B 2 %‘5 g8
2022 -
Cisco Webex ¢ :x4a % :

TR X g;ﬁ
- 4i§|¢‘$%ﬁi ﬁ g

Wﬂ#—“%ﬁ%ﬁi R %
51258 % ¢ thie

https://kmuhdcet. webex. com/kmuhdcet-tc/ j. php?MTID=me976059cd058422eb’7

1a9¢c0dfbb3770e
Cisco Webex € &x%: : 2513 623 3295
Cisco Webex % # : 1111209

PERY 120222 127 9p (8= )¢ = 12pF

LE B FHRFRSHOR §RE

AR S FLELR

X 213 A S FF 124 5T AT AT IHA SR IT
%3:};5;:8/\ LR 144 bﬁﬁl’\: ;éhﬁﬁf?‘p\:E}A

FHLAR HFE T LEM-IRE KRN OMBY BAEERE &%
F RS LT ORI~ 8 TAAGRI) ~ F 4 (R

PR REALLR /R R 2

DR A A€ 1Y

WL R

KMUHIRB-F(I1)-20220181

+ peix% B - KMUHIRB-F(1)-20200144

% a4 A - KMUHIRB-F(1)-20180040
KMUHIRB-F(1)-20220127
KMUHIRB-F(1)-20200187 ~

FIRARCRITE  GPEA(ER T

Mt AT(F 94 ~ FR4F B <)

R E(RN F ) (BRI

AR X

i

- KMUHIRB-F(1)-20210122 ~

RERE T RERGRIZD $3H) -
§

KMUHIRB-F(1)-20220019 ~

~ KMUHIRB-F(1)-20210006 -

KMUHIRB-F(I11)-20210092 -
KMUHIRB-F(I)-20220101

?ﬁﬁl&%*’ HF & ATy
=F(F5E ) (GBR3)

Fﬁ 1] ﬁ—a

sEEEGRR)

POk~ P



2 CARFEL
123 5%/ 5 ki g e

(D AMBHRITFT21FA S REPLIFA S ERFALFANLILAL
(2)?1#‘3&4ﬁ51’%\1+&;§]ﬁ ﬂ-*%E\‘:vEL P\y‘&r‘?_ﬁ~:'_ﬁl}bfﬁgﬁ,:o
() A BBk £ 4 B0ph % o

(1) & #F2 fEK
@>*"w%ﬁiﬁiumfa%%ﬁﬁ%?%i%&ﬁ@@zﬁ?o
(3) His E?le»{ii,#&,ﬂliuﬁffgﬁ;&_ ﬁ;ﬁ o

{w
£\

3. MAirz I F R

(1) Agrhenfeiy 2 A2 23 L3002 L - BPYT > p HTehmy L3
F ook 2 (WRER P REY AR E) s A
EERBELLH E T A K o

(2) Arenfeig 2 A2 EF L0 L - BEYRT > HURAST T E
i%"‘fﬂ"iﬁ\‘éiﬁiﬂﬁ(ﬁr LR RERAEE )T A DN F -

W%£%¢ﬁ+éﬁmﬁ&Piwé?1gﬂﬁ¥ﬁi%

HETRRA L TR Y 2 RIS F IR

(4) Sgrhenfein 2 A4 &S24 p ERAF T FHLF Tt 2 P
BEFT R 2L 52 B

(5) MAAFBE AFEFL I RAFAT VAL FLAIAEE -

=i

W
>~

\“}L 3



AEERE T

1.2022 # % - A48 %F AL R € (A )% 11 % 2 €A 7
THEEE
REEL | BiiEk
g i I 15 4 BrEIES | FRA ¥k
Rk 5 5
C-IRB( &l
) Cal) 8 8
n}ﬂ
FEEL X 22 22
%1% 15 15
R/ 10/2 10/2
wndas | 1V /
2. 2Z gk
ATk 10 # g 0 EEinm b HhE 0@
CIRB(Z)#7% 0 C-IRB(&)#7% 2 i C-IRB(B)% T %9 |5 b 3%

gix18%

EEF %23 e

" L
“';';% 4 =

His ¥38 4 ¢

P SUSAR 0 &

SAE % 23 &

X il 4R 27 &

3Rk Ha R 17 ¢

£ 144 &




A~ itmA AR

- ~#E-£11%CIRB2L% %1%

- RS R ATFIRM 2% FREFEIR)

