PRFFAERR PR G FRAMBRFELAE
2024 E5- AWMBPRFELAECALSSXF AR

PR 2024257 10p (&2#37 ) ¢ = 12:00-15:18

LELRHER FFHRSMOE gRE

€& - http://meet.google.com/hyu-dnzc-xbh

AR EEFILELR

I 154 5 F R 124 e A EIB8A T HI6A A6

%&:)g;:GA :,ﬁh%&:}%:ﬁ& ;ﬁ\gﬁpx t 7 A ;?Lv}}‘iiﬁf_p\ 54

FA(ER)ER AT R R R T & 2 e AT

TE AP R BRI~ R 2~ F T AR

PRBTHEBEALLA/IBZ R EE W LT

FELAE MY hay  BAE

@t g o

P 24 B ¢ T-42472 ~ KMUHIRB-F(1)-20220041 ~ KMUHIRB-F(1)-20220076

% 241 B KMUHIRB-F(1)-20230116 ~ KMUHIRB-F(11)-20190150 -
KMUHIRB-F(11)-20210145 ~ KMUHIRB-F(1)-20180051 -
KMUHIRB-F(1)-20210207

FIR AR L EREFR

RERT WP S s MG GRAEL Em) M B 2

fREE I YL i



http://meet.google.com/hyu-dnzc-xbh

(1)

ﬁ&rg_g‘zé%;“i%_l_‘%fr/\ \T.,.,Pf-|;}'§&\ H?-|;}E":A _i‘:&o

(2)1—»"‘11:}3& Jﬁol%\\l— iﬁi&;ﬂéiﬁiiF\Lﬁﬁi%’ﬁﬁﬁgﬁo
() A M H LA F Pl b % o

(4)1:":)4_‘” g\:'uﬂﬁ'f 7:1‘},55551‘.&@_%0

2. smsrm E A A G TN R dRE L

(1)
(2)
(3)

Ed %ﬁ'—’»@ %
AASFRBEZRINPN ZBBHTERRLA A BT -
Hupiradhm e BFrEL 384 -

304732 I F PR

(1)

(2)

(3)

(4)

(5)

NBEANDFe Bt ANEFTANEFEI - BIHRF o pERRETT L
HETRE AR (W R R R AR ) AR e B
LERYEZEH > EFEST AL -

J,\,,;—,_*\mﬁmg,a AN EFLAES LB R ’ﬁ"ﬁiﬁ?ﬁ‘fﬂf?%
FELFAFRNE R P R ERER)ET A 5% K o
Aéuhﬁﬁaﬁ%wxﬁééééﬂ@&ﬁxfﬂéwiéﬁmﬁ%ﬁiﬂﬁ
BASNHITHEAL TR Z RIS F RS L -

MNP AEL G R AN E SRR L R TR R

RGPSV EEE S -

=

\

A\

A

X o

Jekf

AANDFBE RS EF SRR VR F LIRS



NN T

12024 & 5 1A “ WG ELA 6 Ay 4F 8 €RPGTHY
$ie%
REgd | BiEk REB
| BR 1S B i~ g ¥R cH
IR
Ak 9 0 9 0 0 0
C-IRB(#))
P 3 3 0 0 0 0
o %
#AE & 63 63 0 0 0 0
%
RLE 24 24 0 0 0 0
EEy
#Fan Pk 15 15 0 0 0 0
%
% ﬁ%%#iﬁ
- 3 %-2 10%(CIRBL%%0% - 4% 10 %)
IRB/REC
5 H B o S A %3
BFIPY 1 40753 aﬁ“ﬁ’:ﬁf%ﬁ R v¢ i Flutisone 2 F 4- & 2L X # Fluticasone
f‘%?fj'ﬂ tR R ey’ z\é,'ﬁm ﬁP}% ;c‘fr-zz Eged
- A% 2 42673 PRFERPIET ¥ A RKRBIE \ﬂdﬂz;&
T 3 ar77s | OB E SRR FOCRETE 2T T R g 2
poEag
- % 4 42815 LLEPBLE D HHRELHLELREMLT Y Lk
Y e | app3q | FH P HRERER ,w%—? (R PN E S =3 T
f;_;fé GI: B2 I
- A% 6 41374 Li‘iiﬁif—f’ﬁs_ s I E ﬁ}?—‘]—} LB @ ‘E?}Tﬁ__iii}ﬁaﬁk‘ﬁ
& )J_é: ’;’— ’I'S 3 7’ j“ P/l&f’ 4 5 , ./L,}A
Cs | 7 | 4303 | FORES AT % B S LA S
);:]Tﬂ"7 A 1 ﬁ*/i‘_’ %
- % 42472 Med piEcHh REFETF iﬁ:]]%]'-—'\)?%_ﬁ_ﬂ%:}%fg& Ry
- B 42994 | HERBp- ST R FEFFET F2 S E A FHRPIS P EH
_ma 10 43952 ‘4}Fﬁ/\~;ﬁi?gj?;étﬁz‘fé:;?;@‘ﬁ#%fiﬁi}?ﬁﬁﬁp@‘&i;uz-;::i;-g (45
AE G FED RPEES k2 1L )




