenvatinib mesylate)
Capsule Worsening of
CMUH108 2009BRA0
68. 2019/12/24 Followup 3 [#2) Hipertension ~ [2.3 A
-REC1-059 11158
PEMBROLIZUMAB [[Hypertension]
(pembrolizumab)
Solution for injection
111 # 02 * 07 p % 51 F > % 63 F
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hypoalbuminemi
a
#1 ) MK-7902
[Hypoalbuminae
(lenvatinib mesylate)
mia]
Capsule
CMUH108 2104CHNO septic shock
69. 2021/3/26 Followup 2 [#2 ) 1.23 |A
-REC1-059 01489 [Septic shock]
PEMBROLIZUMAB
myelosuppressio
(pembrolizumab)
n
Solution for injection
[Myelosuppressi
on]
#1 ) MK-7902
(lenvatinib mesylate)
Capsule Worsening of
CMUH108 2009BRA0
70. 2019/12/24 Followup 4 [#2 ) Hipertension ~ |2.3 A
-REC1-059 11158
PEMBROLIZUMAB [[Hypertension]
(pembrolizumab)
Solution for injection
#1) MK-7902
Accute
(lenvatinib mesylate)
breathing
Capsule
CMUH108 2004BRAO |Followup insufficiency
71. 2020/4/8 #2) 123 |A
-REC1-059 03494 16 [Acute
PEMBROLIZUMAB
respiratory
(pembrolizumab)
failure]
Solution for injection
hypoalbuminemi
a
#1 ) MK-7902
[Hypoalbuminae
(lenvatinib mesylate)
mia]
Capsule
CMUH108 2104CHNO septic shock
72. 2021/3/26 Followup 3 [#2) 123 |A
-REC1-059 01489 [Septic shock]
PEMBROLIZUMAB
myelosuppressio
(pembrolizumab)
n
Solution for injection
[Myelosuppressi
on]
111 # 02 * 07 p % 52 F > % 63 F
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hypoalbuminemi
a
#1 ) MK-7902
[Hypoalbuminae
(lenvatinib mesylate)
mia]
Capsule
CMUH108 2104CHNO septic shock
73. 2021/3/26 Followup 4 [#2) 1.23 |A
-REC1-059 01489 [Septic shock]
PEMBROLIZUMAB
myelosuppressio
(pembrolizumab)
n
Solution for injection
[Myelosuppressi
on]
#1 ) MK-7902
(lenvatinib mesylate)
Capsule
CMUH108 2111CHNO hypophysitis
74. 2021/5/2 Followup 2 [#2) A
-REC1-059 08042 [Hypophysitis]
PEMBROLIZUMAB
(pembrolizumab)
Solution for injection
hypoalbuminemi
a
#1 ) MK-7902
[Hypoalbuminae
(lenvatinib mesylate)
mia]
Capsule
CMUH108 2104CHNO septic shock
75. 2021/3/26 Followup 5 [#2 ) 123 |A
-REC1-059 01489 [Septic shock]
PEMBROLIZUMAB
myelosuppressio
(pembrolizumab)
n
Solution for injection
[Myelosuppressi
on]
111 # 02 * 07 p % 53 F > % 63 F
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hypoalbuminemi
a
#1 ) MK-7902
[Hypoalbuminae
(lenvatinib mesylate)
mia]
Capsule
CMUH108 2104CHNO septic shock
76. 2021/3/26 Followup 6 [#2) 123 |A
-REC1-059 01489 [Septic shock]
PEMBROLIZUMAB
myelosuppressio
(pembrolizumab)
n
Solution for injection
[Myelosuppressi
on]
CMUH108 NUT-2021 Vascular access
77. 2021/5/17 FuU4 NUC-1031/Cisplatin A
-REC1-128 -000104 site thrombosis
Hepatorenal
syndrome/Hepat
CMUH108 NUT-2021
78. 2021/6/15 FU6 NUC-1031/Cisplatin  [ic function 1 A
-REC1-128 -000142
disorder/Hepatic
insufficiency
Chronic kidney
CMUH108 NUT-2021
79. 2021/1/22 FU1 Gemcitabine/Cisplatin |disease/Acute |1 A
-REC1-128 -000014
kidney injury
CMUH108 NUT-2021
80. 2021/9/19 INI NUC-1031/Cisplatin  |Sepsis 1 A
-REC1-128 -000263
Plateleted count
decreased,
CMUH108 NUT-2021
81. 2021/2/23 INI Gemcitabine/Cisplatin [Anemia, 1 A
-REC1-128 -000035
Anemia, Platelet
count decreased
CMUH108 NUT-2021
82. 2021/9/19 FU1 NUC-1031/Cisplatin  [Sepsis 1 A
-REC1-128 -000263
CMUH108 NUT-2021
83. 2021/9/4 FUI NUC-1031/Cisplatin  |Sepsis 1 A
-REC1-128 -000243
CMUH108 NUT-2021
84. 2021/7/25 FU3 NUC-1031/Cisplatin  |Septic shock 1 A
-REC1-128 -000198
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CMUH108 NUT-2021
85. 2021/9/19 FU2 NUC-1031/Cisplatin ~ |Sepsis 1 A
-REC1-128 -000263
CMUH108 NUT-2021
86. 2021/9/4 FU2 NUC-1031/Cisplatin  [Sepsis 1 A
-REC1-128 -000243
Plateleted count
decreased,
CMUH108 NUT-2021
87. 2021/2/23 FU1 Gemcitabine/Cisplatin |Anemia, 1 A
-REC1-128 -000035
Anemia, Platelet
count decreased
CMUH108 NUT-2021
88. 2021/9/19 FU3 NUC-1031/Cisplatin  |Sepsis 1 A
