BEFEFRR? fre A FRAWRPHFELA§
2024 # 5 - APRHFELAEF ST LERES
PR 12024 # 5% 28p (A8 ) T=14:00~16: 30
BE L RHER FF RSO g RE
A3 € 3% : http:/meet.google.com/xoi-nrve-jyw
IR CEmERLIELR
BRI 2174 583 124 522 A8 94 ;T T A AM IS5
%5:}%:74 :?L%R:}%:SA ;ﬁl&ﬁ}_p\ 84 ;éh%;‘é;ﬁ;_px 14 4
FAHCFM)ZR F R HEF IR CERE S L BT A
2R W HRB 2 BRI S E D F S EF A
IRGIEFALLA/E RO FE W F R

FEAR CFRE MTE AR - FAFHFIT
@@t f o

A @ KMUHIRB-F(II)-20210142 ~ KMUHIRB-F(1)-20230122

% B 43232 ~ KMUHIRB-F(I1)-20220148
8 3% B : KMUHIRB-F(I1)-20210225 ~ KMUHIRB-F(II1)-20230127

% B : 43352~ 43353 ~ KMUHIRB-F(I1)-20200160 ~ KMUHIRB-F(II)-

20230184 ~ KMUHIRB-F(11)-20200160 ~ KMUHIRB-F(II)-20230184

=424 B : KMUHIRB-F(1)-20230142
T W4 B 40852
ﬂﬁ&ﬁ:igﬁ\ﬁﬁ%
HERE IR GEARLERR) e E - EF R

Rk MY F


http://meet.google.com/xoi-nrvc-jyw

AR

Lz R/ 5 R @
(D5 AR F2LAFA CBERLIFL ERAFANLILAL o
QEALFAFTRE - eREP 2L A BMEPN PTG R R
LR e e e N R
@R EFE GRS PERwL LR -
2. By E LA TAM G BB
(1) * #F2 R
(2) A4 ~FRimEZ ME P Z BB
() B MR R PR
3482 I E #R R
(1) g heipen 2 A2 EF L3002 L - B YR f3 q"‘g,};]‘:p?{i—a‘i
H R AR (AR R AR IR R R AR A
LERBELHH PRI AL K
2) ;‘\l_lfj’f\‘:éﬁﬁa%}» AXEFLNEL L BOYTF o HEERET

x\”i
-rs\

R
%4

7

\

‘%

! \-
\EHL
A
Tl
[y
>~
b
K=
et
(w
S5
R

FAEAF LT AFBYECGN T  REEERE)ET A St
% .
A

(3) A ANl 2 AR ETF L S ETREFT Y TR LB I F R A

FHEA AR TR 2 BN F TS 2L
(4) AgAfen 2 AXEF LB FRAE TP E L F e 2 R
TEV X E A F 2T

(5) AR A2 AN ES LSRRI AL F LN EE -

Jekt



%\Aigﬁéﬁz
12024 2 5 Il A B2% 5 AL A €% 4% A gL 707

FLR%
el | RF& | smp
it it {33 38 B g 3 L ¥k
BT TRy
ATk 8 3 5 0 0 0
C-IRB(#))
co 3 3 0 0 0 0
AT 3
RLF 37 37 0 0 0 0
- HHmEAER
- 3% 2 7%(CIRBi%%3% -4%4%)
IRB/REC .
| AR | b R4 %3z
—EE 3 A e s Bk
%o AR AR PD-LI+ 5§
CIRB i TR e i E - R 0 e
a ¥ 72
2 1 43232 | petosemtamab 4r_} pembrolizumab ; ;;ii R
U
AP 3T pembrolizumab 3 sxfr¥ > * €
f
EEFAL T4 TN SR~ B Ao
- A% 2 43493 | .. .. .. };f%i‘g v g *%KT%E’H
o) FoTL iR
- RS R X EAH R
CIRB - B R AT IR TR v AR D
ER ) £ /: =
2 3| 43352 |BI1819479 t3 > 24 kp sy | ” ‘;iﬁ
VAR
wami (IPF) B e & 2 L
fomt 2
-3 % la/llb ¥ ~ "4 fe ~ B
AR T e H R
CIRB 2 A 43353 TR FHEFRAEIRLIAND |2 cxL R
% PEpm e Spre e g | w
¥, W% 12 Fin RN v IREHF BI
1839100 = s & > |4
Cies | s | aggsy | FEERESZLEDR: 23 g
- SHEFLTE S8 F)




