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Brentuximab Vedotin
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Rituximab 73 %
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—_ — s 2, 2¥ 4o }
~F-lERFAXTAEERESC 2D
B YT
LR . ST FRESR IR Bx =
A A 2 | W e
IcoSema 700
U/mL + 2
mg/mL PDS290
CMUH111- follow up| (INSULIN PR
1. REC3-103 2023/3/24 | 1047881 1 ICODEC, X 1 A
SEMAGLUTID
E) Solution for
injection
CMUH109- 2023- RELATLIMAB; . .| 1.2,
2. REC3-185 2023/2/27 031266 follow up NIVOLUMAR Immune-mediated hepatitis 3 A
Immune-mediated
CMUH109- 2022- RELATLIMAB; . .
3. REC3-185 2022/11/20 142914 follow up NIVOLUMAR myasthenia gravis; 2.3. A
Myopathy
CMUH109- 2023- RELATLIMAB; . .| 1.2,
4, REC3-185 2023/2/27 031266 follow up NIVOLUMAB Immune-mediated hepatitis 3 A
Immune-mediated
CMUH109- 2022- RELATLIMAB; . .
5. REC3-185 2022/11/20 142914 follow up NIVOLUMAB myasthenia gravis; 2.3 A
Myopathy
1.Acute respiratory failure
o |cMumI0o-| 1202142050 follow up %ﬂg;gg{fg/ 2PULMONARY | 1.2.| ,
' REC3-048 67 4 N THROMBOEMBOLISM | 3,4
(Pulmonary embolism)
CONFIRMED COVID
7. | CMUHL09- | 000/ |20222A4049 (follow up) gy rERTINIB | PNUEMONITIS (COVID-| 1,3 | A
REC3-048 09 1 )
19 pneumonia)
CARBOPLATI PULMONARY
8. %\gg?_égz' 2021/4/8 2021?72959 fo”"sw P N/ THROMBOEMBOLISM 13 i’ A
PEMETREXED| (Pulmonary embolism) ’
CMUH109- 2021A4859 |follow up HEMOPTYSIS
9. REC3-048 2021/4/19 73 6 OSIMERTINIB (Haemoptysis) L2 A
OSIMERTINIB
CMUH109- 2021A7089 |follow up RELATED 1,2,
10. REC3-048 2021/8/17 57 ) OSIMERTINIB PNEUMONITIS 3 A
(Pneumonitis)
OSIMERTINIB
CMUH109- 2021A7089 |follow up RELATED 1,2,
11. REC3-048 2021/8/17 57 3 OSIMERTINIB PNEUMONITIS 3 A
(Pneumonitis)
CMUH109- 2023A0665 . . .
12. REC3-048 2023/2/22 1 Initial | OSIMERTINIB | Organising pneumonia 2,3 A
CMUH109- 2023A0665 |follow up . . 1,2,
13. REC3-048 2023/2/22 1 1 OSIMERTINIB | Organising pneumonia 3 A
1.FEBRILE
NEUTROPHIL COUNT
DECREASED (Febrile
neutropenia)
2.DECREASED
14, | CMUHL09-10) 00 11407 |2021A4620 follow up) g N | PLATELET COUNT | 2,3 | A
REC3-048 12 7
(Platelet count decreased)
3.DECREASED WHITE
BLOOD CELL COUNT
(White blood cell count
decreased)
CMUH109- 2023A0665 |follow up .. . 1,2,
15. REC3-048 2023/2/22 12 5 OSIMERTINIB | Organising pneumonia 3 A
112206 * 01 p %30F £ 57F
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16. %‘é?éﬁi 2022/4/19 2022?81617 f‘ﬁggw OSIMERTINIB | Pulmonary embolism | > | A
2,3,
OSIMERTINIB/ 7:Imp
17 CMUH109- 2022/3/29 2022A1838 [follow up CARBOPLATI FEVER NYD (NOT YET |[ortant A
" | REC3-048 10 1 N DIAGNOSED) (Pyrexia) |medic
al
event
OSIMERTINIB
18 CMUH109- 2021/8/17 2021A7089 [follow up TA&EII{ST?I(%SSI RELATED 1,2, A
" | REC3-048 57 4 PNEUMONITIS 3
MESILATE) i
(Pneumonitis)
1.RESPIRATORY
INFECTION (Respiratory
tract infection)
Lo, |CMUHI09-| 120217089 |follow up TAS;;%%SSI 2 Lymphangitis L2,
" | REC3-048 57 5 MESILATE) 3.DRUG INDUCED 3
INTERSTITIAL LUNG
DISEASE (Interstitial lung
disease)
2,3,
7:Imp
CMUH109- 2023A0966 " SUPERIOR VENA CAVA |ortant
20. REC3-048 2023/4/24 34 Initial | OSIMERTINIB (SVC) SYNDROME | medic A
al
event
#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
CMUH110- 2023- follow up de Dyspnoea; Anaemia;
21. REC3-049 2022/12/31 |MOR00288 3 (CYCLOPHOS Col’itis ’ 23| A
4-US PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

