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Bt H ~ q
(PIK3CA) = % il
7 PIK3CA % %
FAELER B 3R 4 Fov
ki (PTEN) #
A Z SRR
% > &< alpelisib
(BYL719) & *
nab-paclitaxel =5
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—F-L-ERFL-XFEEREE(C PR
—‘,L
R PR IS %; Ph L | LER Y
B PN - 1N
¥ *’U‘m R R
FprRA =
CMUH110- THALF PR LNP023 * ++ % &
35 REC3-122( | 2 % | #thhLiz |5 L |44t mardlalic | 111110110
AR-3) ¥ P R LA
P& g iz ¥ (@HUS)
= & B Jﬁ Ry 2T R
g e
SRR R RIERE &
x%ﬁ s > A F]
CMUH110- bR E CR A REART 1 E
36] REC3-154( | #t%k FEE R B & ; W& A 470 45 41 ¥ 111/10/04
#9) =L T B JAK jgcfix e ]
FRpcE D AF
2.4 3R
SRR
# o~ KEFAIFEZFIPEFEL
- CFRp RE AF RS
RAFERE (REALD

A;—*\Bﬁziiﬁv‘C%{[fa4nl‘m‘D 2R A MR A E £ )J‘;‘;’\Hl‘mﬂé;‘F'&‘

Fgrt‘}%@ﬁljffxzf’}%ig GAX MwEa, H2ZEEE 22X 2 | HE 3 E:“);é‘ﬁﬁ
AL ABTRG
ﬁ‘%@ 1.
- - - 1R 4 :L Ha
. CMUH109-REC3-068(SAE-12) ¥ YK PR
3
FEREF R
L4 ,.\,fj\—Kny Y AE ,WFRFFF ;}_ﬂﬂ + P &S
- % 3 AW A Fe ~ B s 0 &% Nivolumab % & & *
E RS Docetaxel * 7 M endig 4 42 F b o 7)) aﬂ}%(CheckMate 7DX :
CHECKQpoint i# i< nivoluMAb f&% :#% =% 7DX)
¥ &3 % | 1) BILATERAL PNEUMONIA ;2) DIFFICULTY BREATH; 3) FEVER ;4)
i GENERAL MALAISE
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YT
2% 4 ¥ 4 P T "RE R | R REz p 2 E A

?ﬁ'h‘%!] o ‘%ﬁ, ?._ 2%4_? B*rF v ’i(l 5 %"EZ}\ s ’EE ) i |

p p 2 =] PE | FAAE| FIER | 2%

Hy %

B 5 %

TW-TFDA-TDOM v 4 &
-1110000210/ 2022/8/4 2022/9/16 FU2 2022/9/29 | L3 #p ( " ible) D # %

0ssiIble
0194-11180 P I,iﬁ SER
=3

CETX YL TN

- S EFEE (0194-11180) »+ 2022 & 08 ' 04 p fibeis dh% 1 X HIR L -

S XBEP T GRPFRES DN 0 FES BRI R 2R
RIS o B o i i o

[(AFEpFLpr L)

-~ X3¢ 0194-11180 4% 2 © % - =% i Hid¥ £ 1 1) BILATERAL PNEUMONIA
(Bilateral pneumonia (10058686), Pneumonia (10035664)) (04/Aug/2022 - Not
Recovered/Not Resolved/Ongoing) 2) DIFFICULTY BREATHING (Difficulty
breathing (10012791), Dyspnoea (10013968)) (04/Aug/2022 - Not Recovered/Not
Resolved/Ongoing) 3) FEVER (Fever (10016558), Pyrexia (10037660)) (26/Jul/2022
- 27/3ul/2022 - Recovered/Resolved) 4) GENERAL MALAISE (General malaise
(10018066), Malaise (10025482)) (26/Jul/2022- Not Recovered/Not
Resolved/Ongoing)

C RN R D

— S Lﬁ

(A58 F ¥ 23k ]

PREESAFH T aAAM Y 2 g tRFEs e A GT e (L WT

BE 2,
k¢ %% | CMUH109-REC3-160(SAE-4) |# %~ H#7 | ket + 2% &
PRAFL L RERPHERLEFR | pk% R &

—HBEZY PSR CXERER S PRI R TR
FE R Durvalumab & @& Fx 2|3 14 8 3 bty 2 % 3% B 0Ly ~ @2 & jisr x,ért e
& i Bk s 2 &% (KUNLUN)

pa A E .
5 SORE THORAT (Oropharyngeal pain)
i
4 1 FRARH JRY 1
)7 ', /} -~ /‘ ; /. /,’ /:_ Al B 3] Ezk /;
ENATI RO %2 & F 4 T wET L X EFF%/{] [——il
P PE | Ew] | PP i 2 FEMG] %
g2

|+
\l
o
b
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D # 3
2022A321497 N ¥ i b 5
2022/9/7 | 2022/9/16 | Initial | 2022/9/30 | 257 #p _ o i
(E7408001) Possible o
(FEErLrrain
= St h 45 K T L3R (2022A321497-E7408001) 4 4 SUSAR éfviedidR 4 v B

Bl’l%'ﬂﬁl‘ﬁ*p °
- %éﬁ—“ﬁ%?ZOZZE 092 07T p A vy -2 202209 " 14 p R2E L-p 2022
£ 08 7 30 pAsx A WEMEBEE v R ~ BFR ~ AR ot R FEL 0 (2 FlR
fr/ﬂf\_hﬂg‘f‘};%t‘%;é‘}% > Durvalumab/Placebo ~ Cisplatin % Fluorouracil *‘,;’Kﬁ*g,‘rf%f*e‘ * oo
AFEAE ST xfki?‘zé‘%é%)rﬂfr e 2 B R8IV G 2RV IR
A LK R =& 2 i SUSAR 0 il 3F TFDA -
. L’iﬁ P imfdfed o
Fifﬁiﬁ?%hi]
- FEERERBALGR BT BT ELING ERFLPR/GE -
[#FExE 7L A3 AR]
-~ Lﬁ o

‘“- Jin

(970 B ALH ]
PEELATH T AAMIL HE SRR FAE A (G % L WE

FE. 3.

€ Sgl CMUH109-REC3-177(SAE-15) | % ~ =53] | k£

*
PRI | L REEEMFRLGFR | PEER KR | RGP ATV

- BN F s ER X EAER % 3 P@E% 0 13=R Debio 1143
PR RH EH Z ATk RS BS RAPIE SR Y T S
Fofe 2 IR ER IR e o B (TrilynX)

FERRTE Y . . . :
{}F : Right hypopharyngeal necrotic tissue bleeding (/& : Oral Bleeding)
i
(A pe + A p
sa | me |#a| ge Lo EERR S g
TR , AT S [ F% .,
p ¥ pEp %W | pEp B B %%
g 4P [ e
Bpz2
Follow * Ap Bé o
158-005-004 2022/6/21 | 2022/9/7 2022/9/28 | 2t Hp D ER
upl (unrelated)
RS

(FErgLhrsin]
vk (158-005-004) 2022 06 1 17 P4 4 M EcHela o ot 2022 &
067 21 p % ,\,;Ci]*u%ﬁ;ﬁ HRueh® 1 if iR 4
SR R R S R S 2 20225 090 02
SRR L Sl
[#—Fif’lﬁfi RAgin]
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w
N
=
S
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o
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-—

-—

A -

1_ERYL-

%3 hEdE

(L oK)

- ~158-005-004 = ;é—*ﬁ ¥ - U HER R

R E

* 111/9/2 k. 1% ;éa—’ﬁ >

03-Jan-2022 4r » P EK % 0 24-Jan-2022 X v - BB HRE LR 0 TN
R g g 0 2 21-Jun-2022 Fed
o 2.% Fé—"f » fewe 3 13-Jun-2022 Fifst Right Pyriform Sinus 75 7
3.% dfk:}ae%ﬁ % 6 % % Bl (Tumor Mapping) > # & % % 5 #& 7
» S g (Fiberscopy) e & R E TR G