FHAT S A LBRE & Bk

42914 BoAT R Ry R T g

3 jlzd Q—F% E‘F’%ﬂj g AT » /é’}%%&”\(g)
FaEE R F F AN RER SR &
WERER 2 pd 2ippicd d

43212

BEFEAEHUY R AFR AWBRFLLR S

B 5L

IRB/REC % 5.

43232 - &% 434 % *CIRB 1 %

B R

-|J E]

-3 % 3 - "sﬁ#/w\ﬁo - B %;']% R SRR F A EA Y PD-L1+

P OEOF M| EasEk e Ry - RN 0 3% petosemtamab 4 *
pembrolizumab #p #.*° pembrolizumab 3 dxfr& >4
a % L3 sl aR LB -
2. FRGAZR 0 AR IFF - FEFURPIHIPFFFEFS o
FRPEAEURY PR APR CMBHRFALR 4
B 5o 2
IRB/REC % % | 43493 BFRREY | - BFaVFR
E ¥ X R|Rp
OR R F|AFC IR THHET B SRR
" % Ligr gl @(FRFaL LY ) -
2iEAERGARR > AR AKE OB B FERIT HIBFER L o
ggg gy d#&ugh *ﬁ%%%ﬁiﬁﬁ
B 5 3
IRB/REC % %. | 43352 PR | - E A FEFCIRB 4 %
S-S O ¥

—:ﬂﬁ“ﬁm%ﬁ ‘*@*ﬂﬁﬁ@ HE AR TR R T REE

¥ &% P A0 BLIBI94T9 G b 24 WP HEF R RLL (PF) &K dfok
% > a4
R = S o A
i ] ‘ e e o
ik AERGALR > ARAFE OB BFYHRIMIFFF AR -
??5 gv d#i ?ﬁ &ﬁﬁ%%ﬁiﬁg
B 5 4
IRB/REC % %.| 43353 BFREHEY | -KFharEF CRBLF
T ¥k R R




- A4

-5 % Ila/llb # ~ ' ape ~ Bp ~ X FAHR - T Fen 2 A8
R e R R RS N i SRR K AR abLE LT ALE I b
BE, W% 12 s P v IRGE BI1839100 o »edr % > |4

LE S P

* = 2R AERGARR 0 ARAZTF OB BEF BRI FNEAFL -
?¥§ g R ﬂ#*uﬁh A% BALR €
)=3 5 5
IRB/REC % % | 40852 B REHY |- R EIESE
£ 0% %k R| Wi
L S AN G E A S St St Y SR G kY a )
a % 1Ll BOERFAIL LB D)
2. A KR GAER > AR ARHE - ERFYRT I FFFEEL -
g?‘g B w43k d—fr.‘in,\ggfm **ﬂ%ﬁ"%%ﬁiﬁg
)=3 L 6
IRB/REC %% | 42914 HFAEEY |- BFhEEE
By Ok R RREEEHLR ¢
PR P | FEHATIABSRBE AR R BB RSB TR
i % 1.2 &+ wiﬁ(/?ﬂﬁgﬁj&i'é&)
2 AERGARR AR AEF - FRFYBRIIRIFET AT
?¥§ g R ﬂ#*uﬁh A% BALR €
)=3 5 7
IRB/REC % % | T43212 EFREFY | -RFhPEE
= % %k R|px
Y i g s me s frﬁ.a'/w-iﬁf”: kg i ¥ R N RE R R
BERER L p L s g
" % L@ﬂ@iﬁwﬁiﬁﬁii@ﬁ)°
2. AERGARR C ARAFEF - FRFYBRIT IR F LIRS -
S REHFRE-ELE
BEFEAEGR? e AF R AWBERFELAE
B B 1
IRB/REC % % | 40374 EF RN | -RFEVEE
B ROk OR|Rp
O, izg&y;ﬁ%%ﬁ@%i#%%%w%*i%&ﬁﬁ&%%ﬁﬁﬁ
2