112 # 06 * 01 p

$31F > £57F




PRFFAETERRFRAIGRLE 5 =F 440 ¢

-

-F-

1 -

SERRAAFEERESC PR

* ¢

L P

% >R
2 5L

SIS )

i

- 2
Pt 5 o

*AFE R

i
4o

22,

CMUH110-
REC3-049

2023/1/11

2023-
MORO00291
5-PH

follow up
1

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Acute respiratory distress
syndrome; Pneumocystis
jirovecii pneumonia;

Sepsis

2,3

23.

CMUH110-
REC3-049

2023/2/17

2023-
MORO00312
4-US

follow up
2

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Neutropenia

2,3

112 # 06 * 01 p
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24,

CMUH110-
REC3-049

2023/2/28

2023-
MORO00316
6-US

Initial

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Pneumonia

2,3

25.

CMUH110-
REC3-049

2023/3/1

2023-
MORO00316
5-DE

Initial

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Neutropenic

sepsis;Hypotension;Febrile
bone marrow aplasia

2,3

112 # 06 * 01 p
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26.

CMUH110-
REC3-049

2023/1/26

2023-
MORO00300
1-KR

Initial

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Pneumonia

1,3

27.

CMUH110-
REC3-049

2023/1/10

2023-
MOR00291
5-PH

follow up
2

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Acute respiratory distress
syndrome; Pneumocystis
jirovecii pneumonia;

Sepsis

2,3

112 # 06 * 01 p
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28.

CMUH110-
REC3-049

2023/3/1

2023-
MORO00316
5-DE

follow up
1

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Neutropenic

sepsis;Hypotension;Febrile

bone marrow

aplasia;Clostridium

difficile infection;

2,3

29.

CMUH110-
REC3-049

2022/11/16

2022-
MORO00265
2-1T

follow up
3

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Febrile neutropenia

2,3

112 # 06 * 01 p
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30.

CMUH110-
REC3-049

2023/1/26

2023-
MORO00300
1-KR

follow up
1

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Pneumonia

1,3

31.

CMUH110-
REC3-049

2023/2/17

2023-
MORO00312
4-US

follow up
3

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Neutropenia

2,3

112 # 06 * 01 p
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32.

CMUH110-
REC3-049

2023/1/11

2023-
MORO00291
5-PH

follow up
3

#1 ) Tafasitamab
vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Acute respiratory distress
syndrome; Pneumocystis
jirovecii pneumonia;
Abdominal sepsis; Device
related sepsis; Intestinal

obstruction; Intra-

abdominal haematoma

2,3

33.

CMUH110-
REC3-049

2023/3/13

2023-
MORO00321
7-TR

Initial

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Neutropenia

112 # 06 * 01 p
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34.

CMUH110-
REC3-049

2023/3/1

2023-
MORO00316
5-DE

follow up
2

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Neutropenic sepsis,
Hypotension, Febrile bone
marrow aplasia,
Clostridium difficile
infection

23

35.

CMUH110-
REC3-049

2022/7/18

2022-
MORO00210
6-PL

follow up
2

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Pneumonia

23

36.

CMUH109-
REC3-068

2023/3/28

BMS-2023-
045177

initial

Docetaxel

Brazil Myocarditis

37.