-REC1-128 -000263
Bacterial
Peritonitis,
Clinical
CMUH108 NUT-2021 progression of
89. 2021/4/28 FU6 Gemcitabine/Cisplatin 1 A
-REC1-128 -000089 metastatic
cholangiocarcin
oma, Peritoneal
infection
Plateleted count
decreased,
CMUH108 NUT-2021
90. 2021/2/23 FU2 Gemcitabine/Cisplatin [Anemia, 1 A
-REC1-128 -000035
Anemia, Platelet
count decreased
CMUH108 NUT-2021
91. 2021/7/25 FU4 NUC-1031/Cisplatin  [Septic shock 1 A
-REC1-128 -000198
CMUH108 NUT-2021
92. 2021/9/4 FU3 NUC-1031/Cisplatin  |Sepsis 1 A
-REC1-128 -000243
CMUH108 NUT-2020
93. 2020/10/21 FU10 NUC-1031/Cisplatin  [Stroke 1 A
-REC1-128 -000092
111 # 02 * 07 p % 55 F % 63 |
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Plateleted count
decreased,
CMUH108 NUT-2021
94, 2021/2/23 FU3 Gemcitabine/Cisplatin |Anemia, 1 A
-REC1-128 -000035
Anemia, Platelet
count decreased
CMUH108 NUT-2021
95. 2021/9/19 FuU4 NUC-1031/Cisplatin  |Sepsis 1 A
-REC1-128 -000263
CMUH108 NUT-2020
96. 2020/10/21 FU10 NUC-1031/Cisplatin  [Stroke 1 A
-REC1-128 -000092
Bacterial
Peritonitis,
Clinical
CMUH108 NUT-2021 progression of
97. 2021/4/28 FU7 Gemcitabine/Cisplatin 1 A
-REC1-128 -000089 metastatic
cholangiocarcin
oma, Peritoneal
infection
CMUH108 NUT-2021 Cardiocirculator
98. 2021/11/15 INI NUC-1031/Cisplatin 1 A
-REC1-128 -000314 y arrest
CMUH108 NUT-2021
99. 2021/9/4 FU4 NUC-1031/Cisplatin ~ |Sepsis 2 A
-REC1-128 -000243
CMUH108 NUT-2020 Liver injury,
100. 2020/12/16 FU6 NUC-1031/Cisplatin A
-REC1-128 -000136 Biliary sepsis
CMUH108 NUT-2020
101. 2020/10/21 FUI11 NUC-1031/Cisplatin  |Stroke 1 A
-REC1-128 -000092
CMUH108 NUT-2021 Cardiocirculator
102. 2021/11/15 FUI NUC-1031/Cisplatin A
-REC1-128 -000314 y arrest
111 # 02 * 07 p % 56 % 63 |
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Bacterial
Peritonitis,
Clinical
CMUH108 NUT-2021 progression of
103. 2021/4/28 FU8 Gemcitabine/Cisplatin 2 A
-REC1-128 -000089 metastatic
cholangiocarcin
oma, Peritoneal
infection
CMUH108 NUT-2020
104. 2020/10/21 FU12 NUC-1031/Cisplatin  |STROKE 1 A
-REC1-128 -000092
CMUH108 NUT-2021 Thromboemboli
105. 2021/12/3 FUI Gemcitabine/Cisplatin A
-REC1-128 -000341 c event
CMUH108 NUT-2021
106. 2021/9/4 FU5 NUC-1031/Cisplatin  |Sepsis 2 A
-REC1-128 -000243
Chronic kidney
CMUH108 NUT-2021
107. 2021/1/22 FU2 Gemcitabine/Cisplatin |injury, Acute 1 A
-REC1-128 -000014
Kidney Injury
(1) ASP-1929 + PIT
Light Illumination
(ASP-1929 + PIT Light
Illumination) Injection,
640 milligram/sq. meter
CMUH108 ASP-301-2 Localised
108. 2020/4/27 follow up 5|{Lot # UNK}; 2,3 A
-REC1-125 0200034 infection
Regimen #1
(2) BioBlade Laser
System (PDT
semiconductor laser)
N/A; Regimen #1
111 # 02 * 07 p % 57 F > % 63 F
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(1) ASP-1929 + PIT
Light Illumination
(ASP-1929 + PIT Light
[llumination) Injection,
CMUH108 2020-0000 640 milligram/sq. Pharyngeal
109. 2020/7/18 follow up 4 2,3 A
-REC1-125 0004 meter; Regimen #1 haemorrhage
(2) BioBlade Laser
System (PDT
semiconductor laser)
N/A; Regimen #1
1.ILIOFEMOR
AL
202110143 THROMBOSIS
CMUH108
110. 2021/9/30 |180_3 Blin [follow up 3 [apalutamide 2.PULMONAR |23 A
-REC1-030
ded Y EMBOLISM
3.LYMPHOCEL
E
Other Serious
CMUH106 ONO-2019 Cisplatin;
111. 2019/9/12 FU7 Criteria: Other (2.3 A
-REC1-094 -019438 Fluorouracil
medically imp
ONO-2019
Nivolumab;
CMUH106 -018638 Pneumonia,
112. 2019/8/30 FU7 Fluorouracil; 2.3 A
-REC1-094 (BMS-201 Pneumonitis
Cisplatin
9-086401)
(k] FRPHE -
®s HEHLUIFAFE
P4
g * € . FAPF
EX ol
[ SSR Replacement Letter]
R E S L #L * BTRC4017A
1. CMUH110-REC1-088 G 3 | ¥ pIEL B L 2020/06/30 to 2021/6/29
[ DSUR Executive Summary ]
¥R ¥ 4 ¢ ¢ Tocilizumab
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*% > M2 8 F 1 2020/4/11 to 2021/4/10
[ Six-Monthly SUSAR Report ]

