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#1) MK-7902 Aortic dissection
(lenvatinib mesylate) [type B [Aortic
Capsule dissection]
CMUH108 2112CHNO|Followup
1. 2021/12/3 #2) immune 123 |A
-REC1-059 04610 28
PEMBROLIZUMAB [myositis
(pembrolizumab) [Immune-mediat
Solution for injection  |ed myositis]
#1) MK-7902 Aortic dissection
(lenvatinib mesylate) |type B [Aortic
Capsule dissection]
CMUH108 2112CHNO [Followup )
2. 2021/12/3 #2) immune 123 |A
-REC1-059 04610 29 .
PEMBROLIZUMAB [myositis
(pembrolizumab) [Immune-mediat
Solution for injection |ed myositis]
#1) MK-7902
(lenvatinib mesylate) .
myocardial
Capsule
CMUH108 2204POL0 infarction
3. 2022/4/20 Followup 4 |#2) ) 2.3 A
-REC1-059 08318 [Myocardial
PEMBROLIZUMAB | ]
) infarction]
(pembrolizumab)
Solution for injection
#1) MK-7902
(lenvatinib mesylate) )
myocardial
Capsule
CMUH108 2204POL0 infarction
4, 2022/4/20 Followup 5|#2) ) 2.3 A
-REC1-059 08318 [Myocardial
PEMBROLIZUMAB | ]
] infarction]
(pembrolizumab)
Solution for injection
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#1) MK-7902
(lenvatinib mesylate) )
myocardial
Capsule ] )
CMUH108 2204POLO infarction
5. 2022/4/20 Followup 6 |#2 ) ) 2.3 A
-REC1-059 08318 [Myocardial
PEMBROLIZUMAB | )
) infarction]
(pembrolizumab)
Solution for injection
#1) MK-7902
(lenvatinib mesylate) .
myocardial
Capsule
CMUH108 2204POLO infarction
6. 2022/4/20 Followup 7 |#2) ] 2.3 A
-REC1-059 08318 [Myocardial
PEMBROLIZUMAB
) infarction]
(pembrolizumab)
Solution for injection
#1) MK-7902
(lenvatinib mesylate) .
myocardial
Capsule
CMUH108 2204POL0 infarction
7. 2022/4/20 Followup 8|#2) ) 2.3 A
-REC1-059 08318 [Myocardial
PEMBROLIZUMAB | ]
) infarction]
(pembrolizumab)
Solution for injection
#1) MK-7902
(lenvatinib mesylate) )
myocardial
Capsule
CMUH108 2204POL0 infarction
8. 2022/4/20 Followup 9|#2) ) 2.3 A
-REC1-059 08318 [Myocardial
PEMBROLIZUMAB | ]
) infarction]
(pembrolizumab)
Solution for injection
111 # 08 * 17 p % 33 F % 47T |
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#1) MK-7902
(lenvatinib mesylate) )
myocardial
Capsule ] )
CMUH108 2204POLO |Followup infarction
9. 2022/4/20 #2) ) 2.3 A
-REC1-059 08318 10 [Myocardial
PEMBROLIZUMAB | )
) infarction]
(pembrolizumab)
Solution for injection
CMUH110 2021-1741 Acute kidney
