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E (SMA) & chfoe s & 242
g ¥ Ok BR|RF
- R - RPRRAFER BEEF - A
B 7 10
| R B % % | KMUHIRB-F(1)-20210208 EFEFEHEL | FEEL
- HEiRE S 2B s X FRER DR R TR 5 H IR FF(SGC)
¥ & & | Tl Vericiguat/MK-1242 % 55 8¢ 0 T A 5 2 RGBT B L i
B OR O OR|RF
- R - FLRAFER BEEF -~ fE
B % 11
I B % % | KMUHIRB-F(1)-20210212 LI S ol I o
od P FEABRATHIRRE AR RT  FHETEFROYNR
B O% Ok k|
- R - RPRRAFER BYEFT - ~PE
B 5 12
| R B % % | KMUHIRB-F(1)-20220003 EFEEgEL | FHEEL
POStMONARCH: - %% 4 fie ~ 7 ~ % A $ % > - & CDK4 fr 6 7+
FOE b | AR SRR EEE M HRY S HER2- - I A B SR R L F P
Abemaciclib # * Fulvestrant 4p >t % & # & * Fulvestrant 5 »cen% 3 #) :355%
B % X R |RF
=S B - PRRAFER BYEF - P
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I R B % % | KMUHIRB-F(1)-20220084 BEFREEY | ‘?%

- % VTP-300 & * &€ nivolumab >t B A5+ L g 4 e o ~ £ 2
Mo s AR R e R S k2 208~ BT R

g 7 % R|Rp

- R - RPRRAFER BYEF - S PE

B 5 14

I R B % % | KMUHIRB-F(I)-20170133 | i¥ % % u | FE%4A

2% R F¥ o 50-TO R X E 532 4B FE Ay TVO05 5 - ~ g4 pe ~ BT

' " Tk

g ¥ R | FRCRFES AR

- BR|- " FREABER BFEE - o

B 5 15

I R B % % | KMUHIRB-F(I1)-20200175 |# % % 2 8y | £5% 2

O3 OF K| VR Flete o BRrHr it Y chdd

B % X R|pE

e R - FREFEHR BFRE - S PE

B 2 16

| R B % % | KMUHIRB-F(I1)-20210203 |# % % 2 &% | #§% 2
AGAVE-201> -7 % 2 & ~ B fhie ~ 5P A e~ 77 W%k T high i

o b | REBEFRBLAR BRI 2 M2 PRZERF LR RCDEF
i * Axatilimab 3 &7 & & (o 2x ~ % 22 X

E 7 % R|RWF

- B - " FREATER BEEET - S PE

B 5 17

| R B % % | KMUHIRB-G(1)-20180032 |i% % % @ ﬁ?ﬁl ﬂfi? ‘i%ﬁ

R P R TRTI R ARt A RE PR SRR TR R

B % R | FLERR

=S B - PRRAFER BYEF -~ P
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TR L-E12%

B 5 1

| R B % % | KMUHIRB-F(1)-20210100 | % % # 3g 5] |57

Y R R R 2 ERL TR R DR B e B
2T FHTR

2 0% %k R|A&

He FR| - FLEAFER S DY o2 PR

B L 2

| R B % % | KMUHIRB-F(1)-20200099 EFREFEY KWL

2 f et 0.25% Ropivacaine # i 4 Dexamethasone £2 & Jji ¢ * 0.5% Ropivacaine
o TR ek

2 % % R|pZ

e R - " PREAIFTER S UED O o - S FE

B B 3

| R B % % | KMUHIRB-F(1)-20190110 | % % # g %] | B %42

. b e | T BRRAFEER Llpﬁaiﬁﬁédilfé_ﬁ Mﬁﬁédnéﬂ*iam%L/&é+frm% PR &

R F O#
EY el

B ¥ R | ARRFRp R

- B - " FREAFER I UL P

)3 B 4

| R B % % | KMUHIRB-F(I)-20210023 | % % # 3§ %%—3‘?%

v OE F O - FFEHBREBAT R e R HBsAg ERA 2 5P etk

E F R R\ RP

e - " FRARPFEHR S UEE - Pk

B B 5

| R B % % | KMUHIRB-F(1)-20170076 | % % # #g =] | B %42

P EOF B FEIVARE S RAFIRE S AT AR AR 22 R

£ % % R|pZ

- B - - RPRRAEER S UER - P
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B 7 6