*H % ¥4 L4 ¢ Tocilizumab

*% > M2 8 1 2020/4/11 to 2021/4/10
[ Six-Monthly SUSAR Report ]

*R % ¥ 4L ¢ Tocilizumab

*% > M2 8 R 1 2021/4/11 to 2021/10/10
[ DSUR Executive Summary ]

*R% ¥ 4L Trastuzumab

*x p IR E R L 2020/9/25 to 2021/9/24

CMUHI103-REC1-097

|+

(A
55

(2= 242 ]

*25% ¥4 ¢ fL © Abemaciclib (LY2835219)

*% PMARA YR 12021 & 037 295 3 2021
£09 % 28 p

CEEEREED
*uc Ao p gl Abemaciclib LY2835219 Investigator’s
Brochure Approval Date: 02-Dec-2021

CMUHI109-REC1-082

[z % 2144 ]

¥Rk E P L4 Xofigo (Radium-223)

*H 2MEFLHPEF I10£ 127 01 p T 110 &
12 % 31 p

CMUH109-REC1-100

ES
ﬂrﬂ
#

[E#723F12p])
*4 A p ¥ : Budigalimab (ABBV-181) Investigator
Brochure Edition 7 — 04 December 2021

(73 2 4% 4 £ pords])
*i A p # : Budigalimab (ABBV-181) Investigator
Brochure Edition 7 Addendum 1 — December 2021

CMUHI110-RECI1-113

[T 2p])
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