PFLALURY PEAFR CHBRFAELRE
B 7 1
IRB/REC | 40753 ¥FREEY | -RFLAEIESE
* 7
g 7 % R|RApE

3B B s#sk vt 4% Flutisone 2 § {vid sL L A Fluticasone # § ¢ £ & £ =

VR A KR E R B acfex 21
" " 1.3 &+ {33 8 (R lz:g;%} RALBez) o
2 AERGARRE 0 ARAZEF - FREFEHRIBIFEFARL o
p‘gg 53» ﬂ—frm,\,gfm *"g;‘é%%ﬁiﬁg
A 8 2
IRB/REC % % | 42673 EFREFY |- RFhEE
E B X B | MBEZAE(1IEFTEEY &
OE P R PR RRRIAT YA RRREY 2 Hdpc B
o % 13 e B(RRFAL LB
2 AFZRGAE AR AZTFOB ! EAYHIERIFF R AFL
PAFLA UK FEAFR CMRRFALAS
A 8 3
IRB/REC % %. | 41775 ¥ husgy|-g2hirii
£ F * R|p g
o F R CREESSE RN 2RI P TRERE 2 v G RO
- % 1 r (R RFAIL LB D)
2. AER %GR ARIAZF - FRFYRHIIIFEFTEFL -

$ﬁ?§4§%xﬂﬁﬁﬁf% ARFERFLLE €

B 2, 4
IRB/REC % %, | 42815 ¥R e |-t hdEx EE- &
g 7 Ok R %K

%6 PBL # 3D HAFhH A2 FEREMHT Y 40k

13 r sl B(RRFAR LB ) -
DirAERGAR  AHARE - FRFEHRIHIEER AHL o

$2¥§*§%Kﬂ#%‘?& AMBRHTLELE €

5 5




IRB/REC % %%

42134 AUy |- k253

N ENIY,

T SR AFERREEIRSBLGAENLRFZ: FEF - pEH S B
' i LF
N e |LEBEREBEEFARLB)
A Pl ik p Gieh AR AR F - E i EE AR AR -
FALFEAEGRY e AFR AWMRHFAILAE
B 8, 6
IRB/REC % %, | 41374 BFREFEY |- hIEX
E F % B | Rpe
P E O+ M ﬁfiéﬁfm Fi ﬁﬁﬁiaﬁ?ﬁ%%iiﬁ%%ﬁ
R %_i, 1 ﬁ‘é‘_@(/ElK%ﬁ& l )O
a 2%#%&%&&*%@*% ERFUHBTERBFR AR
$?¥§ gk ﬂ#mu¥% AT ALER €
B 8, 7
IRB/REC % %, | 43032 ¥FREF|-nBhaER
Bk R|REfLE
T o BERE TP E I WIS Y RSB R A R IR X LAY
“ A F LT
4 e | LEF B P e
8 Ploiasn wmn  buhss - FerinE R EAGaD -
BREFE AR R AF R AMRERFTALA ¢
B B 8
IRB/REC % %, | 42472 ¥EF RO |- RBhAVES
B % % R
R b R AP EEHEFETFELARC SIS RE AR
g ﬁ 1lj‘|_|§,1335</g'l;%§&ﬂ_,ljFI)
A DiEhER LR AR ARE - ERFUBTAIEER A2
$i¥§ g% ﬂ#££¥% ARRRT LR €
B 7 9
IRB/REC % %, | 42994 HFREEY |- wBhaER
£ F xR AP

