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BVO37 Efé- %A E s EL0Y 8p (%) ];T_;P‘ ﬁapér‘ CE B L
LR PR L o
[%¥1ﬁ§iﬁr%%i]
-~ AE G R 10N HER A L AT L A0 T LSRR S R ¥ 1 £ 4 Cancer wound
infection { #7% { # %2 & buccal tumor mfectlon P AR 4 19.F 2 B R EE IR
JEK e ﬁ';’ﬂ,éft 24 o3l 37 F 3 1) Adding 6 times historial CRP data. 2) On
19-MAY-2021, procalutonm was 1.01 ng/ml. 3) The last reported doses of
pembrolizumab (MK-3475) and oncolytic virus vaccine (coxsackievirus a21) (V937)
were administered on 08-OCT-2021 (cycle 7). # :#5% 5 5% B} 5. 22354/
FAcAPMIE R 2 BIERp A AIRE o T2l TRHE
CEERESENA TED
-~ ié’j o

[ ﬁ'ﬂ}'l‘vﬁii ERE=) |
PEESATH RN RS EREAAE LT (L W

B 0.
* ¢ %% | CMUH109-REC1-131(SAE-32) FFrgd | KL AER
FELIEA | SRR RR L S F FEEF KR RGP TR

X
N —JEEER G Y N ES R AR R X pf’k‘ﬁﬁ V937 #h e p b EE g
s Pembrolizumab (MK-3475) & & ;5% % 1b/2 ?;%H; PR

¥ 2 K 32 | buccal tumor infection [Infected neoplasm]

- H- Aspiration pneumonia [Pneumonia aspiration]
& A pe * & p
g1 | g | we | oge |FORPIFEEENIL Gg
TR : AT S [ 32 F% .
p p g ) p g - 5 i 5
Fp 4P [ e
. Brz4w
follow up R0
110104 2021/5/11|2021/10/29 2021/12/10| 3g ¥ ) D %R:ﬁﬁ A
11 (possible) -
[EBY e

(FEPE2ki3 L]
~ 2021 & 57 26 P I X KB B HRF RE AT B P MF T

111 # 01 *» 05 p ¥ 38 7

S

55 F




PRFEAETERRFIRAALRELAET-FALR ¢
_‘ﬁ_i_ﬁ)ﬁﬁ—i%ﬁgﬁﬁﬁ&(l 3 iK)

E~f¢r g > CRP Z 6.88mg/dl & * olodaterol hydrochloride(+), tiotropium
bromide monohydrate (SPIOLTO) ,methyprednisolone 12 ;5% i % i (4 Fe 5 45
7 (COPD) =6 7 3 p iz el B o ok § 157 o Bl R 30 ey
B TRA LD EERE R o PR R
[%¥1ﬁ§iﬁ#%%i]
- v AT EF LR EHEGEL S LATR A 40T LGRS ¥R F & % 4 Cancer wound
infection i #1524 ﬁ‘—% 5% :;& buccal tumor infection ¥ i@ 48 £ 19.% & & B LI/
JEAR T f2 f 24T 71 3F F 31 On 26-MAY-2021, chest X-ray revealed sllght opacity
on retrocardial region (abnormal).On the same day, elective tracheostomy was done
over 2nd ring with elongated cuffed tracheal tube (normal), and CRP was 6.88 mg/dl.
In addition, olodaterol hydrochloride (+) tiotropium bromide monohydrate
(SPIOLTO) and methylprednisolone were added for chronic obstructive pulmonary
disease (COPD) treatment. The subject was successfully weaning the ventilator on
03 JUN-2021. There was no fistula of buccal tumor with airway was noted. * &%
é‘ﬁﬁﬁﬁ]%p Boal ARV ALK E 2 A AIERE A GARE R o T2
BT gAE o
€22 R EY BT ED
- ~ Wi o

[5g 8 B 3T % 43 )
PREESAFH T A AAM Y s Hr e tRES e (A GT e (L AT

B g 10.
& € %% | CMUH109-REC1-131(SAE-34) EEe g | REr TR
FRIEA | R PHRRL IS F SRt KR | RGP LT

X
g oear | FEHET RY N ED TR R LR BT VTN B EE
f s Pembrolizumab (MK-3475) & & ;55 ch% 10b/2 2 ?;?J% Pk