IRB/REC
| AR | A §i
o 1 T-% %3 FlyrEg | 145 5 B T opE AR g s
7 -34692 | FEF | 2 MmEa
- ik 2 , BimEFho By it L F 2R fdy it
-34195 %5 FP .
Ay
o ] T-+F | SRFX | THE I B5R ) RE 230 F 2%
7 ~33073 | HILT | B B 8B 4 2GRS x
ve i Sacituzumab Govitecan %
Docetaxel * »tfe & 8L & i 4 12200 ] bm
" A T-% F | wicF | %k (NSCLO) ¥ fdest 340 2 4o
B -34173 | FEF | PDI/PDLL Ao it 99 B &0 2 5t & 1
TGRS T NS N T
o 83 PR
% s | R R R AR R E B s S S S
am | 5 |TRF | mop | 0SF R ERRREAR S
-34436 | FEF | EH/frr ¥ EHF IR
.5 B it AR R R LA AR M AT AR
R R A R e L LSS LUE L]
PP piaparion: e L959%
3 5 - , ,
ff;f | TR | ke | EHAREELLLY S Y RESG S
= |
v % 34234 | Fgro| k42 tﬁﬁé
E=4
s TEF | 4ae L
XipdE |8 = b T AR A 0T G e e S
, f
E=4 -34293
HARE 2 TRF | v | *bamTames i@ a0 hdik
£ 9 | 2 . ey
, < EF - e S
+ -34492
_® %
R I e T RS R L LA L b
ST - EfF | REAERELES R FE 2R ¢
~34553 F b B iRl
‘ —Iﬁﬁjﬁgﬁﬁ\éélcxﬁiﬁﬁ/}ﬁa\%%\
T—%%ﬁ ot e~ 3 RAR R pE X 2t
s 3m sy 75 &8~ X ﬁkﬂ?ﬁ’% Fé% L‘I L—F w .
,\CIR]_; 11 613;;;172 ii%: Tozorakimab (MEDI3506) * *% ﬂ-}?ﬁ—*'ri 202?/?2/16
7 %* Fr WINE A IR FRALE R LR

»% 2 % 24 (TILIA)




BAEFELEGR I e AFR AMBRFLELAE
[4 % € ik % 4]
B 5 1
IRB/REC % %% T-% ¥ -34692 ¥HREge | -RFEVEE
FEAFA Fl 7S F EF £y *hk BF g
L/ R ALFA e AN AN < o 4
P h TR ER AT S R R AT WML §
Ly Fieg &R Ligeco
Ak 2. AERGARR 0 ARAFZE I FEFEHRIIPFTFARL -
FLFEAEHRY FEAFE AMRRFELE €
[5 % & k%]
BB 2
IRB/REC % %% T-% ¥-34195 BFArEEgs | -BFhEEE
el GRS FE LR KRR P&
£/ L A M40 mH gk~ 8 ﬂg;ﬁ‘ PRI AN W N N N £
AT
S h oA - 3 Ixabepilone e AL B I SR F o B R ERa
UR. S S XN
o Ly Feghaid Lizico
e 2. B AR GARR LR IARF I ERFEHRITIRFEZAFL -
FLFELEHRY PR AFR AMBRPELRE
[4~ % € ik % 4]
B 5 3
IRB/REC % 5% T-+ F-33973 i*’%% HEEw |- BB ATESR
FEIEL e S L F KR P&
E/EFLEFA | MpEars w32 ;ﬁ%gq Fiig
R THE IR REC RN EFIRME R R R 2R SR
Lk l.y2a P a i Ligeco

2. B AERGARE AR ARE | ERFYRTISIRIFFEANRL -

%i‘;?%‘f*ﬁ‘fﬁa"’ff‘?’a@‘?% Afﬁ;é‘%%ﬁiﬁg
[ % ¢ 3% % 4%)
B 5 !




