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#1) MK-3475 Pyrexia
Study Pyrexia
#2) Pyrexia
CMUH106- 1810HKGO |Followup )
1. 2018/10/16 5-FLUOROUR Pneumonia 13 A
REC3-078 11035 18 )
ACIL Lower respiratory tract
#3) infection
CISPLATIN Pneumonia
#1) MK-3475
Study
#2) Vomiting
CMUH106- 1812CHLO |Followup ]
2. 2018/12/6 CISPLATIN Pneumonia 13 A
REC3-078 04436 9 )
#3) Pulmonary sepsis
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#1) MK-3475
Study ) )
#2) Cerebral infarction
CMUH106- 1806 TURO |Followup Urinary tract infection
2018/6/13 CISPLATIN ) 1231 A
REC3-078 07280 21 43) Sepsis
Pancytopenia
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) Thrombocytopenia
CMUH106- 1902CHNO |Followup ) )
2019/2/9 CISPLATIN Febrile neutropenia 2.3 A
REC3-078 04228 3 )
#3) Leukopenia
5-FLUOROUR
ACIL
#1) MK-3475 Pyrexia
Study Pyrexia
#2) Pyrexia
CMUH106- 1810HKGO |Followup
2018/10/16 5-FLUOROUR Pneumonia 13 A
REC3-078 11035 19 )
ACIL Lower respiratory tract
#3) infection
CISPLATIN Pneumonia
#1) MK-3475
Study
#2)
CMUH106- 1812JPNO1 |Followup Pneumonia aspiration
2018/12/17 CISPLATIN » ) 1231 A
REC3-078 2884 2 4) Interstitial lung disease
5-FLUOROUR
ACIL
#1) MK-3475
Study Mucosal inflammation
#2) Neutropenia
CMUH106- 1901GTMO |Followup
2018/12/28 CISPLATIN Hypoalbuminaemia 23 | A
REC3-078 00321 9
#3) Platelet count decreased
5-FLUOROUR | Platelet count decreased
ACIL
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#1) MK-3475
Study
#2) Febrile neutropenia
CMUH106- 1812ZAF00|Followup
8. 2018/12/3 CISPLATIN Stomatitis 234
REC3-078 2280 9
#3) Dry gangrene
5-FLUOROUR
ACIL
MULTIPLE ORGAN
CMUH106- Follow
9. 2018/12/28 | 2239321 Atezolizumab DYSFUNCTION 1,3
REC3-010 up 1
SYNDROME
MULTIPLE ORGAN
CMUH106- Follow
10. 2018/12/28 | 2239321 Atezolizumab DYSFUNCTION 1,3
REC3-010 up 2
SYNDROME
CMUH106- . ] PULMONARY
11. 2019/2/18 | 2268568 | Initial | Atezolizumab 2
REC3-010 EMBOLISM
#1) MK-3475
Study
#2)
CMUH106- 1902ROMO|Followup
12. 2019/2/12 CISPLATIN Hepatic failure 1 A
REC3-078 07445 4
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) Malignant neoplasm
CMUH106- 1901ARGO |Followup
13. 2019/1/28 CISPLATIN progression 123 A
REC3-078 12221 8 o ]
#3) Myocardial infarction
5-FLUOROUR
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#1) MK-3475
Study
#2) )
CMUH106- 1812GTMO|Followup Anaemia
14, 2018/12/10 5-FLUOROUR ) ) 23 [ A
REC3-078 06589 12 Febrile neutropenia
ACIL
#3)
CISPLATIN
#1) MK-3475
Study
#2) Thrombocytopenia
CMUH106- 1902CHNO |Followup ) )
15. 2019/2/9 CISPLATIN Febrile neutropenia 23 [ A
REC3-078 04228 4
#3) Leukopenia
5-FLUOROUR
ACIL
#1) MK-3475
Study Mucosal inflammation
#2) Neutropenia
CMUH106- 1901GTMO |Followup ) )
16. 2018/12/28 CISPLATIN Hypoalbuminaemia 23 [ A
REC3-078 00321 10
#3) Platelet count decreased
5-FLUOROUR | Platelet count decreased
ACIL
#1) MK-3475
Study
#2)
CMUH106- 1902ROMO|Followup o
17. 2019/2/12 CISPLATIN Hepatic failure 1 A
REC3-078 07445 5
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study
) Dyspnoea
CMUH106- 1902HKGO |Followup Malignant neoplasm
18. 20197217 5-FLUOROUR ) 13 A
REC3-078 04360 3 progression
ACIL _
Pneumonia
#3)
CISPLATIN
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1810CHNO
00665