10. 2021/05/25 Initial Finerenone/Placebo 2,4 A
-REC1-224 88 injury
CMUH110 2022A047 Muscular
11. 2022/03/14 Initial Finerenone/Placebo 1,3 A
-REC1-224 139 weakness
Muscular
CMUH110 2022A047 |Follow up
12. 2022/03/14 Finerenone/Placebo weakness; 1 A
-REC1-224 139 1 _
Pneumonia
Pneumonia;
CMUH110 2022A047 [Followup |
13. 2022/03/14 Finerenone/Placebo Muscular 1,7 A
-REC1-224 139 2
weakness
CMUH110 2022A082 Myocardial
14. 2022/06/12 Initial Finerenone/Placebo 1 A
-REC1-224 815 infarction
CMUH110 2022A084 | ) Sudden cardiac
15. 2022/03/15 Initial Finerenone/Placebo A
-REC1-224 655 death
CMUH110 2022A082 (Followup | Myocardial
16. 2022/06/12 Finerenone/Placebo _ ] 1 A
-REC1-224 815 1 infarction
CMUH110 2022A084 (Followup | Sudden cardiac
17. 2022/03/15 Finerenone/Placebo A
-REC1-224 655 1 death
CMUH110 2022A090 | )
18. 2022/04/26 Initial Finerenone/Placebo Death 1,2,3 |A
-REC1-224 901
111 # 08 % 17 p % 34 F X 4T F
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Hepatobiliary
disorders - other
#1) MK-3475 [Hepatobiliary
(pembrolizumab) disease]
Solution for injection  [Gastrointestinal
CMUH110 2111GRCO [Followup [#2) BCG LIVE (BCG |disorder-other
19. 2021/10/28 1.3 A
-REC1-156 01316 16 live) Powder For (Upper
Instillation Fluid gastrointestinal
#3) ELIQUIS hemorrhage?)
(APIXABAN) Tablet [[Upper
gastrointestinal
haemorrhage]
#1) MK-3475
(pembrolizumab) anaphylactic
20. CMUH110 2022/5/31 2206POL0 Followup 4 Solution for injection  |shock A
-REC1-156 00413 #2 ) BCG LIVE (BCG [[Anaphylactic
live) Powder For shock]
Instillation Fluid
#1) MK-3475
(pembrolizumab) anaphylactic
1 CMUH110 202205131 2206POL0 Followup 5 Solution for injection  [shock ) A
-REC1-156 00413 #2 ) BCG LIVE (BCG [[Anaphylactic
live) Powder For shock]
Instillation Fluid
colitis [Colitis]
small bowel
#1) MK-3475 obstruction
(pembrolizumab) [Small intestinal
9y CMUH110 2020/1/15 2002CANO initial Solution for injection  |obstruction] 123 |a
-REC1-156 05310 #2 ) BCG LIVE (BCG [influenza-A
live) Powder For related
Instillation Fluid pneumonia
[Pneumonia
influenzal]
111 # 08 * 17 p % 35 F > x 47 F
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#1) MK-3475
(pembrolizumab) anaphylactic
CMUH110 2206POLO Solution for injection  [shock
23. 2022/5/31 Followup 6 2 A
-REC1-156 00413 #2 ) BCG LIVE (BCG |[Anaphylactic