IRB/REC % 5% T-% ¥-34173 BFREHEY |- KFLEIER
FEAFER B F By kK R

L/ ALgFER

iz &2 FaxpP 3Ry~ F3E LR Brg

R

v # Sacituzumab Govitecan % Docetaxel * *f & 8Ldlp & 45 12 240)
fme g (NSCLC) ® i< 24 %2 # PD-1/PD-L1 LB R EHPF & 2
BpEE L F BRI Rk 5 o AR § 3 PR

e

Ly FiEai Lide.
2RAETRGAERE P ARAZE | ERFERIBIFTET AL o

®

i@%gg."grﬁg;:‘ —fr'}a ,é:%‘f;:. Kﬁ;ﬁ%%ﬁi ﬁ g

B g

[ % &% % &)
)

IRB/REC % %. | T-34436 BEEREEN | ATFHY
Eall- SEE R - RS SVE 3 £ R Ok R EF-

/R AR

T EY IR S B

&t

e R i R E A 0 S N R S R el F R E T

e

e gigailige

2. AKRGARLR > FRARF | FRFHBRIIIFFFAFE -

®

FFAFHA e AF R AHF%RTAELE €

B e

[ % €3k % &)
6

IRB/REC % %% | T-34632 FF gl | AT
Sl SR Bl E T3 2% % R REfLE B FHR
FIp BEgW AP LT R EH R EP G B AR

/¥R AFER

ARt

T S8 A e LAAPM AT ARZE B0 R G M ES 2 B
VR LB RATR G W LR %

>
T

FRE
1. %4 -

2. AERGARE  AERAEF | FEFERI BRI YR AL o

HFEAERRY e AT AWBRTLELAE

B 5o

[+ % €& % &)
T

IRB/REC % 5

A

T-34234 - RN IEC 37 S AP O Jegl s
S h g OF Ok R BRI LEIEFS

/¥R

-5
BHr 1 L ER wHEE -3 E2 1 h 3




B HFHdwed il 2 57 AEbgpdhid 2 B
" g | LA REFALAD
2.k AARGAR > AHRIEE | FERFYHBTIAFFEFAFL
FPRFEEWMRreLF R AHBPRFLLAE
[+ % ¢ & & &]
B 5 8
IRB/REC % 5| T-34293 BREREEY | B2 EIZGTRYE
L # PlArE £ R K R MEZAREFIAEE
—,—:/‘]’wFE'_‘-_I_#?v‘K R~ F
OR O R LRER ISR RS RS

e #

Lyt e i Ligec.

2. AERGARRE AR ARF | FRFAERIHIFTTEFL

BRFEAERAFIFEATR

A% E LR ¢

[+ % & & & &)
9

B 5

IRB/REC % 5t | T-34492 ¥F Ry | HR2 LGS
i # Pl g2 ROk R|RPE
ﬂ/hkiﬁA B S IR

& #

e &

AT AMARE R LER TGRS ST
LA ZREHR LT
2.EBAETRGALRE AR AZE | FRFYHBI BRI FFETAFL -

3

%ggg.l‘gfxﬁf 2% o ok A?f;"é, AfE%EBT AL R €

[+ % ¢ &% &]

B8 10

IRB/REC %% | T-3 ¥ * -34553 Epkody |- a2hrii

PTHAIEL MU AT X i il $l B g

L/ R AR ¥ o

g n g AFEAP R FEMRE TR E 2 BERES 228K 2§
Fa R 2 3

A

Ly Feghdiige.

2. AERGMRA > ARART | ERFHHRIIPFLF AL

’
W Sy
4

bl
i

|

Y

)
gk

B
T

I

\+
Wl

Joe 1y
/4




2.

