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1)METABOLIC
CMUH109- 202211149 ACIDOSIS
1. 2022/11/3 initial JNJ-75348780 1,231 A
REC2-192 69(0) 2)WORSENING EDEMA
(ABDOMEN)
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1)METABOLIC
CMUH109- 202211149 |follow-up ACIDOSIS
2. 2022/11/3 JNJ-75348780 1231 A
REC2-192 69(1) 1 2)WORSENING EDEMA
(ABDOMEN)
1)METABOLIC
CMUH109- 202211149 |follow-up ACIDOSIS
3. 2022/11/3 JNJ-75348780 12,3 A
REC2-192 69(2) 2 2)WORSENING EDEMA
(ABDOMEN)
1)METABOLIC
ACIDOSIS
CMUH109- 202211149 |follow-up 2)WORSENING EDEMA
4, 2022/11/3 JNJ-75348780 123 A
REC2-192 69(4) 4 (ABDOMEN)
3)HYPERKALEMIA
4)LEUKOCYTOSIS
1)METABOLIC
ACIDOSIS
CMUH109- 202211149 |follow-up 2)WORSENING EDEMA
5. 2022/11/3 JNJ-75348780 123] A
REC2-192 69(5) 5 (ABDOMEN)
3)HYPERKALEMIA
4)LEUKOCYTOSIS
1) METABOLIC
ACIDOSIS
CMUH109- 202211149 |follow-up
6. 2022/11/3 JNJ-75348780 |2) WORSENING EDEMA([1,23| A
REC2-192 69(9) 9
3) HYPERKALEMIA
4) LEUKOCYTOSIS
Immune effector
cell-associated
CMUH110- 2.02102E+1 » o
7. 2021/12/3 Initial PF-06863136 | neurotoxicity syndrome 2 A
REC2-177 1
and
Cytokine release syndrome
CMUH110- 2.02102E+1|
8. 2021/12/7 Initial PF-06863136 Death (Unknown) 1 A
REC2-177 1
CMUH110-
9. 2022/1/4 |2.022E+11 | Initial PF-06863136 Death (Unknown) 1 A
REC2-177
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10. 2022/2/14 |2.022E+11 | Initial | PF-06863136 Death (Unknown) 1 A
REC2-177
CMUH110- Follow

11. 2022/2/14 |2.022E+11 PF-06863136 Death (Unknown) 1 A
REC2-177 upl
CMUH110- Follow

12. 2022/2/14 |2.022E+11 PF-06863136 Death (Unknown) 1 A
REC2-177 up2
CMUH110- Follow

13. 2022/2/14 |2.022E+11 PF-06863136 Death (Unknown) 1 A
REC2-177 up3
CMUH110- Follow

14. 2022/2/14 | 2.022E+11 PF-06863136 Death (Unknown) 1 A
REC2-177 up4
CMUH110- Follow

15. 2022/2/14 | 2.022E+11 PF-06863136 Death (Unknown) 1 A
REC2-177 upS
CMUH110- Follow

16. 2022/2/14 | 2.022E+11 PF-06863136 Death (Unknown) 1 A
REC2-177 up6
CMUH110- Follow

17. 2022/2/14 |2.022E+11 PF-06863136 Death (Unknown) 1 A
REC2-177 up?
CMUH110- Follow

18. 2022/2/14 |2.022E+11 PF-06863136 Death (Unknown) 1 A
REC2-177 up8
CMUH110- Follow

19. 2022/2/14 |2.022E+11 PF-06863136 Death (Unknown) 1 A
REC2-177 up9
CMUH110- Follow

20. 2022/2/14 | 2.022E+11 PF-06863136 Death (Unknown) 1 A
REC2-177 upl0
CMUH110- Follow

21. 2022/2/14 | 2.022E+11 PF-06863136 Death (Unknown) 1 A
REC2-177 upli
CMUH110- 2.02201E+1 -

