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-~ RPFF L1427 52 SAER 20 5= JEHIFL L FF L RRART RE -
[%i% ?\-‘& Rigin]
- ~ £ 3K 2204TWNO009415 » 20220113 %27 i85+ § > BT - & % & 520220308
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pembrolizumab (MK-3475) (Cycle 2);x & » 20220419 %+ lenvatinib, oxaliplatin
leucovorin and 5-fluorouracil = 20220421 -+ 5-fluorouracil (all Cycle 2) » @ %
w2t 20220427 fﬂ?]vg P R MERMN L EERT BB -

[(RERFLEHFFTLL]

_— ~ ﬁi@ o

[(FEPELEHTLL]

—_ ~ ﬁ}@ o

[(AFFEELAHFLR]

—_ ~ ﬁ}@ o

(25750 B AL T & ]
PEELAY T AN HE B LREAR AL AGTh%s UL W

RE. 4
* ¢ %% | CMUH109-REC2-158(SAE-11) | # %> 24| | kg2 2%
PR | SRR R FEEY KR | R L TEE

- A AHRD/IES LT g 81&1‘%1 ;éiﬁ » b # Lenvatinib
e s (E7080/MK-7902) ~ Pembrolizumab (MK-3475) 12 2 i £ ;55 & * 4p i
A N A LT T ¥ DU g T
A fie 32 (LEAP-015)

TN .
Neutrophil count decreased

H
w4 JE R 2 Y % FRER FTEARRER LE 2
A Jud = = = 1] 23 1=
] g " o WET L D
p p ) p B ZF R 6%
g 4P
follow T iphl |BEZE 2
2204TWNO009415 | 2022/4/27 | 2022/5/3 2022/5/13 | Z:3p #p )
up 4 (possible) fr«

[(RERFLEAFALL]

- ~%EEIRTIET AE(IRB)JEFFH/F acp M 5 v ¥ x @R FAGI% ADR > T 9 iE
SUSAR(4p B /B £ /2557 8) » sfigok B -

[FrrgLir3in]

- ~ Updated information: On 29-APR-2022, vasopressin was started due to unstable
hemodynamics and persistent hypotension(also reported as for sepsis shock). After
fluid hydration, hemodynamics stabilized, and laboratory data would be followed up
regularly. 4)Since blood culture (unspecified, performed on an unknown date in 2022)
revealed bacteremia (neutrophil count decreased (Grade 4) related, part of this event),
the IV antibiotic treatment was continued -

[AFEPELR+FLL])
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ATRE ~ Aotk 42 Ao 0 111429 e dd B2 FERLR > G F
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CRERENEE SR
-~ X 2204TWNO009415 » 20220113 FE RS 0 BiT- %% 520220308
pembrolizumab (MK-3475) (Cycle 2);x &+ > 20220419 &= lenvatinib, oxaliplatin
leucovorin and 5-fluorouracil = 20220421 % - 5-fluorouracil (all Cycle 2) » & %
PR 20220427 FrE P B w M RER MR KTV LS ESPH -

(258 R 4T 23k ]
PEELAY TN A E B LREAR AL AGTa% UL W

5. 5.
™€ YL CMUH109-REC2-158(SAE-13) | # % < #57] | fkE? 2% &2
FERAFA AR R e F R FRET KRR RGP ETYR
- A HRY/IES LT g 81&1‘%1 ;éiﬁ » L Lenvatinib
N (E7080/MK-7902) ~ Pembrolizumab (MK-3475) 2 % it 5 ;5% &5 * 4a fi
PR v

HHEBEREILH G - WA MBI E & 2 n 2 g
A fie 325 (LEAP-015)

TR L o
Neutropenia infection [Neutropenic infection]

i
w4 JE R 2 Yo % At FTEARRER LE
o g = Ti= . 1= 35 R ARES
ahow) (N B v AT G o DR
p Ay p Ay = p Ay B ZZF R 6%
g 4P
follow Viciph BB Z A
2204TWNO009415 | 2022/4/27 | 2022/5/9 2022/5/16 | #-3g 4P .
up 5 (possible) &

[REAREFLEFFLRL]
-~ EmEdgETET A E(IRB))EFY/T i ApM 5 & ¥ 2 RN ADR Y I 4
iF SUSAR(1e B /B & 123 ) » sidsk B FRsp o
[FrrgLir3in]
- ~ Updated:1)SAE term has changed to neutropenia infection.2)Relevant tests/lab data
/subject's condition has updated. 3)On 30APR2022,his pH blood gas-vein was
7.42 platelets were 39x10[3]/microL,and WBC was 0.5x10[3]/microL.He started to
receive albumin human 20% as treatment for the event. -
[AFEPELR+FLL])
- ~ 2204TWNO009415 % gﬁﬁ 111427 % 4 SAER 2> 57 X HERL > Aph a R
w2 SRR
C RN ENEE S
- % ;é—g 2204TWNO009415 » 20220113 %2 3¢5k 4 > HiT- S« % & %1 20220308
pembrolizumab (MK-3475) (Cycle 2);x & > 20220419 % -+ lenvatinib, oxaliplatin
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leucovorin and 5-fluorouracil = 20220421 %+ 5-fluorouracil (all Cycle 2) » @ %
;é—‘gf *+ 20220427 tirx - SAE 3F £ % neutropenia infection » 535 ¥ it 82 2 B4p
Mo

[(RERFLEHFFTLL]
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%% 6.
™€ YL CMUH109-REC2-158(SAE-14) |# % < #57] | kE? 2% &2
FHEILFEA w R A e AR ié%ﬁ'* FRET KR | B S E
- A AHRD/IES LT g 81&1‘%1 ;éiﬁ » b # Lenvatinib
N (E7080/MK-7902) ~ Pembrolizumab (MK-3475)r2 % it 5 ;55 &5 * jpfic
PR v

MEBEREILH WG - WA SRR E & 2 n 2 g
A fie x5 (LEAP-015)

TR . : . i
Neutropenia infection [Neutropenic infection]

H
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g 4P
follow itk |Bpz 4
2204TWNO009415 | 2022/4/27 | 2022/5/9 2022/5/20 | Z:3p Ep )
up 6 (possible) &

[(fERFLEFFLR]
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iZ SUSAR(He M /B 125750 » hid sk MR o
[(FEFFLR+FFLR]

— ~ updates: 1)Other medications...;electrolytes (unspecified) (+) sodium lactate for
hypovolemia; morphine hydrochloride for pain; acetaminophen (+) tramadol
hydrochloride for abdominal pain; dexamethasone and nystatin for oral mucositis;
potassium chloride and dextrose (+) potassium chloride for hypokalemia
2)...magnesium sulfate for hypomagnesemia; pantoprazole for tarry stool; sodium
chloride for sputum impactation; amino acids(unspecified)(MORIAMIN SN) for
nutrition support; meropenem as empiric antibiotic for neutropenia; teicoplanin for
MRSA ;sodium bicarbonate for metabolic acidosis; smectite and loperamide for
diarrhea. Please refer to CIOMS report for the detials. -
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- ~ 2204TWNO009415 = 324>+ 111.4.27 % 2 SAE o %2 XEHERSE 0 11152
3 11154 2 11159 % ¥ if ~ s itk ok 2 FRinh o
CR R ENEL SR
-~ X 2204TWNO009415 » 20220113 SRR L o BiT- X% E 520220308
pembrolizumab (MK-3475) (Cycle 2);x & » 20220419 %+ lenvatinib, oxaliplatin
leucovorin and 5-fluorouracil = 20220421 * - 5-fluorouracil (all Cycle 2) » & %
7+t 20220427 ik > SAE 4R £ % neutropenia infection - i m i ¥ A £ & 5

M o
[(REFRFLAHFFLL]
- \_ii_i@o
[(FEPELEHTLL]
- \iii@o
[AFFEELAHFFLR]
— \ﬁ@o

[ FEET 2R ])
PEEGEIEE ST AP s KR i%guﬁg;edﬁgw; A~ The (14 WFE

BE. 7.
€ Sl CMUH109-REC2-158(SAE-15) | # % < 57| | fkE? 2% &2
FERAFA AR R e F R FRET KRR RGP ETYR
- A HRP/IES LT g 81&1‘%1 ;éiﬁ » L # Lenvatinib
N (E7080/MK-7902) ~ Pembrolizumab (MK-3475)rz 2 iv & 55 & % 4p fi
PR v

R EREILH G - WA MBI E & 2 h 2 g
A fie 32 (LEAP-015)

¥R . . . .
Neutropenia infection [Neutropenic infection]

i
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w4 T £y it FTEARER LE
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2 p =] p ZZF R 6%
T Hp
follow Victphd BEz A
2204TWNO009415 | 2022/4/27 | 2022/5/12 2022/5/24 | 3p Hp .
up 7 (possible) i

[REERFLA©FAR]
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[FErgLir3in]
— ~ Updates: 1)On 28-APR-2022, as a treatment for the event, he received morphine
hydrochloride for pain, electrolytes (unspecified) (+) sodium lactate for hypovolemia.