E /Lpi:i IE

1~ lﬁftpk,‘i% fi X 2%

21 B! 55
,}; IRB %% "#f;" B B A F o gk 76 ZZ/
- E 3 e | 2022/9/2 ik '
SRR CFEA L AERRRRER
HR#E 76 —XRFFEFEF
Brensocatib #tz- SR S aC RS T
| KMUHIRB-F(I | &% | ffgai L 53¢ R4 o L L I
)-20200186 | Fir |[HEpEEEEA |2 dEicRRix | R TF
N Y “‘”" ﬁﬁ(GCP P e 3
Fenk > frek B2 3 e
=t - ASPEN
PR
- 38 5 8 52 ¥ ~ng | 2022/9/2 A3k
W pe s B ‘5%’51” LiFi r ARk
3?'}?'51‘?‘@ T E A e 7 P R(GCP P 3
N Y =k N3 pE) e
5 KMUHIRB-F(I | +¥42%¢ | GSK3511294 #f =% | 2.5 Fé%%@%@’ PRI L S
)-20220026 il PR RRE T BRI T AR 1 FE
vow IR A R BRE A
Bipdl § v ch= &
'fr% L E ajﬁlf?—‘ﬁ £
e I
2 @ FxE > X 15% (34 #)
1 | IRB %% KMUHIRB-F(1)-20210179 4 % SHR3162-111-305 (FUZUPRO)
PEAFL (S0 FEE ERRER RGP
BRAiAFA | FEFRO=ERE - FEIN CFEAL B FR R HE P - ZF 38 %
-SSR R X FRER DY 3 P& v & Fuzuloparib &
PR # Abiraterone Acetate £ Prednisone (AA-P) Ap#t & & & & AA-P 175
A F AT SRR DY - RS
Mkt Bdfck o RPiELeR
/1T Regg % ol % 2220077 Husn ] i 47 7 # e & [ %%z . (Violation)]
# 3t £1#-
AFRAVHFI BRI R(F A/ ER)E TR




BAEES f2ipE3e: L W3
fzi#g3e: L W3
23 empede: L (Ereaw? L7
m =
FedB R
W 2 A% e 7 S BT R
[zt de Rlscd 50 EF8€6€% 48 -
(et diem
[JeF Ak
IRB %55 KMUHIRB-F (1)-20210021 B & L 73763989PAHPB2006
PRAFL | B FEE 5% Xk R
BRigFL | APKE-FREG ikéi TR R ERLBEREPG
- xR 2 F’“ s B P g 3= INJ-T73763989 ~ INJ-56136379 -
b R P (O frl 23] F 3% a-2a* Winhfms LRI BAFLE 25
B~ % 2~ ey i 4 §F
MAe Bdtkx o P dEFEFes
111/11/14 R 7\:1: [(111) 245 % 500 %) & dF % ﬁu&i 2 [k R
#ix (Violation)) = 4 i -
AERAUFFPARFTE(FRA/ER)E TTE
2 h 2% S SN REE
fzi#83e: L W3
Lrspxde: L (Ereuaw? [JL:[3);
H:
F 3t
.F&é$%§LﬁT%$£W¢ﬁ(ﬁﬂF 5 S WS 4ﬁ$7§M§P
FERLIERAL B %)
[orizszrder 2ol 30830 €%4 -
Dx Gk 1;;—‘- BT
[ J37 b e -
IRB %% | KMUHIRB-F(1)-20220045 +3%% | MK-7684A-007
FRAFL | EEFFE B2 Kk R e
A4 rprat ~HAY ~Z3y o EuEpP  oRmRi I RE RIS
- 38 ' #& Pembrolizumab/ Vibostolimab #F > # 3 (MK-7684A) & * i &2
PR pembrolizumab & * it F >t A fL 2] e MR & H B A fe s B~ 3 2 Y
#Fok (MK-7684A-007/KEYVIBE-007)
MATRIF ek
. 111/11/10 Be 7 iw [=0) & CRA 3 % 22462 5] > 4R 7 ﬁﬁ\i 2[R iE AR

(Violation)) = 1 # -




ﬂv;%,%%%ifmiﬁﬁ;i T(ZHhA/ER)E 4

BaR% FeE R
(e & idsk s e 7 20 e e )
(lfieszs g 04 30830634 -
SR
| %
Lwmed §id e L3 WP i -
20AFERPE TR

IRB %%t KMUHIRB-F (1)-20220065 i % PN-301-21
FHEABL | GPAFEH 52 %R | W

T%H»"iil'?"/‘ Fﬁ%f?‘;ﬁ-#’\#ﬁ "—1 él’sb 3R 9~ .—5;‘37{[;} RE 1\1’? 3{%'%_1 N %‘q‘ 2, r'glﬁ"li”

—:"Li 7%3_ - 7% % HER2 "{*Z\mﬂlj l‘@"é'ﬂé"’:'p#m/r%r}@fi u (AST 301 ~
PR pNGVL3-hICD) z zfr«ki:k+rﬁ§3 2 #r:25% (Cornerstone-001)

MARIFF kP
111/11/11 r{ﬁ‘:’ iév [NT TeF % 2022309 5.) s iR % l%/!k—?—: 2 [FkER
#ix (Violation)]) % °