7
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#1) MK-3475
Study
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Leukopenia

Neutrophil count decreased
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2018/8/12

1808JPNOO
6041

10

Followup

#1) MK-3475
Study
#2)
5-FLUOROUR
ACIL
#3)
CISPLATIN

Fall
Subarachnoid haemorrhage

Subdural haematoma
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Study
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Leukopenia
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Study
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Pneumonia aspiration

Interstitial lung disease
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#1) MK-3475
Study
#2) Pneumonia
CMUH106- 1902HKGO |Followup ]
24, 2019/2/7 5-FLUOROUR Malignant neoplasm 13 A
REC3-078 04360 4 )
ACIL progression
#3)
CISPLATIN
#1) MK-3475
Study creatinine increased [Blood
#2) creatinine increased]
CMUH106- 1809TWNO|follow up ) )
25. 2018/9/12 CISPLATIN sepsis [Sepsis] 23 [ A
REC3-078 06183 17 )
#3) Hypokalemia
5-FLUOROUR [Hypokalaemia]
ACIL
#1) MK-3475
Study
#2)
CMUH106- 1810USAO |Followup o o
26. 2018/10/9 CISPLATIN Pneumatosis intestinalis | 2.3 | A
REC3-078 05645 9
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) .
Renal tubular necrosis
CMUH106- 1805USAO |Followup| CISPLATIN ]
27. 2018/5/2 Sepsis 23 | A
REC3-078 02328 16 #3) ) - o
Tubulointerstitial nephritis
5-FLUOROUR
ACIL
#4) TUMS
Cerebrovascular accident
CMUH106- 1901BRAO [Followup| #1) MK-3475 Confusional state 1.2.3.
28. 2019/1/3 ) A
REC3-078 06824 13 Study Sepsis 4
Vomiting
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#1) MK-3475 Pyrexia
Study Pyrexia
#2) Pyrexia
CMUH106- 1810HKGO |Followup ]
29. 2018/10/16 5-FLUOROUR Pneumonia A
REC3-078 11035 20
ACIL Lower respiratory tract
#3) infection
CISPLATIN Pneumonia
#1) MK-3475
Study
#2) Thrombocytopenia
CMUH106- 1902CHNO [Followup )
30. 2019/2/9 CISPLATIN Leukopenia A
REC3-078 04228 6
#3) Febrile neutropenia
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) Malignant neoplasm
CMUH106- 1810AUSO |Followup )
31 2018/9/21 5-FLUOROUR progression A
REC3-078 02858 9
ACIL Skin infection
#3)
CISPLATIN
#1) MK-3475
Study
#2) Fall
CMUH106- 1808JPNO0O | Followup )
32. 2018/8/12 5-FLUOROUR (Subarachnoid haemorrhage A
REC3-078 6041 11
ACIL Subdural haematoma
#3)
CISPLATIN
#1) MK-3475
Study -
Stomatitis
#2) )
CMUH106- 18127AF00|Followup Sepsis
33. 2018/12/3 CISPLATIN ) ) A
REC3-078 2280 10 4) Febrile neutropenia
Dry gangrene
5-FLUOROUR
ACIL
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#1) MK-3475
Study
#2)
CMUH106- 1809FRAO [Followup
34. 2018/8/20 CISPLATIN Duodenitis 23 | A
REC3-078 10243 5