2) He was also placed on amino acids (unspecified) (MORIAMIN SN) for nutrition
support as a treatment for the event. 3) He started to receive albumin human and
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sodium chloride for sputum as treatment for the event. 4) He also received
magnesium sulfate, fluconazole, acetaminophen as a treatment for the event. -

(AFTpELRrFi0)

-~ % ikﬂ‘f 2204TWNO009415 F2& % = i Bidr 4 ¢ 2022 # 4 % 28 p » i f B o
L,&'ﬂz R %o 202257 8p % FHAESH () 67 240K o Vink K
e~ O FCPOR >~ IRE
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-~ % ikﬂ‘f 2204TWNO009415 » 20220113 422 tE5kt 4 » BT = % & 5: 20220308
pembrollzumab (MK-3475) (Cycle 2);x & > 20220419 %+ lenvatinib, oxaliplatin
leucovorin and 5-fluorouracil * 20220421 % = 5-fluorouracil (all Cycle 2) » & %
gﬁdﬂz *+ 20220427 titx » SAE #F £ % neutropenia infection » 535 ¥ iy &7 2 5.4
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#1)
PEMBROLIZU Anaemia
Follo MAB COVID-19 pneumonia
CMUH108- 2012ARG0060 #2) Thrombocytopenia
1. 2020/12/9 wup 13| A
REC2-059 69 14 PEMETREXED Malignant neoplasm
#3) progression
CARBOPLATI Thrombocytopenia
N
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#1)
PEMBROLIZU Rhabdomyolysis
Foll MAB Pneumonia aspiration
ollo
CMUH108- 2105USA0037 #2) Failure to thrive
2. 2021/5/13 wup ] . 23 [ A
REC2-059 70 19 PEMETREXED| Infusion related reaction
#3) Sepsis
CARBOPLATI Asthenia
N
#1)
PEMBROLIZU
MAB Malignant neoplasm
Follo .
CMUH108- 2012BRA0122 #2) progression
3. 2020/12/25 wup ) 123 A
REC2-059 10 14 PEMETREXED Thrombocytopenia
#3) Neutropenia
CARBOPLATI
N
#1)
PEMBROLIZU
MAB Malignant neoplasm
Follo .
CMUH108- 2012BRA0122 #2) progression
4, 2020/12/25 wup ) 123 A
REC2-059 10 15 PEMETREXED Thrombocytopenia
#3) Neutropenia
CARBOPLATI
N
#1)
PEMBROLIZU
MAB
Follo .
CMUH108- 2106FRA0014 #2) Neutropenia
5. 2021/5/14 wup _ 2371 A
REC2-059 38 ” PEMETREXED Septic shock
#3)
CARBOPLATI
N
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#1)
PEMBROLIZU
MAB
Follo
CMUH108- 2106FRAQ014 #2) Neutropenia
6. 2021/5/14 wup ] 2371 A
REC2-059 38 - PEMETREXED Septic shock
#3)
CARBOPLATI
N
#1)
PEMBROLIZU
MAB Malignant neoplasm
Follo .
CMUH108- 2012BRA0122 #2) progression
1. 2020/12/25 wup ) 123 A
REC2-059 10 16 PEMETREXED Thrombocytopenia
#3) Neutropenia
CARBOPLATI
N
#1)
PEMBROLIZU
MAB Malignant neoplasm
Follo .
CMUH108- 2012BRA0122 #2) progression
8. 2020/12/25 wup ) 123 A
REC2-059 10 17 PEMETREXED Thrombocytopenia
#3) Neutropenia
CARBOPLATI
N
#1) .
Immune-mediated
PEMBROLIZU N
enterocolitis
Follo MAB ]
CMUH108- 2103DEU0044 Sepsis
9. 2021/3/2 wup #2) ) o 12 | A
REC2-059 90 Acute kidney injury
24 |PEMETREXED
Back pain
#3) .
Thrombocytopenia
CISPLATIN
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#1)
PEMBROLIZU Rhabdomyolysis
Foll MAB Pneumonia aspiration
ollo
CMUH108- 2105USA0037 #2) Failure to thrive
10. 2021/5/13 wup 23 [ A
REC2-059 70 20 PEMETREXED| Infusion related reaction
#3) Sepsis
CARBOPLATI Asthenia
N
#1)
PEMBROLIZU | Infusion related reaction
Eoll MAB Pneumonia aspiration
ollo
CMUH108- 2105USA0037 #2) Failure to thrive
11. 2021/5/13 wup ) 23| A
REC2-059 70 ’1 PEMETREXED Asthenia
#3) Sepsis
CARBOPLATI Rhabdomyolysis
N
#1)
PEMBROLIZU
MAB ]
Follo Neutropenia
CMUH108- 2106FRA0014 #2) ]
12. 2021/5/14 wup Sepsis 237 A
REC2-059 38 PEMETREXED ]
36 Septic shock
#3)
CARBOPLATI
N
#1)
Follo | PEMBROLIZU
CMUH108- 2107DEU0011 o
13. 20217712 wup MAB Epistaxis 23| A
REC2-059 19
21 #2)
PEMETREXED
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#1)
PEMBROLIZU Anaemia
Foll MAB COVID-19 pneumonia
ollo
CMUH108- 2012ARG0060 #2) Thrombocytopenia
14. 2020/12/9 wup ] 131 A
REC2-059 69 15 PEMETREXED Malignant neoplasm
#3) progression
CARBOPLATI Thrombocytopenia
N
#1)
PEMBROLIZU
MAB Malignant neoplasm
Follo .
CMUH108- 2012BRA0122 #2) progression
15. 2020/12/25 wup ) 1,23] A
REC2-059 10 18 PEMETREXED Thrombocytopenia
#3) Neutropenia
CARBOPLATI
N
#1)
PEMBROLIZU
Anaemia
MAB
Follo COVID-19 pneumonia
CMUH108- 2012ARG0060 #2) ]
16. 2020/12/9 wup Thrombocytopenia 13| A
REC2-059 69 PEMETREXED ]
16 Malignant neoplasm
#3) .
progression
CARBOPLATI
N
#1)
PEMBROLIZU | Infusion related reaction
Eoll MAB Pneumonia aspiration
ollo
CMUH108- 2105USA0037 #2) Failure to thrive
17. 2021/5/13 wup ) 23| A
REC2-059 70 - PEMETREXED Asthenia
#3) Sepsis
CARBOPLATI Rhabdomyolysis
N
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#1)
PEMBROLIZU
Foll MAB Malignant neoplasm
ollo
CMUH108- 2012BRA0122 #2) progression
18. 2020/12/25 wup ] 1231 A
REC2-059 10 19 PEMETREXED Thrombocytopenia
#3) Neutropenia
CARBOPLATI
N
#1)
PEMBROLIZU
MAB Malignant neoplasm
Follo .
CMUH108- 2012BRA0122 #2) progression
19. 2020/12/25 wup ) 123 A
REC2-059 10 20 PEMETREXED Thrombocytopenia
#3) Neutropenia
CARBOPLATI
N
#1)
PEMBROLIZU
MAB Malignant neoplasm
Follo .
CMUH108- 2012BRA0122 #2) progression
20. 2020/12/25 wup ) 123 A
REC2-059 10 ’1 PEMETREXED Thrombocytopenia
#3) Neutropenia
CARBOPLATI
N
#1) MK-7339
Study (Code not ) ]
Febrile neutropenia
broken)
Follo Pneumonia
CMUH108- 2003TUR0006 #2) »
21. 2020/2/28 wup Dermatitis 23| A
REC2-060 76 PACLITAXEL
17 Febrile neutropenia
#3) -
Hepatitis
CARBOPLATI
N
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#1) MK-7339
Study (Code not »
Hepatitis
broken) )
Follo Pneumonia
CMUH108- 2003TUR0006 #2) N
22. 2020/2/28 wup Dermatitis 23| A
REC2-060 76 PACLITAXEL ) )