| R B % % | KMUHIRB-F(I)-20180099 |i¥ % % ©# #g %] | 2242

b %o R Bt At e & m B 4 0 dasatinib is i 2 M T SRR F BARE B
RME e cnE AT

g 7 % R|Rp

- B|- " FrREAFER I UES -~ fRE o

B 7 7

Il R B 3% %5 | KMUHIRB-F(I11)-20200209 | ¥ % % # 3 4 $$-§ =

s i o & —Iﬁ“ﬁ#ﬁ&ﬁ?‘%ﬁﬁ 50 R S A 904 s*f,ﬁf%méﬂ R 8
B 3 st Aflibercept 4p #23 § 845k 587 02 Io m},%: IO e N Xl

g ¥ Ok BR|RF

A BR|- " FREABER A NUES - SR

B 5 8

Il RB % 5% KI\/IUHIRB-F(I)-20190083 ¥R Ay | SxEL
— IF 4M%F7 3§ £ 4552 Cisplatin ;5% ¥ " £ L PD-L1 > % &% H PD-L1 #
e g @#&» Er i Finh e it SR AR

3 % % # | # Pembrolizumab (MK-3475) * Lenvatlnlb (E7080/MK-7902) #p # >+
Pembrolizumab & * & &1 5 % - M2 2 K ex X 2 MHamx =8 - 5L
fe ~ B h 7% (LEAP-011)

BOFOk R | RGP

s B - " FREAABER I UEX - SR

)=3 A 9

Il R B % %.| KMUHIRB-F(I)-20160116 ¥R 2y | B
Darolutamide (ODM-201)4p $i 3t % 3] ~ e + 8224 2 4 f}%,z £ docetaxel

P oE b | R OTEBE R YRR R - TR A e B % R

EE Dy
g 7 X R Rp
= B - PREAFER G UEER - P
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B 5 10
I R B % % | KMUHIRB-G(I)-20190004 EF AL SEFL
w3 oz # CEBPD i i 3 ¥ it 48 % f& miR-17-92 cluster &+ / :UT\ PR R eiiE 47 2 s
P B IR R
B 7 % K| FHEMN
- B|- " FREAFER I UES - ~fRE o
B 5B 11
| R B % % | KMUHIRB-SV(1)-20200059 |i¥ % % © #f %] | 2 %42
3 O ARRREETFEC AR 0 AR ol BRZBET R
kil X R|pE
R Hl- FRBABTER S UEE - P
B 5 12
I R B 3% % | KMUHIRB-SV(1)-20200097 |# % % @ 8§ o] | $ %3¢ 4
BHATY G § 104 DIRH L R SRR F R 4w SHE A
R OF O e
3
= x| FEHER
e BR|- " FrREAFER I UES - Ao
I iRl [Hrk-£ 0%
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A~ BeE A “'ii*

1-~SAE-% 14 %

FIEPF FE -1 38 &

BB

IRB %%

KMUHIRB-F(I)-20200144

X

- BE WA X ERER SRS P 2% 3% Durvalumab
LR TR LRI S v SEIRAR TR AL B SER e SR F L £
£ % (KUNLUN)

)‘l«

£ R

E7402014 SRR B
B BESE L

IRB &3 p #F

" Initial/ ,
2P *RE Bis%
FLPH follow up g

10/3/2022

9/16/2022 initial Eropm A Alx

PR 0 A

The Acute kidney injury was noted on 29 Aug 2022 for subject E7402014. Subject
went to ER and was hospitalized on 30 Aug 2022. Consciousness gradually
became drowsy on 3 Sep 2022 and lab data shows SGOT=159, SGPT=86,
TBL=2.18, which met potential Hy's law criteria. According to protocol, the
potential Hy's law was defined as AST or ALT > 3x ULN together with TBL > 2x
ULN at any point during the study and should be reported as an SAE. This event
was considered as expected and related to cisplatin and 5-FU.

10/14/2022

AEFALF 2GR < ¢4 E7402014 - 67 % 9 14> XFEF A p IR
2022/08/30 » ¥ 5t % &-: Cisplatinand 5-FU » ¢ # ¥ 3kafuz 2 2% & ¢
potential Hy's law -

=~ X3 E7402014 »+ 2022/08/22 B 445 Cisplatin 2 2 5-FU o » &
0 2022:& 97 BpFNiph  dNAZELELTRBEELRE Y g i