CMUH109-
REC3-068

2023/3/28

BMS-2023-
045177

follow up
1

Docetaxel

Brazil Pneumonitis

38.

CMUH109-
REC3-068

2023/1/18

2023-
011347

follow up
5

Nivolumab

BRAZILDisseminated
intravascular coagulation

39.

CMUH109-
REC3-068

2022/5/7

bms-2022-
037429

follow up
30

Nivolumab

France-Chemical
peritonitis, Cholecystitis
infective, Septic shock,

Febrile neutropenia

112 # 06 * 01 p
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CMUH109-
REC3-068

2023/4/5

BMS-2023-
051387

initial

Nivolumab

Japan Diarrhoea

41.

CMUH105-
REC3-121

2021/02/26

ONO-2021-
017326
(BMS-
2021-
020884)

FUI

#1 ) ONO-4538
vs Placebo
CapeOX therapy
(Code not
broken)

#2 ) Oxaliplatin
(OXALIPLATI
N) Infusion,
100/20
milligram per
millilitre {Lot #
UNK}; Regimen
#1
#3)
Capecitabine
(CAPECITABI
NE), Unknown,
150 milligram
{Lot # UNK};
Regimen #1

Multiple organ failure,
Whole body pain

L, 3,

medic
ally

impor
tant

42.

CMUH105-
REC3-121

2021/02/26

ONO-2021-
017326
(BMS-
2021-
020884)

FU2

#1) ONO-4538
vs Placebo
CapeOX therapy
(Code not
broken)

#2 ) Oxaliplatin
(OXALIPLATI
N) Infusion,
100/20
milligram per
millilitre {Lot #
UNK};Regimen
#1#3)
Capecitabine
(CAPECITABI
NE) Tablet,500
milligram {Lot
# UNK};
Regimen #1

Multiple organ failure,
Whole body pain,
Decreased platelet count

1,3,

medic
ally

impor
tant

43.

CMUH110-
REC3-102

2023/3/22

2303CHNO
08803

Followup
2

#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)

Injection

Unknown cause of death
[Death]
infection [Infection]
Drug induced liver injury
[Drug-induced liver injury]

1.3

112 # 06 * 01 p
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Incarcerated hiatal hernia
with strangulation
Strangulated diaphragmatic
hernia with obstruction
#3) [Incarcerated
CMUHI10 2303CHNO |Foll CISPLATIN | e hintt hern
- ollowup ncarcerated hiatal hernia
441 REC3-102 | 20233715 |17 05056 1 (79((&21515)1223“ with strangulation | 22 | A
Injection Strangulated diaphragmatic
hernia with obstruction
[Diaphragmatic hernia,
obstructive]
Obstructive shock
[Obstructive shock]
Incarcerated hiatal hernia
with strangulation
Strangulated diaphragmatic
hernia with obstruction
43) [I.ncarcerat.ed
CMUHI110 2303CHNO |Foll CISPLATIN | | hlatuiilf‘ml?]h i
- ollowup ncarcerated hiatal hernia
451 REC3-102 | 29233715 |7 05056 2 (79((3;11;23“ with strangulation | 25 | A
Injection Strangulated diaphragmatic
hernia with obstruction
[Diaphragmatic hernia,
obstructive]
Obstructive shock
[Obstructive shock]
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4) . .
LEVOLEUCOV CO!OIHC perforatlon ’[Large
CMUH110 2302JPNOO [Foll ORIN (7902 mte]ftme Pefr fOf'aUOH]
- ollowup ung infection
46 | REC3-102 | 292323 |7 6ss 16 (1ev§£[£3c)>rin) [Pneumonia] 23 A
Injection Septic shock [Septic
#5) 5- shock]
FLUOROURAC
IL (7902
STUDY) (5-
Fluorouracil)
Injection
#3) Unknown cause of death
CISPLATIN [Death]
a7, | CMUHLIO- |0 053305 [2303CHNO [Followup| 296> oripy) | infection [Infection] 13| A
REC3-102 08803 3 . . . L
(Cisplatin) Drug induced liver injury
Injection [Drug-induced liver injury]

