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- v % é—‘*f T02-011 : This 42-year-old male with history of 1. Esophageal cancer, upper
third (U/3) squamous cell carcinoma, cT4aN1MO, s/p concurrent chemoradiotherapy
(CCRT) with weekly PF [109-9/9, 9/16, 9/23, 9/30], 109-10 responsive by PET and
PES biopsy, hesitate operation, complete CCRT chemo [109-11/18, 11/25, 12/2],
110-1 relapse, s/p OBI-trial [110-2/22] 2. Hepatitis B, inactive ,last chemo 03/23.
Then 2021/03/26 % % because of dysphagia for 1 month, dyspnea and much
sputum for days, drooling noted, mild chest discomfort, dyspnea, intermittent fever
for days.Highly suspect U/3 esophagus ca ruptured. Thus, he was admitted to ICU for
intensive care °
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- ~ T02-011( 42-year-old male)110-1 relapse, s/p OBI-trial [110-2/22], #* =% #]
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our &3 for help due to conscious disturbance, fever up to 38.6 degree without
chills, and dyspnea was found. Under the impression of 1.Fever with septic shock,
suspect obstructive jaundice or biliary tract infection 2.Hyponatremia 3.Conscious
disturbance suspect infection relate, empirical antibiotic therapy with flomoxef
(3/10-3/10), shift to brosym (3/10-) for suspect intra-abdominal infection and septic
shock. B/C showed Klebsiella pneumoniae. Dyspnea with wheezing was found,
combivent 1 amp Q6H INHL was given. ERCP was hold for septic shock. 3/18 F]pz
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REC2-060 15247 14 Autoimmune hepatitis
broken)
#1) MK-7339
Study (Code not
broken)
CMUH108- 2004BRAO |Followup
6. 2020/4/17 #2) Intestinal perforation 2,3 A
REC2-060 07080 8
NAB-PACLITA
XEL
#3) carboplatin
#1) MK-7339
CMUH108- 2102BRAO |Followup »
7. 2021/2/17 Study (Code not Hepatitis 1,23 A
REC2-060 08045 1
broken)
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#1) MK-7339 ) N
CMUH108- 1910TURO |Followup Autoimmune nephritis
8. 2019/10/22 Study (Code not ) o 23| A
REC2-060 15247 15 Autoimmune hepatitis
broken)
Autoimmune hepatitis
#1) .
Thrombocytopenia
PEMBROLIZU o )
CMUH108- 2004FRAOQ |Followup Serratia infection
9. 2020/4/1 MAB ) 23 [ A
REC2-059 02523 10 ) Pulmonary sepsis
Gastrointestinal toxicity
PEMETREXED )
Anaemia
#1)
PEMBROLIZU
CMUH108- 2102ARGO |Followup
10. 2021/2/21 MAB Dyspnoea 13 A
REC2-059 08315 1
#2)
PEMETREXED
#1)
PEMBROLIZU Hypoxia
CMUH108- 2012AUSO |Followup )
11. 2020/11/27 MAB Malignant neoplasm 1,23 A
REC2-059 04515 4 )
#2) progression
PEMETREXED
Autoimmune hepatitis
#1) .
Thrombocytopenia
PEMBROLIZU
CMUH108- 2004FRAOQ |Followup Serratia infection
12. 2020/4/1 MAB _ 23| A
REC2-059 02523 11 42) Pulmonary sepsis
Gastrointestinal toxicity
PEMETREXED ]
Anaemia
#1)
PEMBROLIZU
CMUH108- 2102ARGO |Followup )
13. 2021/2/21 MAB Pneumonia 13 A
REC2-059 08315 2
#2)
PEMETREXED
#1)
PEMBROLIZU
CMUH108- 2102ARGO |Followup ]
14. 2021/2/21 MAB Pneumonia 13 A
REC2-059 08315 3