PLEET SV A AR B o

»‘L?{,W LFEERT A NERLI B Al FP P EKER LR
B2 T & 0 302022 # 9 7 12 p i 3F IRB (SAE#29) o d >t & 255k et 4
2 V2.0dated 16 Nov 2021 % 153 F E4.2 R 2 % ® 53 # 2 # &
potential Hy's law (AST or ALT = *‘“‘i * 3% ULN 2 TBL * 3% 2 2
ULN)z £ i » & {75 AESIJc# » ¥ & 1 < p i 48 % sponsor » ¥ 2 SAE
WIF D IRB o o 3057 3 IR EF AT 2022& 97 IS PHBXFH BRI £
> ;?EFLA 7 2022 # 97 3 pslabdata- {+ & potential Hy’ s law 3
&I %2022 & 97 15 p {45t E R EE 4R SAE o

B~ P FAFFA 2022 # 097 16 p EAT AR Y 0 XFEF R LT
acute kidney injuery i 3z sepsis 7 = o RBE X o

I~ WP LE R EEIE L Protocol 17 o TEH B AR E R
?“l—.#ﬁ%’/‘kﬁx‘f}k é‘ﬂ t!”"’k é'kbbfr{“m"gj&%(ﬁ‘bgﬁ‘“
2~ ‘fq_/g;,x\ A+ g;;1 m) v FpLaE 2R o

{43 IRB p #7(33):2022/10/13 -

2020/08/31 > ~ 5% : 1091494003 5L -

— ~

- N

N -

A A fIIRynap P o

X
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IRB %% KMUHIRB-F(1)-20220045
b B - 78 vt i MK-7684A & * it £ pembrolizumab & * 1t 1% 5 A5 42200 ]
R EZ R - Mp AR R B Y2 P ER
2 B 118968 1z |IBE
ik (]8> i 3F St
» ., Initial/ %
IRB &3 p % FLP P follow Up E N NR
9/26/2022 8/26/2022 follow upl WiRop X dfn
EIL A At R FleE oy ~ ok o~ £~ The subject admitted to hospital on 13 Sep
2022 for further management .Pigtail drainage for pleural effusion remived on 23
Sep 2022 due to dislodgement.Follow up CXR and echo on 13 Sep 2022 showing
mild
FHAN 10/12/2022
1. A#72 2 i s R 118968 0 59 & RFEF A p I
2021/09/11 » v 5% % 5. MK7684A.MK3475 » 2 4 H£ R dfaz % 2 F & @
Pleural effusmn °
2.3 F A 2022 #0907 11 p T dFsy 1A EHIFSL > WHF7 L
¥ I 2 n k7 M (dyspnea worsening) > 243F 8 (Non- SUSAR) C N
ﬁéﬁﬁéﬁé;«% tp B (unrelated) ¥ 25 F]% B 0k o R HRFFLAHE LG
e e A TR G(7F P I ARG X0 G ) FI R E
3. @ 4F 3 IRB p #7(3):2022/10/11 -
4. A AsFIInyn e p g 1 2022/01/12 - < 55t 1109503574 -
i E T4
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B8 3

IRB % %L KMUHIRB-F(1)-20220110

EEH - I8 % = Hp ~ Bl S A iRk 0 vt e Lazertinib Br A 1 g T3 s
Amivantamab #p #3T# % 571 Amivantamab &SR T B #F b s
Amivantamab > &%+ &% Osimertinib 2 i+ ;5% Ei* 23 EGFR %%
2 B S A (2] e R B

%:é-?f 3#.,%;5,-;,*’ 340001 2z |z

i BESE S0 %

. - Initial/ %
IRB#JEP ¥ F2 PP follow up AR s %
10/5/2022 9/24/2022 follow upl =
PR N Ayt A AR R Y L FnR A28 A REfRBAT R > RBEF