,
7

kA RERER E RS
P AR PE -

FUERTT A @ £8P W% M=

S ERAE ST R LS 18 %

1 $BEE - £4%
}; IRB %% VR EH dar gk | RERT iz/
Brightline-2 : - 38 3% & |2024/3/26 &
brigimadlin (BI 907828) ;& | #&: iR
KMUHIRB- | %’ £%8L3 4 - MDM2 | 1. 3pig 2 53 _ 1 0 7 %
L | FaD- AA TP ey | ma ke G g
20220212 Wtk ~ h R R g #F (7] g
F AR L F S o/l ¥ | Rl %)
Bach ~ B~ 57 sk
- R AR~ B~ X | 2024/4/30 A& |
; . 0 2L w %
KMUHIRB- | AR 2 = 8 Tk 2% » 3% | 3k _K;f 0o
2 | F(ID)- f UI0L $30 371 & 2y | 1 gEmge iﬁ%@ sy | FH
20200159 32 yw: RALie g B et | 312K 1 ) gl
%2 if Bichie
~ ERES A e~ Bk~ § | 2024/4/30 A
Z W% P g %
KMUHIRB Amivantamab £7 Loz | FAw %
3 | R, " | Carboplatin-Pemetrexed & WHRERG) | R |
20200160 & 2 Ap#>T Carboplatin- | A k3t F (7 | FF 2 TF
Pemetrexed * *%;5% EGFR B3
Exon 20ins % % ~ B IRaLHp
B 2] e R B K
“ B 5 WAL A fie ~ Bk | 2024/4/30 -
IRV S TSR R T T Y
2L hmve Bﬁ::)%;%géﬁﬁ Hn- |1 Flk - %
oY AEwr (W8S mA S G E‘;—g—&\}wfﬁ;&
. II%)I_JHIRB' R WAL R | A |
20230011 Pembrolizumab &7 BEAEZ 6 \ﬁ“\i ER1 'f?'
Hyaluronidase 2. 4§ | B GCP % | B4
(MK-3475A) #pﬁk*?%”?‘{ T VR
73 %+ Pembrolizumab 1% $-
4 Bt 21
2 iu4RE R X 14% (151)
|1 |IRB %% | KMUHIRB-F(I)-20170029 |3 #% %% | GS-US-320-1092




ELEY Y

12

BABREBAPFL O foF b E L ;é'ﬁ i# * Tenofovir Alafenamide(TAF)z. %
Pdd B X 2PE FuRpA - AR BT

#i

PN ER=R ks
113/4/22 B %3 [ F 3 % 1130422004 5£] - @48 3 B8 & [k d R
(Violation)] % 1 % o

AR AU AT (T HAER)R 212

FLRE

K?’ P%EEL. DK’.@

iy O W7

Fipade L @& a? ;7))
M

D

Sk 2

W= 2 cssk sl i 7 3 M BT R

ez hie > 25l d S0 BREES A -
BERE T T

IETR-%

IRB %%

KMUHIRB-F(II)-20220094 4 %% | NN6535-4725

m?%% R

12

- BEEA R B 3 @3‘;. 1T 5 R NTRAE RS 0 A4 7 ¢ PR semaglutide ¥
AR R s B £ K ,xﬁ&iﬁawm@mm)

#i

%*%@%ikﬁ’afgﬁggﬁ
113/422 a5 % & [ %3 % 113042402 %] » €47 7 6 F & [k R
(Violation))] % 1 i% o