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) .
CMUH106- 1810CHNO |Followup Leukopenia
35. 2018/9/30 CISPLATIN ) 23 [ A
REC3-078 00665 8 i) Neutrophil count decreased
5-FLUOROUR
ACIL
#1) MK-3475
Pyrexia
Study
Pyrexia
#2)
CMUH106- 1810HKGO |Followup Pyrexia
36. 2018/10/16 5-FLUOROUR ) 13 A
REC3-078 11035 21 Lower respiratory tract
ACIL
infection
#3)
Pneumonia
CISPLATIN
#1) MK-3475
Study
#2) Pneumonia
CMUH106- 1902HKGO |Followup )
37. 20197217 5-FLUOROUR Malignant neoplasm 1.3 A
REC3-078 04360 5 .
ACIL progression
#3)
CISPLATIN
#1) MK-3475
Study
#2)
CMUH106- 1901CHNO |Followup Platelet count decreased
38. 2018/12/29 CISPLATIN 23 [ A
REC3-078 01078 15 4) Febrile neutropenia
5-FLUOROUR
ACIL
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#1) MK-3475
Study )
#2) Granulomatous liver
CMUH106- 1806USAO |Followup disease
39. 2018/6/18 CISPLATIN ) 131 A
REC3-078 08402 11 43) Malignant neoplasm
progression
5-FLUOROUR
ACIL
#1) MK-3475
Pyrexia
Study
Pyrexia
#2)
CMUH106- 1810HKGO |Followup Pyrexia
40. 2018/10/16 5-FLUOROUR ) 13 A
REC3-078 11035 22 Lower respiratory tract
ACIL
infection
#3)
Pneumonia
CISPLATIN
#1) MK-3475
Study Neutrophil count decreased
#2) Hypoalbuminaemia
CMUH106- 1901GTMO|Followup
41. 2018/12/28 CISPLATIN Platelet count decreased | 2.3 | A
REC3-078 00321 11
#3) Platelet count decreased
5-FLUOROUR | Mucosal inflammation
ACIL
#1) MK-3475
Study
#2) Cardiac failure
CMUH106- 1811COLO - ) )
42. 2018/11/8 Initial CISPLATIN |Multiple organ dysfunction| 1.2.3| A
REC3-078 05315
#3) syndrome
5-FLUOROUR
ACIL
#1) MK-3475
Study -
Stomatitis
#2) _
CMUH106- 18127AF00|Followup Sepsis
43. 2018/12/3 CISPLATIN _ _ 234 A
REC3-078 2280 11 4) Febrile neutropenia
Dry gangrene
5-FLUOROUR
ACIL
108 # 04 » 11 p % 30 F % 38T
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B 2 S5 )
Pulmonary infarct
18P-163-23 Non ST segment elevation
CMUH105- Upadacitinib 2,3,
44, 2018/3/29 [09338-00(0| Initial myocardial infarction A
REC3-013 (ABT-494) ) ] 6
.0) Deep vein thrombosis
Pulmonary embolism
Pulmonary infarct
18P-163-23 Non ST segment elevation
CMUH105- Follow | Upadacitinib o ) 2,3,
45, 2018/3/29 [09338-00(1 myocardial infarction A
REC3-013 up 1 (ABT-494) _ _ 6
.0) Deep vein thrombosis
Pulmonary embolism
Pulmonary infarct
18P-163-23 o Non ST segment elevation
CMUH105- Follow | Upadacitinib o ) 2,3,
46. 2018/3/29 [09338-00(2 myocardial infarction A
REC3-013 up 2 (ABT-494) _ _ 6
.0) Deep vein thrombosis
Pulmonary embolism
Pulmonary embolism
18P-163-23 o )
CMUH105- Follow | Upadacitinib | Non ST segment elevation | 2, 3,
47. 2018/3/29 [09338-00(3 o ) A
REC3-013 0 up 3 (ABT-494) myocardial infarction 6
' Deep vein thrombosis
Pulmonary embolism