DNR > % 9/241:07 Flag rfex ~ o T RlIw BB > T2 7= o
2Hin 10/21/2022
- [E S AN S §ﬁ340001’66}&—‘~]€_’%éﬁﬁ%ﬁiﬁﬁﬂi?
2022/09/24 » ¥ 43 2 2 AMIVANTAMEB+LAZER » # # £k dfaz # 2%
[E -Kv# r];g.pi Bord g L~ A o E vik % 9/23 }};5 A L}Eég«)ﬁr)‘i F""lirv
% > 7Jh & % DNR > 49/2410751#\&&”»%%1ww?.:’f_/ o
=~ 3HFE A 4F A3 2022/09/26 p g e ﬁﬁ; a~ 2 TEBEFL 0 R 7;%;&12
,;an' 2% 0 2 A% % 4238 9 (Non-SUSAR) ~ ﬂ% R i S Yl
s 4pk (un-related) » 2§ $HXEH ﬁ. s 4 gt e vl A i T h
“ﬁ(g LR~ T AR A EE D ) F)y L*’ipﬁﬁ
= -~ i@ 4R 2 IRB p #(02):2022/10/21 -
» ~ fEd ABFIIRyE A p g 1 2022/07/07 0 < 5Lt fEEe e F % 1119032741 5L o
T~ MR EORREL AR T2 SUSAR L 4R F i8R 0 FIE = o
?fp}a &R TSR o
e ] T3 h
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IRB %% KMUHIRB-F(1)-20200069
*ELH RAPIT/ 4ic%0® (45-223) B ¥ Rk Fr7 oh% 2 P2 fox
2 B AEB82-09-007 1zcuak |IBE
ik (]8> i 3F St
» - Initial/ .
IRB &P ¥ FAPH follow up *RF i E
10/7/2022 9/16/2022 follow upl FRop A LR
?AFE RE (F 2 F i8] 5 AEB2-09-007) + =t if BedR 2 5 5 1 query w %0 12 & 7
¥ * L4 % Bladder infiltrating urothelial carcinoma [ %= % Admitted for
port-A implantation CCRT (concurrent chemoradiotherapy)] - &2 B x>
2022/10/04 # < i3 i+ SAE3F 4 o FF% A F X Rfpd%HF T T REMZ R
RARRTFEFLESET AT 2T 4 -
$ain 10/12/2022
-~ AEZ AT RGL LEE AEL82-09-007 0 66 kT XFEFF A P
»+ 2021/09/16 » ¥ 4% % 5. Xofigo (Radium-223) » ¥ # 3R i fez. # L F & ¢
Bladder infiltrating urothelial carcinoma -
Sy EAEA 2022100 04 p EAF RS 1 AEHERSE 0 WD
2 F & %297 8 (Non-SUSAR) » &7 A2+ 4385 % 2.7 4p i (unrelated) @ 2
FEIRMG R HEREAA s Ag I w{ AT R%(F Y
B~ I G ALE S0 5) ) TR E -
= ~ #3313 IRB p #(22):2022/10/11 -
o~ AT AP H CNAS 250 NA-
e ] 34
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B8 5
IRB % %% KMUHIRB-F(1)-20210213
A Brap@sde- P THERBRRLE G o aned fri 2t
%:é—?f 5#.,%;5,-;,* SAEE02002 2z |z
i BESE 0%

. - Initial/ %
IRB#%& P #¥ F2 PP follow up *AF ki %
10/6/2022 5/28/2022 initial FRop A LR
PR N Ayt X 38K 3 2022/05/28 R ’S%i L pgl‘ %‘* P ST RIRE R R o0 3T