HEE (AR RS 1] 2

FLERE

i 4R 7

R |

EAE NS |

e & (AFe a2 8 [F);
o

TR TRES TRES ;,:g

(ﬂﬂ (ﬂﬂ (ﬂﬂ o

R B RS 7

Sk 2R

| [ERAE ST AT S S

D%@r% i EFRLPFUBELERL -
HEESAE A

ez o r«‘@;& :

IRB %%

KMUHIRB-F(II)-20200079 % 20103

EF R | RF

12

- S SN s R~ T A E s X R RE% > & finerenone *
W RF CHEBNYHA I -IV)E 20 5040 F >=40% (LVEF >= 40%) % &
HFZB R o= FHahprni L 2 o

#i

RENCLIC S SIS SR FOF SO




113/5/2 fi 3 % & [MED1130059) - i 4% # &% # [#% & #(Violation)] ¥
1

ﬂv;%,‘%l;w FrERFE(FRAER)E T

X E! Y S EEREE |

%L@ g 4 W7

L3 ipa®e: [ & a8 %)

=

Je k5

| [N BT R

(Mg 2rleci 50 EEAEFE -

MER S e

IETR-%
IRB %% KMUHIRB-F(I1)-20230184 P+ 4 %% | I3M-MC-JZQB

SR XA | RP

SUNRAY-01 > - 58 4-%F KRAS GI12C % % k28963 & 45 224 ] 2% 9% s &,

2 2R R 0 R PD-LL & 250% s &P LY3537982 g
bk B Pembrolizumab 2_ % — #0755 4p $#2>° % &[22 Pembrolizumab » £ % #% PD-L1 %

FLPF LY3537982 £ Pembrolizumab ~ Pemetrexed - Platinum 7}5 X R &2

Pembrolizumab ~ Pemetrexed ~ Platinum

WA

113/5/3 o % 30 [5 5 % 1130390 5] - i 47 4 &3 @ [3#5% & #.(Violation)]
== 1o

AFAVUFA BRI R (FRAAER)E DB
ZH e Mk =34 f

FriEexe: | A

friEgEe: L0z

AFamcde s L &L 03)s

=

fi B 5

Wl 2 ks i 7 0 e B R

(M der Eoed P 508346634

N

[JF et ek
IRB %% KMUHIRB-F(I1)-20220188 4 %% | 1305-0023

By Rk R

L4 LA - R R LW A RAEEER > g 3=E @ % BI1015S550 I 52 it
R $HnE T % 5 (PF-ILD) B % chfocfed 21

KA Bdhjcd o wPtFFges
#3x 113/5/3 o &3 [ 8 5 % 1130377 5] » i 47 4 &3 @ [3#5% & #.(Violation)]

£




AEAGUFF AR E(F HEL/ER)E 2 #

PLEE ke 4z

FriEgEe: ]2 B

23 ipxde s [ L (e 3);

H:

B 5N

WiF 2 ik e 7 3 BE R

[zt der Erlecd 3UBRAEF A

(& izt

[ o Ak
IRB %% KMUHIRB-F(I1)-20210225 4 %% | 217023 (TH HBV ASO-001)

£ Kk R

—EF2H - Ep AR A e F B RTRR R% 0 AHEL T () 0
g nag F(NA)s R 2t B 3] "‘*"‘L(CHB)IES A L CHB £ & % 7 { f(ASO)
PR e FE u@w B A3 R Ee 4% 2 (CHB-TDZ £ MHis s eh® 2~ 2 25

o~ e B F I ©

Xihb¢¢ﬁ%’£#§%§@ﬁ

113/5/6 o % 30 (7847 5 % 240502 5L] - i 47 7 & &3 © [3#5% & #.(Violation)]
= N RE

AR B P (G AR T
ThHES WHEF AL R v

ripege: )2 W7

et 207

AFamcde s L &L 03)s

H:

Sk 2R

Wl 2 dsh i ie 7 5 M BT R

[zt dier  Esiz F0EF4€6%4 -

HENE T A

[ o Ak
IRB %% KMUHIRB-F(I1)-20230009 %% | IW21301

EF XK | RGP

e - &R R & F o™ Epaminurad f- Febuxostat %2 & 24tz 5 ¢
i S REBA R R EEERHE R RRIDE Z P E%