¥ £ & ' 22 | buccal tumor infection [Infected neoplasm]

oy o Aspiration pneumonia [Pneumonia aspiration]
& pe * & p
oy g * 4 v w4 o i i;;f * ;% 3ag
2w (g LT e | R T .
' ' p 8 g 47 v p 3 {r = B %%
g Hp B
Bpz2da&
4 L
110103 |2021/4/28|2021/12/16 | follow up 9|2021/12/30 | 23 # 7 HrFitk
(possible) )
RN
per Y

(FFpEfLirFin]
-~ XFEE 2021 & 50 13 p F]M A ~ Pede X bromhexine hydrochloride i f - 5
! 15 P FIME )k #X metronidazole Ja R 0 5 SRR A L X R TR A
BECERSHINL 0 B IEII AT AL HA A R B Go
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Pl gt B 7 R 2 225908 » T A BT o 4pl o
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- ~ Updated information:On 13-MAY-2021, he started with bromhexine hydrochloride as
treatment for pneumonia (indication reported as expectorant). On 15-MAY-2021, the
subject received metronidazole as treatment for tumor bleeding (grade 4) (indication
reported for wound care) 5 % * =5 A fi fm % ;é-‘ﬁ ) P T LY E R E D
Woo EFR DAY FAFREHEES - AT RM G AT R EHEG
A AW TR TR A RIERRB A DR/ AR ¥

/'J'o

C RN ENEE SR
— S ;a’jo

(2978 BT 3R]
PRESAFY ST aAM L 2 AR ga R A LG T e (L BT

BEL 11
* ¢ %% | CMUH110-REC1-018(SAE-1) gt | REA AT
FEAEA | pEES Zﬁiijé%ﬁgﬁ FEET KRR FLHIR
VREHE (N RBEZIRRERZE A RS DLEN BRINEZEETHG
ER AR 1
EACH { 12 T
LA
AR
%;, ,:; /‘ —/:L v /:__J_ /:_l_ _\\‘ Fa ] —r: F’ 2 g-,\’ /i
poppg | 2o | EEOGED RS R EARES e | Y
p#p p #p 5] p i TSR B i %
[
UBIO_0002 |2021/12/2| 2021/12/3 | initial |2021/12/10 23R 7 3P B v =

CETTEY RN T ED
— ~ This 84 years old male was admitted via ED due to chest tightness since 10/1
morning. After admission, coronary angiography disclosed 3-vessels coronary artery
disease. = RF]: BF RFH > TH BRI FEEFHEFIHNGTAM > F L
PEIF4h -

(AFFpLLRrFLR]

- ~ X3 F UBIO_0002 7 1284 & » 3 1. %})}; 25N e g 3T R 42 A4
G 5 PHAE N 6B RmAR A i o B ARACI30 B et ek & el F 0 L
FRE o L RAFT R A ‘ffqurs Sipdaap o H3 107 1p %
o L E S BRFL R  e HeRl &g on hs-Troponin-1 - 0.6954 » NT-pro BNP : 3861 » EKG
Bt VPB: FI g r &8 - &2 32 AT 1 BP: 151/70mmHg HR
119/min > RR : 22 » BT : 36°C » GCS : EAM6V5 - PE v v 3 & F » & "LI0RF 2
PRV Y o E 47 ¥ BB ot Troponin | % 0.4248 ~ 0.3006 ° F]5% i NSTEMI v At
B ioR o rrEFRBRERE TG 3 LI RER fgﬁg 0 122 F| B F F B
< e AfFA A g S SAE SR HRR A AR E R > X E e ?“* RS

"-L

S
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PRFFAEEARFRFIRRLAR4F- ARG

~F-t-ERF-ZFhHEREE(L pR)
B ARFF L A
[L9g 8 B AL #2543k )
PEESATFH T M s Hr gt RFE AR (A GTee L WT
C 5P TR RRE DR
% 1 (HE1T7)
L= 2.2 3 b 3HRpA LIRS LR A LR 4% A4 145 disability
5L X MuFa5 6.7 (TAE M AAMEE 780 (;ﬁ-,écsi)

=2 (R85 A-D)