o B R AL L 13 X 0 g A 3 A BT S SRR B A M 2 R
2Hin 10/12/2022
1 »~#72 AF %5 <% SAEE02002 - 64 & 5 14 - ‘—“*‘é‘—*ﬁ@‘i p gt
2022/05/28 » ¥ st # 5 E o A EREfR2 2 LE 2 DR EE A 2022/05/28
=R F)%);f‘{%i = H—”%F;\D%T\;Z ’ ;Q/L‘*T,w /\»f]li 4‘ » AT H—”%F \/»f]qdfi” =
13 % > G347 X K7 5 L2k B 4R B 2 [fr o 3 2022/06/10 Hif > P oW
2. 7 % FA 2022 # 10 7 05 p Aol 4FA-hodF 2 > W FF LF 2 %
7 #7 (Non-SUSAR) ~ & %’iiJFéEé;éz 7 4B (unrelated) ® i3 F]% Fﬁ;@
x"f RFHELFE LA s g e w{ A TR R(ZEH o E g
A ALEE G ) rﬂwﬁpgya’j
3. 3¢ 3 IRB p #(04):2022/10/11 -
4. wAigtiivynap ¥ CNA> 25 0 NA-
e ] 34
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B8 6
IRB %% KMUHIRB-F(1)-20210213
% LA B s - P THERRBREG v & oot v 2 0
£ 3B F %k SAEE02002 EEE T E
ik (]8> i 3F St
. - Initial/ %
IRB#JEP ¥ F4pH follow Up P ALK S %
10/6/2022 8/17/2022 initial Eop A
3 AF R % 3R% T 2022/08/17 LB D A F RIRA D 0 S RRER $ 0 A
o B b AL L 6 % 0 R FF A TS 2R E AP M 2 R
$aR 10/12/2022
-~ AEFAFEBRLR év SAEE02002 - 64 # ¥ 1+ » 355 4 p gt
2022/08/17 » ¥ s F & o F 4 MR IR 3 A F 1 L 3 a0 2022/08/17
B . S p%r;—‘o%;z P EBETERRER R0 Fﬁ%!‘%héﬁ\ﬁifﬁ_l‘%ﬁ
T A KT R E AR 2 Gk o 0 3T 2022/08/23 dipe o P o
B
= “% FA 2022 # 107 05 p e 4FA-hodR 2 > W 4FF LFE &
%2t ﬁﬁ (Non-SUSAR) -~ # *\”ilpfé‘ﬁﬁ-é& % tp B (unrelated) ® 23 %%
o AT HIBHAA L LA e AP FRG(F LMW O
‘;f?ﬁ\ &g F36) rﬂwﬁ’i;xé’j
= ~ 472 IRB p #(05):2022/10/11 -
z o~ ?fri AGFIRPE P B D NA> 2 50 NA-
e E EX:
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IRB %%L KMUHIRB-F(1)-20200140
EEH - IE P s B SRR AR O ERARCRE IR 2 02 B A
& % - & * Tenofovir alafenamide /n 5 16 » 3% & 3% & # 3F 12 % 1
(ATTENTION)
¥ Py TW09-017 2rcuax% |[WF
ik [1H_ > i 3% S Be -
N - Initial/ "
IRB #%3& p ¥ F2pH follow up LR R
10/7/2022 9/24/2022 initial v =
*RFE RE R i %t 2021.09.27 . 1%%“‘3% BRE B F B L eV B, A0
2021.12.24 B 48 * 77 7 # 4 TAF > B % ¥ >t 2020/05/15 #] 2 %ﬁxe ol B
SF?FI'J%}H_ o 'F‘! EAZE S ¥ 3o BRIF g PREF ] 2022/10/06 35 B %
L2k 7 i A 3t 2022/9/24 % 16 55 M BEPPESF TR A FFAP o
FHAN 10/12/2022
-~ AE7 ‘*’i A ERFIRES R *{I‘%%Hﬁ » % % TW09-017 - 61
RE M X2 p P 2022/09/24 # .. TAF(Tenofovir
alafenamide) » % 4 ¥ & @ rm\ FAE i Pé—g %+ 2020/05/15 7 & i id =
SRR B L FELE VG R LRIB %FR%‘?E';#'J » 2021/12/24
it * 77 # 5 TAF ; 2022/10/06 i x4 2k T Ao 3 2022/9/24 4
16:55 ’;?'IFLIB AP PEEEE T RE > B R F]A P o v p Hp:2022/09/24 -
s PEAEAN 2022 #1007 06 p EAr R4 4IRS 0 W FET LB
”‘f L3¢ #F (Non-SUSAR) -~ &2 *»’iﬂj &* 4B (unrelated) ® 23 Fl% Fﬁ;@
R HERE AR L s U F R (S e
;5 AEE D R ) 0 Fl R E o
= ~ @473 IRB p #(13):2022/10/11 -
o~ fEAAETIIRFE AP CNAS 250 NA-
i E ] T4
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BB 8
IRB %%. KMUHIRB-F(1)-20200171
EEH g = {8 (Tenofovir alafenamide) ;s & F 47 22 & 4 B 3|7+ RH 2 pox
g1 > e (TAF-Deliver)
%:é—'ﬁ %ﬁfu—g DE-01-04 X7 e iidF Bz
i BESE S0 %
. - Initial/ %
IRB &P FAPH follow up *RF i E
10/11/2022 10/8/2022 initial WiRop X dfn
EIL A At He was admitted for examination and intervention of liver nodules S2/3 1cm,
suspected HCC(hepatocellular carcinoma).No discomfort was reported by the
patient. We may arranged tumor biopsy,MRI(magnetic resonance
image),DSA(digital subtraction angiography),to assesse the indication of
RFA(radiofrequency ablation) or TACE (transcatheter arterial
chemoembolization).
2Hin 10/13/2022
-~ APt ‘*’if'«x"f‘; <% DE-01-04 > 72k 9 2 » XpEH 4 p g
2022/10/08 - ¥ % % 5. ® = 18 TAF(Tenofovir alafenamide) » % 4 ¥ & ifx
23 AFE RS o Xy 2022/10/08 Efr e tumor
biopsy,MRI(magnetlc resonance image),DSA(digital subtraction
angiography),to assesse the indication of RFA(radiofrequency ablation) or
TACE (transcatheter arterial chemoembolization) -
S FEAFEA 2022 #1007 11 p EAR AR E o W LT H
”‘f 35 #f (Non-SUSAR) ~ £ d&’iﬂlé%“é}% e B (unrelated) ® X5 F1% Fs;@
S E LS BT LR G SRR ICES BT A
,-5 ALEE D R ) 0 FlU R E o
= ~ 3¢ 1 IRB p #(5):2022/10/13 -
o~ fEAAETIIR AP H CNAS 2500 NA-
e ] T3 h