112 # 06 * 01 p
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#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
LEV O#I#jE)U cov Colonic perforation [Large
ORIN (7902 intestine perfor.ation]
o | U | s (POl Psupy | e iteon g ]
(levoleucovorin) . .
Injection Septic shock [Septic
#5) 5- shock]
FLUOROURAC
IL (7902
STUDY) (5-
Fluorouracil)
Injection
#3) Unknown cause of death
CISPLATIN [Death]
a9, | QEEAT 0 20233722 [PD0CHNO FOllOWUP| (7002 STUDY) | infection [Infection] | 13 | A
(Cisplatin) Drug induced liver injury
Injection [Drug-induced liver injury]
#2)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#3) . o
OXALIPLATIN Pnelﬁnon.mi [Pntezqurlonltls]
CMUH110- 2212CHLO |Followup | (7902 STUDY) espiratoty faliire
50. REC3-102 2022/11/20 03745 3 (oxaliplatin) [Resplrgtog failure] 1.3 A
Injection Adynamic 116}15 [Mleus
44) 5- paralytic]
FLUOROURAC
IL (7902
STUDY) (5-
Fluorouracil)
Injection
#3) Unknown cause of death
CISPLATIN [Death]
51, Cli\ég?llhg 2023/3/22 23(0’?;%;1\10 FOH‘S’W“p (7902 STUDY) |  infection [Infection] | 1.3 | A
(Cisplatin) Drug induced liver injury
Injection [Drug-induced liver injury]
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#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#) Colonic perforation [Large
LEVOLEUCOV| . . forati
- rsoenon|pollowup| ORN 02| e perorion
52. REC3-102 20237213 1685 18 STUDY) . [Pneumonia] 2.3 A
(levoleucovorin) . .
S Septic shock [Septic
Injection shock]
#5)5-
FLUOROURAC
IL (7902
STUDY) (5-
Fluorouracil)
Injection
Unknown cause of death
#3) [Death]
CISPLATIN infectioninfection (no
53. Cli\ég?ﬁ)g 2023/3/22 233385(%1\10 F°11‘6’W“p (7902 STUDY) | further information) | 1.3 | A
(Cisplatin) [Infection]
Injection Drug induced liver injury
[Drug-induced liver injury]
Strangulated diaphragmatic
#3) S .
CMUH110 2303CHNO |Followup| . SISPLATIN ?Bﬁ;lﬁl’;iﬁﬁiﬁ?ﬁfﬁ
54 REC3-102 2023/3/15 05956 3 (79(22is§)};gr]1))Y) obstrqctive] 23 A
Tnjection Obstruc'qve shock
[Obstructive shock]
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4) Colonic perforation [Large
LEVOLEUCOV| . ; forati
CMUH110 2302JPNOO [Followup ORIN (7902 mte]fzrlllz Effre((:)tria(l)rllon]
55. REC3-102 20231213 1685 19 STUDY) . [Pneumonia] 2.3 A
(levoleucovorin) . .
L Septic shock [Septic
Injection shock]
#5)5-
FLUOROURAC
IL (7902
STUDY) (5-
Fluorouracil)
Injection
Unknown cause of death
#3) [Death]
CISPLATIN infectioninfection (no
56. %\gg? 111)2 2023/3/22 23?)%%{3]\10 F°'1‘7’W“p (7902 STUDY) | further information) | 1.3 | A
(Cisplatin) [Infection]
Injection Drug induced liver injury

[Drug-induced liver injury]
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57.

CMUH110-
REC3-102

2023/3/15

2303CHNO
05956

Followup
4

#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection

Strangulated diaphragmatic
hernia [Abdominal
strangulated hernia]

Obstructive shock
[Obstructive shock]

23

58.

CMUH110-
REC3-102

2022/9/16

2209TURO
06512

Followup
19

#2)
OXALIPLATIN
(7902 STUDY)

(oxaliplatin)
Injection

#3)

LEVOLEUCOV
ORIN (7902
STUDY)
(levoleucovorin)
Injection
#4)5-
FLUOROURAC
IL (7902
STUDY) (5-
Fluorouracil)
Injection

Malignant Neoplasm
Progression [Malignant
neoplasm progression]|

1.3

59.