AFFEFHEFBEH T 2BRACER I E2ARLEDEEI H 2
FoFTRY LR
B ~ € % X 2PEIF|FEL Y
| 6 B2 f " TRES I R At
5L 2 S5 &
#1) Tafasitamab
(Tafasitamab)
Infusion
CMUH106 2021-MOR
1. 2021/5/1 FU3 #2) Pneumonia [Pneumonia] 1 A
-REC1-147 001083-CA )
bendamustine
(BENDAMUST
INE) N/A
#1 ) Tafasitamab
(Tafasitamab)
Infusion
CMUH106 2021-MOR ) _
2. 2021/5/1 FU4 #2) Pneumonia [Pneumonia] 1 A
-REC1-147 001083-CA )
bendamustine
(BENDAMUST
INE) N/A
#1 ) Tafasitamab
(Tafasitamab)
Infusion
CMUH106 2021-MOR COVID-19 Pneumonia
3. 2021/5/18 FU2 #2) ) 1-3] A
-REC1-147 001101-RS _ [COVID-19 pneumonia]
bendamustine
(BENDAMUST
INE) N/A
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#1 ) Tafasitamab
(Tafasitamab)
Infusion Other Serious Criteria:
CMUH106 2021-MOR 1.2~
4. 2021/5/1 FU5 #2) Medically Significant A
-REC1-147 001083-CA 3
bendamustine | Pneumonia [Pneumonia]
(BENDAMUST
INE) N/A
follow up
CMUH108 NVSC2021 Ribociclib
5. 2021/3/14 (downgra Depressed mood 1,3 A
-REC1-032 RU065661 (LEEO11)
de)
CMUH108 NVSC2021 . Ribociclib Neuropathy peripheral;
6. 2021/11/15 Initial - 23 | A
-REC1-032 PL265627 (LEEO11) Condition aggravated
respiratory infection
[Respiratory tract
infection]
#1) MK-3475 _ N
CMUH108 2105BRAO0 |Followup Symptomatic myositis
1. 2021/5/5 Study (Code not N 123 A
-REC1-036 02244 16 [Myositis]
broken) ) .
Immune mediated hepatitis
[Immune-mediated
hepatitis]
respiratory infection
[Respiratory tract
infection]
#1) MK-3475 ) »
CMUH108 2105BRAO0 |Followup Symptomatic myositis
8. 2021/5/5 Study (Code not - 123 A
-REC1-036 02244 17 [Myositis]
broken) ) -
Immune mediated hepatitis
[Immune-mediated
hepatitis]
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respiratory infection
[Respiratory tract
infection]
#1) MK-3475
CMUH108 2105BRAO0 [Followup Symptomatic myositis
9. 2021/5/5 Study (Code not . 123 A
-REC1-036 02244 18 [Myositis]
broken)
Immune mediated hepatitis
[Immune-mediated
hepatitis]
#1) MK-7902
(lenvatinib
mesylate)
Capsule
CMUH108 2110CHNO [Followup #2) cerebral hemorrhage
10. 2021/10/20 23 | A
-REC1-059 07014 2 PEMBROLIZU | [Cerebral haemorrhage]
MAB
(pembrolizumab
) Solution for
injection
#1) MK-7902
(lenvatinib
mesylate)
Capsule
CMUH108 2110CHNO [Followup #2) cerebral hemorrhage
11. 2021/10/20 1231 A
-REC1-059 07014 3 PEMBROLIZU | [Cerebral haemorrhage]
MAB

(pembrolizumab
) Solution for

injection
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#1) MK-7902
(lenvatinib
mesylate)
Capsule
CMUH108 2110CHNO |Followup #2) cerebral hemorrhage
12. 2021/10/20 123 A
-REC1-059 07014 4 PEMBROLIZU | [Cerebral haemorrhage]
MAB
(pembrolizumab
) Solution for
injection
#1) MK-7902
(lenvatinib
small intestinal foramen
mesylate) ) o
with acute peritonitis
Capsule o
[Peritonitis]
CMUH108 2110CHNO [Followup #2) ) )
13. 2021/10/13 small intestinal foramen | 2.3 | A
-REC1-059 04631 1 PEMBROLIZU ] o
with acute peritonitis
MAB
) [Small intestinal
(pembrolizumab .
) perforation]
) Solution for
injection
#1) MK-7902
(lenvatinib | Cerebral aneurysm rupture
mesylate) with subarachnoid
Capsule hemorrhage [Ruptured
CMUH108 2110CHNO [Followup #2) cerebral aneurysm]
14, 2021/10/20 123 A
-REC1-059 07014 5 PEMBROLIZU | Cerebral aneurysm rupture
MAB with subarachnoid

(pembrolizumab
) Solution for

injection

hemorrhage [Subarachnoid

haemorrhage]
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15.

CMUH108
-REC1-059

2021/10/13

2110CHNO
04631

Followup
2

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

small intestinal foramen

[Small intestinal

perforation]

2.3

16.