06-Jun-2022 = = % ﬁg‘zé%%ﬁ;lgti)\ M.—

I %;’))u%
R

fh % gk Fy
54 LA MM A 2t 30-JUn-2022 it {7 bR 4

ﬂ_l'ﬁujxfm,u’/\

Z

~ BERISEINHM T R

k2l :‘« °

Z 9

H)’?*)’ vE £ g o 14t 12-Jul-2022 ~ 19-Jul-2022 ~ 26-Jul-2022 & {7 #ic=% h; v ;F b/
A HFe 4,48 “ﬁ% T AR Rk R 2 4F T :}I;qi‘l T » 02-Sep-2022 = # % é—’ﬁ a
ENENE A SRR RIS
CEIERENE L SN
— N Lﬁ )
[ 3Fﬂ}' i ‘5{1 J—pi]
PRI S TR AR L S R iég\x;é"ﬁ‘é Al xg2h'e |2 WE
BE 4
~ g Mgt CMUH109-REC3-179(SAE-4) EFENA | BREA 2
Bk SERE RS E‘&ﬁifﬂéﬁf%%iié%ﬁ RS KR | R EFYR
s s i 05 B -k % (Hioxifilcon A)fic 5% '& 25 B L Tk vt & & > M ik 3=
F E f‘P_ l';".
ERTE RS B o
;?i“ FEINE G~ L RIALE B A 3T - I
T AR
w4 ks 72 ot TEARFER AT
) g ¥ e i"" ! wEFs | g,‘ e
P PE [N P B 2 TR G| 5%
g Hp
D #3x&
follow 7 4p B
S1049/ R1041 2022/7/29 | 2022/9/16 2022/9/28 ZL37 Hp I,ia A A
up 2 (unrelated) s

(FEPELA7FLA]
- v - LERRE DRG0 A APM o
AFEPELRFFLA]
- ~ 20220729 # # > 20220916 E &0 i 2F o X \:T'—L‘*‘& S1049/ R1041 37 7/29 &= V4
iR et Pl 18 R i ¥ - 8/8 B o FaFFAGR 'iﬁ?' PEFH’_FB?’@ZR»" S

PRIf h bis EKR h A ZAFEA) 0 (e lﬂzz,;{ﬁbi\x;q/g VRRES SR T
A WL B LRSI H AL KT LY o
oy R I
(A9 BT 2 k]
PEELATFY T AL R g LRF AL g DL WT
111 & 10 * 20 p $ BT L 70T
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F5. 5.
* € %% | CMUH110-REC3-194(SAE-12) | # %~ 283 | jkd 2 2% ¢
FRASEA | SRR AR s F FEEY AR | P LR

—IBH @Y B e = YH0O03 £ & Toripalimab (2
PE LA | PD-L M pkiad) vt R T o R /EA RS A {o%F 0k (PDAC)

¥ . .
Y e Fever (pyrexia)
- i
w4 JE F 2 Yo i FEAK FTEARER AR
A S = L= 1= Eiis L 1=
A N o LT 5 o
p i p Ay = p Ay B ZZF R %
I 4P
) D #3
follow ¥ ac AP B
4502B02 2022/3/18 | 2022/8/29 2022/9/12 | -3p#p . I
up 5 (possible) N

R L
- ~Fpdp e 2hap sy L YHOO03 2b3g 4 ~ Toripalimab g #p o 4p B £ : YHOO3 #p B ~
Toripalimab #p B¢ -
(AFTpELR#FLR]
- RRE Y - R o b 2022/03/17 e RS Fio 6w YEL >t 2022/03/18
ERENRINF ¥ ,%L’ 0 2022/03/21 Mfe e S RE X FH L EHFE R
75 UK ARG Eee > &t 2022/05/10 2P AR REX B
CREEER S R S R VR "T'\M S Fi‘i“ 2022/06/11 #]:p )ﬁaﬂif T o Wk
BFf e v 2022/06/28 = & € i 4K 3% ?}i\:éiﬂf ZFREFAFE o ARG
K& 2022/07/28 % 4 = iE HigR 4 6 % B =t iiy}éﬁ v n R ATRGRRRELE
B EREEE TR
CRENENELE & B
- i o

[ iEsE 2]
PRELAFH Tl s g (25T re 1L T

F5. 6
* § %% | CMUH110-REC3-223(SAE-1) e g | Bt LR
PRAFL A ENF AR SEEY KR | RP LR

SRR WA e R M e X A RS R E LT3001
VEEH | FruEE L Y b (AIS) R P L B R REVT)is g 2 K 3
& % 2ok

¥ 2 & A 4L | Right MCA ICH
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2
3 4 i3 37 2 L | FESF THARPER AT R
5':‘__ :Z‘f' = /{]/" fi‘ v '\7“\* i:—
] g e AT L FRA
i py | B I R
ip H

- ¥ A AP B
2002-001 2022/8/13 | 2022/9/13 | initial | 2022/10/3 | 2L & F

(possible)
[(FEpFLfrpin]

- ~FpEp R 2EIp )y YHO03 2435 P ~ Toripalimab g #p o ApR# 4 @ YHOO3 #p Bf ~

Toripalimab 4p & -
[(APEpELfgLn]

- S EREP - n’**i'*féiz vt 2022/03/17 X3R5k 20 (43 41 3t 2022/03/18
Ao Sk e ,%L’ %+ 2022/03/21 Hipe e i KiZ LR Fé—’“ 2 BEPF 3 TR
TR AR T Ewre > ft 2022/05/10 i3 ﬂ%ﬁ;g TR LERSYE
ERGE R IR F'“I'Jiv = ffpx o= Féi*“ 2022/06/11 F]p 5 & B F,iv‘itr B2
Bl F e »r 2022/06/28 w & ¢ i 3R 3% ?%Féﬂﬂf 2 55;*3‘1 RFE s P ARG
A 2022/07/28 % 4 T BESF L (% DX EHER L 0 AL ATAEIRERELE
B 2RSS oo

[#FF R 7L A3 dn]

— S Lﬁ o

[ R EE 2 AER]
PRESAFY T aAM L 2 A RRga e LG ae (L WE

BFE 7.
* ¢ %% | CMUH110-REC3-223(SAE-2) g rgpd | AL AEE
VERAFA AT A e F FRER KRR | RP TR

PR AHE | FrHEES LY b (AIS)RR G F P SR EVT) iR 2 % 3R
¥ % 2 fog

— I E AN R A f X A RS 3R LT3001

EAEE R 1] )
o 2 Right MCA ICH
i
w2 & g2 - FEAK TEARPIER LTS
7% AT - L= 1= 1 =, 1=
g N A wLE S D
p gy p gy =] p & ZZF M 8%
T 4P
i A
2002-001 2022/8/13 | 2022/9/16 | FUL |2022/10/3 | 2354 o F
(possible)

[(FEpgLfr3in]
- P EXR Fé—‘k (2002 001) % # SAE (acute infarction with hemorrhagic
transformatlon) fsens 1 T BIFL > AR S0 SAEBR%RERE 2 4P -

111 = 10" 20 p % 35 F o

S
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S EREFR O ALK
[(APEpFLfgLn]
- ~.2002-001 - = 85year-old man % 1 =t if g WHIRR -
Z ~ A E E(FULRM 7 £ initial ¥ # it 4p I+ > & relatioinship to study procedure j_
Yes(initial) 2 :z = No(FU1); ¥ - Alternate causality %] safety team & initial i€ 3%
% intra arterial thrombectomy IAT :z % FUL e reperfusion injury o
[(Fx 2 3L R4+ 3 0]
— Vi i o

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

B 8.
* ¢ 4%, | CMUH110-REC3-223(SAE-3) EF g | KErFe
VRAFA AT A e F FREF MR | RE EITYR

—IEFE B A INA R SR A e & FAH R E% > = LT3001
VR | FrHER L b (AIS)EE S F R 8 B R REVT) ISR L £
¥ eh% 2o ok

T EAREE .
Y e Right MCA ICH
i
w4 JE iR 4 - AR AREIC M LIS 5y S A E
5 3ud = = = A5 3 =
] B - A TR M e
p 2 p Ay = p Ay - ZZF MG Sk
g 4P
¥ e AR B
2002-001 2022/8/12 | 2022/9/16 | FU2 |2022/10/3 | Z:3f#p ) F
(possible)

[(FErrgLir3in]
- R R —“F’f (2002-001) % 24 SAE (acute infarction with hemorrhagic
transformation) s &% 2 =t if BidR 2 -
g z;é—‘ﬁ*“ 2022 # 08 " 11 p »f2»2022# 09 " 08 p i» iife® o
[(AFTPELE~FRA])
- ~2002-001 - = 85year-old man % 2 =% if BEX ;é—‘ﬁ L o
= ~8/19/2022 Brain MRI: total occlusion of right M1 MCA post mechanical
thrombectomy with reopening of the artery. Large subacute hematoma in the right
cerebrum adjacent to surgical cavity. Subacute infarct of right lateral cerebrum
adjacent to above hematoma. New infarct in right medial OP lobe posterior cerebral
artery territory. Residual intraventricular hematoma and mild dilatation. Decrease of
residual midline deviation. Decrease of right cortical middle cerebral artery.
8/29/2022 S/P VP shunt insertion. 9/8/2022 try weaning. °

[(FERRL A4 FLR]
— ~if:f o

[ 8 B 3% 23R ]
111 # 10 ® 20 p % 36 F 02
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5P IR RS DR

FEre L1 H?