%;ﬁ’ﬁl&- X ;Fﬁ' %::g)f"‘f b3y 2% i%ﬂ*ﬁiwﬁa 5O




1.2 &
2R ANERGARAE > AR ARE - ERFUBRIIRFFEEFL

BB REARL LB o

FRFELEGRY R AFR ANMBRTELE 6

# B 10
IRB/REC ?ﬁﬁfu 43252 1$%$_ ﬁF—‘d —J&%ﬁ%‘ié‘,—%-%iﬁ
B ¥ % R|lpx
T SR :kf”f%*ﬁﬁﬁﬁﬁﬁﬁ%%%ﬁﬂﬁAiﬁﬁ:i%ygiﬁ
L;q.ﬂ KEJ:,)%—G -’7%_7;”‘#{
" % Ligr s B(ERFAI LBL)o
;‘ P 2 2 p , »
2. AR GALRE > AR AR E - FRGFURTHIB YT AR
I % EE-E20%
R A
- ~itwmE-x 1%k
BB 1
IRB ¥ %. 42416 ‘3:%3;'4@—;1,1
P A PEFE AP T A% 20 ¥ A ET 2
5% KR fx

=

1.

AT AEAG IR ELF AR ot
B ' e IRB AR REFAY g EEF LAY AR AW
p 2 ALR TR e %g@pwﬁ@&ﬂ%*

WIEF TR G ARG PR

Ll A EE A RS (dg EE ) R
)P o

oy A R-E3 % BEX GCP RT3 | pF o
@&@ﬁ%%%%@ﬁ%ﬂﬁﬁﬁﬁﬂﬁﬁﬁﬁ’iﬁﬁﬁﬁﬁﬁﬁﬁ
frd o o AR A M ARS 2 305

Bk k2 AR IRBPUa TR Y B H kg 2 B L TR g L A
A e AT d e el S e
ERIAR(E FRY AR A T FRLRE S R
FgL e g 36w R IRB -

3BT > ¥ HEXGCPRYTFRG6

ek R R RFE Y O Tk § P2 AT
SEFFLAFRERAT AR LUBGLEEF AR A

tx 3

FE)R S GCP v "R 3 LS > Ao o

1. iRk o 2

C SR K AR TR S i L2

17 %
5%

ﬁ‘ . E'f
% IRB ¥ % PHLH &~ gk 1753 'i
1 |KMUHIRB-F | - 5 & & :£5 - & 2024/3/8 -3k L R




(1)-20220162

““ e ot
S5 -

i AN B A LR
FI% * 2cCcPA z2. % >
lkﬂ‘_‘_l’u }%7‘25

1l Bk &g &
R R
2@%@%&%?%?
Ei i g2 % K
2024/5/10 -3k
lzRmBGATELS
q*wrr'/;aﬁ]“{;/r\'

(”@%%%?

“%*ﬂ@%
%ﬁlﬁb\zf i
7 R AT

\-m
mh,% ’;,t* Wa R

2
& B

Pzl

- E=H 5

s HEHS S B S
EER o AR
%Vim%‘wﬁ:} EN
BT T R ABER
R el I N

202414112 3-3&:

L #kidism i
W EERE R - A
Piﬂ*%%ﬂw
= @5*%&
o R

v \‘fr—‘ni

B‘r

-
3
" -

KMUHIRB-F | # * 2 % 5]+ x4 2 R
(1)-20210005 | (HER2) B {2 a3 {2 % T
FREEE R
TRASTUZUMAB
DERUXTECAN
(T-DXd)
TRASTUZUMAB
EMTANSINE
(T-DM1) 2 5%
NNC0194-0499 ¢ 202414112 -3k
Semaglutlde Fl®E |l FIRTTEAX
KMUHIRB-F f,? ;,”,.ﬁf ';i Eﬂi N WP? k”jgjﬂf‘;*ﬁ e grnew |
(1020220131 | ~X R AT ﬁ"“#; L 1 TF
ZFrPFAY L -R | FERBETLTEY
B E X FAERE | RINZERFE
By
- 5% 3~ g A | 2024/4/12 A3k
fo~ BR & W | L ot E A #F A
AP -=xvIJR 2024/2/7~2024/3/8 1z %
KMUHIRB-F | LY3502970 4 | 2 4p b = 2 (5 & &/ ¢ drew | .
(1)-20230089 | @r# piv it Xig € ¥ | ¢h) 83 IRB£E | & TF
LM K o
S RS s
% > £ (ATTAIN-1)
- 35 % 1b/3 BTk | 2024/4/12 i3k e
() 2uro00rg | 5% B Lpdg e mpeal T gy