CMUH110-
REC3-102

2022/9/16

2209TURO
06512

Followup
20

#2)
OXALIPLATIN
(7902 STUDY)

(oxaliplatin)
Injection

#3)

LEVOLEUCOV
ORIN (7902
STUDY)
(levoleucovorin)
Injection
#4)5-
FLUOROURAC
IL (7902
STUDY) (5-
Fluorouracil)
Injection

Malignant Neoplasm
Progression [Malignant
neoplasm progression]|

1.3

60.

CMUH110-
REC3-102

2023/1/9

2301KORO0
02423

Followup
4

#3)
LEVOLEUCOV
ORIN (7902
STUDY)
(levoleucovorin)
Injection
#4)5-
FLUOROURAC
IL (7902
STUDY) (5-
Fluorouracil)
Injection

toxic epidermal necrolysis
[Toxic epidermal
necrolysis]
Anaphylaxis [Anaphylactic
reaction]|
malignant neoplasm

progression [Malignant
neoplasm progression]

1.23
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#1 ) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#3)
LEUCOVORIN Immune related
61. CMUHI10- 2023/1/16 2301HUNO Followup | (7902 STUDY) pancreatitis [Immune- 2.3 A
REC3-102 05855 5 (Leucovorin) . .
S mediated pancreatitis]
Injection
#4)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#5)5-
FLUOROURAC
IL (7902
STUDY) (5-
Fluorouracil)
Injection
#3)
LEVOLEUCOV
ORIN (7902 | toxic epidermal necrolysis
STUDY) [Toxic epidermal
(levoleucovorin) necrolysis]
CMUHI110- 2301KORO [Followup Injection Anaphylaxis [Anaphylactic
621 REC3-102 | 292319 |7 02423 5 44) 5- reaction] 1231 A
FLUOROURAC malignant neoplasm
IL (7902 progression [Malignant
STUDY) (5- neoplasm progression]|
Fluorouracil)
Injection
Unknown cause of death
#3) [Death]
CISPLATIN infectioninfection (no
63. | CMUHLIO- 150330y [2303CHNOFOllowup| 7605 s1ny) | further information) | 1.3 | A
REC3-102 08803 8 . . .
(Cisplatin) [Infection]
Injection Drug induced liver injury
[Drug-induced liver injury]
#2)
PACLITAXEL
(7902 S.TUDY) Strangulated diaphragmatic
(paglltgxel) hernia [Abdominal
64, | CMUHLLO- 100535 [2303CHNO Followup| — Injection strangulated hernia] | 23 | A
REC3-102 05956 5 #3) .
Obstructive shock
CISPLATIN [Obstructive shock]
(7902 STUDY)
(Cisplatin)
Injection
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65.

CMUH110-
REC3-102

2023/2/3

2302JPNO0
1685

Followup
20

#3)
OXALIPLATIN
(7902 STUDY)

(oxaliplatin)
Injection

#4)

LEVOLEUCOV
ORIN (7902
STUDY)
(levoleucovorin)
Injection
#5)5-
FLUOROURAC
IL (7902
STUDY) (5-
Fluorouracil)
Injection

Colonic perforation [Large
intestine perforation]
Septic shock [Septic

shock]
Lung infection
[Pneumonia]

23

66.

CMUH110-
REC3-102

2022/9/16

2209TURO
06512

Followup
21

#2)
OXALIPLATIN
(7902 STUDY)

(oxaliplatin)
Injection

#3)

LEVOLEUCOV
ORIN (7902
STUDY)
(levoleucovorin)
Injection
#4)5-
FLUOROURAC
IL (7902
STUDY) (5-
Fluorouracil)
Injection

Malignant Neoplasm
Progression [Malignant
neoplasm progression]|

1.3

67.