18P-163-23 o ]
CMUH105- Follow | Upadacitinib [ Non ST segment elevation | 2, 3,
48. 2018/3/29 [09338-00(4 o ] A
REC3-013 0 up 4 (ABT-494) myocardial infarction 6
' Deep vein thrombosis
18P-163-23 o Death 1,2,
CMUH105- Follow | Upadacitinib
49. 2018/5/9 |62473-00(5 Fever 3,4, A
REC3-013 up 1 (ABT-494) )
.0) Metastases to liver 6
18P-062-24 o
CMUH105- Follow | Upadacitinib )
50. 2018/7/9 |22051-00(4 Pneumonia 1,231 A
REC3-013 0 up 1 (ABT-494)
18P-062-24 o
CMUH105- Follow | Upadacitinib )
51. 2018/7/9 122051-00(5 Pneumonia 1,23 A
REC3-013 0 up 2 (ABT-494)
108 & 04 * 11 p % 31 7% 38T
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wesn |mapw | T " vaEs 3 w1 |
B 2 S5 &
1. Respiratory failure
18P-062-24
CMUH105- Follow | Upadacitinib 2. Pneumonia 1,2,3,
52. 2018/7/9 122051-00(6 A
REC3-013 0 up 3 (ABT-494) 3. Lung abscess 6
' 4. Pneumothorax
18P-144-25
CMUH105- Follow | Upadacitinib Pulmonary
53. 2018/11/6 [48173-00(1 23 [ A
REC3-013 0 up 1 (ABT-494) thromboembolism
18P-144-25 o
CMUH105- Follow | Upadacitinib Pulmonary
54, 2018/11/6 [48173-00(2 ] 23 [ A
REC3-013 0 up 2 (ABT-494) thromboembolism
18P-144-25 o
CMUH105- Follow | Upadacitinib Pulmonary
55. 2018/11/6 [48173-00(4 ] 23 [ A
REC3-013 0 up 3 (ABT-494) thromboembolism
1) PEGPH20 vs 1) Fatigue
CMUH105- 2018-GB-P - Placebo 2) Sepsis
56. 2018/11/29 Initial ] ] 23 [ A
REC3-054 EG-02201 2) nab-Paclitaxel 3) Neutrophil count
3) Gemcitabine decreased
1) PEGPH20 vs 1) Fatigue
CMUH105- 2018-GB-P |follow up Placebo 2) Sepsis
57. 2018/11/29 ] ) 23 [ A
REC3-054 EG-02201 1 2) nab-Paclitaxel 3) Neutrophil count
3) Gemcitabine decreased
1) PEGPH20 vs 1) Neutropenic fever
CMUH105- 2018-US-P [follow up Placebo 2) Bacteremia
58. 2018/11/13 ] ) ) 131 A
REC3-054 EG-02000 2 2) nab-Paclitaxel| 3) Hypoxic Respiratory
3) Gemcitabine Failure
#1) MK-3475
Study creatinine increased [Blood
#2) creatinine increased]
CMUH106- 1809TWNO|follow up ) )
59. 2018/9/12 CISPLATIN sepsis [Sepsis] 23 | A
REC3-078 06183 18 )
#3) Hypokalemia
5-FLUOROUR [Hypokalaemia]
ACIL
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#1) MK-3475
Study )
#2) Immune thrombocytopenic
CMUH106- 1802USAO0 |Followup purpura
60. 2018/1/26 5-FLUOROUR ) 23 | A
REC3-078 00629 25 Malignant neoplasm
ACIL )
progression
#3)
CISPLATIN
#1) MK-3475
Study
#2) .
CMUH106- 1902CHNO |Followup Haematemesis
61. 2019/2/22 CISPLATIN 23 [ A
REC3-078 10498 4 Lung infection
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2)
CMUH106- 1901USAO |Followup ) )
62. 2018/12/14 5-FLUOROUR Respiratory failure 1.2 A
REC3-078 01305 4
ACIL
#3)
CISPLATIN
#1) MK-3475
Study
i) White blood cell count
CMUH106- 1903CHNO - decreased
63. 2019/3/19 Initial CISPLATIN 23 [ A