live) Powder For shock]
Instillation Fluid
#1 ) Tafasitamab
(Tafasitamab) Powder
for concentrate for
2022-MOR Pneumonia
24. |CMUH106| Unknown INITIAL [solution for infusion _ 1 A
001836-RS ) [Pneumonia]
-REC1-147 #2 ) bendamustine
(BENDAMUSTINE)
N/A
Septic shock
CMUH110 2202ESPO |Followup
25. 2022/1/30 #1) MK-7902 Hepatic 1.3 A
-REC1-045 02315 16
encephalopathy
Septic shock
CMUH110 2202ESPO |Followup
26. 2022/1/30 #1) MK-7902 Hepatic 1.3 A
-REC1-045 02315 17
encephalopathy
Septic shock
CMUH110 2202ESPO |Followup ]
27. 2022/1/30 #1 ) MK-7902 Hepatic 13 A
-REC1-045 02315 18
encephalopathy
Septic shock
CMUH110 2202ESPO |Followup ]
28. 2022/1/30 #1 ) MK-7902 Hepatic 13 A
-REC1-045 02315 19
encephalopathy
Septic shock
CMUH110 2202ESPO |Followup ]
29. 2022/1/30 #1 ) MK-7902 Hepatic 1.3 A
-REC1-045 02315 20
encephalopathy
Septic shock
CMUH110 2202ESPO (Followup )
30. 2022/1/30 #1) MK-7902 Hepatic 1.3 A
-REC1-045 02315 21
encephalopathy
111 # 08 * 17 p % 36 F % 47T |
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Hepatic cirrhosis
CMUH110 2207COLO| Jaundice
31. 2022/5/9 Initial #1) MK-7902 ] 1 A
-REC1-045 00200 cholestatic
Hypocalcaemia
CMUH110 2207COLO |Followup Jaundice
32. 2022/6/29 #1) MK-7902 ) 1.3 A
-REC1-045 00200 01 cholestatic
Diarrhoea
#1) TRIFLURIDINE [Pancytopenia
CMUH110 2204CHLO ]
33. 2022/4/8 Followup 8](+) TIPIRACIL Urinary tract 1,23 |A
-REC1-157 06111
HYDROCHLORIDE |infection
Septic shock
CMUH110 2205TURQO |Followup Pulmonary
34. 2022/4/28 #1) REGORAFENIB 1,23 |[A
-REC1-157 00597 13 embolism
2,3,
1.Diabetic
7:1mpor
CMUH109 2022A204 | ] ] ketoacidosis
35. 2022/5/30 Initial Blinded for Investigator tant A
-REC1-150 326 2.Hyperglycaem .
) medical
ia
event
1.Diabetic 1,23,
ketoacidosis 7:Impor
CMUH109 2022A204 ) ]
36. 2022/5/30 follow up 1|Blinded for Investigator [2.Hyperglycaem [tant A
-REC1-150 326 ] ]
ia medical
3.Sepsis shock [event
1.Diabetic 1,23,
ketoacidosis 7:Impor
CMUH109 2022A204 ) ]
37. 2022/4/21 follow up 2|Blinded for Investigator|2.Hyperglycaem tant A
-REC1-150 326 ) )
ia medical
3.Sepsis shock [event
1.Septic shock |1, 2, 3,
2.Diabetic 7:lmpor
CMUH109 2022A204 ) ) o
38. 2022/4/21 follow up 3|Blinded for Investigator|ketoacidosis tant A
-REC1-150 326 o _
3.Hyperthyroidis|medical
m event
111 # 08 * 17 p % 37T F > x 47T F