#2)
PEMETREXED
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#1)
PEMBROLIZU
CMUH108- 2103CANO
15. 2021/3/2 Initial MAB Chest pain 2 A
REC2-059 01499
#2)
PEMETREXED
#1)
PEMBROLIZU |Multiple organ dysfunction
CMUH108- 2006DEUO |Followup MAB syndrome
16. 2020/6/4 ) 13 A
REC2-059 04014 22 #2) Anaemia
PEMETREXED Leukopenia
#3 ) carboplatin
Autoimmune hepatitis
#1) )
Thrombocytopenia
PEMBROLIZU T
CMUH108- 2004FRAO |Followup Serratia infection
17. 2020/4/1 MAB ) 23 [ A
REC2-059 02523 12 ) Pulmonary sepsis
Gastrointestinal toxicity
PEMETREXED )
Anaemia
#1)
PEMBROLIZU
CMUH108- 2007FRAQ |Followup ) )
18. 2020/5/22 MAB Respiratory distress 13 A
REC2-059 01841 9
#2)
PEMETREXED
#1)
PEMBROLIZU
CMUH108- 2102ARGO |Followup )
19. 2021/2/21 MAB Pneumonia 13 A
REC2-059 08315 4
#2)
PEMETREXED
#1)
PEMBROLIZU Hypoxia
CMUH108- 2012AUSO |Followup ]
20. 2020/11/27 MAB Malignant neoplasm 123 A
REC2-059 04515 5 )
#2) progression
PEMETREXED
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#1)
PEMBROLIZU
CMUH108- 2103CANO |Followup
21. 2021/3/2 MAB Chest pain 2 A
REC2-059 01499 1
#2)
PEMETREXED
#1)
PEMBROLIZU
CMUH108- 2102ARGO |Followup )
22. 2021/2/21 MAB Pneumonia 13| A
REC2-059 08315 5
#2)
PEMETREXED
Autoimmune hepatitis
#1) _
Thrombocytopenia
PEMBROLIZU T
CMUH108- 2004FRAO |Followup Serratia infection
23. 2020/4/1 MAB ) 23 [ A
REC2-059 02523 13 ) Pulmonary sepsis
Gastrointestinal toxicity
PEMETREXED )
Anaemia
#1)
PEMBROLIZU
CMUH108- 2102ARGO |Followup )
24. 2021/2/21 MAB Pneumonia 13| A
REC2-059 08315 6
#2)
PEMETREXED
#1)
PEMBROLIZU |Multiple organ dysfunction
CMUH108- 2006DEUO |Followup MAB syndrome
25. 2020/6/4 131 A
REC2-059 04014 23 #2) Anaemia
PEMETREXED Leukopenia
#3) carboplatin
#1)
PEMBROLIZU )
CMUH108- 2103CANO |Followup Chest pain
26. 2021/3/2 MAB ) 23 [ A
REC2-059 01499 2 Pyrexia
#2)
PEMETREXED
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Autoimmune hepatitis
#1) .
Thrombocytopenia
PEMBROLIZU
CMUH108- 2004FRAQ |Followup Serratia infection
27. 2020/4/1 MAB ] 23 [ A
REC2-059 02523 14 4) Pulmonary sepsis
Gastrointestinal toxicity
PEMETREXED
Anaemia
#1)
PEMBROLIZU
CMUH108- 2007FRAQ |Followup ) )
28. 2020/5/22 MAB Respiratory distress 13 A
REC2-059 01841 10
#2)
PEMETREXED
#1) MK-7339
(olaparib) ]
CMUH108- 2103BRA0 - General physical health
29. 2021/3/15 Initial #2) o 1 A
REC2-059 07229 deterioration
PEMBROLIZU
MAB
Autoimmune hepatitis
#1)
Thrombocytopenia
PEMBROLIZU
CMUH108- 2004FRAOQ |Followup Serratia infection
30. 2020/4/1 MAB ) 23 [ A
REC2-059 02523 15 ) Pulmonary sepsis
Gastrointestinal toxicity
PEMETREXED )
Anaemia
#1)
PEMBROLIZU
CMUH108- 2012NZLO0 |Followup »
31. 2020/11/10 MAB Myocarditis 13 A
REC2-059 01304 6
#2)
PEMETREXED
#1) REGN2810| ALLERGIC REACTION
CMUH106- (CEMIPLIMAB TO CEMIPLIMAB
32. 2019/1/3 ]2019-10743| FU2 o ) 2 A
REC2-057 ) Injection {Lot INFUSION [Infusion
# 8241400003} related reaction]
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33.