18 Febrile neutropenia
#3) _ .
Febrile neutropenia
CARBOPLATI
N
Follo| #1) MK-7339 Renal failure
CMUH108- 2110AUT0022 )
23. 2021/10/4 wup |[Study (Code not|  Malignant neoplasm 1,23 A
REC2-060 74
12 broken) progression
#1) MK-7339
CMUH108- 2204DEU0004 | Follo | Study (Code not _ _
24, 2022/3/31 Cardiogenic shock 13| A
REC2-060 90 wup 1 broken)
#2 ) MK-3475
Follo| #1) MK-7339 Renal failure
CMUH108- 2110AUT0022
25. 2021/10/4 wup |Study (Code not|  Malignant neoplasm 1,23 A
REC2-060 74
13 broken) progression
#1) MK-7339
CMUH108- 2204DEU0004 | Follo | Study (Code not ) )
26. 2022/3/31 Cardiogenic shock 13 A
REC2-060 90 wup 2 broken)
#2 ) MK-3475
#1) MK-7339
Study (Code not -
Hepatitis
broken) )
Follo Pneumonia
CMUH108- 2003TUR0006 #2) N
27. 2020/2/28 wup Dermatitis 23| A
REC2-060 76 PACLITAXEL
19 Febrile neutropenia
#3)
Febrile neutropenia
CARBOPLATI
N
#1) MK-7339
CMUH108- 2204DEU0004 | Follo | Study (Code not ) )
28. 2022/3/28 Cardiac failure 13 A
REC2-060 90 wup 3 broken)
#2 ) MK-3475
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#1) MK-7339
Study (Code not »
Hepatitis
broken) )
Follo Pneumonia
CMUH108- 2003TUR0006 #2) N
29. 2020/2/28 wup Dermatitis 23| A
REC2-060 76 PACLITAXEL
20 Febrile neutropenia
#3) _ .
Febrile neutropenia
CARBOPLATI
N
#1) MK-7339
Study (Code not .
Hepatitis
broken)
Follo Pneumonia
CMUH108- 2003TUR0006 #2) ) ]
30. 2020/2/28 wup Febrile neutropenia 23| A
REC2-060 76 PACLITAXEL .
21 Dermatitis
#3) _ .
Febrile neutropenia
CARBOPLATI
N
#1) MK-7339
Study (Code not »
Hepatitis
broken)
Follo Pneumonia
CMUH108- 2003TUR0006 #2) ) ]
31. 2020/2/28 wup Febrile neutropenia 2,3 A
REC2-060 76 PACLITAXEL
22 Febrile neutropenia
#3)
Dermatitis
CARBOPLATI
N
#1) MK-7339
Study (Code not »
Hepatitis
broken)
Follo Pneumonia
CMUH108- 2003TUR0006 #2) ) )
32. 2020/2/28 wup Febrile neutropenia 23| A
REC2-060 76 PACLITAXEL ) )
23 Febrile neutropenia
#3)
Dermatitis
CARBOPLATI
N
Follo | #1) MK-7339 Malignant neoplasm
CMUH108- 2110AUT0022 )
33. 2021/10/4 wup |Study (Code not progression 1,23 A
REC2-060 74
14 broken) Renal failure
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#1) MK-7339
CMUH108- 2204DEU0004 | Follo | Study (Code not ) )
34. 2022/3/24 Cardiac failure 13| A
REC2-060 90 wup 4 broken)
#2 ) MK-3475
Follo | #1) MK-7339
CMUH108- 2102BRA0080 »
35. 2021/2/17 wup | Study (Code not Hepatitis 1,23 A
REC2-060 45
11 broken)
#1) MK-7339
Study (Code not
broken) Dermatitis
Follo
CMUH108- 2003TURO0006 #2) Febrile neutropenia
36. 2020/2/28 wup . 23 | A
REC2-060 76 ” PACLITAXEL Hepatitis
#3) Febrile neutropenia
CARBOPLATI
N
#1) MK-7339
Study (Code not
broken) Dermatitis
Follo
CMUH108- 2003TURO0006 #2) Febrile neutropenia
37. 2020/2/28 wup N 23 | A
REC2-060 76 - PACLITAXEL Hepatitis
#3) Febrile neutropenia
CARBOPLATI
N
#1) MK-7339
CMUH108- 2204DEU0004 | Follo | Study (Code not [ Multiple organ dysfunction
38. 2022/3/24 131 A
REC2-060 90 wup 5 broken) syndrome
#2 ) MK-3475
Follo | #1) MK-7339
CMUH108- 2102BRA0080 N
39. 2021/2/17 wup |Study (Code not Hepatitis 1,23 A
REC2-060 45
12 broken)
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#1) MK-7339
Study (Code not
broken) Dermatitis
Follo N
CMUH108- 2003TUR0006 #2) Hepatitis
40. 2020/2/28 wup 23 [ A
REC2-060 76 - PACLITAXEL Febrile neutropenia
#3) Febrile neutropenia
CARBOPLATI
N
#1) MK-7339
CMUH108- 2204DEU0004 | Follo | Study (Code not [ Multiple organ dysfunction
41. 2022/3/24 13 A
REC2-060 90 wup 6 broken) syndrome
#2 ) MK-3475
Follo| #1) MK-7339 Malignant neoplasm
CMUH108- 2110AUT0022 )
42, 2021/10/4 wup | Study (Code not progression 1,23 A
REC2-060 74
15 broken) Renal failure
#1) MK-7339
Study (Code not
broken) Dermatitis
Follo
CMUH108- 2003TUR0006 #2) Pneumonia
43. 2020/2/28 wup N 23 | A
REC2-060 76 - PACLITAXEL Hepatitis
#3) Febrile neutropenia
CARBOPLATI
N
#1) MK-7339
Follo Renal failure
CMUH108- 2110AUT0022 Study (Code not )
44, 2021/10/4 wup Malignant neoplasm 1,23 A
REC2-060 74 broken)
16 progression
#2 ) MK-3475
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#1) MK-7339
Study (Code not
broken) o
Renal impairment
#2) .
Leukopenia
CMUH108- 2105BRA0013|  |NAB-PACLITA )
45, 2021/5/4 Initial Neutropenia 1,23 A
REC2-060 55 XEL FOR )
Thrombocytopenia
CELGENE _
Septic shock
#3)
CARBOPLATI
N
#1) MK-7339
Study (Code not
broken) Dermatitis
Follo )
CMUH108- 2003TUR0006 #2) Pneumonia
46. 2020/2/28 wup N 23| A
REC2-060 76 ’8 PACLITAXEL Hepatitis
#3) Febrile neutropenia
CARBOPLATI
N
#1) MK-3475
Study (Code not
broken)
#2)
Follo
CMUH109- 2104CHNO061 CISPLATIN
47. 2021/4/18 wup Tumour haemorrhage 13 A
REC2-155 94 13 FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR
JAPAN
111 % 06 * 08 p I
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48.

CMUH109-
REC2-155

2021/9/24

2111FRA0018
20

Follo
wup
12

#1) MK-3475
Study (Code not
broken)
#2)
5-FLUOROUR
ACIL FOR
JAPAN
#3)
OXALIPLATIN
FOR JAPAN
#4)
LEVOLEUCOV
ORIN FOR
JAPAN

Hyperthermia
Staphylococcal infection
Interstitial lung disease
General physical health

deterioration

1,23

49,

CMUH109-
REC2-155

2021/5/14

2105FRA0068
89

Follo

wup 1

#1) MK-3475
Study (Code not
broken)
#2)
5-FLUOROUR
ACIL FOR
JAPAN
#3)
OXALIPLATIN
FOR JAPAN
#4)
LEVOLEUCOV
ORIN FOR
JAPAN

Dysphagia
Acute Kidney injury
Platelet count decreased
Cytomegalovirus infection

reactivation

2,37

111 % 06 * 08 p
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50.