30




BB

IRB Y% KMUHIRB-F(1)-20210123
[ 2 Semaglutide * >+ % 2 A jpm 2 ¥ FE R R L F HA 2 LA HiEY
LHFRIF | 854014 2zcuw W7

ik (]8> i 3F St
IRB & &P # CERE foIIT(I)E/IvaL/p AT T2
10/12/2022 10/11/2022 initial L Rop A R

*RF RE

SiEp 2022 £ 10 ¢ 10 P 19:00-24:00 B dsfoid pf % — A2 o
BRAS R Wb kAR i B S et b 4 o R H EE G
AR o F W p A kpEig 0 4 2 R R LA oge B P 4
TR T ST ETED o LI CT (L %% FH) Br @ =
ERGEIL o Ft > XRERE ICU (ZREHRBS ) BFE- W
TREE P wAREEY o

2Hin 10/20/2022
122 AR5 234854014 T3 T 1 LB EF 4 p P
2022/10/11 > ¥ 5% % %-: Semaglutide/placebo > % # H 3R fifez. 3 L F 2 1 TIA
(transient ischemic attack) - < &% p 2022 # 10 * 10 p#1 & - 5%
3 CT T @ ZEEEFRGENL o F o £33 10/1143 ~ ICU (£5
EEpy) efFE-HhEgEEe PR oLRBERY o
2. P F A4 2022 & 107 11 p AT RA 4IRS WA LF R0
2L37 8 (Non-SUSAR) &5 555 B & A3 3158% & &7 4p i (unrelated) ®
L FEM G R RE A N g e w AT RG(FE
BT A AL E E 2 5 ) 0 F R E o
3. @ 4¢3 IRB p #7(8):2022/10/20 -
4. A AsFIIRyna p g 1 2021/07/28 - < 5t 1101494963 5. -
- E 3 h
B 5 10
IRB %%. KMUHIRB-F(1)-20200168
34 — IR T RS K{rd 8 2 Kk (GCIGEIC) @ & dd s »
Bh - et Durvalumab 5% 2 FLOT it fe > 3% #f 24 4£ Durvalumab
R A B R - X EAER - % 2 I 2% (MATTERHORN)
X F B F E7404010 2rcuxr |[WE
ik (A 47 Bl
N - Initial/ 4
IRB %3 p #F #F2p follow up ?RE iR
10/19/2022 4/25/2022 initial R Jp * Ak

*AFE REH

B> 2022/4110 » fo > (7R T =0 2§ g E g o £ gk 2022/04/13 %
SR

43 C FRdv 238 42 285 o R Avelox (4/21-4/22) - 287 » 317 5]
- S A 7 o 1R Avelox AT o Fd % # » Ceftriaxone(4/22) - 28 & > d 3t
EREIVERfCF RS R o RBAFTLE S BFH T A RR A
% i % Ertapenem(4/23~4/28) » 423 % CT B festwn £t A
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A F L R e B S SRR (T L YRR o s g AT 3 o 4/28
14 % e Ceftazidim o 3t 4/25 pF5175 82 % 1) Carbapenem-Resistant
Pseudomonas aeruginosa g o & K i F # ’5%* HE oo ARk s R A
e iv32 & 41 Carbapenem-Resistant Pseudomonas aeruginosa 7 - 5/19 » & & i2
FOHEIRNA G o 4 R IR o 5200 d TR E T SIGRE IR RE S o 45%
§I;f oo Lfgsriﬂryﬂ& ST AR T > AP AR 521
tE