22. 2022/5/13 Initial | PF-06863136 Death (Unknown) 1 A
REC2-177 1
CMUH110- 2.02201E+1| Follow

23. 2022/5/13 PF-06863136 Death (Unknown) 1 A
REC2-177 1 upl
CMUH110- 2.02201E+1| Follow

24, 2022/5/13 PF-06863136 Death (Unknown) 1 A
REC2-177 1 up2
CMUH110- 2.02201E+1 »

25. 2022/9/15 Initial PF-06863136 Death (Unknown) 1 A
REC2-177 1
CMUH110- 2.02201E+1| Follow

26. 2022/9/15 PF-06863136 Death (Unknown) 1 A
REC2-177 1 upl
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CMUH110- PV2022001 -
27. 2022/12/2 Initial PF-06863137 Death (Unknown) 1 A
REC2-177 17591
acute hepatitis [Hy's law
case]
[Aspartate
CMUH110- 2.02201E+1 aminotransferase 1-
28. 2022/12/4 Initial PF-06863138 ) A
REC2-177 1 increased] 2-3
[Alanine aminotransferase
increased]
[Neutropenia]
acute hepatitis [Hy's law
case]
[Aspartate
CMUH110- 2.02201E+1| Follow aminotransferase 1-
29. 2022/12/4 PF-06863138 ) A
REC2-177 1 upl increased] 2~3
[Alanine aminotransferase
increased]
[Neutropenia]
acute hepatitis [Hy's law
case]
[Aspartate
CMUH110- 2.02201E+1| Follow aminotransferase 1-
30. 2022/12/4 PF-06863138 ) A
REC2-177 1 up2 increased] 2~3
[Alanine aminotransferase
increased]
[Neutropenia]
CMUH110- 2.02201E+1 -
31. 2022/12/11 Initial PF-06863137 Death (Unknown) 1 A
REC2-177 1
CMUH110- 2.02201E+1| Follow
32. 2022/12/11 PF-06863137 Death (Unknown) 1 A
REC2-177 1 upl
CMUH110- PV2022001 -
33. 2022/12/13 Initial | PF-06863136 Death (Unknown) 1 A
REC2-177 25644
CMUH110- 1-
34. 2023/1/12 |2.023E+11| Initial PF-06863136 Death (Unknown) A
REC2-177 23
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ONO-2018-
) Acute Encephalopathy,
CMUH105- 005126 Nivolumab vs ) )
35. 2018/9/7 FU5 Acute Kidney Injury, 2371 A
REC2-132 (BMS-2018 Placebo ]
Hypokalaemia
-083932)
ONO-2018-
) Acute Encephalopathy,
CMUH105- 005126 Nivolumab vs ] ]
36. 2018/9/7 FU6 Acute Kidney Injury, 2,37 A
REC2-132 (BMS-2018 Placebo ]
Hypokalaemia
-083932)
#1) IMAB362
(Zolbetuximab) ) .
Cardiac arrest [Cardiac
Solution for
) arrest]
Infusion
Cardiac arrest [Cardiac
CMUH108- 2022US033 #2)
37. 2022/9/17 FU2 arrest] 1-3] A
REC2-014 621 GEMCITABIN ]
. Massive pulmonary
thromboembolism
(GEMCITABIN ]
) [Pulmonary embolism]
E) Solution for
Infusion
#1) IMAB362
(Zolbetuximab)
Solution for )
) Massive pulmonary
Infusion ]
thromboembolism
CMUH108- 2022US033 #2) ]
38. 2022/9/17 FU3 [Pulmonary embolism] [1-3] A
REC2-014 621 GEMCITABIN ) ]
. Cardiac arrest [Cardiac
arrest]
(GEMCITABIN