CMUH109-
REC2-155

2021/9/24

2111FRA0018
20

Follo
wup
13

#1) MK-3475
Study (Code not
broken)
#2)
5-FLUOROUR
ACIL FOR
JAPAN
#3)
OXALIPLATIN
FOR JAPAN
#4)
LEVOLEUCOV
ORIN FOR
JAPAN

Hyperthermia

Staphylococcal infection
Interstitial lung disease

General physical health

deterioration

1,23

51.

CMUH109-
REC2-155

2022/2/22

2202GTMO085
41

Follo
wup

21

#1) MK-3475
Study (Code not
broken)
#2)
5-FLUOROUR
ACIL FOR
JAPAN
#3)
OXALIPLATIN
FOR JAPAN

Spinal cord disorder

1,23

111 % 06 * 08 p
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#1) MK-3475
Study (Code not
broken)
#2)
5-FLUOROUR » )
Interstitial lung disease
ACIL FOR )
Follo General physical health
CMUH109- 2111FRA0018 JAPAN o
52. 2021/9/24 wup deterioration 1,23 A
REC2-155 20 #3)
14 Hyperthermia
OXALIPLATIN o
Staphylococcal infection
FOR JAPAN
#4)
LEVOLEUCOV
ORIN FOR
JAPAN
#1)
OXALIPLATIN Ascites
Follo #2) Cardio-respiratory arrest
CMUH109- 2110ESP00020 -
53. 2021/9/20 wup |LEUCOVORIN Vomiting 131 A
REC2-158 9
11 #3) Neutropenia
5-FLUOROUR Diarrhoea
ACIL
#1)
OXALIPLATIN Pneumonia
CMUH109- 2203CHNO0091 | Follo ) )
54, 2022/3/24 #2) Gastrointestinal 13 A
REC2-158 07 wup 1
CAPECITABIN haemorrhage
E
#1) Platelet count decreased
Follo |OXALIPLATIN| Upper gastrointestinal
CMUH109- 2202CHNO0052
55. 2022/1/24 wup #2) haemorrhage 13| A
REC2-158 43
11 [CAPECITABIN Malignant neoplasm
E progression

111 % 06 * 08 p
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#1)
OXALIPLATIN Pneumonia
CMUH109- 2203CHNO0091 [ Follo
56. 2022/3/24 #2) Gastrointestinal 13| A
REC2-158 07 wup 2
CAPECITABIN haemorrhage
E
#1) MK-7902
#2)
PEMBROLIZU H hvroidi
yperthyroidism
MAB ) ]
CMUH109- 2202JPN00288| Follo Autoimmune haemolytic
57. 2022/2/8 #3) ] 131 A
REC2-158 1 wup 5 anaemia
OXALIPLATIN
Adrenal insufficiency
#4)
CAPECITABIN
E
#1)
OXALIPLATIN
#2) .
CMUH109- 2203C0OL0032 | Follo Tumour pain
58. 2022/3/5 LEUCOVORIN ) 131 A
REC2-158 14 wup 8 Ascites
#3)
5-FLUOROUR
ACIL
#1)
OXALIPLATIN
#2)
CMUH109- 2201CHLO0073 | Follo Pulmonary embolism
59. 2022/1/23 LEUCOVORIN ) 131 A
REC2-158 79 wup 4 43) COVID-19 pneumonia
5-FLUOROUR
ACIL
#1)
OXALIPLATIN Pneumonia
CMUH109- 2203CHNO0091 | Follo ) )
60. 2022/3/24 #2) Gastrointestinal 13| A
REC2-158 07 wup 3
CAPECITABIN haemorrhage
E

111 % 06 * 08 p
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61.

CMUH109-
REC2-158

2021/10/2

2112CHLO0011
29

Follo

wup 2

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

Intestinal ischaemia

62.

CMUH109-
REC2-158

2022/3/5

2203C0OL0032
14

Follo

wup 9

#1)
OXALIPLATIN
#2)
LEUCOVORIN
#3)
5-FLUOROUR
ACIL

Ascites

Tumour pain

1,3

63.

CMUH109-
REC2-158

2022/1/10

2201CHLO0044
04

Follo

wup 2

#1)
OXALIPLATIN
#2)
LEUCOVORIN
#3)
5-FLUOROUR
ACIL

Acute myocardial

infarction

64.

CMUH109-
REC2-158

2021/9/20

2110ESP00020
9

Follo
wup
12

#1)
OXALIPLATIN
#2)
LEUCOVORIN
#3)
5-FLUOROUR
ACIL

Diarrhoea
Cardio-respiratory arrest
\Vomiting
Neutropenia

Ascites

1,3

111 % 06 * 08 p
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65.

CMUH109-
REC2-158

2021/11/29

2112CHL0019
91

Follo

wup 6

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

Urosepsis

1,3

66.

CMUH109-
REC2-158

2022/1/24

2202CHNO0052
43

Follo
wup
12

#1)
OXALIPLATIN
#2)
CAPECITABIN
E

Platelet count decreased
Upper gastrointestinal
haemorrhage
Malignant neoplasm

progression

1,3

67.

CMUH109-
REC2-158

2022/1/23

2201CHLO0073
79

Follo

wup 5

#1)
OXALIPLATIN
#2)
LEUCOVORIN
#3)
5-FLUOROUR
ACIL

Pulmonary embolism

COVID-19 pneumonia

1,3

68.

CMUH109-
REC2-158

2022/3/5

2203C0OL0032
14

Follo
wup
10

#1)
OXALIPLATIN
#2)
LEUCOVORIN
#3)
5-FLUOROUR
ACIL

Ascites

Tumour pain

1,3

111 % 06 * 08 p
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#1) MK-7902
#2)
PEMBROLIZU
Follo MAB
CMUH109- 2111FRA0088 Dyspnoea
69. 2021/9/14 wup #3) ] ) 23 [ A
REC2-158 97 Cardiac failure
15 [CAPECITABIN
E
#4)
OXALIPLATIN
#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
CMUH109- 2112CHL0011 | Follo o )
70. 2021/10/2 OXALIPLATIN Intestinal ischaemia 1 A
REC2-158 29 wup 3
#4)
5-FLUOROUR
ACIL
#5)
LEUCOVORIN
#1) Platelet count decreased
Follo |OXALIPLATIN| Upper gastrointestinal
CMUH109- 2202CHNO0052
71. 2022/1/24 wup #2) haemorrhage 13 A
REC2-158 43 .
13 |CAPECITABIN Malignant neoplasm
E progression
#1)
OXALIPLATIN Gastrointestinal
CMUH109- 2203CHNO0091 | Follo
72. 2022/3/24 #2) haemorrhage 13 A
REC2-158 07 wup 4
CAPECITABIN Pneumonia
E

111 % 06 * 08 p
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#1)
OXALIPLATIN
#2)
CMUH109- 2203CHLO0104 | Follo ]
73. 2022/3/18 5-FLUOROUR Pneumonia 1,3 A
REC2-158 87 wup 2
ACIL
#3)
LEUCOVORIN
#1)
OXALIPLATIN
#2)
CMUH109- 2201CHLO0073 | Follo Pulmonary embolism
74. 2022/1/23 LEUCOVORIN ) 131 A
REC2-158 79 wup 6 43) COVID-19 pneumonia
5-FLUOROUR
ACIL
#1)
OXALIPLATIN
Follo #2) Tumour pain
CMUH109- 2203C0OL0032 )
75. 2022/3/5 wup [LEUCOVORIN| Malignant neoplasm 13 A
REC2-158 14 .
11 #3) progression
5-FLUOROUR
ACIL
#1) Platelet count decreased
Follo |OXALIPLATIN| Upper gastrointestinal
CMUH109- 2202CHNO0052
76. 2022/1/24 wup #2) haemorrhage 13 A
REC2-158 43 .
14 |CAPECITABIN Malignant neoplasm
E progression
#1)
OXALIPLATIN Pneumonia
CMUH109- 2203CHNO0091 | Follo ) )
77. 2022/3/24 #2) Gastrointestinal 13 A
REC2-158 07 wup 5
CAPECITABIN haemorrhage
E
111 # 06 * 08 p % 52 F % 78 |
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78.