25848 10/21/2022
-~ AE7 f’iifi:’"‘;%igﬁ—g E7404010 > 61 % ¥ 4+ > ~P$i@» 4|
2022/04/25 » v sz & 5 & o F 4 EIR 2 3 L E 2 ¢ Intraperitoneal
Abscess © = Féﬁ * 2022/04/10 » e o @ 2t 2022/05/21 i o
o~ P EHAEAS 2022 £ 09 7 30 p BT FA AL W AFA LFER
% 2t Pﬁﬁ (Non-SUSAR) £ 5 57 B &2 A3+ 4]32% % 57 4p B (unrelated)
2R qg‘rﬁglﬁc’/}*ﬁﬂ' \zé"ﬂz t!l"”k ’5\'LL*‘—T‘\."1‘RG‘JI§-T&%§(5£/
%;%"»Ii'i‘q_,%‘ﬁ*g;t‘%m)"ﬂ“ i i o
= ~ @3R3 IRB p #(22):2022/10/21 -
» ~ fFEAARTIINYE A p #p 0 2020/09/24 0 < B 1 1091494611 % -
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IRB %%. KMUHIRB-F(1)-20200056
R - %% 3P gL X ERERER  SHIRE PRy
Repd RVIBEH F ks ¥ v ent oA v s2 80
S P E >
X F S F 12302017 272cu% |WF
i BESE 0%
. - Initial/ %
IRB &P FAPH follow up *RF i E
10/20/2022 9/22/2022 initial Wi A dfa
EIL A % At After admission, we kept intravenous hydration with Taita No.1. IV
(intravenous) dexamethason 5mg was given on 9/22, and croup improved after
steroid use. We also keep antipyretics and medication for symptom control.
General condition also improved under treatment. Under the stable condition, the
patient was discharged on 2022/09/26
FHAN 10/21/2022
1. #2722 f"«.;; X PK 12302017 0 01 fk 9 42 » X2 F w4 p I
2022/09/22 AER @ F 4 HR 2 2 2 E 2 0 Acute bronchiolitis ©
REE P 2022/ 09/22 » Pk - & »t 2022/09/26 ) -
2. :Lé_#ﬁ A3y 2022 & 10 7 19 p AR i@ ARAbeAR L 0 AR LF E G
L5p #F (Non-SUSAR) &5 5 7 M & &3+ J‘ﬂ—sag &7 4p B (unrelated) ®
l”ﬁ Flh Mo R ELRFFL A g e w{ PG T hG(FE
Mo gR - AAEEIa) 7 t“ﬁ"i i e
3. i 3f 1 IRB p #7(28):2022/10/21 -
4. A AgTI3Ry% .8 p #p 1 2020/04/08 - < 55 : 1091490979 5% -
i E T4
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2

SE 3 W 5 R A X EAHE T FHERER
CSL112 * » E M Fk § P iz 32X 3 el & 2 2

£ E MY

1580001-0048 Fz2cux%x |l
T (18> i 4F %%t -

IRB #&3& p #F

" Initial/ ,
2P *RE Bis%
FLPH follow up Ll

10/20/2022

10/7/2022 follow up2 Hi 1223 Mafa 5 2L5kE
F aFEteztg aF 2

*RF RE

REEW2022 870 21 p FPR AT B 5 3iks F R F %o g(Three
vessel coronary artery disease at right coronary artery(RCA),left anterior
descending coronary artery(LAD) and Left circumflex artery(LCX)) » & *+ 2022
ﬂ7”21B g ST ek B g KRR

b A 2022& TP 26pP4cr AFEHE IR Tt e A r X6 X%
EEE %%;? PEF R R B RF R e RBEF R F F R 2022 £ 09
P18 P H PR FE T & 2022 £ 09 7 19 B HiEF® = —mu:,%;?
/rlé‘ *rEa #Mf“ 2022 # 09 7 19 P 4FFEF LF BA bR ?‘g
A iEE 2022 # 09 % 20 p Mpefs 0 v 2022 & 09 F 22 p 13§;§§;-€z 2
i FLAEHPIFLIF € -
Tk @B % B 302022 & 10 7 5 p (TR EKET RIPEE R AR H T~
(k0 RF AR REAR f“%véﬁﬂﬁi 9 1.1 Adverse event & & » 7 iRk
;;,Lé_—] s‘vg,i,pka»ié: FF A jlmw’ jg_—i_éFﬁgpﬁj\é‘ﬂ\;J.i
Fale A4 AR T ppin2022 £ 10 7 7 p )L:H% FAFL B BFFE R
RBFF TR AR FF R FEPRECEIIE2 5 A %?
MO AR Ft R R E 2 4% s (Downgrade) & “E;;i 3R
22 AT 2022 & 107 7T pHAFFEKRL TR ALUFTF § o

FAELR

10/21/2022

-~ AEZAFEE
*2022/07/21 0 ¥
disease °

S EEE 202200721 R A FE LA ek B B ORI AR o K
202217126 B 4e ~ K iERER % 0 2022/09/18 P & P~ B & gL
2022/09/19 p $4 7 % = T ow T F £ Ao 02022/09/19 i MR A A B E P L F
HAR 4 o % gk 2022/09/20 JiFets ot 2022 £ 09 7 22 P AR § 1= B
FABEEDAEE532022 £ 100 07T PR S 2 X HFL KL 2T
IR AROK §1 8