CMUH110-
REC3-102

2022/11/20

2212CHLO
03745

Followup
4

#2)
LEVOLEUCOV
ORIN (7902
STUDY)
(levoleucovorin)
Injection
#3 JOXALIPLA
TIN (7902
STUDY)
(oxaliplatin)
Injection
#4)5-
FLUOROURAC
IL (7902
STUDY) (5-
Fluorouracil)
Injection

Adynamic ileus [Ileus

paralytic]

Pneumonitis [Pneumonitis]

Respiratory failure

[Respiratory failure]

1.3
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#2)
PACLITAXEL
(7?0553;23;{ ) Strangulated diaphragmatic
CMUH110- 2303CHNO|Followup|  Tnjection hernia [Abdominal
68. 2023/3/15 p ! strangulated hernia] 23 A
REC3-102 05956 6 #3) Obstructive shock
CISPLATIN [Obstructive shock]
(7902 STUDY)
(Cisplatin)
Injection
#2)5-
FLUOROURAC
IL (7902
Sﬁ; E)JIEITI")%J.((ZISI-) Myelodysplastic syndrome
CMUH110- 2303KOR0 . v [Myelodysplastic
69. REC3-102 2023/3/28 09998 Initial In];gtion syndrome] 2.3 A
OXALIPLATIN Pneumonia [Pneumonia]
(7902 STUDY)
(oxaliplatin)
Injection
#2)5-
FLUOROURAC
IL (7902
Sﬁ; [ojrlzz(rlgl-) Myelodysplastic syndrome
CMUH110- 2303KORO |Followup o [Myelodysplastic
70. REC3-102 2023/3/28 09998 1 Inj?gtion syndrome] 1.23] A
OXALIPLATIN Pneumonia [Pneumonia]
(7902 STUDY)
(oxaliplatin)
Injection
#2)
PACLITAXEL
U?Sjclsig;gg;{ ) Strangulated diaphragmatic
L hernia [Abdominal
71. CMUHI10- 2023/3/15 2303CHNO [Followup Injection strangulated hernia] 2.3 A
REC3-102 05936 7 #3) Obstructive shock
CISPLATIN .
(7902 STUDY) [Obstructive shock]
(Cisplatin)
Injection
#2)5-
FLUOROURAC
IL (7902
Sﬁ; ggiléi; Myelodysplastic syndrome
CMUH110- 2303KORO |Followup L [Myelodysplastic
72. REC3-102 2023/3/28 09998 5 In];;tion syndrome] 1.23] A
OXALIPLATIN Pneumonia [Pneumonia]
(7902 STUDY)
(oxaliplatin)
Injection
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#1 ) MK-6482
#2) Increased creatinine (Acute
CMUHL111- 2211FRAO |Followup| PEMBROLIZU ) -
73. REC3-116 2022/11/23 08745 15 MAB kldrgﬁligjufyﬂ{l[zk]cute 23 A
(pembrolizumab ymury
)
#1 ) MK-6482
#2)
CMUHI111- 2304MEXO0| . .. PEMBROLIZU | Infusion related reaction
74 REC3-116 2023/4/5 05644 initial MAB [Infusion related reaction] 2 A
(pembrolizumab
)
#1 ) MK-6482
#2)
75 CMUH111- 2023/4/5 2304MEXO0 |Followup | PEMBROLIZU | Infusion related reaction ) A
" | REC3-116 05644 1 MAB [Infusion related reaction]
(pembrolizumab
)
#1 ) MK-6482
#2)
76 CMUHI111- 2023/4/5 2304MEXO0 |Followup| PEMBROLIZU | Infusion related reaction ) A
" | REC3-116 05644 2 MAB [Infusion related reaction]
(pembrolizumab
)
#1 ) MK-6482
#2)
77 CMUH111- 2023/4/5 2304MEXO0 |Followup | PEMBROLIZU | Infusion related reaction ) A
" | REC3-116 05644 3 MAB [Infusion related reaction]
(pembrolizumab
)
#1 ) MK-6482
#2)
78 CMUHI111- 2003/4/5 2304MEXO0 |Followup| PEMBROLIZU | Infusion related reaction ) A
" | REC3-116 05644 4 MAB [Infusion related reaction]
(pembrolizumab
)
#1 ) MK-6482
#2)
79 CMUHI111- 2003/4/5 2304MEXO0 |Followup| PEMBROLIZU | Infusion related reaction ) A
" | REC3-116 05644 5 MAB [Infusion related reaction]
(pembrolizumab
)
1.COVID-19
CMUH107- 2023A0328 . Blinded for COMFIRMED (COVID-
80. REC3-175 2023/1/7 45 Initial Investicator 19) L3 A
vestig 2 HEMATEMESIA
(Haematemesis)
1.COVID-19
CMUH107- | 2023/1/UN 202340328 follow up|  Blinded for | COMFIRMED (COVID-
81. REC3-175 K 45 1 Investigator 19) L3 A
estigato 2. HEMATEMESIA
(Haematemesis)
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1.HEMATEMESIA
CMUH107- 2023A0328 |follow up|  Blinded for (Hacmatemesis)
82. REC3-175 2023/1/1 45 ) Investigator 2.COVID-19 L3 A
COMFIRMED (COVID-
19)
1.COVID-19
CMUH107- 2023A0328 follow up|  Blinded for | COMFIRMED (COVID-11,
83. REC3-175 2023/1/7 45 3 Investigator 19) 3 A
2.HEMATEMESIA
(Haematemesis)
#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
CMUH108- 2005COLO |Followup DE (3475 Hematoma subdural
84. REC3-098 2020/5/12 04858 43 SOLUTION [Subdural haematoma] 23 A
FOR
INJECTION
STUDY)
(enzalutamide)
Capsule
#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI .\ .
Pneumonitis DD Covid
CMUH108- 2301DEUO |Followup| DE (3475 . .
85. REC3-098 2022/12/28 01060 P SOLUTION superlnfl;erclréfr?lo[ﬁ%VID-w 1.3 A
FOR
INJECTION
STUDY)
(enzalutamide)
Tablet
1) Differentiation
86. | onean oo | 2021710127 [FREDZUI00 f"”"zw Pl [y3410738 | syndrome [Differentiation [1 3| A
syndrome]
1) Vomiting [ Vomiting]
2) Invasive lung fungal
infection [Pneumonia
CMUH109- SG2022020 |follow up fungal] .
871 REC3-188 | 202202721 |7 19353 1 LY3410738 | 3) [tracranial hemorrhage | |~ | 4
[Haemorrhage intracranial]
4) Leukocytosis
[Leukocytosis]
1) Differentiation
syndrome [Differentiation
syndrome]
CMUH109- CA2022110(follow up 2) Lung infection 1~
88. REC3-188 2022/11/14 08437 ) LY3410738 [Pneumonia] 2.3 A