CMUH109-
REC2-158

2022/4/8

2204TURO0038
93

Follo

wup 1

#1)
OXALIPLATIN
#2)
CAPECITABIN
E

Epilepsy

2,3

79.

CMUH109-
REC2-158

2022/4/2

2204CHLO0012
52

Initial

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

Gastric ulcer perforation

2,3

80.

CMUH109-
REC2-158

2021/9/14

2111FRA0088
97

Follo
wup
16

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
CAPECITABIN
E
#4)
OXALIPLATIN

Cardiac failure

Dyspnoea

2,3

81.

CMUH109-
REC2-158

2022/3/18

2203CHLO0104
87

Follo

wup 3

#1)
OXALIPLATIN
#2)
5-FLUOROUR
ACIL
#3)
LEUCOVORIN

Pneumonia

1,3

111 % 06 * 08 p
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#1) Platelet count decreased
Follo |OXALIPLATIN| Upper gastrointestinal
CMUH109- 2202CHNO0052
82. 2022/1/24 wup #2) haemorrhage 13| A
REC2-158 43
15 |CAPECITABIN Malignant neoplasm
E progression
#1)
OXALIPLATIN Pneumonia
CMUH109- 2203CHNO0091 | Follo ) )
83. 2022/3/24 #2) Gastrointestinal 13 A
REC2-158 07 wup 6
CAPECITABIN haemorrhage
E
#1) MK-7902
#2)
PEMBROLIZU
MAB Encephalopathy
CMUH109- 2204CHNO027| ) )
84. 2022/4/6 Initial #3) Cerebral infarction 23| A
REC2-158 52
CAPECITABIN| Cerebral haemorrhage
E
#4)
OXALIPLATIN
#1) Platelet count decreased
Follo |OXALIPLATIN| Upper gastrointestinal
CMUH109- 2202CHNO0052
85. 2022/1/24 wup #2) haemorrhage 13 A
REC2-158 43 .
16 |CAPECITABIN Malignant neoplasm
E progression
#1)
OXALIPLATIN Pneumonia
CMUH109- 2203CHNO0091 | Follo ] ]
86. 2022/3/24 #2) Gastrointestinal 13 A
REC2-158 07 wup 7
CAPECITABIN haemorrhage
E
111 % 06 * 08 p % 54 F % 78 |
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87.

CMUH109-
REC2-158

2022/4/6

2204CHNO0027
52

Follo

wup 1

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
CAPECITABIN
E
#4)
OXALIPLATIN

Cerebral infarction
Encephalopathy

Cerebral haemorrhage

2,3

88.

CMUH109-
REC2-158

2022/3/24

2203CHNO0091
07

Follo

wup 8

#1)
OXALIPLATIN
#2)
CAPECITABIN
E

Pneumonia
Gastrointestinal

haemorrhage

1,3

89.

CMUH109-
REC2-158

2022/4/2

2204CHLO0012
52

Follo

wup 1

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

Gastric ulcer perforation

2,3

90.

CMUH109-
REC2-158

2022/3/5

Follo
2203C0OL0032

wup
14

12

#1)
OXALIPLATIN
#2)
LEUCOVORIN
#3)
5-FLUOROUR
ACIL

Malignant neoplasm
progression

Tumour pain

1,3

111 % 06 * 08 p
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#1) MK-7902
#2)
PEMBROLIZU
MAB Cerebral infarction
CMUH109- 2204CHNO0027 | Follo
91. 2022/4/6 #3) Encephalopathy 23 | A
REC2-158 52 wup 2
CAPECITABIN| Cerebral haemorrhage
E
#4)
OXALIPLATIN
#1)
OXALIPLATIN Pneumonia
CMUH109- 2203CHNO0091 | Follo ) )
92. 2022/3/24 #2) Gastrointestinal 13 A
REC2-158 07 wup 9
CAPECITABIN haemorrhage
E
#1)
Follo [OXALIPLATIN Pneumonia
CMUH109- 2203CHNO0091 ) )
93. 2022/3/24 wup #2) Gastrointestinal 13 A
REC2-158 07
10 |CAPECITABIN haemorrhage
E
#1)
OXALIPLATIN Vomiting
Follo #2) Cardio-respiratory arrest
CMUH109- 2110ESP00020 )
94. 2021/9/20 wup |LEUCOVORIN Neutropenia 131 A
REC2-158 9
13 #3) Ascites
5-FLUOROUR Diarrhoea
ACIL
#1) MK-7902
#2)
PEMBROLIZU Hvoerthvroidi
erthyroidism
MAB -yp y _
CMUH109- 2202JPN00288| Follo Autoimmune haemolytic
95. 2022/2/8 #3) _ 13| A
REC2-158 1 wup 6 anaemia
OXALIPLATIN
Adrenal insufficiency
#4)
CAPECITABIN
E

111 % 06 * 08 p
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#1)
OXALIPLATIN Diarrhoea
Follo #2) Ascites
CMUH109- 2110ESP00020 ) ]
96. 2021/9/20 wup |LEUCOVORIN| Cardio-respiratory arrest | 1,3 [ A
REC2-158 9
14 #3) Vomiting
5-FLUOROUR Neutropenia
ACIL
#1) Platelet count decreased
Follo | OXALIPLATIN Malignant neoplasm
CMUH109- 2202CHNO0052 )
97. 2022/1/24 wup #2) progression 13 A
REC2-158 43 ) .
17 |CAPECITABIN| Upper gastrointestinal
E haemorrhage
#1)
Follo [OXALIPLATIN Gastrointestinal
CMUH109- 2203CHNO0091
98. 2022/3/24 wup #2) haemorrhage 13 A
REC2-158 07
11 |CAPECITABIN Pneumonia
E
#1)
OXALIPLATIN
#2)
CMUH109- 2203CHL0104 | Follo )
99. 2022/3/18 5-FLUOROUR Pneumonia 131 A
REC2-158 87 wup 4
ACIL
#3)
LEUCOVORIN
#1)
OXALIPLATIN
#2) _
CMUH109- 2201CHLO0073 | Follo Pulmonary embolism
100 2022/1/23 LEUCOVORIN ) 131 A
REC2-158 79 wup 7 4) COVID-19 pneumonia
5-FLUOROUR
ACIL

111 % 06 * 08 p
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#1)
Follo [OXALIPLATIN Pneumonia
CMUH109- 2203CHNO0091
101 2022/3/24 wup #2) Gastrointestinal 13| A
REC2-158 07
12 |CAPECITABIN haemorrhage
E
#1)
OXALIPLATIN
#2) .
CMUH109- 2201CHLO0044 | Follo Acute myocardial
102 2022/1/10 LEUCOVORIN 1 A
REC2-158 04 wup 3 infarction
#3)
5-FLUOROUR
ACIL
#1) MK-7902
#2)
PEMBROLIZU
MAB Dehydration
CMUH109- 2204ARG0083| ) )
103 2022/4/19 Initial #3) Upper gastrointestinal 13 A
REC2-158 36
OXALIPLATIN haemorrhage
#4)
CAPECITABIN
E
#1) MK-7902
#2)
PEMBROLIZU
MAB Dehydration
CMUH109- 2204ARG0083 | Follo ) )
104 2022/4/19 #3) Upper gastrointestinal 13 A
REC2-158 36 wup 1
OXALIPLATIN haemorrhage
#4)
CAPECITABIN
E