Bemarituzumab 4 i+

WO R A e AR




K % Nivolumab #p | 2 = 43
A H i * i
Nivolumab » # ** & &
iR b R
SEIRRE
FGFR2b & & %
(FORTITUDE-102)

2 W AR%xE > £ 12% (151)
IRB % %L KMUHIRB -F(1)-20180051 3 %% M14-728
¥ Kk R e
4 LH \T/—Féﬁﬁi’f"‘l ‘iﬁié Bk = TS ol T IR T R R A ¢ R
enetoclax % »xend 2 #p B AV 2%k

PENER=X F e N

113/3/25 Ry 7 i;:m [ Tz % 24-03-088 5] » i 3F 7 ﬁjﬁf\i & [k L
[ (Deviation)] 1 # o

AERAUFF AR 2(ZHmEAER)R 52
$he% FriEre )7

22t 4 07

LR S L] & (Areasp? )2 1%)

W=

Fe ¥ 5N Xﬂ—&%%f B %

B &Rk e 7 2 s g B R

[zt e o EEJFI%?EE@%E €% 4 o

[J#rimrdeis

[ J3F b el -
IRB % KMUHIRB-F(1)-20190138 4 %% | B7981032

£y Rk gl

S -y 3P FRS IR > 7 PF-06651600 ¥R G Rl Az =
PREH | ppoaseyaaapagok

PN ERINCE S S-S = A

113/3/28 Fr 78 k30 [ % 2420022 %30 ) o i 4R 7 x%n;i % [#2 & 4. (Violation) ]
AL ESNNE

AEAGUFEFERIT E(F HLER)E 132




PhEE

SO A SEER
EF A HFEFEE
AFsmEde:

K
S
2o )E R

’

(

fJﬂ

WO
W e fe

el 2t
[ [ A ST A R
[(Myieszdier 2ol 50 E366%4 -
HENS S

[ #h ek

IRB Y%L

KMUHIRB-F(1)-20230026 Bk & 3 202009

w6

PR G R B AT R B A~ HBeAg A & % P (BR)aE i e 2
Xm0 @ v Bepirovirsen a2 Frox 2 & 2N ® 3~ S0 v uEs
5 3% (B-Well 1)

E ==

PEN AN ANIE RN T g
113/4/15 o % s[ TRF* 3 % 240401 5] 20 3% 7 & 5 F i [3#% i £ (Deviation)]
N NE

AERAUFF AR 2(ZHmLA[ER)R 32

FhES

RV TS EEEREN |

Lrsugre: 0L M

FApade s [ (&LFeuaw?[JL:2);
H-:

ek R

| [GEAEERCR ST SN

(Jerieiz g 20ed 38 E38 632

[J# a3 dieis

[J3F b e -

IRB %%.

KMUHIRB-F(1)-20220002 I T 111-surfactant

o A2

g g *%w%mﬁ%%ﬁﬁig@7%4mwaggﬁ

=

X%FA#ﬁég"’l{r
113/4/8 Fi e % 30 [NAY > 4 3 G 2 [3#% i £ (Deviation)] % 1 # -

Ak R HAEC (3 B ALER)E 3 ¢




FHEE TEEY SRR REE |

225t 4 07

AFepede: A (L3 17);

m:

Fek Rt

[k & i#sk s e 7 2 8 6 5OE )

(M dier i d 50834 46%4

HEEE S SCAs

WiF el L 2 34«"5@ PHFEPF > ThiF SAE B IFL FF 2

o Flm 2P SAE ¥ 2 .}!;3/\@91_%*1
2F PR 5 kPR SAE R BRI FHE M= 2 pES b2 F i
MFFPFR RS TP o= 2 p &4 p7000”2 SAER#2 515p -
IRB %% KMUHIRB-F(1)-20200108 4 %% | C3391003
Y kR | RGP

oA \—&I_ﬁ 3 ﬂﬂ 2 f:&ﬁ%iﬁa N ﬁs R P85k 2= PF-06939926 *

iR R SR X g hd 2 ook

MAhfee Bhfck P fFFER

113/4/18 Ry 7 m [ &3 % 917021801-026 5] - L 4% % F T i [RAHRER
i (Violation)] = 1 # -

ARRFUFAARF E(FRAER)E 61
2ALES LY S EACRNE S [

iy O W

LEeopxF e [ (L3 aw?[ L [3);