5% 1 (AE 1-7)
L= 282 2 & 3430/ A Al af
B.£ % {41525 6.%

7¢

]P‘a&ll]‘mﬂj}ﬁ&4
ARG T TR B (At

.2 w
R3 B YN

A A Mgy A disability

2 2
A

(%5 A-D)

A7

B

¥
"3

TR

z%»i%1¢f1 B. % # 4% *MH%ECE

W3

3

e

e

Z+
Gl

éﬂ:\fv

Dg¥Frhieie

* & S

% 2 1H4F

LELEd
+ o

2
>
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- 2
PRt S e

£

g

En

sp o
# e

CMUH108-
REC3-151

2206ESPO0
3502

2022/6/3

#1)
PEMBROLIZUMA
B (pembrolizumab)

Solution for

injection
#2)
Followup GEMCITABINE
(7339 STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATIN
(7339 STUDY)
(carboplatin)

Injection

Thrombotic
thrombocytopenic
purple [Thrombotic
thrombocytopenic

purpura]

1.3
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CMUH108-
REC3-151

2022/6/15

2206USA0
06908

Followup
12

#1)
PEMBROLIZUMA
B (pembrolizumab)

Solution for
injection

#2)

GEMCITABINE
(7339 STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATIN
(7339 STUDY)
(carboplatin)

Injection

Gl bleed
[Gastrointestinal

haemorrhage]

1.3

CMUH108-
REC3-151

2022/6/15

2206USA0
06908

Followup
13

#1)
PEMBROLIZUMA
B (pembrolizumab)

Solution for
injection

#2)

GEMCITABINE
(7339 STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATIN
(7339 STUDY)
(carboplatin)

Injection

Gl bleed
[Gastrointestinal

haemorrhage]