3) sepsis [Sepsis]
4) intracranial hemorrhage
[Haemorrhage intracranial]
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89.

CMUH110-
REC3-194

2022/9/16

2022CN001
06

Initial

#1) YHO003
(YHO003)
Infusion,
milligram

#2 ) Toripalimab
(Toripalimab)

Infusion, 240

milligram

Death 1

90.

CMUH110-
REC3-194

2022/10/31

2022AU000
116

follow up
2

#1) YH003
(YHO003)
Infusion,
milligram

#2 ) Toripalimab
(Toripalimab)

Infusion, 240

milligram

Microangiopathic
haemolytic anaemia

91.

CMUH110-
REC3-194

2022/9/16

2022CNO001
06

follow up
1

#1) YHO003
(YHO003)
Infusion,
milligram

#2 ) Toripalimab
(Toripalimab)

Infusion, 240

milligram

Death 1

92.

CMUH110-
REC3-194

2022/10/11

2022AU000
111

follow up
4

#1 ) YH003
(YHO003)
Infusion,
milligram

#2 ) Toripalimab
(Toripalimab)

Infusion, 240

milligram

Glomerulonephritis 2

93.

CMUH110-
REC3-194

2022/10/31

2022AU000
116

follow up
3

#1) YH003
(YHO003)
Infusion,
milligram

#2 ) Toripalimab
(Toripalimab)

Infusion, 240

milligram

Microangiopathic
haemolytic anaemia

94,

CMUH110-
REC3-194

2022/10/7

2022AU000
111

follow up
5

#1) YH003
(YHO003)
Infusion,
milligram

#2 ) Toripalimab
(Toripalimab)

Infusion, 240

milligram

Glomerulonephritis 2

95.