=

F 3Nl

[k & sk s it 7 3 e B

[Jizasr g EFleed 3 UB38€%4 -

v S

Wif 't 0 TR R%RE A RRER T EE PR PR
IRB %% KMUHIRB-F(1)-20180133 34 %% | B7451015

7 Xk B

= 12

~IEE 3 H o~ 5¢ s Edpur i ks o> 75 Abrocitinib AR K W RE R R E
e 12 P RIERE AR UL
& o e 2

E s

AP pdfes o BRE
113/4110 Rufs k3 [€ B =+ av 113041002 3] » 4% 3 &4 ¢ [seobid 2
(Violation)) % 1/2 # -

AERUFFARF (L ER)E 3




2L 8% fripkede Ll
Lrigdte: L HF
AFepede: A (L3 17);
H:
Fek Rt
[ &35 4 7 3 80 38 T )
(M dier i d 50834 46%4
&2 st Fieia
Wit © 7 CHAPAREESERERFRALIFN B R2ZNE o FB D o
IRB % %L KMUHIRB-F(1)-20180133 3 %% B7451015
E¥ Kk R e
-3 % 3~ ¢ s R RE% o 7y Abrocitinib BRE R A AL R IRE
kA g 12 AP EIERB EMAE UL R
X g rfr® |2
WAL Sdjed o By
113/4/10 f‘;fr“;i ko [€ B F ai 113041902 #.) > 3k % E’}Z‘Li EN G
L= (Violation)] £ 2/2 i -
ARFPAFAERIE H(FRAER)S 4P
LB Lrikede: L 7
rieggee )L W
Lreptde s [ (L a?[JL02);
Wz
Rl s
W R sk age 7 0 s g g R
[JEs e Ered 30 B%4€6€F4 -
EEFE O $a
[ 27 “F ek -
IRB %% KMUHIRB-F(1)-20230137 G £ D798AC00001
E '? Rk R
TR N B R E B 17 Bl SRR PR
ok B #4225 % 5% % (MNSCLC) &% -+ 4% Volrustomig (MEDI5752) & i i
K Ap >t Pembrolizumab & & - g f’r L% — s e o (eVOLVE —Lung02)
MR flek
113/4/15 Ry 78 7; 3 [(VR)AZ 25 % 2024023 5] - il 35 7 ﬁﬁ\i 2 [#R%ER
e (Violation)) = 1/2 & -

ARRAPAFI AR B(F HAIER)L 8




3a8% |Lismete: [] L Me
2riEgre: LB
L ipt ¥ L (LzeafJL:2);
m:

el 2t
W5 3 osh i 7 5 g B R

ELEE S SO IR o SRS A A
HES T

[Je7 ot ek

IRB ¥ %L KMUHIRB-F(1)-20230137 7 h S D798AC00001

3}:‘_? % B }&'ﬁ

T H NI~ e~ TE s Am -~ 59 o s Bl s 2hRn o AR
Tk 4 #1428 ] v 3o (MNSCLC) & - v* #& Volrustomig (MEDIS752) & i it
AP > Pembrolizumab & & 1o 17 5 % — SR ok 22 (eVOLVE —Lung02)

WA dF ek
L13/4/15 o5 % 50 [(VR)AZ %% 5 2024023 5] » 4 7 ik = [isieid &
== (Violation)] % 2/2 i -

AEAGAWA A RIT H(F BAER)E 9B

2HE% fzipese: L W

friEgre: 0L 0z

23 amcde L (a0 3);

=

C5 I

| LG AT A X R R

[Jieasr g EFleed 3 UBF8€%4 -

Duﬁﬁ&é@ﬁ

|:| Rl
IRB %% KMUHIRB-F(1)-20220018 + 4 %% | HZNP-HZN-825-303
4L - AR 2P LR EAMER-EAFRE S P %K= HZN-825
¥ 54

iton deit EANES S ot SR Y S G e

Akl BRfck RPERSRR
113/4/23 fi i % & (% 5% % 10605201-022 51] - €48 7 L F & [k
== (Violation)] % 1 i -