PRFFAETERRFRAIGELE Y -FAL0 ¢

~F-l-ERFALXTAEEBRESC 2R
B
~EM | BAP £y ]
F 5 f ’ 32 -5 TRES 7 AFE | B TR
g H Bl
5
) 1,2,3,
1.Septic shock
7:1mpor
CMUH109 2022A204 2.Diabetic
39. 2022/4/21 follow up 4|Blinded for Investigator o tant  [A
-REC1-150 326 ketoacidosis ]
~ |medical
3.Hashitoxicosis
event
CMUH109 2022A252 ] _ ]
40. 20221717 follow up 1|Blinded for Investigator|Neutropenia 2,3 A
-REC1-150 672
ACUTE
CMUH109 2022A118 ) )
41. 2022/3/16 follow up 2|Blinded for Investigator| CORONARY [1,2,3 (A
-REC1-150 488
SYNDROME
2,3,
7:1mpor
CMUH109 2022A159 _ _ DIARRHEA
42. 2022/4/19 follow up 1|Blinded for Investigator| tant A
-REC1-150 063 (Diarrhoea) )
medical
event
2,3,
7:1mpor
CMUH109 2022A151 ) _ o
43. 2022/3/29 follow up 1|Blinded for Investigator|Hepatotoxicity |tant A
-REC1-150 718 )
medical
event
2!
7:1mpor
CMUH109 2022A178 | ) ] ]
44, 2022/3/11 Initial Blinded for Investigator|Neutropenia tant A
-REC1-150 276 )
medical
event
ACUTE
CMUH109 2022A118
45. 2022/3/16 follow up 3|Blinded for Investigator| CORONARY  [1,2,3 (A
-REC1-150 488
SYNDROME
1,2,3,
NECROTIC 4,
CMUH109 2022A094 PANCREATITI |7:Impor
46. 2022/2/21 follow up 2 [Blinded for Investigator A
-REC1-150 254 S (Pancreatitis  [tant
necrotising) medical
event
111 # 08 * 17 p % 38 F % 47 F