111 % 06 * 08 p
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#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
CMUH109- 2204CHLO0012 | Follo
105 2022/4/2 OXALIPLATIN| Gastric ulcer perforation | 2,3 [ A
REC2-158 52 wup 2
#4)
5-FLUOROUR
ACIL
#5)
LEUCOVORIN
#1)
Follo [OXALIPLATIN Pneumonia
CMUH109- 2203CHNO0091 _ _
106 2022/3/24 wup #2) Gastrointestinal 13 A
REC2-158 07
13 |CAPECITABIN haemorrhage
E
#1) MK-7902
#2)
PEMBROLIZU
MAB Cerebral infarction
CMUH109- 2204CHNO027 | Follo )
107 2022/4/6 #3) Malignant neoplasm 23| A
REC2-158 52 wup 3 )
CAPECITABIN progression
E
#4)
OXALIPLATIN
#1) MK-7902
#2)
PEMBROLIZU
MAB Dehydration
CMUH109- 2204ARG0083 | Follo ) )
108 2022/4/19 #3) Upper gastrointestinal 13| A
REC2-158 36 wup 2
OXALIPLATIN haemorrhage
#4)
CAPECITABIN
E
111 % 06 * 08 p % 50 o x 78 |
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#1)
OXALIPLATIN Diarrhoea
Follo #2) Ascites
CMUH109- 2110ESP00020 ] _
109 2021/9/20 wup [LEUCOVORIN| Cardio-respiratory arrest | 1,3 [ A
REC2-158 9
15 #3) Vomiting
5-FLUOROUR Neutropenia
ACIL
#1) MK-7902
#2)
PEMBROLIZU
MAB Dehydration
CMUH109- 2204ARG0083| Follo ) )
110 2022/4/19 #3) Upper gastrointestinal 13 A
REC2-158 36 wup 3
OXALIPLATIN haemorrhage
#4)
CAPECITABIN
E
#1)
OXALIPLATIN Diarrhoea
Follo #2) Ascites
CMUH109- 2110ESP00020 ) )
111 2021/9/20 wup [LEUCOVORIN| Cardio-respiratory arrest | 1,3 | A
REC2-158 9
16 #3) Vomiting
5-FLUOROUR Neutropenia
ACIL
#1)
OXALIPLATIN
Follo #2) ) ]
CMUH109- 2110ITA00108 Intestinal obstruction
112 2021/10/1 wup [LEUCOVORIN _ 23| A
REC2-158 1 Septic shock
11 #3)
5-FLUOROUR
ACIL
111 % 06 * 08 p % 60 R x 78 |
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#1) MK-7902
(lenvatinib lleus
Follo )
CMUH110- 2111DEU0040 mesylate) Sepsis
113 2021/11/10 wup 23 [ A
REC2-034 23 1 #2) Gastrointestinal
PEMBROLIZU haemorrhage
MAB
#1) MK-7902
(lenvatinib
Follo )
CMUH110- 2201CHNO0026 mesylate) Pneumonia
114 2021/12/27 wup N 13| A
REC2-034 57 19 #2) Pneumonitis
PEMBROLIZU
MAB
#1) MK-7902
(lenvatinib
CMUH110- 2112ESP01017( Follo mesylate) )
115 2021/12/21 Hypertension 23| A
REC2-034 0 wup 5 #2)
PEMBROLIZU
MAB
#1) MK-7902 Posterior reversible
Eoll (lenvatinib encephalopathy syndrome
ollo
CMUH110- 2108USA0048 mesylate) Acute kidney injury
116 2021/8/9 wup o 23 | A
REC2-034 10 31 #2) Hyperthyroidism
PEMBROLIZU Acute kidney injury
MAB Hypertension
#1) MK-7902
(lenvatinib
Follo )
CMUH110- 2201CHNO0026 mesylate) Pneumonia
117 2021/12/27 wup . 13 A
REC2-034 57 20 #2) Pneumonitis
PEMBROLIZU
MAB

111 % 06 * 08 p
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#1) MK-7902
(lenvatinib
CMUH110- 2112ESP01017| Follo mesylate) )
118 2021/12/21 Hypertension 23| A
REC2-034 0 wup 6 #2)
PEMBROLIZU
MAB
#1) MK-7902
(lenvatinib
Follo )
CMUH110- 2201CHNO0026 mesylate) Pneumonia
119 2021/12/27 wup N 1,3 A
REC2-034 57 ’1 #2) Pneumonitis
PEMBROLIZU
MAB
#1) MK-7902
(lenvatinib
CMUH110- 2204RUS0088 | mesylate) ]
120 2022/4/19 Initial Ischaemic stroke 23| A
REC2-034 00 #2)
PEMBROLIZU
MAB
#1) MK-7902
(lenvatinib
CMUH110- 2205CHNO012| mesylate) Pain
121 2022/4/30 Initial ) o 23 | A
REC2-034 30 #2) Acute kidney injury
PEMBROLIZU
MAB
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CMUH108-
REC2-134

2021/12/27

2112CHL0097
82

Follo
wup
13

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

[Gastrointestinal

haemorrhage]

Gastrointestinal bleeding

2.3
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CMUH108-
REC2-134

2021/12/27

2112CHL0097
82

Follo
wup
14

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

[Gastrointestinal

haemorrhage]

Gastrointestinal bleeding

2.3
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CMUH108-
REC2-134

2021/6/14

2106BRA0046
43

Follo
wup

12

#1) MK-3475
Study (Code not
broken)
#2)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Hepatorenal syndrome

[Hepatorenal syndrome]

1.3
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CMUH108-
REC2-134

2021/6/14

2106BRA0046
43

Follo
wup

13

#1) MK-3475
Study (Code not
broken)
#2)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Hepatorenal syndrome

[Hepatorenal syndrome]

1.3
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CMUH108-
REC2-134

2022/2/27

6

2202JPN00850

Follo

wup 8

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#4)
FILGRASTIM
BS
[FILGRASTIM
BIOSIMILAR
1]
(FILGRASTIM
BIOSIMILAR
1)

Cerebral heamorrhage

[Cerebral haemorrhage]
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CMUH108-
REC2-134

2022/2/27

6

2202JPN00850

Follo

wup 9

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#4)
FILGRASTIM
BS
[FILGRASTIM
BIOSIMILAR
1]
(FILGRASTIM
BIOSIMILAR
1)

Cerebral heamorrhage

[Cerebral haemorrhage]
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CMUH108-
REC2-134

2021/12/27

2112CHL0097
82

Follo
wup

15

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

[Gastrointestinal

haemorrhage]

Gastrointestinal bleeding

2.3
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CMUH108-
REC2-134

2022/2/27

6

2202JPN00850

Follo
wup

10

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#4)
FILGRASTIM
BS
[FILGRASTIM
BIOSIMILAR
1]
(FILGRASTIM
BIOSIMILAR
1)

Cerebral heamorrhage

[Cerebral haemorrhage]
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CMUH109-
REC2-078

2022/1/14

2022A028143

follo

W up

Blinded for

Investigator

INFECTION (Infection)