AR EAGE (G BAER)E 6 1




FEES fripkede Ll
fzieg3e: L W3
AFepede: A (L3 17);
=
FeE 5t
W 2 iisk e 7 3 e g e P
[(Myder Eoled P 50838634
EEFE T £y
IR
9 | IRB %% KMUHIRB-F(1)-20220018 3+ 4 %% | HZNP-HZN-825-303
g% Xk R
s oagp |V DBEEAf R X BRMHELHME P R =R HZIN-825
A e L SERGE JC ALt e N e L E e
MAfe Sdjek > wPFEyes
113/4/23 Ry k& [# g3 % 10605201-023 5.] - i 4F 7 ﬁﬂg [ REkiE R
&3 (Violation)] = 1 i o
AEAGUFFERIT E(F HLER)E T #
3LEE 2z2:kete: [ 4 07
2285t 4L 07
Fipsde L (L3 eaw?[JL:7);
H-:
I Rl A
[k & i35 8 E 7 5 88 5T R
[t diei > 2FcdP 50 BFL6%4 -
ez dies
Wi /i‘@;‘i : P A o R A ATE G R AR
1 | IRB %% KMUHIRB-F(1)-20210207 4 %% | VT3996-202
0 ETEY IR
N - JE 4§ e & Epstein-Barr i Bt (EBV+) R A/ELSAIMT BHRL K - ¥
PR Nanatinostat # * Valganciclovir @ &7 ~ % 2 1 2% (NAVAL-1)
AT
113/4125 R % [ @?s F % 1130425001 5] - 4F 3 HieE i [Emim L
= (Deviation)] + 1 &

ARRAPAFIARI (7 RAIER)L 3




2LES 22:kege: 4 07
Eriegde L W
LEeopEF e [ (L7 aw?[ 8L [7);
l E
Bl B i oREAEL fuw
W 2 iEs% %é—éé‘xaﬁv A B R
[Norizsz g 2ol 30634 €% 4 -
HENE Ve £y
(a7t Ak
1 [IRB %% KMUHIRB-F(1)-20240018 *4$ %% |BTP-001
1 ERRR | RMF
QPR R R RS e R R BRI i 2 2 2 TR R
PENER-X ST
113/4/26 e % [ B 3 % 113009 5] » sL 4% 7 183 ©# [3#5% i £ (Deviation)]
# i £ 12
ARAPUFA AT E(FRALER)E 1
3LE% frikere: 020z
Lrigdse: L 7
Fipsde L (Lzeaw?[JL:7);
H-:
Fe 5
[k R 25 e 7 1 8 8 BeE ol
[ e 2oL 308546548 ¢
ezt de
Wity Fec i W AR AEH F (UP)
1 | IRB %% KMUHIRB-F(1)-20240018 *+$ %% | BTP-001
1 EY kR | RGP
PR R AP KR R R PR ek B % 22 R ]
RN X i A
113/4/26 e % 3 [ B 5 % 113009 5L] - i 4F 7 B & & [3#5% ik £ (Deviation)]
%3 £ 221

AU AT (G RLAER)E 28




PhEE

LE S RET e
LFLFgT
LR

’

3
+
T E? A LF)

’

(

|
W
fJﬂ

Jak 5t

[ 2 k5 84 7 5 80 6 B R

[zt der Eailz d0E34€%4

HER T

Wil ©_ B D LRRER L RE AT LA e LAl FT T

IRB Y%L

KMUHIRB-F(1)-20200091 4 %% WV41073

RV ILN

= 12

,ﬁivm\%ﬁgwxi@ﬁ\%ﬁﬁiéﬁﬁ’?%%Eﬁ*%%%”*&
# B A ¥ Kr}i rf?}%‘f P > e

E ==

R et g Sy
113/4/15 s % 5[5 % % 2408003 5.1 - L 47 7 & i # [3#5% & 4 (Violation)]
£ 18

ARAGUEFEREE(FHAER)E 15 #

FhE%

FEEY TS T EREEE E

rrieEgte: [ Bz

Lrimate: [ (L7 a0 0%)
H:

Ak R

Wl L3 s i 7 0 e S B

L SO RIS T £ RUE A 33

HENE T

[ ek

1

E

KMUHIRB-F(I1)-20220192 |i% % % # 8 %] | &

{
- 58 3 B Magrolimab & & J iz * >t &2+ % i gjglzrﬁuﬂp HN A 1A
Bk F s 2 g

]

R

4 i

%);u

I R B %

5

KMUHIRB-F(1)-20230116 EF R EgEY

A
pL
b




~IEH 3 # - Bl EE A feiEsk 0 v B$-CD20 X #-CD3 R L
#4 ODRONEXTAMAB (REGN1979) & # it #p #i> RITUXIMAB £