E) Solution for

Infusion
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#1) IMAB362
(Zolbetuximab)
Solution for Death-unknown cause
Infusion [Death]
CMUH108- 2022US026 #2) Failure to thrive [Failure to| 1 -
39. 2022/7/25 FU3 A
REC2-014 783 GEMCITABIN thrive] 3~7
E Hypokalemia
(GEMCITABIN [Hypokalaemia]
E) Solution for
Infusion
#1) IMAB362
(Zolbetuximab) | Death due to metastatic
Solution for cancer of pancreas
Infusion [Malignant neoplasm
40, CMUH108- 2022/7/25 2022US026 U4 #2) progression] 1- A
REC2-014 783 GEMCITABIN |Failure to thrive [Failureto|3 ~ 7
E thrive]
(GEMCITABIN Hypokalemia
E) Solution for [Hypokalaemia]
Infusion
#1) IMAB362
(Zolbetuximab) Progressive disease
Solution for [Malignant neoplasm
Infusion progression]
a1 CMUH108- 2022/11/4 2022US039 INITIAL #2) Hyperbilirrubinemia 1- A
REC2-014 953 GEMCITABIN | [Hyperbilirubinaemia] |3~ 7
E Metabolic encephalopathy
(GEMCITABIN [Metabolic
E) Solution for encephalopathy]
Infusion

112 # 04 * 12 p
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#1) IMAB362
(Zolbetuximab) | Death due to metastatic
Solution for cancer of pancreas
Infusion [Malignant neoplasm
CMUH108- 2022US026 #2) progression] 1-
REC2-014 2022l6iz2 783 FUs GEMCITABIN (Failure to thrive [Failure to 3 ~ 7
E thrive]
(GEMCITABIN Hypokalemia
E) Solution for [Hypokalaemia]
Infusion
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43.

CMUH108-
REC2-014

2020/4/1

2020US012
410

FU9

#1) IMAB362
(Zolbetuximab)
Solution for
Infusion
#2)
ABRAXANE
(PACLITAXEL
ALBUMIN)
Solution for

Infusion

White blood cell decreased
[White blood cell count
decreased]

Death due to disease
progression [Malignant
neoplasm progression]
Platelet count decreased

[Platelet count decreased]
Neutrophil count decreased
[Neutrophil count
decreased]
Neutropenic fever [Febrile
neutropenia]
Encephalopathy
[Encephalopathy]
Stroke [Cerebrovascular
accident]
Thromboembolic event
(PE) [Pulmonary
embolism]

Blood and lymphatic
system disorders (Drug
induced TMA)
[Thrombotic

microangiopathy]

(Continued on Additional

Information Page)
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Asthenia [Asthenia]
Dyspnea [Dyspnoea]
Inferior limb bilateral
#1) IMAB362 |venous thrombosis [Venous
(Zolbetuximab) thrombosis limb]
Solution for Inflammatory syndrome
Infusion [Inflammation]
CMUH108- 2023US008 #2) Leucopenia [Leukopenia] | 2 -
44, 2023/3/1 INITIAL A
REC2-014 000 ABRAXANE Depressed level of 3
(PACLITAXEL | consciousness [Depressed
ALBUMIN) level of consciousness]
Solution for Anorexia [Decreased
Infusion appetite]

Renal failure [Renal

failure]

(Continued on
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White blood cell decreased
[White blood cell count
decreased]

Death due to disease
progression [Malignant
neoplasm progression]
Platelet count decreased

[Platelet count decreased]
#1) IMAB362 )
] Neutrophil count decreased
(Zolbetuximab) .
) [Neutrophil count
Solution for
) decreased]
Infusion . )
Neutropenic fever [Febrile
CMUH108- 2020US012 #2) )
45, 2020/4/1 FU10 neutropenia] 1- A
REC2-014 410 ABRAXANE
Encephalopathy
(PACLITAXEL
[Encephalopathy]
ALBUMIN)
) Stroke [Cerebrovascular
Solution for ]
) accident]
Infusion

Thromboembolic event
(PE) [Pulmonary
embolism]
Blood and lymphatic
system disorders (Drug
induced TMA)
[Thrombotic

microangiopathy]
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46.