1.3
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RPEAEEURFRALARLR V2 FELR 6
~FoLl-ERFL- KPR EH/ES(C #R)
B X 2 PAR (R L
KA p Y TRER I e BE|=
3 g o |% 2 B 4 5] FE S o = e
#1)
PEMBROLIZUMA
B (pembrolizumab)
Solution for
injection
#2) Gl bleed
GEMCITABINE [Gastrointestinal
CMUH108- 2206USAO0 |Followup
4, 2022/6/15 (7339 STUDY) haemorrhage] 13| A
REC3-151 06908 14 o ]
(gemcitabine) Hyponatremia
Injection [Hyponatraemia]
#3)
CARBOPLATIN
(7339 STUDY)
(carboplatin)
Injection
Follow
CMUH109- BMS-2021- up 12 )
5. 2021/10/13 docetaxel ISRAEL_Neutropenia [ 2 A
REC3-068 107135 |(compara
tor)
Follow
CMUH109- BMS-2021- up 10 )
6. 2021/10/23 docetaxel ISRAEL_Neutropenia | 2 A
REC3-068 107135 | (Compar
ator)
Follow
CMUH109- BMS-2022-| up6 FRANCE_Peritonitis_F
7. 2022/5/7 docetaxel _ _ 2 A
REC3-068 037429 |[(compara ebrile neutropenia
tor)
Follow
CMUH109- BMS-2022-| upl
8. 2022/7/5 docetaxel ROMANIA_Syncope | 2 A
REC3-068 071425 |[(compara
tor)
Follow
CMUH109- BMS-2022-| up2 _
9. 2022/7/5 docetaxel Romania_Syncope 2 A
REC3-068 071425 [(compara
tor)
111 210" 20 p % 39 % 70|
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B e B
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Follow
CMUH109- BMS-2022-| up4 ROMANIA_Syncope_
10. 2022/7/5 docetaxel _ 2 A
REC3-068 071425 |[(compara Neutropenia
tor)
Follow
CMUH109- BMS-2022-| Up6 ROMANIA_Syncope_
11. 2022/7/5 docetaxel _ 2 A
REC3-068 071425 [(compara Neutropenia
tor)
Follow
CMUH109- BMS-2022-| Up3 GERMANY_Leukopen
12. 2022/7/9 docetaxel ) 2 A
REC3-068 073542 |[(compara ia
tor)
Follow
CMUH109- BMS-2022-| Up4 GERMANY_Leukopen
13. 2022/7/9 docetaxel ) 2 A
REC3-068 073542 |[(compara ia
tor)
Initial
CMUH109- BMS-2022- FRANCE_Neutropenia
14, 2022/7/14 (compara docetaxel _ 2 A
REC3-068 084325 _Diarrhoea
tor)
Follow
CMUH109- BMS-2022- ] )
15. 2022/3/21 up 8 | nivolumab/placebo | CHINA_ Pneumonia 1 A
REC3-068 010869
(ROW)
JAPAN_Interstitial
CMUH109- BMS-2022-| Initial . lung
16. 2022/5/16 nivolumab/placebo | 1 A
REC3-068 043074 | (ROW) disease_Pneumocystis
jirovecii pneumonia
JAPAN _Interstitial
Follow
CMUH109- BMS-2022- ] lung
17. 2022/5/16 up 8 | nivolumab/placebo | |1 A
REC3-068 043074 disease_Pneumocystis
(ROW) y N )
jirovecii pneumonia
Follow Japan_Interstitial lung
CMUH109- BMS-2022- ) ) )
18. 2022/5/16 up9 | nivolumab/placebo | disease, Pneumocystis | 1 A
REC3-068 043074 y - )
(ROW) jirovecii pneumonia
111 210" 20 p % 40 F % 70 |
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B e B
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Follow UNITED
CMUH109- BMS-2022- . .
19. 2022/6/13 up 1l | nivolumab/placebo | STATES_ Myocardial 1 A
REC3-068 060687
(ROW) infarction
Follow UNITED
CMUH109- BMS-2022- ) )
20. 2022/6/13 Up 3 | nivolumab/placebo [ STATES Myocardial | 1 A
REC3-068 060687 ) _
(ROW) infarction
CMUH109- BMS-2022-( Initial ] BRAZIL_Urinary tract
21. 2022/7/3 nivolumab/placebo T 2 A
REC3-068 069417 (ROW) infection
CMUH109- BMS-2022-( Initial .
22. 2022/7/5 nivolumab/placebo | ROMANIA_Syncope | 2 A
REC3-068 071425 (ROW)
Follow
CMUH109- BMS-2022- .
23. 2022/7/5 up1l | nivolumab/placebo | ROMANIA_ Syncope | 2 A
REC3-068 071425
(ROW)
CMUH109- BMS-2022-| Initial ) GERMANY _Leukopen
24. 2022/7/9 nivolumab/placebo ) 2 A
REC3-068 073542 | (ROW) ia
Follow
CMUH109- BMS-2022- . GERMANY _Leukopen
25. 2022/7/9 up1l [ nivolumab/placebo ) 2 A
REC3-068 073542 ia
(ROW)
Follow
CMUH109- BMS-2022- ) GERMANY _Leukopen
26. 2022/7/9 up 2 | nivolumab/placebo ) 2 A
REC3-068 073542 ia
(ROW)
Follow
CMUH109- BMS-2022- ) GERMANY _Leukopen
27. 2022/7/9 Up 3 | nivolumab/placebo ) 2 A
REC3-068 073542 ia
(ROW)
UNITED
CMUH109- BMS-2022-( Initial ) STATES_Atrial
28. 2022/7/13 nivolumab/placebo o 1 A
REC3-068 074729 | (ROW) fibrillation_Left
ventricular dysfunction
UNITED
Follow STATES_Atrial
CMUH109- BMS-2022- ) o
29. 2022/7/13 up 1 | nivolumab/placebo fibrillation_Left 2 A
REC3-068 074729
(ROW) ventricular
dysfunction
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Follow
CMUH109- BMS-2022- ] Israel_Immune-mediate
30. 2022/7/13 up 2 | nivolumab/placebo N 1 A
REC3-068 074993 d hepatitis
(ROW)
Follow
CMUH109- BMS-2022- ) ISRAEL_Immune-med
31. 2022/7/13 up 3 | nivolumab/placebo ) N 1 A
REC3-068 074993 iated hepatitis
(ROW)
Follow
CMUH109- BMS-2022- ) ISRAEL_Immune-med
32. 2022/7/13 Up4 | nivolumab/placebo ) N 1 A
REC3-068 074993 iated hepatitis
(ROW)
Follow
CMUH109- BMS-2022- ISRAEL_Immune-med
33. 2022/7/13 Up5 | nivolumab/placebo ) N 1 A
REC3-068 074993 iated hepatitis
(ROW)
CMUH109- BMS-2022-( Initial
34, 2022/7/15 nivolumab/placebo |BRAZIL_Diverticulitis| 1 A
REC3-068 076188 | (ROW)
Follow
CMUH109- BMS-2022-
35. 2022/7/15 up 1 | nivolumab/placebo [BRAZIL_Diverticulitis| 1 A
REC3-068 076188
(ROW)
Follow
CMUH109- BMS-2022-
36. 2022/7/15 up 2 | nivolumab/placebo | Brazil_Diverticulitis | 1 A
REC3-068 076188
(ROW)
Follow
CMUH109- BMS-2022-
37. 2022/7/15 Up 3 | nivolumab/placebo [BRAZIL_Diverticulitis| 1 A
REC3-068 076188
(ROW)
CMUH109- BMS-2022-| Initial ) UNITED
38. 2022/7/21 nivolumab/placebo ) 2 A
REC3-068 079453 (ROW) STATESNeutropenia
Follow
CMUH109- BMS-2022- ) UNITED
39. 2022/7/21 up 1 | nivolumab/placebo ) 2 A
REC3-068 079453 STATES_Neutropenia
(ROW)
CMUH109- BMS-2022-| Initial . FRANCE_Diabetes
40. 2022/7/22 nivolumab/placebo _ 2 A
REC3-068 082158 | (ROW) mellitus
CMUH109- BMS-2022-| Initial ) MEXICO_Death_Urina
41. 2022/7/29 nivolumab/placebo o 1 A
REC3-068 083866 | (ROW) ry tract infection
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FRANCE_Ventricular
CMUH109- BMS-2022-| Initial . fibrillation_Cardiac
42. 2022/8/2 nivolumab/placebo 2 A
REC3-068 093115 | (ROW) failure_Atrioventricular
block
CMUH108- LIFE THREATENING
43. 2022/8/16 | 3163624 | Initial RO7082859 2 A
REC3-034 NEUTROPENIA
CMUH109- Follow FATAL
44, 2022/4/19 | 3077890 RO7444835 1,3 A
REC3-131 up 2 ARRHYTHMIA
CMUH109- Follow
45, 2022/4/19 | 3077890 RO7444835 HYPONATREMIA [ 3,1 ] A
REC3-131 up 3
CMUH109- -
46. 2022/8/27 | 3171057 Initial RO5541267 FATALDYSPNEA | 1,3 | A
REC3-131
CMUH109- -
47. 2022/8/27 | 3171057 Initial RO7092284 FATALDYSPNEA | 1,3 | A
REC3-131
ABT-263
CMUH109- 21P-217-41| Follow | (NAVITOCLAX); COVID-19,
48. 2021/10/4 23. | A
REC3-111 11322-00 | Up (19) [ RUXOLITINIB | Pulmonary embolism
(RUXOLITINIB)
ABT-263
CMUH109- 22P-129-44| Follow | (NAVITOCLAX); ]
49. 2022/5/22 Anemia 13. | A
REC3-111 07193-00 | Up (1) RUXOLITINIB
(RUXOLITINIB)
CMUH109- BMS-2021- RELATLIMAB; MYOCARDITIS;
50. 2021/717 follow up N 1.3 A
REC3-185 067049(8) NIVOLUMAB Myositis
CMUH109- 202207438 |follow up| 1) amivantamab | PLATELET COUNT
51. 2022/7/12 23 A
REC3-168 33(1) 1 2) LAZERTINIB DECREASED
CMUH109- 202208000 | 1) amivantamab
52. 2022/7/26 initial NEUTROPENIA 23 A
REC3-168 44(0) 2) LAZERTINIB
CMUH109- 202208000 [follow up| 1) amivantamab
53. 2022/7/26 NEUTROPENIA 23 A
REC3-168 44(1) 1 2) LAZERTINIB
CMUH109- 202208643 1) OSIMERTINIB [ CEREBROVASCULA
54, 2022/8/26 initial 1 A
REC3-168 38(0) 2) LAZERTINIB R EVENT
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LUNG INFECTION
follow
) SECONDARY TO
CMUH109- 202108477 up 1) amivantamab
55. 2021/8/22 COMMUNITY 23 A
REC3-168 08(12) |[(downgra| 2) LAZERTINIB
&) ACQUIRED
e
PNEUMONIA
1)PNEUMONITIS
CMUH109- 202109093 |follow up| 1) OSIMERTINIB | 2)LUNG INFECTION
56. 2021/9/4 3] A
REC3-168 84(4) 4 2) LAZERTINIB 3)HYPOTENSION
4PNEUMONIA
follow 1)PNEUMONITIS
CMUH109- 202109093 up 1) OSIMERTINIB [ 2)LUNG INFECTION
57. 2021/9/4 3] A
REC3-168 84(9) |(downgra| 2) LAZERTINIB | 3)HYPOTENSION
de) 4PNEUMONIA
follow 1)PNEUMONITIS
CMUH109- 202109093 up 1) OSIMERTINIB [ 2)LUNG INFECTION
58. 2021/9/4 13| A
REC3-168 84(10) |[(downgra| 2) LAZERTINIB | 3)HYPOTENSION
de) 4PNEUMONIA
1)PLEURAL
EFFUSION
2)PNEUMONIA DUE
TO COVID
follow
3)ASPARTATE
CMUH109- 202112462 up 1) OSIMERTINIB
59. 2021/12/16 AMINOTRANSFERA | 23 A
REC3-168 71(11) |(downgra| 2) LAZERTINIB
SE INCREASED
de)
4)ALANINE
AMINOTRANSFERA
SE INCREASED
5)LDH INCREASED
1)COLONIC
follow
_ PERFUSION
CMUH109- 202204314 up 1) amivantamab
60. 2022/4/5 2)VOMITING 2347 A
REC3-168 37(10) |(downgra| 2) LAZERTINIB
de) 3)COLITIS
e
4)DYSPNEA
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follow
CMUH109- 202207438 up 1) amivantamab | PLATELET COUNT
61. 2022/7/12 23 | A
REC3-168 33(2) |(downgra| 2) LAZERTINIB DECREASED
de)
Mexico_Multiple organ
dysfunction syndrome,
Lower gastrointestinal
haemorrhage, Upper
gastrointestinal
CMUH109- BMS-2021-|follow up haemorrhage ,
62. 2021/8/29 docetaxel o 1 A
REC3-068 097909 18 Gastrointestinal
necrosis, Scrotal
infection, Platelet count
decreased,
Gastrointestinal
inflammation
CMUH109- BMS-2022-|follow up GERMANY _Leukopen
63. 2022/7/9 docetaxel ) 2 A
REC3-068 073542 7 ia
CMUH109- BMS-2022- UNITED
64. 2022/7/21 initial docetaxel 2 A
REC3-068 079453 STATES_Neutropenia
CMUH109- BMS-2021-|follow up .
65. 2021/10/13 docetaxel ISRAEL_Neutropenia | 2 A
REC3-068 107135 14
CMUH109- BMS-2022-|follow up )
66. 2022/3/25 docetaxel SPAIN_Septic shock | 2 A
REC3-068 013307 4
CMUH109- BMS-2022-|follow up )
67. 2022/3/25 docetaxel SPAIN_Septic shock | 2 A
REC3-068 013307 6
CMUH109- BMS-2022-follow up FRANCE_Peritonitis_F
68. 2022/5/7 docetaxel _ _ 2 A
REC3-068 037429 11 ebrile neutropenia
CMUH109- BMS-2022-follow up FRANCE_Peritonitis_F
69. 2022/5/7 docetaxel _ _ 2 A
REC3-068 037429 13 ebrile neutropenia
CMUH109- BMS-2022-|follow up| FRANCE_Neutropenia
70. 2022/7/14 nivolumab/placebo _ 2 A
REC3-068 084325 3 _Diarrhoea
BRAZIL_Guillain-Barr
CMUH109- BMS-2021-|follow up| )
71. 2021/9/23 nivolumab/placebo | e syndrome_Septic 1 A
REC3-068 102039 14 hock
shoc
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CMUH109- BMS-2021-|follow up| .
72. 2021/10/13 nivolumab/placebo | Israel_Neutropenia 2 A
REC3-068 107135 15
CMUH109- BMS-2021-follow up| )
73. 2021/10/13 nivolumab/placebo | ISRAEL_Neutropenia | 2 A
REC3-068 107135 16
CMUH109- BMS-2022-|follow up
74. 2022/3/21 nivolumab/placebo | CHINA_Pneumonia | 1 A
REC3-068 010869 10
CMUH109- BMS-2022-|follow up
75. 2022/3/21 nivolumab/placebo [ CHINA_Pneumonia 1 A
REC3-068 010869 9
CMUH109- BMS-2022-follow up BRAZIL_Neuropathy
76. 2022/3/24 nivolumab/placebo ] 2 A
REC3-068 019716 7 peripheral
UNITED
CMUH109- BMS-2022-[follow up| ]
77, 2022/6/13 nivolumab/placebo | STATES Myocardial | 1 A
REC3-068 060687 4
infarction
CMUH109- BMS-2022-| ) Germany_Intestinal
78. 20221716 initial | nivolumab/placebo 2 A
REC3-068 072719 ischaemia
GERMANY _Intestinal
CMUH109- BMS-2022-[follow up| ischaemia_Multiple
79. 2022/7/6 nivolumab/placebo ) 2 A
REC3-068 072719 2 organ dysfunction
syndrome_Sepsis
GERMANY _Intestinal
CMUH109- BMS-2022-|follow up| ischaemia_Multiple
80. 2022/7/6 nivolumab/placebo ) 1 A
REC3-068 072719 3 organ dysfunction
syndrome_Sepsis
UNITED
CMUH109- BMS-2022-[follow up| STATES_Atrial
81. 2022/7/13 nivolumab/placebo o 2 A
REC3-068 074729 3 fibrillation_Left
ventricular dysfunction
UNITED
CMUH109- BMS-2022-|follow up| STATES_Atrial
82. 2022/7/13 nivolumab/placebo o 2 A
REC3-068 074729 5 fibrillation_Left
ventricular dysfunction
CMUH109- BMS-2022-|follow up| ISRAEL_Immune-med
83. 2022/7/13 nivolumab/placebo ) N 1 A
REC3-068 074993 7 iated hepatitis
CMUH109- BMS-2022-|follow up| o
84. 2022/7/15 nivolumab/placebo |BRAZIL_Diverticulitis| 1 A
REC3-068 076188 4
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CMUH109- BMS-2022-|follow up| o
85. 2022/7/15 nivolumab/placebo |BRAZIL_Diverticulitis| 1 A
REC3-068 076188 5
CMUH109- BMS-2022-|follow up
86. 2022/7/15 nivolumab/placebo |BRAZIL_Diverticulitis| 1 A
REC3-068 076188 6
CMUH109- BMS-2022-|follow up| MEXICO_Death_Urina
87. 2022/7/29 nivolumab/placebo _ _ 1 A
REC3-068 083866 3 ry tract infection
JAPAN_Pneumonia
CMUH109- BMS-2022-|follow up| ) ]
88. 2022/8/12 nivolumab/placebo | bacterial_Coronavirus | 1 A
REC3-068 090576 2 ) )
infection
JAPAN_Pneumonia
CMUH109- BMS-2022-|follow up| ] ]
89. 2022/8/12 nivolumab/placebo | bacterial_Coronavirus | 1 A
REC3-068 090576 3
infection
FRANCE_Ventricular
CMUH109- BMS-2022-|follow up| fibrillation_Cardiac
90. 2022/8/2 nivolumab/placebo | ) ) 2 A
REC3-068 093115 1 failure_Atrioventricular
block complete
FRANCE_Cardiac
CMUH109- BMS-2022-|follow up| ) ) )
91. 2022/8/2 nivolumab/placebo |failure, Atrioventricular| 2 A
REC3-068 093115 2
block complete
FRANCE_Cardiac
CMUH109- BMS-2022-|follow up| ) ) )
92. 2022/8/2 nivolumab/placebo |failure_Atrioventricular| 2 A
REC3-068 093115 3
block complete
GERMANY _Respirato
CMUH109- BMS-2022-|follow up| .
93. 2022/8/19 nivolumab/placebo ry failure_Large 1 A
REC3-068 094328 2 ) ) )
intestine perforation
#1) MK-3475 Acute kidney injury
Study (Code not Hepatic failure
CMUH106- 1904USAQ |Followup broken) Enterocolitis
94, 2019/4/15 ) 13 A
REC3-121 09107 14 |#2) PREDNISONE Anxiety
#3) METHADONE| Mental status changes
HCL Acute kidney injury
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#1) MK-3475 Acute kidney injury
Study (Code not Hepatic failure
CMUH106- 1904USAO |Followup broken) Enterocolitis
95. 2019/4/15 131 A
REC3-121 09107 15  |#2) PREDNISONE Anxiety
#3) METHADONE| Mental status changes
HCL Acute kidney injury
Pancytopenia
#1) MK-7339 )
] [Pancytopenia]
(olaparib) Tablet )
) Acute myocardial
CMUH108- 2202CHLO [Followup infarction [Acute
96. 2022/1/18 PEMBROLIZUMA o ) 123 A
REC3-151 03088 16 ) myocardial infarction]
B (pembrolizumab) )
. Cytomegalovirus
Solution for _ )
S pneumonia [Pneumonia
injection .
cytomegaloviral]
#1)
PEMBROLIZUMA
B (pembrolizumab)
Solution for
injection
#2)
GEMCITABINE Gl bleed
CMUH108- 2206USAO0 |Followup ) )
97. 2022/6/15 (7339 STUDY) [Gastrointestinal 13| A
REC3-151 06908 15 o
(gemcitabine) haemorrhage]
Injection
#3)
CARBOPLATIN
(7339 STUDY)
(carboplatin)
Injection
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98.