MARFEF R
’ 113/5/9 o & 30 [% F % 2449003 5] - i 47 4 B &3 [345% i £ (Deviation) ]
#3r FA R E

AR AT (G RS 1 B




FAHLES 2z2ike®e: [ 7

Friggse: LW

AZamcde s L &7 awL:03)s

|-

P Rl

[ 2 285k s e 7 3 808 3 B8E R

(M der Eoled P 508346634

[J# st des

Wil 0 D LSRR/ AR ERG
IRB %% KMUHIRB-F(II)-20230068 34 %% | 17000139BLC3002

By Kk R

- R B S o AR > g Bt it TAR-200 & & Cetrelimab
O B & TAR-200 H — gz ragmep @i+ 45 (BCG) * * % b ‘g2 iz

ekl A X BCG o2 £ B i X 2 R

MAIFF ek

113/5/15 I‘i'ﬁé fa [(113) 543 % 149 5] - dF 7 EF & [k L
s (Deviation)] £ 1 i o

Z S :%*F%ﬁw\i (7 HmAER)E 3@
BhEE EF i kEde: DK’.@

EFRiEgEe . [ A lzu

3 ipade [ &3 a8 7))

|-

Fel 3N

[l & iRk s e 7 3 e 8 BT R

(Myedierm 2ol 40 B3a8%8

(e sk izt g e

Wit i 0 B0 A RBRER/ AR EIRG
IRB %% KMUHIRB-F(I1)-20230202 4 %% | M19-345

By Rk gl

- WAL S SR FHEEXEY % Livmoniplimab(ABBV-151) ¥
Bk - Jpfk 2 @ * Budigalimab(ABBV-181);5 % ° "/Féié;:&ié D@ Bhh S
E R B2 52 HERHAENE 1 PF@r 0 A/ 59 o B R EHE

N

WAL F ek

113/5/13 r@,:;s x@ [¢ioarms 5 24-05-148 5] > 4 3 B F @ [R% L
= (Deviation)] + 1 # -

AR ARG 54&1 (7 A ER)E 12

10




2 hHEE 2z2ike®e: [ 7
Lriepgte: 0L W3
SRS R LECEEE NS [DE
W
Fd R
[ & 3fsk i 7 3 e 3 BeE )
(g EFai 50 B386%4 -
[(J#tmrde
| NI ) N R kR A
1 |IRB %% | KMUHIRB-F(I)-20230127 i*4 %% | BRI-835-002
0 ELEY LY
- 583+ BRI-835 (VIR-2218)fr % ¢ - i3+ # % a (PEG-IFNa)& & f iz * 2%
O e Btk B APFLE A& (HBV)E R 2 focfe® 242ahs 28 ~ 59w s igip sl
fie ~ B idsk
WA Rdjck o i Fes
113/4/1 i % S[NT 75 % 2024146 5L) 38 4% 3 3§ A F #[3#5% i *(Violation)]
Lk £ e
AFRAVAHF A BRI (T WA A/ER)E 52
FHEE M H AL R o
Lripkt®e: ]2 W7
Lriepgte: 0L W7
3 ipade L &3 a? ;7))
H:
fic® 5N
W 2 kok sy e 7 5 e BT R
(g e 2oL 30834654 ¢
[Jeriztdies
[Jer otk
1 | IRB %%. | KMUHIRB-F(I)-20210146 TH % | 849010
I L EY LY
- WA AT S 3 % £ F KRAS A7) GI2C $E 7 v g Y
O CRPEPFAL BRI ARE DRI AT SRREY 0 A7y MRTX849 & *
Cetuximab #p ¥4t 1% & /LR
RENEAR 2SS RN o Fay
113/3/28 fie % [ F 3 % 1130408002 31] - i 4% 3 i # [EmiE R
et (Violation)] £ 1 i o