2,3,

4,5,

7:lmp
ortant
Medi

cal

Event
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B % rPARE L
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g |6 E A L N
1.MASSIVE
PULMONARY 1,2,
EMBOLISM ON BOTH | 3, 4,
follo SIDES (Pulmonary 7:lmp
CMUH109- Blinded for ]
131 2021/9/15 | 2021A730354 | w up _ embolism) ortant| A
REC2-078 Investigator
2 2.PNEUMONIA Medi
ASSOCIATED WITH cal
COVID19 (COVID-19 |Event
pneumonia)
21
7:1mp
follo 1. INFUSION REACTION
CMUH109- Blinded for ) ] ortant
132 2021/10/1 | 2021A763907 | w up _ (Infusion related reaction) 1A
REC2-078 Investigator Medi
2 2.Dyspnoea
cal
Event
follo
CMUH109- Blinded for DEATH OF UNKNOWN
133 2022/1/7 | 2022A014935 | w up ) 1 A
REC2-078 ) Investigator CAUSE (Death)
21
7:1mp
follo 1. INFUSION REACTION
CMUH109- Blinded for ) ) ortant
134 2021/10/1 | 2021A763907 | w up _ (Infusion related reaction) 1A
REC2-078 Investigator Medi
3 2.Dyspnoea
cal
Event
CMUH109- - Blinded for
135 2022/2/17 | 2022A111216 |Initial ] Death 1 A
REC2-078 Investigator
1.MASSIVE
PULMONARY 1,2,
EMBOLISM ON BOTH | 3, 4,
follo SIDES (Pulmonary 7:Imp
CMUH109- Blinded for ]
136 2021/9/15 | 2021A730354 | w up ) embolism) ortant[ A
REC2-078 Investigator
3 2.PNEUMONIA Medi
ASSOCIATED WITH cal
COVID19 (COVID-19 [Event
pneumonia)
111 % 06 * 08 p % 71 7% 78 |
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follo
CMUH109- Blinded for
137 2022/2/17 | 2022A111216 | w up ) DEATH (Death) 1 A
REC2-078 1 Investigator
1.MULTIPLE
OCCURRENCES OF
follo LARYNGEAL
CMUH109- Blinded for
138 2022/2/19 | 2022A081404 | w up HEMORRHAGE 2,3 A
REC2-078 Investigator
2 (Laryngeal haemorrhage)
2.LUNG INFECTION
(Pneumonia)
follo
CMUH109- Blinded for DEATH OF UNKNOWN
139 2022/1/7 | 2022A014935 | w up ) 1 A
REC2-078 ) Investigator CAUSE (Death)
EXTENSE INTESTINAL
CMUH109- . Blinded for )
140 2022/4/13 | 2022A150522 |Initial ) ISCHEMIA (Intestinal | 2,3 [ A
REC2-078 Investigator . .
ischaemia)
follo
CMUH109- Blinded for
141 2022/2/17 | 2022A111216 | w up DEATH (Death) 1| A
REC2-078 ) Investigator
1) PULMONARY
follo | 1) amivantamab
CMUH110- 20220325525(3 EMBOLISM
142 2022/3/6 w-up 2) 131 A
REC2-008 ) 2) COVID-19
(3) [CARBOPLAIN
PNEUMONIA
143] CMUH109- | 2021/8/3 |[2021-0543100| F4 | TRODELVY Myelosuppression 2 A
REC2-147
White blood cell
decreased ;
CMUH109- INITI _
144 2021/8/3 | 2021-0543100 TRODELVY Neutrophil count 2 A
REC2-147 AL
decreased ;
White blood cell decreased
CMUH109- )
145 2021/8/3 |2021-0543100| F1 | TRODELVY Myelosuppression 2 A
REC2-147
CMUH109- )
146 2021/8/3 |2021-0543100| F2 | TRODELVY Myelosuppression 2 A
REC2-147
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B % rHFEL FRE
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g | © 6 e |dEel N
CMUH109- .
147 2021/8/3 |2021-0543100| F3 | TRODELVY Myelosuppression 2 A
REC2-147
2,3,
4!
follo ] ) 7:lmp
CMUH110- Blinded for 1.Febrile neutropenia
148 2021/12/8 | 2021A866920 | w up ) ] ortant| A
REC2-073 Investigator 2.Hypotension ]
3 medic
al
event
2,3,
4!
follo ] ) ) 7:Imp
CMUH110- Blinded for 1.Febrile neutropenia
149 2021/12/8 | 2021A866920 | w up ) ) ortant| A
REC2-073 Investigator 2.Hypotension )
4 medic
al
event
2,3,
7:1mp
follo ALLERGIC REACTION
CMUH110- Blinded for ortant
150 2021/12/16 | 2021A886296 | w up _ TO THE DRUG (Drug | A
REC2-073 Investigator o medic
3 hypersensitivity) |
a
event
21
7:1mp
CMUH110- . Blinded for ) ortant
151 2022/3/21 | 2022A121670 |Initial _ Neutropenia | A
REC2-073 Investigator medic
al
event
21
7:1mp
follo
CMUH110- Blinded for ) ortant
152 2022/3/21 | 2022A121670 | w up _ Neutropenia | A
REC2-073 1 Investigator medic
al
event
111 # 06 * 08 p % 737 % 78 |
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GRADE IV
CMUH110- Blinded for
153 2022/3/25 | 2022A128590 |Initial ) MYELOSUPPRESSION( | 2 A
REC2-073 Investigator ]
Myelosuppression)
2,3,
7:Im
follo ) P
CMUH110- Blinded for ortant
154 2022/3/21 | 2022A121670 | w up _ Neutropenia | A
REC2-073 ) Investigator medic
al
event
GRADE IV
CMUH110- follo Blinded for
155 2022/3/25 | 2022A128590 ) MYELOSUPPRESSION( | 1 A
REC2-073 wupl| Investigator )
Myelosuppression)
2,3,
7:1mp
follo
CMUH110- Blinded for ortant
156 2022/3/21 | 2022A121670 | w up Neutropenia A
REC2-073 3 Investigator medic
al
event
follo GRADE IV
CMUH110- Blinded for
157 2022/3/25 | 2022A128590 | w up MYELOSUPPRESSION( | 1 A
REC2-073 Investigator )
2 Myelosuppression)
FEBRILE 2,3,
NEUTROPENIAWITH |7:Imp
CMUH110- - Blinded for |SUSPECTED LRTI WITH [ortant
158 2022/4/6 | 2022A142014 |Initial A
REC2-073 Investigator MULTI ORGAN medic
DYSFUNCTION (Febrile | al
neutropenia) event
FEBRILE 2,3,
foll NEUTROPENIAWITH |7:Imp
ollo
CMUH110- Blinded for [SUSPECTED LRTI WITH [ortant
159 2022/4/6 | 2022A142014 | w up A
REC2-073 L Investigator MULTI ORGAN medic
DYSFUNCTION (Febrile | al
neutropenia) event
111 % 06 * 08 p % 74 7 % 78
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1,2,
FEBRILE 3
NEUTROPENIAWITH '
follo ) 7:Imp
CMUH110- Blinded for |SUSPECTED LRTIWITH
160 2022/4/6 | 2022A142014 | w up _ ortant| A
REC2-073 Investigator MULTI ORGAN ]
2 _ |medic
DYSFUNCTION (Febrile |
a
neutropenia)
event
follo
CMUH110- Blinded for )
161 2022/3/25 | 2022A128590 | w up _ Myelosuppression 1 A
REC2-073 3 Investigator
follo
CMUH110- Blinded for o
162 2022/3/30 | 2022A132990 | w up ] \Vomitting 2,3 A
REC2-208 ) Investigator
Enzalutamide
CMUH104- o Death due to unknown
163 2022/1/29 |[202200332900 |initial | (ENZALUTAM 1 A
REC2-150 cause
IDE) Capsule
Follo | Enzalutamide
CMUH104- Death due to unknown
164 2022/1/29 [202200332900 | w up | (ENZALUTAM 1 A
REC2-150 cause
1 IDE) Capsule
follo | CISPLATIN/
CMUH107- Cerebral venous sinus
165 2021/2/15 | 2021A063034 | w up | GEMCITABIN 2,31 A
REC2-141 thrombosis
2 E
[iR) REATIH -
QR #F i# }i‘ i 1 IE % ﬁ
1
¢ 2
B > Ny FE P B
[*T ]
LR CTRERERFTIALAES (Y 33 2 £ aEp)
- - 12 f,'/}—
L CMUH109-REC2-158 v < li W< &t Final Investigator-HA-IRB letter for countries_version 4,
11Mar22
[(#£&]
} ) . RFE CRERRRF TR S GRLY rE 2 R ap)
2. CMUH109-REC2-155 i < £ 5x & @ Final Investigator-HA-IRB letter for countries_version 4,
11Mar22
[H%]
3. CMUH108-REC2-059 LAt NFIREFRRFEARLATE S (FRY FEE R aEP)
< 25 A @ Final Investigator-HA-IRB letter for countries_version 4,
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4. CMUH108-REC2-060 % f'uﬁ < ni 5% A& Final Investigator-HA-IRB Ietﬁter for gountrles_versmn 4,
11Mar22
[z 2p4E2]
5. | CMUH110-REC2-210 2 AW | %% EH L4E 0 Trastuzumab Deruxtecan (DS-8201a, T-DXd)
ZrMIELPHF 1102062 09p 3 110+ 127 08 p
[ % 214p4 ]
6. | CMUH107-REC2-015 HRR | *EHRES LA Tislelizumab (BGB-A317)
*E pMAFA PR 1202101 % 01 p 3 2021 & 127 31 p
[*‘! ]
ZE U 3Y CHRERRRPFTALATE S GGRLY 5F 2 G SRp)
I CMUH106-REC2-071 A < ni W< & @ Final Investigator-HA-IRB IetFter for éountrles_versmn 4,
11Mar22
[z % 214p4 ]
8. CMUH105-REC2-132 iR | %%k E S L 4L Nivolumab/Ipilimumab/Fluorouracil/Cisplatin
*E pMAFAYR 12021870 4p 3 2022# 17 3p
(%t ial
9. CMUH107-REC2-066 T HM x4 V1.0
*pgp 12022 & 03" 25 ¢
[’d ]
-y CRERRRFFRLATES GRLY 2 paRm)
10. | CMUH108-REC2-134 " ALk N ni W & 1 Final Investigator-HA-IRB IetFter for countries_version 4,
11Mar22
(EEIEFICE LD
11. | CMUH109-REC2-155 IRk *E % #5 LfE  MK-3475 Pembrolizumab
DM ARL PR 12020209 % 04p X 2022 & 03 % 03 p
[z < 244p4 ]
12. | CMUH109-REC2-157 TR | % ¥4 L4L  Fenebrutinib
X >MEFA MR 12021 027 23 p 3 2021 & 08 % 22 p
[FHz 2T RIZER € 5HiT 5]
13. | CMUH109-REC2-157 "7 & | *32 & : iDMC Site Summary Memo
*p dp 2021 %09 % 08 p
[(FHREF2ZRLER § G o]
14. | CMUH109-REC2-157 T % | *»x4 : iDMCSite Summary Memo
*pdp 2022& 01" 26 p
[z % 21484 ]
15. | CMUH109-REC2-017 8ALR | YRR ES AL T MBG453
X >MEFA MR 2021 107 01 p 3 2022# 03 % 31 p
[(FH%2ERLR §EHE 3]
16. | CMUH108-REC2-088 % =g | **»= 4 : DSMB Recommentation Letter
*pdp 2021 & 112 02 p
[z 2pBF2]
17. | CMUH106-REC2-096 LAY | *#%F$ L4 1 MK-3475 Pembrolizumab
R >MAFA MR 12020097 04p 3 2022# 03* 03 p
(#£¢]
y NE CRERBRRP TR S (FRY T2 amp)
18. | CMUH110-REC2-034 L < 25 A& : Notice of name and address cfﬁange tc))i Investigators,
Regulatory Agencies and Ethics Committee_version 4, 11Mar22
[z % 2p4E2]
iRk e % #- - Durvalumab, Durvalumab + Tremelimumab
19. | CMUH107-REC2-141 SECVAL | Y% 2M4RL W 1108077 13p % 109017 12 B