CMUH108-
REC3-151

2022/6/3

2206ESP0O0
3502

Followup
9

#1)
PEMBROLIZUMA
B (pembrolizumab)

Solution for
injection

#2)

GEMCITABINE
(7339 STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATIN
(7339 STUDY)
(carboplatin)

Injection

Thrombotic
thrombocytopenic
purple [Thrombotic
thrombocytopenic

purpura]

1.3

99.

CMUH108-
REC3-058

2022/4/15

2205CHNO
00935

Followup
12

#1) MK-3475
Study (Code not
broken)

#2 ) DOCETAXEL
FOR JAPAN (3475
SOLUTION FOR
INJECTION
STUDY)
(Docetaxel)
Solution for
injection
#3) PREDNISONE
(PREDNISONE)
Tablet

Death of unknown
cause [Death]
Decreased appetite

[Decreased appetite]

1.3
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#1) MK-3475
Study (Code not
broken)
#2 ) DOCETAXEL
FOR JAPAN (3475
SOLUTION FOR Death of unknown
100 CMUH108- 2022/4/15 2205CHNO |Followup INJECTION cause [Death] 3l A
REC3-058 00935 13 STUDY) Decreased appetite
(Docetaxel) [Decreased appetite]
Solution for
injection
#3) PREDNISONE
(PREDNISONE)
Tablet
#1) MK-3475
Study (Code not
broken)
#2) DOCETAXEL
FOR JAPAN (3475
SOLUTION FOR Death of unknown
CMUH108- 2205CHNO |Followup INJECTION cause [Death]
101 2022/4/15 13| A
REC3-058 00935 14 STUDY) Decreased appetite
(Docetaxel) [Decreased appetite]
Solution for
injection
#3) PREDNISONE
(PREDNISONE)
Tablet
#1 ) Tafasitamab vs Worsening of
2022-MOR Placebo/Lenalidomi gastrointestinal
CMUH110- follow |de vs Placebo (Code bleeding
102 2022/5/2 | 001828-M 23 A
REC3-049 v up 4 not broken) Shortness of breath
#2 ) R-CHOP Hypercalcemia
(R-CHOP) N/A Acute kidney injury
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#1) Tafasitamab vs
Placebo/Lenalidomi
CMUH110- 2022-MOR| follow |de vs Placebo (Code| Intestinal infection due
103 2022/7/9 o o 1 A
REC3-049 002079-CO|( up?2 not broken) to Clostridium difficile
#2 ) R-CHOP
(R-CHOP) N/A
#1 ) Tafasitamab vs Sepsis
Placebo/Lenalidomi| Respiratory failure
CMUH110- 2022-MOR| follow ) ) 1-
104 2022/5/19 de vs Placebo Acute Kidney Injury A
REC3-049 001890-AU| up4 _ 34
#2 ) R-CHOP Dehydration
(R-CHOP) N/A Hyperglycaemia
#1 ) Tafasitamab vs |Small bowel infiltration
2022-MOR Placebo/Lenalidomi perforation
CMUH110- follow
105 2022/5/2 | 001828-M de vs Placebo Shortness of breath [2~3]| A
REC3-049 up S5 .
Y #2 ) R-CHOP Hypercalcemia
(R-CHOP) N/A Acute kidney injury
#1 ) Tafasitamab vs
Placebo/Lenalidomi
CMUH110- 2022-MOR - ) )
106 2022/8/26 Initial de vs Placebo Febrile Neutropenia 2 A
REC3-049 002237-CA
#2 ) R-CHOP
(R-CHOP) N/A
#1) Tafasitamab vs
Placebo/Lenalidomi Sepsis
CMUH110- 2022-MOR| follow
107 2022/5/18 de vs Placebo dyspnea 2-3[ A
REC3-049 001886-FR| up3
#2 ) R-CHOP Inguinal pain
(R-CHOP) N/A
#1) Tafasitamab vs
Placebo/Lenalidomi FEBRILE
CMUH110- 2022-MOR
108 2022/8/30 Initial de vs Placebo NEUTROPENIA 2 A
REC3-049 002250-DE
#2 ) R-CHOP
(R-CHOP) N/A
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CMUH110-
REC3-049