AFRVEFIBRE (G RAER)S 16 2

11




LB fripegse: L W7
Lriegse: L W7
Lrepswe: QL @ a0 03);
|-
Sk 2R
W 2 sk 7 5 8 BT R
[JEadEirm Ered 3 UBF4E€EF4 -
(& b2z ie e
[JeF h Ak
1 | IRB %% KMUHIRB-F(I1)-20210146 PR %S | 849-010
2 BB | RE
- AR AR S 3 W%k 0 £ EF KRAS A7) GI2C $E Pt BEY
PR EH -G EA L RBEEAREM DR G E Y RL Y > AL MRTX849 @ %
Cetuximab #p ¥4t 1% & /LR
A Bhijek o et FHEHeEs
113/3/28 R %a [ ¥ 3 % 1130408003 5] - i 4F 7 #isF @ [ En
[ = (Violation))] % 1 i% o
AFRVHFI BRI R RAER)S 17 2
FLEF iz £ W7
friegse: L W
3 ipade [ &3 a8 7))
|-
Sk 2R
W R e 7 5 M B R
[JEadEirm Ered 3 UBFAEF4 -
SRR A
[JaF Ak
1 | IRB %% KMUHIRB-F(I)-20210142 4 %% | AMUC-2023
3 TRV LY.
PR IR ~IEE - EEAR R FFERER - T 7L EE% > % Amiselimod
1 |#% &4

(MT-1303)* *tde 2 1 ¢ RFH IS Lk Dprad st 2

AT Bk o B AEHL
113/4/22 Fa 8 % o[ 5 % 11300045 5] 47 7 #7F # [3#5% i *(Violation)]
£ 1/2 & o

ARAPUEAARIT H(FHAER)E TR

12




FLERE

I MR LR

Lrspide: [ W7

K?’ ,?Jf.f.fﬁ”«il—: I:‘EPL .?’

A spede: [ @z L ]F);
H -

Sk 2

W i dsk a7 0 8 g g R

D%&l% "'"‘L%ﬂifﬂ' s EEIJEi%;J‘Ei@%E g %?y_ °
[k dieis

[ J2p ot Al

1 | IRB %% KMUHIRB-F(II)-20210142 %R AMUC-2023
3 TRV LY.
) [ psen | FHE W e R X EAER T A 2% 0 $Fk Amiselimod
(MT-1303)% =42 5 ¢ B 15 U g oedr & 22
A Bljnk 0 B HL
113/4/22 Rp k[ 3 % 11300045 5] 3F 7 5 34&1 i [ 385 iz #.(Violation) )
= X 22 % .
L S S U I 54‘*\1 (7 hAER)E 8%
TaEH R L EY R
2aikesed . [ 27
Lripgze: LW
3 ipade [ @& a8 %)
H -
F® Rt
W R Rk eF v s gl
[#rieszrdEim R 50 BFAEF L -
[k dieis
[ *h ik
1 | IRB %% KMUHIRB-F(II)-20200160 %R 61186372NSC3001
4 SF KA | R
— B A e~ B s & = ¥ 5% 0 #7 7 Amivantamab &2 Carboplatin-Pemetrexed
R M & & f = 4p >t Carboplatin- Pemetrexed * ;5% EGFR Exon 20ins & % ~ k& 3%
AL A5 2] e R B K
WA Bk e FiEgerA
113/429 Fef % [(A13) S 4= 3 % 132 5] - % 7 HiF & [EmiE R
#ir (Violation)] £ 1 i* o

ARRAVAFT BRI (G RAER)S 17 &

13




FLERE

ME-FL R

Lrikese: [ L W7

Lz iegze: [JL Wz

LEept®e s L (a2 [F):
| |-

fi B 5

EH?- s et i EnE R
VA SRR U Sk ST
I:I“{‘qu— L%@f’r o PF%\@%EQ%EO
[leF 7k

14




N B

TR 125

= 7%
)2 8 1
I RB % % | KMUHIRB-F(I)-20240087 |#¥ % % 24 | ${ %

O

#

i

- R 3 Y AL B - X ERERFE% 0 13 Dazodalibep
HREFBREVEGHE? L3¢ RIELRERNFE L2 focfek 214