CMUH109-
REC2-158

2022/6/15

2206 TWNO
05253

Followup

26

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
LEUCOVORIN
#5)
5-FLUOROUR
ACIL

Colon perforation [Large
intestine perforation]
Hyponatremia

[Hyponatraemia] 2,3
Acute gastroenteritis
[Gastroenteritis]

Weakness [Asthenia]
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CMUH111-REC2-153

e 2R E

-JNJ-54767414 (daratumumab) Development Safety Update
Report No. 12 Executive Summary; Period Covered: 16
November 2021 to 15 November 2022

- JNJ-54767414 (daratumumab) Blinded Line Listing of
Suspected Unexpected Serious Adverse Reactions (SUSARS);
PERIOD COVERED BY THIS REPORT:

16 May 2022 to 15 November 2022

CMUH109-REC2-147

[z 2pdp2]

*#E% E 4 LA sacituzumab govitecan (IMMU-132)
DHFLHPAEF 111 #1077 01 p 111 # 10 * 31

2

(EIEIEICE 2

*:R5% ¥ ¢4+ sacituzumab govitecan (IMMU-132)

*E ML HE 111 #1108 01 p 111 # 11 * 30

2

[ % 2p2dp ]

*iE 5 ¥ 4 LA ¢ sacituzumab govitecan (IMMU-132)

*E APEFELHF 111 127 01 p 111 & 12 7 31

2

[z8% 2144 ]

*E 5 ¥ 4 LA ¢ sacituzumab govitecan (IMMU-132)

*E AMEFLHPF 1122017 01 p 112 # 01 *» 31
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CMUH108-REC2-040

[DSMB /-2 )
*odk S p 12022 & 010 07 p
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pn|  rgen | JE 1IN
(2% 2pdp4 ]
*:E % % L © Monalizumab (IPH2201)
*H pPEAEFLYHF L0117 01p 3 111 & 04 30
iy 2
4, | CMUH109-REC2-078 R i (28 2idea )
*:E % % L : Monalizumab (IPH2201)
*E rMHIFLYPRF 11 E052 01p 3 111# 100 31
2
(G IEIEIEE S |
*:#% ¥ 4L 1 Zolbetuximab (IMAB362)
*g rMHIFL MR 12022052 07 p 1 2022 & 08 *
06 P (SUSAR LineListing)
[ % 2444 ]
o *:x ek &t v AL 0 Zolbetuximab (IMAB362)
5. | CMUH108-REC2-014 PR %Tiiﬁ%j:ﬁ“ 2022 # 087 07 p I 2022 & 117
06 p (SUSAR LineListing)
[z % 2444 ]
*#E% E A LA Zolbetuximab (IMAB362)
*E rMIFL W 2022F 112 07 p 3 2023 & 02
06 p (SUSAR LineListing)
(2% 2p4p4]
*REE P LA ALKS4230
6. | CMUH108-REC2-173 BAER |k MR LR
ALKS4230_BR Assessment+6MLL_22-Apr-2022 to
21-Oct-2022
[ DSMB -3 4]
*Amnnp )t 112&02% 23
[z 2]
*#% % L LENALIDOMIDE
7. CMUH111-REC2-007 Flrw |*T2MPPLPF 111 £06 % 27p 5 111 # 12 % 26
2
*E % ¥4 L © Nirogacestat
*E rMFLYRF 111 E 040 22p 3 111 & 10 23
2
[£]
FRF RS RLEPRLIE L
8. | CMUH105-REC2-050 L1 H | 1. EMR 100070-005_early termination letter_final_8Feb2022
2. EMR100070-005_early termination letter LTFU
pts_21Feb2022
[z >2Pa2]
FRBRES LR
* 7 ) = . 4 0 = P N
9. CMUH110-REC2-177 ¥ % Z;Elififﬂ? L HpRF 12021 # 09 * 27 p 3 2022 & 03
* p AR L YR 12022 # 03 % 27 p 3 2022 # 09 °
26 p
[z 2pa2]
*iR 5% ¥ ¢ AL Efgartigimod (ARGX-113)
10. | CMUH111-REC2-106 BT E | *3 2pPRL2H R/