CMUH108
-REC1-059

2020/4/8

2004BRA0
03494

Followup
15

#1) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Accute breathing

insufficiency [Acute

respiratory failure]

1.23

17,

CMUH108
-REC1-059

44256

2105TURO
02736

Initial

#1) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Drug Induced Liver Injury

[Drug-induced liver injury]

2.3
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#1) MK-7902
(lenvatinib | Cerebral aneurysm rupture
mesylate) with subarachnoid
Capsule hemorrhage [Ruptured
CMUH108 2110CHNO [Followup #2) cerebral aneurysm]
18. 2021/10/20 123 A
-REC1-059 07014 6 PEMBROLIZU | Cerebral aneurysm rupture
MAB with subarachnoid
(pembrolizumab | hemorrhage [Subarachnoid
) Solution for haemorrhage]
injection
#1) MK-7902
(lenvatinib
mesylate)
Capsule
small intestinal foramen
CMUH108 2110CHNO [Followup #2) ) )
19. 2021/10/13 [Small intestinal 23 | A
-REC1-059 04631 3 PEMBROLIZU ]
perforation]
MAB
(pembrolizumab
) Solution for
injection
#1) MK-7902
(lenvatinib
mesylate)
Capsule )
Subarachnoid hemorrhage
CMUH108 2110CHNO [Followup #2) ]
20, 2021/10/20 [Subarachnoid 123 A
-REC1-059 07014 7 PEMBROLIZU
haemorrhage]
MAB

(pembrolizumab
) Solution for

injection
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21,

CMUH108
-REC1-059

2021/10/20

2110CHNO
07014

Followup
8

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Subarachnoid hemorrhage

[Subarachnoid

haemorrhage]

1.2.3

22

CMUH108

1-REC1-059

2021/3/1

2105TURO
02736

Followup
1

#1) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Drug Induced Liver Injury

[Drug-induced liver injury]

2.3

23.

CMUH108
-REC1-059

2021/10/13

2110CHNO
04631

Followup
4

#1) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

small intestinal foramen

[Small intestinal

perforation]

2.3
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24,

CMUH108
-REC1-059

2021/5/2

2111CHNO
08042

Initial

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

hypophysitis
[Hypophysitis]

25,

CMUH108
-REC1-059

2021/10/13

2110CHNO
04631

Followup
5

#1) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

small intestinal foramen

[Small intestinal

perforation]

2.3

26.

CMUH108
-REC1-059

2021/10/20

2110CHNO
07014

Followup
9

#1) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Subarachnoid hemorrhage

[Subarachnoid

haemorrhage]

1.23
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CMUH108
-REC1-059

217,

2021/10/13

2110CHNO
04631

Followup
6

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

[Small intestinal

perforation]

small intestinal foramen

2.3

CMUH108
-REC1-059

28.

2021/5/2

2111CHNO
08042

Followup
1

#1) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

hypophysitis
[Hypophysitis]

CMUH102
-REC1-068

29,

2021/10/22

202101425
500

Initial

#1)
TALAZOPARIB
;PLACEBO
(Code not
broken)
#2)
Enzalutamide
(ENZALUTAM

IDE) Capsule

potential DILI [DILI]

2,3
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30,

CMUH102
-REC1-068

2021/10/22

202101425
500

follow up
1

#1)
TALAZOPARIB
;PLACEBO
(Code not
broken)

#2)
Enzalutamide
(ENZALUTAM
IDE) Capsule

potential DILI [DILI]

2,3

31,

CMUH102
-REC1-068

2021/10/21

202101450
867

Initial

#1)
Enzalutamide
(ENZALUTAM
IDE) Capsule
#2)
TALAZOPARIB
;PLACEBO
(Code not
broken)

Unknown cause of death

[Unknown cause of death]

32

1-REC1-068

CMUH102

2021/10/21

202101450
867

follow up
1

#1)
Enzalutamide
(ENZALUTAM
IDE) Capsule
#2)
TALAZOPARIB
;PLACEBO
(Code not

broken)