5 % X R |RF
A 3| i
B 5, 2
I R B % % | KMUHIRB-F(1)-20240115 |# % % ¢ 8w | 2 %
- E 4 H A 2% (% 24 XFREFLR AT AR A
FoE L AR EEEE T AL e @Bk SR AL e

4 e o v FF/UMEC/VE #2125 ellipta % L% (ICS/LABA)

E ¥ X R|RWF
e # |08
B 5 3
I R B 3% 3% | KMUHIRB-F(II)-20240057 |# # %2 ¢ g% | #{ %
- 3 W AR B 52 X AR P Rk &
P E L F|ERARrASTARELER 52 3w F% RITLECITINIB #

F v ZE o & AlY A 4 ;}Eﬁﬁa%*: ~ & > P Aemt R

E ¥ X R|RWF
e B | i
=3 5 4
I R B % 3% | KMUHIRB-F(I)-20230079 |¥ 3 & 8% | ¥ { =
3§ ¢ # | LGH(PAIB0503) #1375k = Lt 2 & ik sc %k
E ¥ X R|RWF
e B | i
B 5 5
I RB % % | KMUHIRB-F(I)-20160024 |# % % 24 | ${ %
R ZERIY S HBEI T RECE B R RES ) it
v F b | REHTHE R #F31 Enzalutamide + Leuprolide %

Enzalutamide ¥ - /% 2 & & + Leuprolide % 2 e »xfr® > |-

E ¥ X R|RWF
o EIER

15




B 7 6

I RB % % | KMUHIRB-F(I)-20230142 |# % % 24 | ${ %
- TEH 3 S E A A~ B Es 0 ) A e CDK4/6 Frd R 2

& b AE| 160 v $LOP-1250 H - i Ap gt R E BRIE® %59 ER+ ~ HER2-9L
& #4514 5L % (OPERA-01)

g 7 Ok R|BRpP

o EIER

)=3 5 7

I R B % % | KMUHIRB-F(I)-20200132 |#¥ # % 4% | # { %

L SR S aak AR B Nk R Bl s R B e Bl

5 k R | pL

e B |

)=3 5 8

I R B % % | KMUHIRB-F(I)-20220148 |#¥ 3 % 8% | #{ %

S oA & & ¢ * lenvatinib fr paclitaxel - J5 % ¥ 7 7 gemcitabine ™ & 17 & *
SR R R R L ¥ - D TRE R

E F % R\ BAMFLFALR

- # | LB

B 7 9

I RB % % | KMUHIRB-F(I)-20240079 |#¥ % % 2 4% | ${ %

b %ot # - R AR TR ATRE A% § &< SRP-9001 17@#5
chg > P AR sy 3 5%

g 7 Ok R|BRpP

e | iE

R 5 10

I R B % % | KMUHIRB-F(I)-20230078 |#¥ 3 % %] | #{ %
S S| BN S R \"i?_%;kéu\ﬁjo\ %p N R e I S AN R S

P oE P | HRETRE R ERLZMBEIEERE (COPD) g ¥
Tozorakimab & #p & 2222 % > 4+ (PROSPERO)

E ¥ X R|RWF

=S B | E

B 5 11

16




I RB % % | KMUHIRB-F(I)-20230122 |# % % 24 | ${ %

P OoE P A TSR T S I EERTR Y ek

£ F 0k R | zaygq

e B | i

A 5 12

IRB %&iKMmmm$mmmmns5é$$ w| %L E

a1 Y o | VRELTGRR & A I T é%ﬂﬁé.&ﬁfﬁﬁﬁﬁifmﬂ
¥ g ﬁ‘ ,Frﬁg [’i"»a‘%i{ }i_fr—rgj;ﬁb,g; )2 %rs