2022/8/26

2022-MOR
002237-CA

follow

up 1l

#1) Tafasitamab vs
Placebo/Lenalidomi
de vs Placebo
#2 ) R-CHOP
(R-CHOP) N/A

Febrile neutropenia due

to possible enteritis

110

CMUH110-
REC3-049

2022/8/26

2022-MOR
002237-CA

follow

up 2

#1 ) Tafasitamab vs
Placebo/Lenalidomi
de vs Placebo
#2 ) rituximab
(Rituximab) N/A
#3)
cyclophosphamide
(CYCLOPHOSPH
AMIDE) N/A
#4 ) doxorubicin
(DOXORUBICIN)
N/A
#5 ) vincristine
(VINCRISTINE)
N/A

#6 ) Prednisolone

Febrile neutropenia due
to enteritisand oral |2~ 3

thrush

(Prednisolone)
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CMUH110-
REC3-049

2022/8/30

2022-MOR
002250-DE

follow

up 1l

#1) Tafasitamab vs
Placebo/Lenalidomi
de vs Placebo
#2 ) rituximab
(Rituximab) N/A
#3)
cyclophosphamide
(CYCLOPHOSPH
AMIDE) N/A
#4 ) doxorubicin
(DOXORUBICIN)
N/A
#5) vincristine
(VINCRISTINE)
N/A
#6 ) Prednisolone

(Prednisolone)

Gram-Negative Sepsis

in Neutropenia

112

CMUH110-
REC3-102

2022/7/13

2208KORO0
04854

Initial

#3)
LEUCOVORIN
(7902 STUDY)

(Leucovorin)
Injection
#4)
5-FLUOROURACI
L (7902 STUDY)
(5-Fluorouracil)

Injection

Pneumonia

[Pneumonia]

1.23
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Febrile Neutropenia
[Febrile neutropenia]
anemia [Anaemia]
#3) CISPLATIN Oral mucositis G3
(7902 STUDY) [Stomatitis]
(Cisplatin) Injection |platelet count decreased
CMUH110- 2206ITAQO |Followup #4) [Platelet count
113 2022/5/13 2.3 A
REC3-102 2759 11 5-FLUOROURACI decreased]
L (7902 STUDY) Lung Infection
(5-Fluorouracil) [Pneumonia]
Injection Lung Infection
[Pneumonia]
lung infection
[Pneumonia]
#3)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
114 CMUH110- 2022/7/13 2208KORO0 |Followup Injection Pneumonia 123| a
REC3-102 04854 1 #4) [Pneumonia]
5-FLUOROURACI
L (7902 STUDY)
(5-Fluorouracil)
Injection
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#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#3)
LEUCOVORIN )
CMUH110- 2208KORO0 |Followup Pneumonia
115 2022/7/13 (7902 STUDY) ) 123 A
REC3-102 04854 2 . [Pneumonia]
(Leucovorin)
Injection
#4)
5-FLUOROURACI
L (7902 STUDY)
(5-Fluorouracil)
Injection
CMUH109- 2022A3125 . Blinded for ] o 1,2,
116 2022/8/29 Initial ) Acute Kidney injury A
REC3-160 35 Investigator 3
1,2,
3] 4!
- . . 5‘
1.Acute kidney injury .
CMUH109- 2022A3125(follow up Blinded for 2.POTENTIAL HY'S '
117 2022/8/29 _ ) Impor| A
REC3-160 35 1 Investigator LAW (Drug-induced
tant
liver injury) )
medic
al
event
ESOPHAGUS
CMUH109- 2022A1402[follow up Blinded for
118 2022/4/1 CANCER BLEEDING | 1,3 | A
REC3-160 22 2 Investigator
(Tumour haemorrhage)
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2,3,
1.Febrile neutropenia | 7:
) 2.White blood cell  |Impor
CMUH109- 2022A1797 [follow up Blinded for
119 2022/5/4 ) count decreased tant | A
REC3-160 62 5 Investigator ]
3.Lymphocyte count [medic
decreased al
event
2,3,
7:
Impor
CMUH109- 2022A0554 [follow up Blinded for ESOPHAGITIS
120 2021/12/28 ) » tant | A
REC3-160 28 3 Investigator (Oesophagitis) )
medic
al
event
1.Acute kidney injury
2.Febrile neutropenia
3.UPPER Gl
BLEEDING (Upper
CMUH109- 2022A2278|follow up Blinded for gastrointestinal 1,2,
121 2022/6/18 ) A
REC3-160 97 1 Investigator haemorrhage) 3
4.Pulmonary
haemorrhage
5.Pancytopenia
6.Septic shock
111 210" 20 p % 56 Fx 70 |
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122

CMUH109-
REC3-160

2022/7/20

09

2022A2660

follow up
1

Blinded for

Investigator

1.Platelet count
decreased
2.SURGICAL
WOUND DESCENT
FROM THE
JEJUNOSTOMY
(Postoperative wound
complication)
3.White blood cell
count decreased
4.Neutrophil count
decreased
5.Lymphocyte count

decreased

2,3

123

CMUH109-
REC3-160

2022/2/25

62

2022A0922

follow up
1

Blinded for

Investigator

BILATERAL
STENOSIS OF THE
LARYNX (Laryngeal

stenosis)

2,3

124

CMUH109-
REC3-160

2022/5/30

89

2022A2127

follow up
3

Blinded for

Investigator

1.Radiation
oesophagitis
2.Neutropenia
3.Lymphocyte count

decreased

2,3

125

CMUH109-
REC3-160

2022/2/28

2022A1112
21

follow up
4

Blinded for

Investigator

1.Neutrophil count

decreased

2,3

2.Pancytopenia
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126

CMUH109-
REC3-160

2021/10/10

2021A7702
85

follow up
3

Blinded for

Investigator

PERFORATION OF
UPPER
ESOPHAGEAL MASS
WITH EXTENSION
TO SOFT TISSUES
TOWARDS THE
RIGHT ANTERIOR
AND LEFT
POSTERIOR
CERVICAL REGION.
(Oesophageal

perforation)

2,3

127

CMUH109-
REC3-160

2022/7/20

2022A2660
09

follow up
2

Blinded for

Investigator

1.SURGICAL
WOUND DESCENT
FROM THE
JEJUNOSTOMY
(Postoperative wound
complication)
2.Lymphocyte count
decreased
3.Platelet count
decreased
4. White blood cell
count decreased
5.Neutrophil count
decreased

6.Pneumonia

2,3

128

CMUH109-
REC3-160

2022/5/4

2022A1797
62

follow up
6

Blinded for

Investigator

1.Febrile neutropenia
2.White blood cell
count decreased
3.Lymphocyte count

decreased

2,3,

Impor
tant
medic
al

event
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CMUH109-
REC3-160

2022/7/20

2022A2660
09

follow up
3

Blinded for

Investigator

1.ABDOMINAL
WOUND
DEHISCENCE FROM
THE JEJUNOSTOMY
(Abdominal wound
dehiscence)
2.Platelet count
decreased

3.Pneumonia

2,3

130

CMUH109-
REC3-160

2021/10/10

2021A7702
85

follow up
4

Blinded for

Investigator

PERFORATION OF
UPPER
ESOPHAGEAL MASS
WITH EXTENSION
TO SOFT TISSUES
TOWARDS THE
RIGHT ANTERIOR
AND LEFT
POSTERIOR
CERVICAL REGION.
(Oesophageal

perforation)

2,3

131

CMUH109-
REC3-160

2022/7/20

2022A2660
09

follow up
4

Blinded for

Investigator

1.ABDOMINAL
WOUND
DEHISCENCE FROM
THE JEJUNOSTOMY
(Abdominal wound
dehiscence)
2.Platelet count
decreased