REC3-078 09794 4) Platelet count decreased
Febrile neutropenia
5-FLUOROUR
ACIL
#1) MK-3475
Study
42) White blood cell count
CMUH106- 1903CHNO |Followup decreased
64. 2019/3/19 CISPLATIN 2.3 A
REC3-078 09794 1 4) Platelet count decreased
Febrile neutropenia
5-FLUOROUR
ACIL
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#1) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) AXITINIB immune associated
CMUH105- 1811DEUO| Follow
65. 2018/9/12 (3475 pancreatitis [Autoimmune | 2,3 | A
REC3-093 07791 up 8
SOLUTION pancreatitis]
FOR
INJECTION
STUDY)
(Axitinib) Tablet
#1) MK-3475
Study
CMUH106- 1901MEXO0 |Followup
66. 2019/1/25 #2 ) BLINDED Pericardial effusion 23 | A
REC3-121 11570 7
THERAPY
(ipilimumab)
#1) MK-3475
Study
CMUH106- 1901MEXO0 |Followup
67. 2019/1/25 #2 ) BLINDED Pericardial effusion 2.3 A
REC3-121 11570 8
THERAPY
(ipilimumab)
CMUH106- 1812CHLO |Followup| #1) MK-3475 ] -
68. 2018/12/7 Lymphocytic hypophysitis | 1.2 | A
REC3-121 08311 3 Study
CMUH106- 1902CHLO |Followup| #1) MK-3475
69. 2019/2/22 Ischaemia 23| A
REC3-121 10777 3 Study
#1) MK-3475
CMUH106- 1901MEXO0 |Followup Study ) o
70. 2019/1/25 Autoimmune pericarditis | 2.3 | A
REC3-121 11570 9 #2 ) BLINDED
THERAPY
CMUH106- 1901MEXO|Followup| #1) MK-3475
71. 2019/1/25 Autoimmune pericarditis | 2.3 | A
REC3-121 11570 10 Study
Acute coronary syndrome
CMUH106- 1903ARGO |Followup| #1) MK-3475
72. 2019/2/25 Septic shock 13 A
REC3-121 00465 4 Study )
Confusional state
108 & 04 * 11 p % 34 F % 38 F
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Acute coronary syndrome
CMUH106- 1903ARGO Followup| #1) MK-3475 Malignant neoplasm
73. 2019/2/25 13 A
REC3-121 00465 5 Study progression
Septic shock
CMUH106- 2018RVUO RVX000222 or Gastrointestinal 1234
74. 2018/11/28 Initial haemorrhage , A
REC3-058 00491 placebo 7
Hypovolaemic shock
TR
s HEACTAER
A% ey P Ty
AgFR
1. | CMUH105-REC3-039 | #)/& i} [#% %42 & % ] CSR dated 19Dec2018
[H=]
Report domestic SUSAR case:
2. | CMUH106-REC3-078 | tk4=i& | -MFR No.: 1805TWNO009093 (F8)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
Memo:
3. CMUH106-REC3-010 | 3 *“#% | PK/ATA Sample 90 days (up to 120 days) after last dose
of atezolizumab, dated 21-Jan-2019
[H]
Report domestic SUSAR case:
4. CMUH106-REC3-078 | k=& | -MFR No.: 1902TWNO007143 (F3)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
(2]
Report domestic SUSAR case:
5. | CMUH106-REC3-078 | #+#=i% | -MFR No.: 1805TWNO009093 (F 7)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
(2]
6. CMUH106-REC3-078 | k4% | Report domestic SUSAR case:
-MFR No.: 1902TWNO007143 (F4)
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-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