Ll S - 2 R U
MR AGERS IR L IRELMRT B EE Y F B L 2
(OLYMPIA-2)

g ¥ * B|RPF

e B |0

B L 3

| R B % % | KMUHIRB-F(1)-20200186 |i%¥ % % # g %] | %{ %
- %% 3P gL B - X EAEERE% 0 5 Brensocatib 2%

P oF P | RBRRCAFERERERRYF AGE - S B 52 Bk 2 fows
at it - ASPEN 2%

B 7 Ok R|RP

- | LB

B 8 4

| R B % % | KMUHIRB-F(11)-20210221 |# 3 % 2 %% | % %

st oo -3 % W‘)“ﬁi%ﬁﬁﬁ%‘%ﬁ S AR 2 DA iR s SRP-9001
o R B o & R p X Ef hE 2 dfenand 3 W% (EMBARK)

E B Ok B|MP

e k| B

B 5 5

| R B % % | KMUHIRB-F(1)-20230080 | % % # g% | %{ %

RO OH| N FELSRTREEL R RS R RIS E

By Ok R|RpyE

e k| i

B 5 6

| R B % % | KMUHIRB-F(1)-20230198 |i# % % # g% | %{ %

3ot % -3 v‘ » SRR A X FARCE R T EA R 24 FMAKEL
HRIEF RS 0 3 XXB750 * 0w iR B R F ook~ & 2 femt £ 1

g B * R|RPF

e | i

B 8 7




| R B % % | KMUHIRB-F(1)-20200145 | 3 & 5] | %4 %
B MG ERIAR T DB~ 5P SRR A s B X AR E R
3+ % ¢ = S FREFR 2 BAFL{eD ) EL’\ﬁﬁ"* mK"t’Jﬁ’ » 3705 JNJ-73763989 +
P (L) it v~ X 2B S b4 F
B ROk R|RF
- |
B 5 8
| R B % % | KMUHIRB-F(I)-20230164 | % % 2 g4 | %1 %
- HE - Bl ¢ % = AZD0901 it i H - Fi2 e * o
P+ F ¢ - T % i % 3 4 . Claudin 18.2 i%ﬁﬂ?%ﬁ’?ﬁ«%‘%éﬁjﬁ g s @R
e~ Bfbd B2 LR R
- |

P

[

CBERERRAEERZ A

S AR RO Rk -£ 0%

R ERE 2L A O§(CTMC)-Teakd&k i afiti-+ 0 2

ST R ANER T I

1-~SAE-% 7 %

B8 1

IRB %%L KMUHIRB-F(1)-20230149

PR BiE PR L ETHRRI T % 8P ¢+ ceftazidime-avibactam J5 o 0 BT HRE L WS
%o b F1SOR AR AR WY A SRR R R A
LR R AR BT LR 2 #5E % (RAPID)

%:fs*‘ﬁ &&%fu—‘ﬁ RAPID-05-00002 | ¥ 2 ¢ i3 |7

ki HESE )%
IRB 33 p # 499 émﬁm AT TR
4/3/2024 3/28/2024 initial ¥ = > 5= J %] Shock, favor
sepsis or hypovolemic shock

FAFE BT =% % RAPID- 05 00002 »+ 2024 # 2 * 8 p Flx P B &~ oo (8 K7
rEex BARRE M 22024 2 30 2L p A A EWARIFERE
(Standard of Care) » o *typfi B it » » 2024 & 3 7 28 p 7~ » kR T
3% IRB -

A AL 4/19/2024
=% %% RAPID-05-00002 *+#* 7 ﬂP BFFpza g mdfF A& 2 AFEHA
NAEE ST AR H R RRITE 0 R E R A InR o LA
SAE i &85 4 ifEFﬁ?\?h?EﬁPi E

i & i if




ﬁ' %);u 2
IRB %% KMUHIRB-F(1)-20220135
RS - 5P~ H e a2 2R% > 3= GSK3511294 (Depemokimab)

*ob ks 206713 & 213744 ¥ B F vhAAL £ R A BE R S
Afed b ESBE LT 2

i;ﬁdﬁ%ﬁ{—g 000791 272wk |IBE
Vil (& i 37 55l ¢
a ., Initial/ "