= v rE A4E A 2022/10/07 p ESeT AR 0 5 2 X EHARS WA 2
F i %2388 (Non-SUSAR) 225 75 B ~ X § r?% LR s e
s*4pk (un-related) - i X FF AR B Lg At e w{ A PG TR G
(5540~ T2 S g B 5) o T L8 -

r -~ @45 IRB p #7(32):2022/10/21 -

I~ EAARTISPE R B I NAS 2B a3 NA -

% % % 3% 1580001-0048 - 69 fk § 14> L EF L p I
AL A > F4ERA R 2 2E 2 Coronary artery
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KMUHIRB-F(1)-20220045

2

— 78 b i MK-7684A & #* it B 22 pembrolizumab & * it g 1% 2 #& 45 1424 ] o
R EZ R - MR LR B Y2 P ER

LRF B

118968 f2rcuay (W7
B BESE L

IRB &3 p ¥

, Initial/ .
%4 p4 *AE B
R follow up &

10/21/2022

9/11/2022 follow up2 ERop A Al

*AFERER

Pleural effusion worsening again was observed by week6 Chest CT on
030ct22.The subject visited ER again on 100ct22 due to progressive dyspnea in
recent 2-3days.Cough with greenish sputum was observed as well.As no fever or
chill, dyspnea with chesttightness maybe caused by malignancy pleural effusion,
but Pneumonia cannot be ruled out presently.The subject was admitted to hospital
on 11 Oct22. 130ct22 morning,PE revealed breathing sound of bilateral rhonchi
with hint of wheezing and the subject complained about persistent dyspea,so
hydrocortisone was given and her symptom subside temporarily but recurrent an
hour later. CXR revealed right side consolidation, suspected Pneumonia
prograssion and chest CTA did not reveal pulmonary embolism,Cravit was added
for suspected Pneumonia progeassion and dyspnea improved mildly under the
treatment.Chest CT on 030ct22 and 130ct22 showed progressive disease. Site
informed subject family about very poor prognosis and they confirmed DNR.
Dyspnea worsening, progressive Co2 retention, and respiratory acidosis were since
140ct22night,the subject expired during hospitalization on 150ct22.The
investigator considered the cause of death is whole lung cancer progression, not
Pleural effusion worsening.

FAELR

10/21/2022

-~ A7 2FEE f,’?.;; XK 118968 » 59 g+ 14 X Ex g 4 p
2022/09/11 > ¥ 4% 5 MK7684A.MK3475 > 3 4 #5&k ifaz. 3 2F i lung
cancer progressmn o XFF 100 m A2 &Y 01014 2 £ 5= o

=~ P RASFA 2022/10/11 p g e iiﬁ av 24@@: 20 J b A e

233 2 LFE 2 B2 H (Non-SUSAR) ~ 2§ F1% B 2 &2 A3 313%

Z 57 4p B (un-related) > 2 $H R FEH B ﬁ, (e 4 Fat e wf Ao TR

uﬁ(g BV 1 NN 1 q_/kl{\\ A+ g 5 m) s ’ﬂ”‘f"i‘ﬁgﬁ o

~ i 3F 1 IRB p #(05):2022/10/21 -

~ EA AR R P PP 1 2022/01/12 > ¢ 5 e s F % 1109503574 5 -

P F R ELEM > 2 SUSAR L B AR F M 0 FES o

Frap ik LR -

By 9 o

X
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X BE K 70304 22w (WE
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- AP RFEGLLRE 703040 TOKT M @ EE A PP
2022/10/10 > 7 58 & 5:NA» % 4 E R a2 7 2% # 1 COVID-19 Infection o
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7 2 E 2 (%2535 8 (Non-SUSAR) ~ 2 ﬂ% MR B AP RRRE KT #B
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R 2022/10/12 Feh 3%

2 |KMUHIRB-F(1)-20200034 |#p #t 7 4a i % * >t % 5 EGFR ¢t & L \ !
( e o Zg?;‘ . ﬁ% N e R 2B
Sparsentan * *%isf A A f A IR F-v
. TR R RE % 2fen- US| 2022/10/12 ek #
3 |KMUHIRB-F(I)-20180136 e :ﬁg N L T S N R
L
- 3 GFHO018 & * Toripalimab * *%| . . ot ook
4 |KMUHIRB-F(1y20210154 4% £ 1 0 2 it e oot (R IOCHES L
X BEpdd Bz 5@ »~E‘.e'§ =
3 Bt % b/l Hp ik
-4 BTG AL 2L FIF L A(EGFR) %
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« Azacitidine USPI (Section 8.3 Females and Males of Reproductive Potential) g
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ASHpET o RAP

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 (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
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