PRFFAETERRFRAIGELE Y -FAL0 ¢

-

S F-L-ERRLXPAEHREE( RK)
B
~EM | BAP £y ]
F 5 f ’ 32 -5 TRES 7 AFE | B TR
g H Bl
5
1,2,3,
7:1mpor
CMUH109 2022A185 _ _ ]
47. 2022/5/12 follow up 1|Blinded for Investigator|Sepsis tant A
-REC1-150 681 ]
medical
event
1,2,3,
4!
CMUH109 2022A094 ] ] Nephrotic 7:Impor
48. 2022/2/21 follow up 3|Blinded for Investigator A
-REC1-150 254 syndrome tant
medical
event
2,3,
7:1mpor
CMUH109 2022A204 ANEMIA
49. 2022/5/27 Initial Blinded for Investigator tant A
-REC1-150 245 (Anaemia) )
medical
event
ACUTE
CMUH109 2022A118 ) _
50. 2022/3/16 follow up 4|Blinded for Investigator| CORONARY [1,2,3 (A
-REC1-150 488
SYNDROME
1,23,
NECROTIC 4,
CMUH109 2022A094 ) ] PANCREATITI |7:lmpor
51. 2022/2/17 follow up 4 |Blinded for Investigator N A
-REC1-150 254 S (Pancreatitis  [tant
necrotising) medical
event
2,3, 4,
NECROTIC
7:1mpor
CMUH109 2022A094 ) ] PANCREATITI
52. 2022/2/17 follow up 5|Blinded for Investigator o ftant A
-REC1-150 254 S (Pancreatitis )
o medical
necrotising)
event
111 # 08 * 17 p % 39 F > x 47 F
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1,2,3,
4,
CMUH109 2022A094 ) ) . 7:Impor
53. 2022/2/17 follow up 6 [Blinded for Investigator|Sepsis A
-REC1-150 254 tant
medical
event
1,2,3,
4!
CMUH109 2022A094 ] ] ] 7:Impor
54, 2022/2/17 follow up 7|Blinded for Investigator|Sepsis A
-REC1-150 254 tant
medical
event
1.ASPIRATION
PNEUMONIA
(Pneumonia
aspiration)
2.FEBRILE
APLASIA
. 11 21 31
(Febrile bone
~_ [7:Impor
CMUH109 2022A099 ] ] marrow aplasia)
55. 2022/2/28 follow up 7|Blinded for Investigator tant A
-REC1-150 842 3.ACUTE ]
medical
RESPIRATORY
event
DISTRESS
(Respiratory
distress)
4.0RAL
MUCITIS
(Stomatitis)
CMUH109 2022A242 ] ] 1.Enterocolitis
56. 2022711 follow up 1|Blinded for Investigator |23 A
-REC1-150 821 2.Neutropenia
111 # 08 * 17 p % 40 F o x 47 F
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2,3,
7:1mpor
CMUH109 2022A204 ANEMIA
57. 2022/5/27 follow up 1|Blinded for Investigator ) tant A
-REC1-150 245 (Anaemia) ]
medical
event
2,3,
7:1mpor
CMUH109 2021A767 Anaphylactic
58. 2021/10/7 follow up 5|Blinded for Investigator tant A
-REC1-150 206 shock )
medical
event
2,3,
. 7:Impor
CMUH109 2021A763 ) ) Anaphylactic
59. 2021/10/6 follow up 3|Blinded for Investigator tant A
-REC1-150 146 shock ]
medical
event
2,3,
7:1mpor
CMUH109 2021A767 ) ) Anaphylactic
60. 2021/10/7 follow up 6 Blinded for Investigator tant A
-REC1-150 206 shock )
medical
event
HYPOKALAE
MIADUE TO
CMUH109 2022A262
61. 2022/3/21 Initial Blinded for Investigator|LACK OF 2 A
-REC1-150 656
ORAL INTAKE
(Hypokalaemia)
22P-035-4 Platelet count
62. |CMUH107| 2022/5/6 follow up 3|Venetoclax A
387480-00 decreased
-REC1-105
202204096
) ) 1.ISCHEMIC
63. |CMUH107| 2022/3/30 |00_3 follow up 3|Niraparib 23 A
STROKE
-REC1-189 Blinded
111 & 08 ® 17 p $ A1 F X 4T F
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abdominal
infection
[Abdominal
infection]
CMUH108 2105CHNO|Followup [#1) MK-3475 Study
64. 2021/5/25 lleus [lleus] 2.3 A
-REC1-036 07527 13 (Code not broken)
Blood bilirubin
increased [Blood
bilirubin
increased]
SECONDARY
ACUTE
MYELOID
CMUH109 2022A148 TRASTUZUMAB
65. 2022/4/12 follow up 1 LEUKEMIA |2 A
-REC1-115 132 DERUXTECAN
(Acute
myeloid
leukaemia)
2,3,
SUSPECTED  |7:Impor
CMUH109 2022A235 | TRASTUZUMAB
66. 2022/6/23 Initial PNEUMONIA ([tant A
-REC1-115 699 DERUXTECAN ) )
(Pneumonia) medical
event
1.SUSPECTED |2, 3,
PNEUMONIA |7:Impor
CMUH109 2022A235 TRASTUZUMAB )
67. 2022/6/20 follow up 1 (Pneumonia) tant A
-REC1-115 699 DERUXTECAN )
2.Staphylococca [medical
| sepsis event
1.SUSPECTED |2, 3,
PNEUMONIA [7:Impor
CMUH109 2022A235 TRASTUZUMAB )
68. 2022/6/20 follow up 2 (Pneumonia)  |tant A
-REC1-115 699 DERUXTECAN )
2.Staphylococca [medical
| sepsis event
1.Febrile
CMUH109 2022A014 TRASTUZUMAB )
69. 2022/117 follow up 9 neutropenia 1,3 A
-REC1-115 639 DERUXTECAN ]
2.Sepsis
111 # 08 * 17 p $ 42 F £ AT T