7. CMUH107-REC3-103

%415

(2% 2idp 2]

RS P L AL Osimertinib

*E AR YA 02018 £ 50 13 p 3 2018 £ 11
112 p

8. CMUH105-REC3-093

5k VAL

[#%=]
*NOE D HeEFEREP © R (TPVGH)SUSAR ¥ &
CIOMS Report: 1901TWNO010353
Report Type: Follow Up 3
SAE Criteria: INVOLVED OR PROLONGED
INPATIENT HOSPITALISATION
SAE Term: Hypokalemia [Hypokalaemia]/ fever
[Pyrexia]

9. CMUH105-REC3-013

she
s
=

X 2HFL

B-SUSAR Line Listing Medical Analysis

Date of Report : 21 February 2019

GPV Line Listing Blinded SUSAR Line Listing

Date: 10Jan2019

*: % ¥4 ¢4 * Upadacitinib

*% ML HEF 2018 & 07 * 01 p 3 2018 & 12
131p

10. | CMUH107-REC3-065

ES
ﬂrﬂ
#

[DSMB iz i 4]

*Aik kP Y 12018 & 117 7 p

(2% 2paF2]

*ER P L4 ATG-008(» i CC-223)

% pMARL W 2017267 10p 3 2018 £ 6
"9 p

11. | CMUH106-REC3-058

BLE

(2% 22 ]

*E%KE P LA T RVX000222

*E PR HRE

1.DSUR2017 # 12 * 08 p & 2018 & 12 * 7 p
2.six monthly line listing 2018 # 06 * 08 p % 2018 &
12 * 07 p

12. | CMUH106-REC3-078

AR

[#%=]
Report domestic SUSAR case:
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-MFR No.: 1902TWNO007143 (F5)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[z =% 21454 ]
o *HE%E Y LA 1 PEGPH20
13. | CMUH105-REC3-054 | @ ## ik ) )
*% pMIp2 PR 1072087 13 p 1 108 & 02
112 p
(2]
14. | CMUH105-REC3-049 | X &% | *p 7 @ R7H 1 4% 4 £ p 4+ Addendum Number 1,
December 2018
[H=]
*NE K EFERP & R(TPVGH)SUSAR % i
CIOMS Report: 1901TWNO010353
i | Report Type: Follow Up 4
15. | CMUH105-REC3-093 | 3 ““#% O
SAE Criteria: INVOLVED OR PROLONGED
INPATIENT HOSPITALISATION
SAE Term: Hypokalemia [Hypokalaemia]/ fever
[Pyrexia]
Fé‘fﬁvﬁ”‘*%ﬂ‘ PHERLZRE 0 d B e
=3 R (— e SRR L 2 — il RS ER)
R RG] e A BRI - 9“*]’ ELI %Eﬂ*
B AR g R MR (M 2 163 AT )
2% }_Hﬁ’ﬁéhhﬁi#i o A H ik aﬂf-’klﬂ%'u 2K
B L A MERAF LGRS EF T P
R T8 & Syneos ma:e«fﬂﬂ i F & F b Fo v ICH
16. | CMUH106-REC3-076 | 5 W F% | § AL | ~ fofk /0L ~ 53t & o FRiRf i
hESE 2R AE ’éﬁé?ﬂ S ATRER A AR o BB
AR o RO B T 2 Syneos TRA AT R
=i Cohort5 38 T4 % & 6 2 § Hivkr o
[3< ~] Cohort 5 Escalation Meeting
Minutes_05Apr2018
[ #7] 05Apr2018
(2]
Report domestic SUSAR case:
17. | CMUH106-REC3-078 | t#*4&i& | -MFR No.: 1902TWNO007143 (F6)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[# ] -DSMB
18. | CMUH107-REC3-091 | & % M

¢ WAPFRF 108 £ 03 ' 18 p
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19. | CMUH107-REC3-045 | % &% | *s= 4 : Edition 16.0
*p g 1 29Jan 2019
20. | CMUHL06-REC3-065 | % 2 R R (Synopst).: 21-Dec-2018
Fok %% 484 (Clinical Study Report): 21-Dec-2018
(2]
Report domestic SUSAR case:
21. | CMUH106-REC3-078 | k4R | -MFR No.: 1902TWNO007143 (F7)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[H=]
*hox L wiERP 8 F(TPVGH)SUSAR %
CIOMS Report: 1901TWNO010353
| Report Type: Follow Up 5
22. | CMUH105-REC3-093 | 3 -“#%&

SAE Criteria: INVOLVED OR PROLONGED
INPATIENT HOSPITALISATION

SAE Term: Hypokalemia [Hypokalaemia]/ pneumonia
[Pneumonia]

(3R] FLFHK -

FR-RFPEALE (F)

FRE - REER (B)

FHR - 4t (208855 4)
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