CMUH106-
REC2-057

2020/11/22

2020-91709

FUl

#1) Cemiplimab
(CEMIPLIMAB
) Injection {Lot
# 8241400043}
#2)
CARBOPLATI
N*R2810*1307
87
(CARBOPLATI
N) Unknown

DIARRHEA [Diarrhoea]

34.

CMUH106-
REC2-057

2020/11/22

2020-91709

Initial

#1) Cemiplimab
(CEMIPLIMAB
) Injection {Lot
# 8241400043}
#2)
CARBOPLATI
N*R2810*1307
87
(CARBOPLATI
N) Unknown

DIARRHEA [Diarrhoea]

35.

CMUH106-
REC2-057

2021/2/8

2021-21262

FU2

#1 ) Cemiplimab
(CEMIPLIMAB
) Injection {Lot
# 8241400043}
#2)
CARBOPLATI
N*R2810*1307
87
(CARBOPLATI
N) Unknown

Neutropenia [Neutropenia]
ANAEMIA [Anaemia]

2&3
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#1) Cemiplimab
(CEMIPLIMAB
) Injection {Lot
# 8241400043}
CMUH106- #2) Neutropenia [Neutropenia]
36. 2021/2/8 ]2021-21262( FU3 ) 2&3[ A
REC2-057 CARBOPLATI | ANAEMIA [Anaemia]
N*R2810*1307
87
(CARBOPLATI
N) Unknown
BINTRAFUSP PATIENT DIED,
ALFA (M7824), INVOLVED OR
CMUH109- E2B_90080| Follow | GEMCITABIN PROLONGED
37. 2020/10/8 1 A
REC2-025 799(12) up 12 | E, CISPLATIN, INPATIENT
PREDNISOLO | HOSPITALIZATION,
NE LIFE THREATENING
BLINDED
STUDY
CMUH109- E2B_90082 -
38. 2021/1/10 Initial | MEDICATION, PATIENT DIED 1 A
REC2-025 041(0)
GEMCITABIN
E, CISPLATIN
BLINDED
STUDY
CMUH109- E2B_90082| Follow
39. 2021/1/10 MEDICATION, PATIENT DIED 1 A
REC2-025 041(1) up 1
GEMCITABIN
E, CISPLATIN
BLINDED
STUDY
CMUH109- E2B_90082| Follow
40. 2021/1/10 MEDICATION, PATIENT DIED 1 A
REC2-025 041(2) up 2
GEMCITABIN
E, CISPLATIN
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Mucositis [Mucosal
inflammation]
o General health
CMUH105- 2017ES008 Brigatinib o o
41. 2017/8/28 FUl deterioration due to clinical| 1,3 [ A
REC2-113 811 (BRIGATINIB) ] ]
disease progression
[General physical health
deterioration]
Mucositis [Mucosal
inflammation]
General health
CMUH105- 2017ES008 Brigatinib o o
42. 2017/8/28 FU2 deterioration due to clinical| 1,3 | A
REC2-113 811 (BRIGATINIB) ) ]
disease progression
[General physical health
deterioration]
CMUH106- 20P-217-33|Follow-U| ] ]
43, 2020/3/28 Risankizumab | Pulmonary tuberculosis | 2,3 A
REC2-126 45074-00 pl
CMUH106- 20P-217-34|Follow-U| ) 1. Intestinal obstruction
44, 2020/6/18 Risankizumab _ ) 23 | A
REC2-126 52999-00 pl 2. Intestinal carcinoma
-MELFLUFEN([-THROMBOCYTOPENIA
MELPHALAN [(Thrombocytopenia,Throm
FLUFENAMID bocytopenia)
CMUH108- RO-PSI-20 |follow up 1,2,3,
45, 2021/02/04 E) -ACUTE MYELOID A
REC2-002 21-00012 2 7
-DEXAMETHA LEUKEMIA (Acute
SONE(DEXAM| myeloid leukemia, Acute
ETHASONE) myeloid leukaemia)
-Melflufen(Melp
halan
) -UNCONTROLLED
CMUH108- IT-PSI-201 [follow up| flufenamide) )
46. 2018/07/20 ANGINA (Angina 23 [ A
REC2-002 8-00052 2 -Dexamethasone )
unstable, Angina unstable)
(Dexamethasone
)