IRB &3 p #F F2p 3 follow Up LI R S

4/10/2024 4/9/2024 follow upl £ o A A pE R

*AF R E 4/9 1

28 5/3/2024
AR G X R 000791 Flf b~ P2 (S M BE 2 0 FRLFE 2 LR A
PRz FlAER SHELIPM 2N T H AR TL P
¢ Mfve NZER »EH A o

i * il i

B % 3

IRB %% KMUHIRB-F(I)-20230026

R FHET REBAPF RS B Rk - HBeAg 1122 @ * 1 3 (FL) 4 v s i
Jp 2 XK G € Bepirovirsen oy 2 ot X 2% 38 - P s s
S B R (B-Well 1)

£33 F %BF | 002863 FERFEA E

Vil (& i 37 55 ¢
. - Initial/ 24

IRB&JEP ¥ F2 0¥ follow up LR R

4/3/2024 3/29/2024 follow up2 F3om A ARk

7 RERE The patient received chest X-ray on 04Jan2024 due to falling down. A right lung

lesion was noted with the diagnosis of suspect malignancy. After the computed
tomography exam on08Jan2024, patient was admitted to the ward on 26Feb2024
and will received surgery for the lung lesion on 27Feb2024.

After admission on 26Feb2024, the patient received operation of the lung

( VATs RS3 segmentectomy and lymph node dissection (LND)) on 27Feb2024.
Lung cancer at right upper lobe was

diagnosed and he was discharged on 06Mar 2024. The pathology report on
05Mar2024 showed T2aNOMO, combined small cell carcinoma(mixed small cell
carcinoma(90%) and

adenocarcinoma(10%)), without lymph nodal metastasis. Per subject's statement
on 22Mar2024, chemotherapy was advised by surgeon for lung cancer and will
discussion at next visit on 29 Mar2024.0n 29Mar2024 visit,chemotherapy was
arranged on11Apr2024.

The subject does not have relevant medical history and concomitant
medications. The subject has used tobacco for 33 years. The average number of
tobacco units consumed per day is 2 packs during 1991-2021 then 1 pack per
day since 2021.
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EIL A % At This time, according to the patient's family, he had suffered from general
malaise for a week. Associated symptoms included poor appetite, consciousness
drowsy, increased sputum amount, abdominal fullness sensation, diarrhe and
body weight loss. He denied chest pain, SOB (shortness of breath), tarry stool,
coffee ground, peripheral edema and new neurological focal sign. Due to above
problem, he was sent to our emergency room for help.

After she was admitted in our emergency room, her vital sign was blood

pressure 112 / 56 mmHg, heart rate 53 beats/min, respiratory rate : 16
breaths/min Body temperature : 36.6 celsius degree. Oxygen saturation : 95
percentage. Physical examination revealed bilaterl coarse breathing sound.
Laboatory data revealed leukocytosis, elevated CRP (C-reactive protein) level
and hypercalcemia. The CXR (chest X-ray) showed bilateral infiltration and
opacity over bilateral lower lobe. Under the impression of cachexia, community
acquired pneumonia, lung tumor, suspected metastasis, hypercalcemia, empiric
antibiotics with amoclav and Calcitonin were given and he was admitted to our
ward on 04/06.
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AFE R The subject had a traffic accident with head injury and admission for

management. During admission, the consciousness was clear with E4V5M6
without change of muscle power. Medications for pain control and symptoms
were prescribed. Plastic surgeon and ophthalmologist were consulted for further
evaluation of facial bone fracture and eyelid wounds. The plastic surgeon
suggested ORIF (open reduction with internal fixation) for facial bone fracture.
Due to recent cerebrovascular accident and high risk of cerebrovascular accident
again, operation was not advised now. Doctor Liu has well explained the
condition to subject and family. Under the SAE with SDH downgraded to




gradel and stable status, the subject was discharged from the hospital on
09/APR/2024 and will arrange follow-up at OPD.
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I At According to the description provided by the subject's family, he recently
became drowsy, notably on the evening of 2024/02/26, prompting his transfer to
the emergency room of an outside hospital for further treatment.
Upon arrival at the emergency room, he experienced severe vomiting
accompanied
by choking, suggestive of aspiration pneumonia. This led to acute respiratory
failure. Despite receiving initial first aid and being transferred to the ICU for
close monitoring, his condition rapidly deteriorated, and he passed away on the
evening of 2024/02/27.
We presume the subject's drowsiness may be related to his disease, and the study
drug could potentially induce vomiting, leading to further complications such as
aspiration pneumonia. Therefore, ti is important to consider the possibility of a
relationship with the investigational product (IP) in our assessment.
If we receive the medical records from the outside hospital through the subject's
family, we will update the information accordingly.
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