PRFFAETERRFRAIGELE Y -FAL0 ¢

-

~F-l-ERFAXTREB/EL(C FR)
B
~EM | BAP £y ]
F 5 f ’ 32 -5 TRES 7 AFE | B TR
g H Bl
5
1.SUSPECTED |2, 3,
PNEUMONIA [7:Impor
CMUH109 2022A235 TRASTUZUMAB ]
70. 2022/6/20 follow up 3 (Pneumonia) tant A
-REC1-115 699 DERUXTECAN ]
2.Staphylococca [medical
| sepsis event
1.Febrile
CMUH109 2022A014 (follow up [TRASTUZUMAB )
71. 2022/1/7 neutropenia 1,3 A
-REC1-115 639 10 DERUXTECAN )
2.Sepsis
CAPECITABINE
Lot(s)#: Y0645B01
Lot(s)#: YO645B01
Lot(s)#:
1,23,
Y0645B01,Y0672BO ]
1.Sepsis 7:impor
CMUH109 2022A195 1 Lot(s)#:
72. 2022/5/22 follow up 2 2.Encephalopath |tant A
-REC1-115 496 Y0645B01,Y0672BO ]
y medical
1 Lot(s)#:
event
YO0672B0O1,YO687BO
1 Lot(s)#:
Y0687B0O1,YO672BO
1 Lot(s)#: YO687BO1
1.ASPIRATION )3
PNEUMONIA |
) 7:Impor
CMUH109 2022A235 TRASTUZUMAB (Pneumonia
73. 2022/6/23 follow up 4 o tant A
-REC1-115 699 DERUXTECAN aspiration) ]
medical
2.Staphylococca
) event
| sepsis
CMUH110 2021A862 ) ) )
74. 2021/12/6 follow up 3|Blinded for Investigator|Neutropenia 2 A
-REC1-004 400
111 # 08 * 17 p ¥ 43 F > x 47T F
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5
1.BILATERAL
PNEUMONITIS
2! 3! 41
(Pneumonitis)
7:1mpor
CMUH110 2022A174 | ) ) 2.BILATERAL
75. 2022/5/1 Initial Blinded for Investigator tant A
-REC1-004 534 PULMONARY )
medical
EMBOLI
event
(Pulmonary
embolism)
1.Sepsis
2.BILATERAL
PULMONARY
EMBOLI 2,3, 4,
(Pulmonary 7:1mpor
CMUH110 2022A174 _ _ _
76. 2022/5/1 follow up 1|Blinded for Investigator{embolism) tant A
-REC1-004 534
3.Hypotension |medical
4. Hypomagnesa [event
emia
5.FEVER
(Pyrexia)
1.Sepsis
2.BILATERAL
PULMONARY
EMBOLI 2,3, 4,
(Pulmonary 7:1mpor
CMUH110 2022A174 _ _ _
77. 2022/5/1 follow up 2|Blinded for Investigator{embolism) tant A
-REC1-004 534
3.Hypotension |medical
4.Hypomagnesa [event
emia
5.FEVER
(Pyrexia)
111 # 08 * 17 p ¥ 44 F > X AT B
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1.Sepsis
2! 3! 41
2.BILATERAL
7:1mpor
CMUH110 2022A174 ) ) PULMONARY
78. 2022/5/1 follow up 3|Blinded for Investigator tant A
-REC1-004 534 EMBOLI )
medical
(Pulmonary
_ event
embolism)
CONFUSION
CMUH110 2022A146 _ _ _
79. 2022/4/9 follow up 1|Blinded for Investigator|(Confusional 2 A
-REC1-004 219
state)
Right buccal
CMUH110 2022-0000 [ . ) o tumor bleeding
80. 2022/7/14 Initial PIT illumination 2 A
-REC1-181 0233 [Tumour
haemorrhage]
[ARk] B APH -
xy FHEIEITAER
4
27 >4 % N FHER G
[z 2P2]
*R B E L4 1 MK-3475 Pembrolizumab
_ _ E= i_l ¥ 7
1 CMUHLI0-REC1-156 r *% 2 MARL R 02021 £ 09 7 04p 3 2022 # 03
03 ¢p
[z 2]
RN *Eok ¥4 LA DCC-2618
_ _ 9 @1' K s 7
2 CMUHI08-RECL-064 PR i appa w10 110 159 3 101 % 05 0
14 p
[ &4 % 2448 £ —Blinded Periodic Line Listing )
*R% % 4 4 : Dapagliflozin
* rMAFL W 12021 & 067 20 p 1 2021 & 12
119 p
- - ERRC S
3. CMUH106-REC1-093 =7 [ &4 % 2448 £ —Blinded Periodic Line Listing )
*E5% ¥ 4 ¢4 ¢ Saxagliptin
*E rMIFLWRF 12021 & 07 % 12p 1 2022 & 01
5 08 p
[z % 2H3R2]
e *RB E A L 4E ¢ Atezolizumab
- - - ¥
4. CMUHL107-REC1-026 M *E rMERAGEF 2021 F 117 18 p 3 2022 &£ 05
517 R
[z 21444 ]
5. CMUH106-REC1-147 8 AR | *ERF 4 L4 0 MOR00208 tafasitamab
* M ARA PR 2020 F 100 19 P 3 2022 & 04
111 # 08 # 17 p % 45 F > 2 4T |




PRFEAETERRFIAALRELAET-FELR ¢
~F-1-ERFAXFRERES(L PR

BB

* § St

V&
i

I

% 18 p (6 B * SUSAR Line-Listing)