23-Sep-2019 to 22-Mar-2020,
23-Mar-2020 to 22-Sep-2020,
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23-Sep-2020 to 22-Mar-2021,
23-Mar-2021 to 22-Sep-2021,
23-Sep-2021 to 22-Mar-2022,
23-Mar-2022 to 22-Sep-2022.

11.

CMUH111-REC2-107

<}

o

(GEIEIICEES |

*:R % %+ ¢ fi: Efgartigimod (ARGX-113)
g AR R

23-Sep-2019 to 22-Mar-2020,

23-Mar-2020 to 22-Sep-2020,

23-Sep-2020 to 22-Mar-2021,

23-Mar-2021 to 22-Sep-2021,

23-Sep-2021 to 22-Mar-2022,

23-Mar-2022 to 22-Sep-2022.

12.

CMUH107-REC2-138

T
|~
I

[z 2H3F2 ]

*R % % 4L © ACE-536 (luspatercept)
P AFL R

2022 # 06 * 25 p-2022 # 12 * 24 p

13.

CMUH105-REC2-142

g
|~
I

[zp= 244 ]

*Ro% ¥ LA 0 ALXN1210

*% pPARL #2022 % 01 % 01 p 3 2022 # 06 *
30 p

*#5% F i LA 0 ALXN1210

*% pPARA W 12022 % 07 % 01 p 3 2022 # 12 *
31 p

*:5% ¥4 44 1 ECULIZUMAB

*% D4R L B 12021 & 10 * 02 p 3 2022 & 04 *
01 p

*:5% % 44 1 ECULIZUMAB

*% 24P W 12022 % 040 02 p 3 2022 # 10 *
01 p

14.

CMUH110-REC2-198

SEH o

[2% =542 % 4]
*i A 1 Version 1
*pgp :112#03°% 13 p

15.

CMUH105-REC2-132

iR ik

[z 2]

FRERE LA
Nivolumab/Ipilimumab/Fluorouracil/Cisplatin
*E APEFLHEF

2022 # 7" 4p 3 2023&# 1" 3p

16.

CMUH110-REC2-129

g
|~
I3

| >3k ¥ % >4 3R 2 INJ-64264681 Blinded Line Listing
of Suspected Unexpected

Serious Adverse Reactions (SUSARS) ; Reporting Period: 25
July 2022 to 24 January 2023

17.

CMUH111-REC2-139

M5~

(GEIEIEICEES |
*EE L4 AZD1402
*H AMEFLHEF I10E 117 29p 2 111 # 11 % 28
2
Development Safety Update Report (No. 03) Investigational
Drug Elarekibep (AZD1402) Date 05 January 2023

18.

CMUH105-REC2-132

MGl

(#&]
*pi % Notification of IHC analysis_Mar2023

19.

CMUH108-REC2-082

dipm

(#&]
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1. DMC Letter

1) KO-TIP-007_Investigators_IDMC 27Apr2022_Meeting
Outcome

2) KO-TIP-007_Investigators IDMC 08Sep2022_Meeting
Outcome

2. Periodic Safety Report

1) Tipifarnib SUSAR Line Listings_01Dec2021 to
31May2022_Blinded

2) Tipifarnib SUSAR Line Listings_01Jun2022 to
30Nov2022_Blinded

3) 20230123 Tipifarnib DSUR 7 01Dec2021 to 30Nov2022

[LR] FRP#E -

ERNRE VAR E ()

Ad > R H (%)
F87 -~ 4cg (0 5545)
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