[z 2432 ]
*#5% ¥4 &4 : Durvalumab, Durvalumab + Tremelimumab
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*H pMAFL YR 0109 & 01 13 p 3 109 & 07 ¢ 12 p
[z#= 2p2]
*35% ¥4 ¢4 Durvalumab
*H pMAFL YR 0109 & 07 13p 3 110#01 2 12 p
[a % 21p2]
*:E% %4 ¢4 : Durvalumab
*E rMAFLAYPRF C110£201 7 13p 3 110£07 2 12
[z#=% 24302 ]
*:% &4 ¢4 : Durvalumab
*H rMAFLYEF C10£07 0 13p 2111 E0LF 12p
(%]
. ) RF O REBERFTALAES (GFLY FEE RaRp)
20. | CMUH108-REC2-169 e < # 4% 4~ : Notice of name and address change to Investlgators,
Regulatory Agencies and Ethics Committees_version 4, 11Mar22
[##]
21. | CMUH109-REC2-018 #£4 % | Frc2 # : M19-063 PV4 Starting Count Criteria Memo, dated 26
April 2022
[z % 214p4 ]
22. | CMUH109-REC2-147 e N *:x B & ¢4 sacituzumab govitecan (IMMU-132)
* pMAFA PR 110£10° 01p 2 110# 10% 31 p
[z =% 2pp2]
23. | CMUH109-REC2-129 o *Eok ¥ LfE - GSK3228836
*H pMAFL YR 02021 & 117 01l p i 2022 & 04 * 30 p
[ Development Safety Update Report No. 6 Executive Summary ;
Blinded Line Listing of Suspected Unexpected Serious Adverse
Reactions (SUSARs)]
24. | CMUH109-REC2-046 L *E % & L4 0 INJ-17000139 (Gemcitabine 225 mg intravesical
delivery system)
X rMEFLHF110#£02% 26 p 3 111 # 02 % 25 p ;110
£087 26p % 111#02°* 25¢p
[z 2444 ]
*Blinded Line Listing of Suspected Unexpected Serious Adverse
Reactions (SUSARs)JNJ-73763989
RSk E S LHE 1) INI-73763989
*% > M4F 2 8 1 16 August 2021 to 15 February 2022
*Development Safety Update Report No. 3 Executive Summary
25. | CMUH109-REC2-149 o JNJ-73763989
*E%E 5 LA 0 INJ-73763989
*% > 3F 2 H 1 16 February 2021 to 15 February 2022*Blinded
Line Listing of Suspected Unexpected Serious Adverse Reactions
(SUSARs)Darunavir/Cobicistat/Emtricitabine/Tenofovir
Alafenamide(SYMTUZA® )
*% > 4R 24 8 0 21 September 2021 to 20 March 2022
[z#=% 2p82]
*Blinded Line Listing of Suspected Unexpected Serious Adverse
Reactions (SUSARs)JNJ-73763989
*R% F L4 ) INJ-73763989
*% rMAF2 4 F 1 16 August 2021 to 15 February 2022
*Development Safety Update Report No. 3 Executive Summary
26. | CMUH110-REC2-025 ¥+ A | INJ-73763989
*Ek E P LA INJ-73763989
> 3R 8 AF ¢ 16 February 2021 to 15 February 2022*Blinded
Line Listing of Suspected Unexpected Serious Adverse Reactions
(SUSARs)Darunavir/Cobicistat/Emtricitabine/Tenofovir
Alafenamide(SYMTUZA® )
*% >34 ) FF 1 21 September 2021 to 20 March 2022
27. | CMUH109-REC2-164 BT [z#= 2482 ]
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*E%E 4 L4 PTO10

*E rMAFLHPF 110£ 060 18p 3 110# 12 % 17 p
(% 214p4 ]

*ESKE S L4 PTO09

X rMEFLHF 11102082 25p 3 1112 027 24 p
(% 214 ]

*35% ¥ 4 Symbicort

*g P AF2 R C110#£ 080 25p 3 111 2 02 7 24 p

28. | CMUH109-REC2-191

HESN

[zip= 2P ]
*E o #4 LfE © RSVPreF3+ASO1E

*E rMAFLHPF 110£ 117 01p X 111 #0417 300p
[# ] ®* SUSAR DE2022060992 Initial Date:25Apr2022
[# ] ®* SUSAR DE2022060992 FU1 Date:25May2022

29. | CMUH109-REC2-167

5E YV AL

[zpx 2p2]

DSUR No. 3

*#ER ¥ ¢4 1 CGO070

FrMEFLAHF 10£027 01p I 111#£017 31 p

30. | CMUH104-REC2-116

L § 8]

[TaraigEc£p]

*3% & @ Ramucirumab (LY3009806) 01Apr2022
*p 12022 # 04 % 01p

[z % 214p4 ]

*:R5% ¥4 ¢ 4L Ramucirumab (LY3009806)
*E AR L AR

2019 # 10 * 22 p 3 2020 = 04 * 21 p ~
2020 # 04 » 22 p 2 2020 # 10 * 21 p ~
2020 # 10 » 22 p 2 2021 # 04 * 21 p ~
2021 # 04 » 22 p 3 2021 # 10 % 21 p -

31. | CMUH109-REC2-129

129 p
11009 % 03 p
n
A

:110 £ 09 * 30 B
*;#gi’;np Gp 11010 13 p

(k] FRPH -

B WEER (%)

A4 - dcf (19@504)
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