B OF Ok R RLE

e B | i

T Rk R

X1

CEEF AT R ATGFHE LA

%R ¢ (CTMO)-Tok % 21 8% — &

1 ~SAE-£ 9 %
B 5 1
IRB % %L KMUHIRB-F(II)-2020016O
R - JERE A e~ Bl s % = ¥ 5% 0 A7 3 Amivantamab £
Carboplatin-Pemetrexed & & # ;% 4p 3% Carboplatm -Pemetrexed * »% /5 R
EGFR Exon 20ins R % ~ b {88L8) & @ (220 wmie o B
LHEFRHBE | 310006 23 e zu: B
ahd BESE %
IRB £ 7 # #2308 Initial/ Y TR
follow up
4/10/2024 4/4/2024 initial Fiop L v
FAFE R This time, she suffered from fever highest 40'C noted since 4/4. The
associated symptoms included conscious drowsy with disorientation to
person, mild cough without sputum. Thus she visited our emergency room
instead.
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4/18/2024

4/16/2024 initial W Rop A A
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After transferred to ICU, we kept piperacillin/tazobactum for pneumonia
treatment. Suspected asthma/COPD with acute exacerbation was favored for
this acute episode so we added Combivent for suspected bronchospasm. We
arrange left pleural effusion single tapping, favored transudate but much cell
count. We gradually tapered down ventilator setting and vasopressor.
Extubation was done on 03/27. Spiolto+Alvesco were added back for
asthma/COPD control. Due to relative stable condition, he was transferred
back to Oncology ward. After transfer Oncology ward, stable oxygen
staturation under nasal cannula. We keep abx (antibiotics) with Tazocin and
Spiolto + Alvesco for treatment. Poor digestion under NG with # & i} it Fi
##, then we shifted ® & i it e#%. We also consulted CPT (chest physical
therapy) for pulmonary rehabilitation. Now, bous feeding without vomit, and
we will keep follow the data and CxR. During this week (4/3-4/11), his vital
sing was stable and try rehabilitation to walking, and keep N-G feeding for
nutrition supplement. On 2024/4/11, the lab data revealed elevation of CRP
level with mild increase of infiltration over the left lung, we will consult
infection for evaluation and survey. On 2024/04/16, his CxR and CRP was
improved and under stable condition, he was MBD.
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follow up
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Hematemesis

FRE R PI was informed by subject's that the subject had hematemesis on 21FEB2024
and she was expired on 22FEB2024.
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follow up

4/22/2024 4/16/2024 follow upl Erop A dlx

I At we kept treatment with antibiotic of ceftriazone. However, intermittent fever
with drowsy consciousness still noted and the CXR (chest X-ray) showed
progression of infiltration over right upper and middle lobe.
For urine retension, foley was inserted and urinr output was around 1200 ml.
Amiodarone IV (intravenous) form was given on 4/12 night and oral form will
be added on if still Af RVR(atrial fibrillation with rapid ventricular response).
On 04/16, we tried to remove foley again but urine retention still noted. The
urine about 750ml came out after foley re-inseertion. We suggested the family
go to the neurology OPD (Outpatient Department) to follow up his underlying
condition. After that, we arranged his discharge and OPD (Outpatient
Department) for following up.
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£ FF 610080013 » Flpzw iR (FF X ~ R FGE R F )3 4/5 A KB
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follow up
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# 4 F ¥ % | The subject came to ER due to high fever up to 39.2 degree with rigor noted in
the morning of 20th APR 2024 without cough, diarrhea and dysuria. Blood
pressures and SPO2 were normal with normal CXR at ER. Under the
impression of fever, CRS grade 1, he was admitted to hematology ward for
further management.
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7 2F B¥ & | After admission, we kept antibiotic with Tapimycin and prescribed
Tocilizumab for cytokine release syndrome. Fever subsided after Tocilizumab
used, no hypotension, dyspnea or desaturation were noted. The lab data on
22APR2024 revealed improving CRP level. Due to recovery of cytokine
release syndrome, he was discharged on 22APR2024 and restart Pomalidomide
since 23APR2024.
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