Unknown cause of death

[Unknown cause of death]
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#1)
TALAZOPARIB| Other Serious Criteria:
;PLACEBO Medically Significant
(Code not Acute myeloid leukemia
CMUH102 202101401 |follow up )
33. 2021/10/8 broken) [Second primary 2 A
-REC1-068 949 2
#2) malignancy]
Enzalutamide | Acute myeloid leukemia
(ENZALUTAM | [Acute myeloid leukemia]
IDE) Capsule
#1)
Enzalutamide
(ENZALUTAM
IDE) Capsule
CMUH102 202101557 | Death
34, 2021/10/23 Initial #2) 1 A
-REC1-068 389 [Unknown cause of death]
TALAZOPARIB
;PLACEBO
(Code not
broken)
1.LYMPHOCYTES
202102332
CMUH107 follow up COUNT DECREASED
35. 2021/2/14 [12_5 Blind Niraparib 23 | A
-REC1-189 d 5 2.DORSAL PAIN
e
3.RIGHT COSTAL PAIN
1.LYMPHOCYTES
202102332
CMUH107 follow up COUNT DECREASED
36. 2021/2/14 [12_6_Blind Niraparib 23 | A
-REC1-189 d 6 2.DORSAL PAIN
e
3.RIGHT COSTAL PAIN
1.LYMPHOCYTES
202102332
CMUH107 ~|follow up ) ) COUNT DECREASED
37, 2021/2/14 |12_9_Blind Niraparib 23 | A
-REC1-189 i 9 2.DORSAL PAIN
e
3.RIGHT COSTAL PAIN
hepatic failure [Hepatic
failure]
CMUH110 2110NLDO| Follow
38, 2021/10/19 #1) MK-7902 | worsening blood bilirubin | 1.3 | A
-REC1-045 07679 up 3

increased intermittent

[Blood bilirubin increased]
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CMUH107 20P-008-34| Follow-u
39, 2020/5/14 Upadacitinib -Rectal bleeding 2,3,6] A
-REC1-077 06603-00 p 17
CMUH107 20P-251-36| Follow-u -Community-Acquired
40, 2020/10/6 Upadacitinib _ ) 2,3,6|] A
-REC1-077 06962-00 p 10 Bilateral Pneumonia
CMUH107 21P-101-39( Follow-u
41. 2021/6/18 Upadacitinib -COVID-19 Infection 2,3 A
-REC1-077 61405-00 p1l
CMUH109 21P-144-40| Follow-u | ABBV-181(BU
42, 2021/8/3 Pneumonitis 2,3 A
-REC1-100 25467-00 p DIGALIMAB)
[A&] FRFiH -
EZ G jtlF f# }1 i i IE %‘ ﬁ
+ %
@ 7
B % * £ %% 4 AP P
(8% 2pp2]
. * Rk &AL 1 MK7902
. CMUH107-REC1-188 BRIE % ’ !
! P o lsg apwage
13-FEB-2021 to 12-AUG-2021
[e# < 2>M4F2 ]
o = *fok E 4 ¢ AL Satralizumab
_ _ K ?’ P 7
2. CMUH109-REC1-183 "y E xR AR A R
6MLL:2021 & 04 * 07 p-2021 # 10 * 06 p
(% 242 ]
oy *R B B LA 0 MORO00208 tafasitamab
3. | CMUHIOBRECLAAT | & i8R |y s hap2 b/ : 20212047 197 2 2021
& 07 " 18 p (6 I * SUSAR Line-Listing)
(8% 242 ]
*ik2 F 4 ¢ 4L ¢ tildrakizumab
*E rMELYEF 2020 4 9p 1 2020 E
U 107" 8 p
. CMUH109-REC1-136 s R . .
4 * xy MH4FA T 1202100 9p 1 2021 &
4% 8p
[ DSUR]
DSUR Executive summary 090ct2019-080c¢t2020
(% 242 ]
.. | *EE&ES 4L Upadacitinib
> | CMURIOTRECLOT 1 ¥ 20 g spsrapm 2020210 17 1 2021 # 6
230 P
[z % 242 ]
| ¥ #E 4 4 ¢ Upadacitinib
- - B -
0. | CMURIOTRECLOTO | % =W |y ypapa w2001 21 19 3 2021 %6
730 p
111 #01 *» 05 p % 52 7 & 55
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CMUH108-REC1-144

T
\L.
3

[z 22 ]

*ER L4 ASP2215

*g 2 MARL MR 120212 030 21 p 3 2021
#0977 20 p

[z % 2p4F4 ]

*E%RE S AL ASP2215

*g R MARL MR 12020 09 0 21 p 3 2021
£09 7 20 p

CMUH110-REC1-203

(EE R SR

*:k% ¥4 4 * Belantamab mafodotin
(GSK2857916)

*E rPAREHPF 2020 05% 01 p I 2021
#1017 31p

CMUH110-REC1-113
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