110 # 05 % 12 p




6@?#*5%%&?&F21ﬂi g%:%ﬁiﬁg
-~ Pt ERFIXFTAERESE(L RIR)
B T 2 AR IR 2 4
kg 54 p Y T g @ S N
g |6 2 | ul N
-MELFLUFEN(|-THROMBOCYTOPENIA
MELPHALAN [(Thrombocytopenia,Throm
FLUFENAMID bocytopenia)
CMUH108- RO-PSI-20 |follow up 1,2,3,
47. 2021/02/04 E) -ACUTE MYELOID A
REC2-002 21-00012 3 7
-DEXAMETHA| LEUKEMIA (Acute
SONE(DEXAM| myeloid leukemia, Acute
ETHASONE) myeloid leukaemia)
-Melflufen(MEL -FEBRILE
PHALAN NEUTROPENIA (Febrile
FLUFENAMID neutropenia, Febrile
CMUH108- IL-PSI-201 |follow up .
48, 2018/12/29 E) neutropenia) 23| A
REC2-002 8-00114 10
-Dexamethasone -E.COLI SEPSIS
(Dexamethasone (Escherichia sepsis,
) Escherichia sepsis)
Enzalutamide
CMUH104- 202104478 Death due to unknown
49, 2020/10/17 initial [ (ENZALUTAM 1 A
REC2-150 0 cause
IDE) Capsule
#1) MK-3475
Study ) ]
42) sepsis [Sepsis]
CMUH109- 2103TWNO o ALT increased [Alanine
50. 2021/3/11 Initial CISPLATIN ) 23 [ A
REC2-155 03818 43) aminotransferase
increased]
5-FLUOROUR
ACIL
#1) MK-3475
Study ) )
4) sepsis [Sepsis]
CMUH109- 2103TWNO|follow up ALT increased [Alanine
51. 2021/3/11 CISPLATIN _ 23| A
REC2-155 03818 1 4) aminotransferase
increased]
5-FLUOROUR
ACIL
110 # 05 * 12 p % 37 R % 40 |




ﬂwg%*&%wagmp;fﬂi g%:%ﬁiﬁg
- F-LERYIZFEERESC FR)
B PN AEEY
AEe S |EA p Y Vo E R LE S
i § ¥ 2 | ul N
#1) MK-3475
Study ) )
#2) sepsis [Sepsis]
CMUH109- 2103TWNO|follow up ALT increased [Alanine
52. 2021/3/11 CISPLATIN ) 23 [ A
REC2-155 03818 2 #2) aminotransferase
increased]
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) "y .
CMUH109- 2103TWNO|follow up Hepatitis [Hepatitis]
53. 2021/3/11 CISPLATIN ] _ 23 | A
REC2-155 03818 3 sepsis [Sepsis]
#3)
5-FLUOROUR
ACIL
[ARk] B APH -
s FRECFAFR
4
2 e
B * & B a4 FAPF
[FR+%w2 i 4]
1. | CMUH106-REC2-108 #A A | Fmkol Version 1
*pdp 2021 & 01" 18 p
[#]
RFOCUHAEFRP i*"l‘%?éié'?ﬁ%z‘ i IR
2019-PEC-17509-006 FU2 { #7% g ## % ¢ (Downgrad as
non-SUSAR) -
2. | CMUH104-REC2-155 Fa L | KR Lﬂ? E&I ‘h(Korea) A R0 ® H| 2 4& 7 o dp b 2 # 5B E 7
2% 4,0 % 4 B % 2019-PEC-17509-008 % = =t if #idF 2 (FU3)-
NOE iﬁ?[&] d(China)Z Z-pE 2 22> i B25B3%
2019-PEC-17509-009 FU3 - T #7 5 FE# % ¢ (Downgrad as
non-SUSAR) -
[5° wildriz &)
*Zanp #1110 027 09 p
3. | CMUH104-REC2-065 LAt [z#=% 2p482]
*:k5% ¥4 ¢4 Durvalumab (MEDI4736)
* pMFLHF 109 & 107 13 p 2 110E01 % 12 P
[z % 2p4E2]
4., | CMUH105-REC2-042 Faa | *iREk &S L4 Nivolumab
* rMAFL YT 2020 072 04p % 2021 # 01 03 F
(EEIERICE Y
e *FE%F Y L4 BGB-A3LY
- - w ﬁ I
5. | CMUH109-REC2-048 TR o PR A B 20195110 21 p 3 2020050 208 (6
i * SUSAR Line-Listing)
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*Eo%k ¥4 L4 - BGB-A317
*E rMAFLHPF 2020 057 21 p 3

2020 # 11 * 20 p (6
# ?» SUSAR Line-Listing)