3.Pneumonia

2,3

111 = 10" 20 p
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132

CMUH109-
REC3-160

2022/7/20

09

2022A2660

follow up

5

Blinded for

Investigator

1.ABDOMINAL
WOUND
DEHISCENCE FROM
THE JEJUNOSTOMY
(Abdominal wound
dehiscence)
2.Platelet count
decreased
3.Pneumonia
4 JEJUNOSTOMY
OBSTRUCTION
(Gastrointestinal stoma

complication)

2,3

133

CMUH109-
REC3-160

2022/4/23

97

2022A1635

follow up
4

Blinded for

Investigator

1.Hyponatraemia
2.ASPIRATION
PNEUMONIAWITH
RESPIRATORY
FAILURE (Pneumonia
aspiration)
3.Upper airway

obstruction

1,3

134

CMUH109-
REC3-160

2021/9/6

75

2021A7175

follow up
3

Blinded for

Investigator

1.LUNG INFECTION
(Pneumonia)
2.ESOPHAGOBRONC
HIAL FISTULA
(Oesophagobronchial
fistula)

3.Pneumonitis

1,2,

135

CMUH109-
REC3-160

2021/11/7

2021A8010
62

follow up
5

Blinded for

Investigator

1.Hyponatraemia

2.Hypokalaemia

136

CMUH109-
REC3-160

2022/5/30

2022A2127
89

follow up
4

Blinded for

Investigator

1.Radiation
oesophagitis
2.Neutropenia
3.Lymphocyte count

decreased

2,3
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) ESOPHAGUS
CMUH109- 2022A1402 [follow up Blinded for
2022/4/1 CANCER BLEEDING| 1.3 | A

REC3-160 22 3 Investigator
(Tumour haemorrhage)

1.ASPIRATION
PNEUMONIA
(Pneumonia aspiration)
2.Hyponatraemia

3.Upper airway

CMUH109- 2022A1635[follow up Blinded for

138 2022/4/23 obstruction 1,3

REC3-160 97 5 Investigator )
4.Acute respiratory

failure
5.Sepsis
6.Tracheo-oesophageal

fistula

1.ASPIRATION
PNEUMONIA
(Pneumonia aspiration)
2.Hyponatraemia

3.Upper airway

CMUH109- 2022A1635[follow up Blinded for

139 2022/4/23 obstruction 1,3

REC3-160 97 6 Investigator )
4.Acute respiratory

failure
5.Sepsis
6.Tracheo-oesophageal

fistula

1,2,
3, 7:
Impor

CMUH109- 2022A2820follow up Blinded for
140 2022/8/8 Febrile neutropenia | tant

REC3-160 46 1 Investigator )
medic
al

event
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141

CMUH109-
REC3-160

2022/7/20

2022A2660
09

follow up
6

Blinded for

Investigator

1.ABDOMINAL
WOUND
DEHISCENCE FROM
THE JEJUNOSTOMY
(Abdominal wound
dehiscence)
2.Platelet count
decreased
3.Pneumonia
4 JEJUNOSTOMY
OBSTRUCTION
(Gastrointestinal stoma

complication)

2,3

142

CMUH109-
REC3-160

2022/4/23

2022A1635
97

follow up
7

Blinded for

Investigator

1.ASPIRATION

PNEUMONIA
(Pneumonia aspiration)

2.Hyponatraemia

3.Upper airway
obstruction
4.Acute respiratory
failure
5.Sepsis

6.Tracheo-oesophageal

fistula

1,3
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- F-L-ERP-XFEERESC R
B X 2 PAR (R L
Ay |EA p Y Vo E R A S
g |6 2y | ul N
PERFORATION OF
UPPER
ESOPHAGEAL MASS
WITH EXTENSION
TO SOFT TISSUES
CMUH109- 2021A7702|follow up Blinded for TOWARDS THE
143 2021/10/10 2,3 A
REC3-160 85 5 Investigator RIGHT ANTERIOR
AND LEFT
POSTERIOR
CERVICAL REGION.
(Oesophageal
perforation)
WORSENING
CMUH109- 2022A2980 . Blinded for BLOOD BILIRUBIN | 1, 2,
144 2022/8/6 Initial _ A
REC3-160 70 Investigator INCREASED (Blood 3
bilirubin increased)
CMUH109- 2022A2956 [follow up Blinded for ]
145 2022/8/22 ) Neutropenia 2,3 A
REC3-160 00 2 Investigator
1,2,
ACUTE UPPER 7
) GASTROINTESTINA [Impor
CMUH109- 2021A6984 [follow up Blinded for
146 2021/8/24 LHEMORRHAGE | tant | A
REC3-160 12 4 Investigator ) . ]
(Upper gastrointestinal [medic
haemorrhage) al
event
111 210" 20 p % 63 o x 70 |
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- P-t-EREL-XFEERES(L RR)
B e B
A€ S| F 4 P Vo E R A RS
g |6 4 | w N
1.ASPIRATION
PNEUMONIA
(Pneumonia aspiration)
2.Hyponatraemia
) 3.Upper airway
CMUH109- 2022A1635|follow up Blinded for )
147 2022/4/23 _ obstruction 1,3 A
REC3-160 97 8 Investigator .
4.Acute respiratory
failure
5.Sepsis
6.Tracheo-oesophageal
fistula
WORSENING
CMUH109- 2022A2660 Blinded for BLOOD BILIRUBIN
148 2022/7/21 Initial ) 2,3 A
REC3-160 06 Investigator INCREASED (Blood
bilirubin increased)
1,2,
3, 7:
Impor
CMUH109- 2022A2820 [follow up Blinded for . )
149 2022/8/8 _ Febrile neutropenia | tant | A
REC3-160 46 2 Investigator )
medic
al
event
1.ESOPHAGOBRONC
HIAL FISTULA
] (Oesophagobronchial
CMUH109- 2021A7175(follow up Blinded for ] 1,2,
150 2021/9/6 _ fistula) A
REC3-160 75 4 Investigator 3
2.LUNG INFECTION
(Pneumonia)
3.Pneumonitis
ll
IMMUNE 7:1mp
CMUH109- 2022A1973|follow up Blinded for PNEUMONITIS |ortant
151 2022/5/4 ) ) 1 A
REC3-160 16 1 Investigator (Immune-mediated | Medi
lung disease) cal
Event
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1,2,
3,
) 7:Imp
CMUH109- 2022A2820|follow up Blinded for ) ]
152 2022/8/8 _ Febrile neutropenia [ortant| A
REC3-160 46 3 Investigator
Medi
cal
Event
CMUH109- 2022A2023follow up Blinded for o ]
153 2022/5/17 ) Myocardial infarction | 1,3 | A
REC3-160 69 2 Investigator
1.Acute kidney injury
2.Neutropenia
3.UPPER Gl
BLEEDING (Upper
CMUH109- 2022A2278|follow up Blinded for gastrointestinal 1,2,
154 2022/6/18 _ A
REC3-160 97 2 Investigator haemorrhage) 3
4.Pulmonary
haemorrhage
5.Pancytopenia
6.Septic shock
CMUH109- 2022A0922 [follow up Blinded for 1.0dynophagia
155 2022/2/28 ) - 2,31 A
REC3-160 51 3 Investigator 2.Malnutrition
1.Radiation
) oesophagitis
CMUH109- 2022A2127 |follow up Blinded for
156 2022/5/30 _ 2.Lymphocyte count | 2,3 | A
REC3-160 89 5 Investigator
decreased
3.Neutropenia
(] b2 -
ey FREGIFAFZ
4
B 5 * € St . FARPF
ERE=
[z 2444 ]
1. CMUH110-REC3-237 FLR | *RE%ES L4 Blinatumomab

*E pMAFL PR 12022810 1p 3

2022 & 06 * 30 p
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CMUH111-REC3-065

v AR

[z =% 2142 ]
*E% E AL - Bemarituzumab
DHIFLWHEF 2021 & 4% 29p % 2022 6% 30p

CMUH111-REC3-065

0 AR

[d#]
*NE R S 0 AMG 552_Protocol No. 20210098_Part 2
Dose Level Review Decision - Part 1 (Dose Level 1a) Data
Review 15JUL2022

CMUH110-REC3-017

\é}
W

[#]
g
1 ks i P> S ERL R ¢ (IDMC)
2022 # 2% 16 p 2k BWP R FHET > BRELE
B FHET PG g B2 T D5 o m AR
2022 &2 7 26 pAzA-iR ik (TR Y O
B R TR Y ) ©
2. ABBEHE A TS D2 KhehE P X 2 HFR
ZFH TG oRELE “F74 250 = 7 4 Signal validation
assessment & frFFx 2HA A2 (ATFTH HREFTH
34T
1) Subject: Signal validation assessment outcome for