CMUH104-REC1-122

et
11_
I3

[ =8 % > +4r 4 ] 6-monthly SUSAR Line Listing
% E A L AL 0 CC-5013 (Lenalidomide)
Cyclophosphamid ~ Doxorubicin ~ Prednisone ~ Rituximab -
Vincristin
*F rMAFLHEF L0E06 2 27 3 110 & 12 ¢
26 p

[ ## % >4 472 ] DSUR No.16
*E% E A AL+ CC-5013 (Lenalidomide)

*H rMAFLHEF 109 £ 120 27 p 1 110+ 120
26 p

CMUH110-REC1-176

W
\L
I

[ ## % >4+3r 4 ] [Blinded Line Listing of Suspected
Unexpected Serious Adverse Reactions (SUSARS) ]
*R 2 # L AL 1 INJ-54767414 (daratumumab)

*E rMIFLPHF L10# 112 16p % 111 # 05
15 p

CMUH110-REC1-175

W
\L
I

ETEFYEED

*sksk % £4L ° ABLOOL

*% RpARL B 12020 & 107 0L p I 2022 & 03
' 31 ¢

CMUH105-REC1-115

I
\1_
I

CERREELED
*p# 111 & 057 09 p

10.

CMUH110-REC1-224

B
I
B

|(REVEIE S i B

*:£ 5% % 4 L4 : Finerenone vs. Placebo

*F ML HRF 20222030 01 p I 2022 & 05
731 p

[ DSMB i3k 4]

*Ak izt p g i 2022 & 037 23 p

(€3 p#:2022 037 23p )

[ DSMB ;-3 i &)

*A-RG R p 2022 & 06 7 22 p

(2P #:2022 % 06 % 13 p )

11.

CMUH110-REC1-205

(##]
*i % First Safety Monitoring Committee (SMC)
Meeting Summary
Date: 21May2022

12.

CMUH108-REC1-179

[ %7 wid iz ]

*% 30 p dp 2 2022-07-07 4 2022-07-19

13.

CMUH106-REC1-081

[ 2= 2P R])
*i 7% ¢ ALXN-15594 Report#1 Blinded 6-Month SUSAR
LL Ravulizumab
*i{ 4R % B : 01Jan2022-30Jun2022
*p #p 1 19Jul2022

14.

CMUH107-REC1-126

|

o
&

(44 o]
*5% & : Dear Investigator Letter TECENTRIQ®
(atezolizumab) : The Identified Risk of Immune-Mediated
Pericardial Disorders associated with the use of
TECENTRIQ (atezolizumab), dated 27-Jul-2022

*p #p 12022 # 07 * 27 P

15.

CMUH107-REC1-020

;\l Vi 1"?'7

[z =x 2pdr2])

111 = 08 * 17 p
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.6MLL_DU-176b_22 Oct 2014 to 21 Apr 2015
.6MLL_DU176b_22Apr2015 to 210ct2015
.6MLL_DU-176b_22 Oct 2015 to 21 Apr 2016

. 6MLL_DU176b_22-Apr-2016 to 21-Oct-2016

. 6MLL_DU-176b_22-Oct-2016 to 21-Apr-2017
. 6MLL_DU176b_22-Apr-2017 to 21-Oct-2017

. 6MLL_DU176b_22-Oct-2017 to 21-Apr-2018

. 6MLL_DU176b_22-April-2018 to 21-Oct-2018
.6MLL_DU176b_ 220ct2018 to 21Apr2019

10. 6MLL_DU-176b_ 22Apr2019 to 210ct2019
11. 6MLL_DU176b_220ct2019 to 21Apr2020

12. 6MLL_DU-176b_220ct2021 to 21Apr2022
13. SUSAR LL Country Specific — Quarterly El
Salvador for DU176b- 16Mar2022 to 15Jun2022
A=t SUSAR i@ 4f 5 & CIOMS

O©CoOoO~NOO OB, WNBE

(] F L

ER PP EFATE (B)
124 HERR (%)
FRE 0 dcg (@45 L)

111 = 08 * 17 p