*ik5% ¥ L AL 1 BGB-A317

g DML PR 2019E050 218 =
(DSUR#05 & & & > 124F4)

R E P LA ZW25

*y MPAFL PR 12019070 299 3
(DSUR#04 & B & > 447 4)

2020 # 05 * 20 p

2020 = 07 * 28 p

CMUH108-REC2-149

[5¢ cidoezmm] *2apip:110&37% 2607

CMUH106-REC2-126

[z 2442 ]

*35% ¥ L4 Risankizumab
*E P AFL R 12020 30 26 p %

2020 9% 25¢p

CMUH105-REC2-132

RIR R

[DSMB ii-gkid &) *i3k i 2 p & 1 2021 & 03 * 15 p

CMUH106-REC2-125

[z 2pd4p2]

*35% ¥ ¢4 Risankizumab
*E P AFL R 12020 30 26 p 3

20202 9% 25

10.

CMUH108-REC2-002

ks
|-
2

[ DSMB ;43 i )] - DMC recommendation

*Aix G pd 11102 04 7 01 p

[z# =% 2>14r2 ] -SUSARLL

*# 5% E ¥ 4 0 Melflufen
g rPAELHEF 109 080 07T PF I

110 # 02 * 06 p
[z =% 2142 ] -DSUR

*3% E Y L4 Melflufen
L rMAELHF 109 F 022 07p 1 110F202° 06 P

11.

CMUH109-REC2-191

FIH

[#w])*p % Wehped 2% 2 JP2021062699 Initial
[H#])*p % A e 2% JP2021062699 FUL

[Hs ) *p 7 W2 2F 2 JP2021062699 FU2

»r W

12.

DMR96-IRB-023

|+
o3
&

CEEEEETD!

*5= A~ Edition 22
*p # : 5-Jan-2021

[zHpx 2p#2]

*:35 % 4 24§ © LAPO16 (Lapatinib)
X rMFAHF 2019 102 01 p 3
*:E5% ¥ 4L 0 LAPO16 (Lapatinib)
*E > MHFAHEF 12020 042 01 p 2

2020 # 03 * 31 p

2020 # 09 * 30 p

13.

CMUH109-REC2-158

8 Ak

[zHpx 2p#2]

*E% ¥4 L MK-7902 LENVATINIB
*E rMAFLHPF 12020# 08 7 13 p 3

2021 # 02 * 12 p

14.

CMUH109-REC2-167

3R YA

[h% 213484 ]

DSUR : CG0070 DSUR No. 2 (20-21) 24Mar21
*R & L4 0 CG0070
*E rMAFLHPF 01097027 01p 2

110 £ 01 ® 31 p

15.

CMUH110-REC2-025

S

e
NS
g9

[ % 21484 ]

a. JNJ-73763989 SUA GAP 2
*E%E 5 LA 0 INJ-73763989
*E rMAFLYPRF 109 & 020 16 p 3 110£ 03 31 p

16.

CMUH107-REC2-055

9 AR

[z =% 2442 ]

*% ¥4 ¢4 Zolbetuximab
*E rMAFLHPF 12019 £ 057 07 p 3

2020 = 05 * 06 p

17.

CMUH109-REC2-042

ST

*i A& ¢ Telisotuzumab vedotin (ABBV-399) Investigator Brochure
Edition 8 - 04 March 2021
*p #p 12021 # 03 % 04 p

18.

CMUH108-REC2-130

{_ﬁ_@]%ﬁﬁ_‘_#—’&f;&'

110 # 05 % 12 p




TRFFAETEHRFRFIGELREF - FALR ¢

-F-LlERYIXFREBREL(C 2R
21
v 2.
pn|  rpuww | w4 PG
*n % ¢ [SALSA CrCL letter to investigators_Mar 22, 2021]
[ 21404 ]
19. | CMUH109-REC2-017 0B | "% EP L0 MBG453
*% pMAR2 W R 12020& 10 % 01p % 2021 & 03 31p
[ % 2442 ]
20. | CMUH109-REC2-065 FLR | %k FH L4 0 INC424 SUSAR listing
*% MM4FAHEF 1109# 107 01p X 110&03°* 31p
[ 21244 ]
21. | CMUH109-REC2-046 EHE | %K ES AL INJ-42756493 (erdafitinib)
*% MR HRF 1109£ 040 12p 3 109#10* 11 p
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