‘neonatal death’  in RSV MAT-009 study and update on the
ongoing safety investigations (07 September 2022)
-RSVMAT-009 73 ¢ # fL 4z wrd chig B ige
2022 # 7 " 8 pmAATAEY (AT
28 % ) s GSK & % & B s I o
-GSK $30374 25 = Bu| L HL2 BB F 5
non-validated - H » 45 %% 2 T & 7 #%KE 28X FH
BB peniTd 2 AERF AR H e § 3 F
% memo -

-GSK ¢ fit igf{ieh “preterm birth & 2”7 2 8.% %=k

PoE- HER S A Y F AL QR A (FHR
L M-H 2022 &£ 11 F % 43 2P a4t HiE o
3. AFLATHRBRT AT A FHRAT L FOR
FIfko 122022 # 7% 8pilif e

CMUH109-REC3-068

5k VY 3L

[ 8= 2432 ]
*R% & AL Nivolumab
*E ML F L ELY 4p 1 111 E T 3P
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Final
nivolumab-dsur-executive-summary-04jul2021-to-03jul2022
*—?j’:'}iip‘%/ﬂpﬁ:lloﬁ7ﬂ4g illl-&?”SE}

6. CMUH106-REC3-031

it
|~
I

[ EFC14335 DIL_Dexa Galen])

*eA 11 *p g 110# 110 17 p

[BEws ]

¥k 163 *p#pi110& 07 2 06 P
(i <p]

*BEA 113 *p# 111 & 06 % 06 P

7. CMUH110-REC3-017

\;;\
MW

(##]
R
1 *Tehiskd eRBb- BB ERLE ¢ (IDMC)
2022 # 2% 16 p 2k WP R FHET > BRESE
B FHET PG Mg B2 T D5 AR
2022 &2 7 26 pALAETB AL TR (TR K T
ML IRE E T RR AT )
1) #i¥ 07Sep2022 IDMC # % ¢ # & (data cut-off
date:01Jul2022):
0 Based on the review of the provided data the IDMC
recommends: Continue the study according to the protocol and
related amendments
0 Comments: All study participants and infants should be
followed, and data collected per protocol for outcomes and
safety/adverse event monitoring. There are NO new safety

concerns

8. CMUH110-REC3-026

[#¢]

R

1 i Lp g% RS PF-06882961_2022 1B Annual
Review Memo_17-Aug-2022;

2. B%4p4 &K & { # C3421019 Version 3.0, 20Jan2022 -

9. CMUH105-REC3-121

v Wk

(8% 22374 ]
*Eo%k ¥4 LA NIVOLUMAB
*H rMAFL W 2021 £ 70 4p 3 2022& 7 3P
Nivolumab-DSUR (Executive
Summary)_(04-Jul-2021-t0-03-Jul-2022) Investigator Safety
Alert Report 30-AUG-2022 Etmf
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" F-t-ERFL-XFE RS KR
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*E rMIFL PR 12022 & 17 4p 3 2022& 7% 3P
20220901_6MLL_(04JAN2022 to 03JUL2022) Investigator
Safety Alert Report eTMF
(2= 2144 ]

10. | CMUH107-REC3-078 B E2e | R ES L GANTENERUMAB
*E rMIFAL MR 12022 F 2% 13 p 22022+ 8% 12 p
(2= 2142 ]

11. | CMUH110-REC3-065 24 | R ES L 0 GANTENERUMAB
*E rMIFAL MR 12022 F 2% 13 p 22022+ 8% 12 p
MG ER- D

12. | CMUH105-REC3-048 £ L K | ¥k & ! Investigator's Brochure Version 21
*p #p 12022 & 07 % 01 p"
[zp= 244 ]

13. | CMUH109-REC3-111 ELR | X% ES L Navitoclax
* pMHIFL MR 12022 12 15p 32022 7 14 p
[zp= 244 ]

14. | CMUH106-REC3-081 4L | K ES LA Ipatasertib
*E rMAFA WA 12022 &2 9p 1 2022F8" 8P
(2]
E
1 *iprhidskkirpibgpErlL i ¢ (IDMC)
2022 £ 27 16 p 2 A3k B P E AT 0 BFHRESE
BX A e 2 IR bhg A 2 RTA 5252 s A FEEK T
2022 #2 7 26 pAsAR R fok (iR g T

15, | CMUHII0-REC3.017 | sz | TO77<F ¥HERET):
2. FRZAVRFEHR TR FELBHFRLL R K 64
I fr o ¥ 2022270 8Pk
3. AEHiE{AT2 % 2 F 0 (Data lock point: 05
September 2022) & F ¥ B o WiE T 0 AT
1) Subject: Update on Clinical Data from RSV MAT-009 and
RSV MAT-012 Studies in Pregnant Women (23 September
2022)
[z#= 244 ]

16 | CMUHL09-REC3.115 . a. SSR_guselkumab_Blinded_13Jan2022-12Jul2022

*R % & LA Guselkumab
*E PMRLHPF A1 A0 13 p 2 111 #0727 12
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b.DSUR_guselkumab_Blinded_13Jul2021-12Jul2022
*E % # 4 LA ¢+ Guselkumab
*E rMIFLHEF L0E T 13 p T L1 EQ7 Y 12

17.

CMUH110-REC3-209

it
|~
I

(2= 2144 ]

*i#% % AL Nanatinostat

*E rMIFL W 12020 4% 28p % 2021+ 107 26 F
*g AR AHRE 2021 & 107 27 p 3 2022 & 47 26 P
[k ZRg% 2 ATHL

*i#5% % AL Nanatinostat

*g rHEIFL PR 12020 & 10 * 28 p 3 2021 & 10 * 27
2

18.

CMUH107-REC3-103

(% 244r 4]
*R % E LA - Osimertinib
*E pMIF2HREF 110# 117 13 p 3 110# 057 12 p

19.

CMUH107-REC3-161

[ DSMB i+ i ]
AlexIMp030-IC-Recommendation-20211008
AlexIMp030-1C-Recommendation-20220429

[zp= 244 ]

SSR
Blinded_R05541267_ATEZOLIZUMAB_18-MAY-2021-17-N
OV-2021

SSR
Blinded_R05541267_ATEZOLIZUMAB_18-NOV-2021-17-M
AY-2022

20.

CMUH109-REC3-078

‘\1&‘-
&
&

(Fk=+%4FLH 4]
& 1% Tk 3% 3F 2 207811 (TH HBV VV-031 HBS-001)
Report Body 01 (01-Sep-2022) 11 2 §gk %3R4 & < f &
207811 (TH HBV VV-031 HBS-001) Report Synopsis 01
(01-Sep-2022)

21,

CMUH108-REC3-150

5
facs
e

[z >2Pa2]
*:E g 4 £ 4L Upadacitinib(ABT-494)
*y pPAFLYF 11 EL1 1p 211 EG T 15

22,

CMUH109-REC3-013

T
|~
I

[k« o]
*5x & 1 M19-708 RE: Update on Azacitidine USPI and SmPC
on contraceptive use in females with reproductive potential for

Investigators with subjects enrolled in protocol M19-708
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(VIALE-M): Randomized, Double-blind, 2-Arm, Multicenter,
Phase 3 Study of Venetoclax and Oral Azacitidine Versus Oral
Azacitidine as Maintenance Therapy for Patients with Acute
Myeloid Leukemia in First Remission After Conventional
Chemotherapy, 14 September 2022

[##]

R

1 ATk s @b & T RE i ¢ (IDMC) » 2022 & 2
116 p 2k BOD D FRET  RREFLEEETFHET A
MfFL Gles R R4 G052 5 AR 2022 £2 0 26 P A=
AR bk (iR R T AR SRR )
2. AR EA L FPF 22445 GSK kB A F &
ALY A 2T - % RSVMAT-012 (24 %27) ¢ 14 &

23. | CMUH110-REC3-017

“;\
M

(1) INDSR Multiple Follow-up GSK3888550A-BIO RSV MAT 55
batched cases_Initial-Follow-up 04 Oct 2022

3. AEHEX 2L L o & RSVMAT-009 77 ¢ » %I
LHREp > FHREZEDE ZPHLGEFH S H LS
PRR)Z 125 & ¥ ag £ B o iz 45 5 0k > gk 7 T {97 4R35
RAE2RE - REFTH - FEI 0T

(1) Subject: RSV MAT-009: Preliminary Safety Risk Assessment and
Update on Ongoing Investigations Associated with Preterm Birth
Signal (05 October 2022)

4 AH2ZFRRFHRVELTERFFRLT ORI FOREL

P £ 2022 £ 70 8 p il e

COEIETE
E8 B PEEL )
F8 - TR ER(S)

R 4k (1930 4)
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