CMUH110-
REC3-194

2022/10/31

2022AU000
116

follow up
4

#1) YH003
(YHO003)
Infusion,
milligram

#2 ) Toripalimab
(Toripalimab)

Infusion, 240

milligram

Microangiopathic
haemolytic anaemia
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96.

CMUH110-
REC3-194

2022/10/31

2022AU000
116

follow up
5

#1) YHO003
(YHO003)
Infusion,
milligram

#2 ) Toripalimab
(Toripalimab)

Infusion, 240

milligram

Microangiopathic

haemolytic anaemia

97.

CMUH110-
REC3-194

2022/10/7

2022AU000
111

follow up
6

#1) YH003
(YHO003)
Infusion,
milligram

#2 ) Toripalimab
(Toripalimab)

Infusion, 240

milligram

Glomerulonephritis

98.

CMUH110-
REC3-194

2022/10/7

2022AU000
111

follow up
7

#1) YHO003
(YHO003)
Infusion,
milligram

#2 ) Toripalimab
(Toripalimab)

Infusion, 240

milligram

Glomerulonephritis

99.

CMUH110-
REC3-194

2023/2/12

2023CNO000
09

Initial

#1 ) YH003
(YHO003)
Infusion,
milligram

#2 ) Toripalimab
(Toripalimab)

Infusion, 240

milligram

Infusion related reaction

100.

CMUH110-
REC3-194

2023/2/12

2023CNO000
09

follow up
1

#1) YHO003
(YHO003)
Infusion,
milligram

#2 ) Toripalimab
(Toripalimab)

Infusion, 240

milligram

Infusion related reaction

101.

CMUH110-
REC3-194

2022/9/16

2022CN001
06

follow up
2

#1) YH003
(YHO003)
Infusion,
milligram

#2 ) Toripalimab
(Toripalimab)

Infusion, 240

milligram

Death

102.

CMUH110-
REC3-194

2023/2/12

2023CNO000
09

follow up
2

#1) YH003
(YHO003)
Infusion,
milligram

#2 ) Toripalimab
(Toripalimab)

Infusion, 240

milligram

Infusion related reaction
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103.

CMUH110-
REC3-194

2023/2/16

2022CN001
06

follow up
3

#1) YHO003
(YHO003)
Infusion,
milligram

#2 ) Toripalimab
(Toripalimab)

Infusion, 240

milligram

Death

104.

CMUH110-
REC3-194

2022/10/7

2022AU000
111

follow up
8

#1) YH003
(YHO003)
Infusion,
milligram

#2 ) Toripalimab
(Toripalimab)

Infusion, 240

milligram

Glomerulonephritis

105.

CMUH110-
REC3-194

2023/2/12

2023CNO000
09

follow up
3

#1) YHO003
(YHO003)
Infusion,
milligram

#2 ) Toripalimab
(Toripalimab)

Infusion, 240

milligram

Infusion related reaction

106.

CMUH108-
REC3-150

2022/9/1

RU-
ABBVIE-
4210338
672005

Follow
up 3

Upadacitinib

Acute Coronary

Thrombosis

2,3

107.

CMUH110-
REC3-049

2023/3/11

2023-
MORO00321
6-KR

followup
1

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Pneumocystis jirovecii

pneumonia

1,3
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108.

CMUH110-
REC3-049

2022/7/9

2022-
MORO00207
9-CO

Initial

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Clostridium difficile colitis

109.

CMUH110-
REC3-049

2023/1/13

2023-
MORO00292
9-TR

Initial

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Pneumonia, Febrile
neutropenia, Neutropenia

2,3
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110.

CMUH110-
REC3-049

2023/2/28

2023-
MORO00316
6-US

Initial

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Pneumonia

2,3

111

CMUH110-
REC3-049

2022/8/20

2022-
MOR00221
7-CA

followup
3

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Clostridial sepsis
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112,

CMUH110-
REC3-049

2023/1/26

2023-
MORO00300
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omide vs
Placebo
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#4 ) doxorubicin
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(Rituximab)
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PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
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Prednisolone
(Prednisolone)

Interstitial lung disease

1,3
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