FERAEARAEE (G B/ RS 1 8

PLEE 2z apkede: [ L 03

Lriggre: 0L A

EFapade [ (LFeuaw? L 03);
I

S 2

[ & ieme i it (7 2 e BRE

Clgieszdier  nld 30 @83 8634 -

AN

WAl D A ERBAEDEE(P) > 7 e -

IRB %% KMUHIRB-F (1)-20200144 & %% | DI10SC00001
FRELSFL | LEBFR ER R | RGP

PBlRifEl | ME2FZ IR I EH P AT G RERCMUE

-~ HEZY R LR X EREE S SRS Y %k *E Durvalumab
kS & B R T BT 2 A IRaLdp ~ m i £ i 8 Bk e e 2
(KUNLUN)

MATF Fyek
111/11/16 Bafe iﬁ'v [(WDAZ 525 % 2022180 52) - @ 4R 2 L%szz it [#F% kL
#ix (Deviation))] = 1 # -

s SR VESSCR Y SOLE NS




ZhHES 2rikege: ] 47
LFieggre: £ 07
LFapade [ (LFeuaw? L 03);
m =
S 2
WP L85 e (7 5 e B
[zt diem Bl F0E346%4 -
[J#ak 3t g7
[ o Ak
IRB %% KMUHIRB-F(1)-20210199 4 % D9180C00004
PRAFL | FREFF 5% Xk R
K 4 ﬁﬁ;i B ; BRI B f'ff'}f;e:?ﬂ@ fgf,‘\sgza& MR~ FepP £ 508
BREZ s ESME S BFELE R s—*fi&_T_),
—ﬁ%:ﬂ SRR e R R F T A X R B
b R ca sl N A FF%F* 30k (COPD) & fom € 2kttt COPD %224 > 2= F
Tozoraklmab * fEH B AT v £ > (TITANIA)
MATiF ek
111/11/16 K78 13 [(ME)AZ 525 % 2022025 5] - i 35 7 ﬁx*&i 2 [35%m L
B (Deviation)] # 3 i o
AERFUFAARFE(FRA/ER)IE 4
2hHEE TEEY TS AR |
FREEEe A2 0
Az ipede: L @3 L3
H:
)f@ﬁ I
Wi- R Rsk e 7 1 8 BT R
[Jorizszrder 2ol 30830 €%4 -
[l gt
[J37 b e -
IRB %% KMUHIRB-F(1)-20210199 3 % D9180C00004
FHRAFL | FREF 5% Xk R
Vol 4 34 WA PR BT 230 CEP T R SRR EER L T
= ‘ﬁtﬂjﬁ?\?ia,ﬁ\f‘**f‘}—,‘ff‘i‘gill’%
._ij‘a,_:j,;[p K{#&;/ﬂ\ﬁo\%ﬂ ]J}’J’rzsa\_lf—;,g\ R @“%{éf Fé:l’jg;,
PR EHT '&'tm%w w2 om (COPD) & o & 2 M 4t COPD -2 > =
Tozorakimab = f&#| & F A2 crvf »c2 % > 1% (TITANIA)
s MABRFF ek
A 111/11/16 B % &0 [(ME)AZ 723 % 2022025 5] - i 3% 2 H 8 F 2 [R5kE R




(Violation)] £ 1 # -

AERFUFARATE(FHL/ERE SR

FET

RSy TR |

FFi#Eyte: 2 7

Lriaptde: 0L (Lzeag? 0L 08);
W -

5

WFF R Esk S 7T S BE R

(it g 2R+ 40 BFAEF B -

N

[J27 *h et

IRB %% KMUHIRB-F(1)-20220091 E B | M20-111
FHEAEL | ECFFE EP KR | R
Pl AiFEL 2y PR FEP TR LR e

= 2

- A EHE B AL Al B S AR F R R S 4 £ = ABBV-637 it 5 ¥ -
2R E E R ek 2R Rk 0 F et T A My 1 R

==

PENERX EEd N
HL/11/11 B %o [t s 3 5 22-11-254 8] - 487 K & (o
% (Deviation)] % 5 i o

AEAFUEIBATE(FHL/ER)E 5

PhABE

SR SRR

friggte: ]2 0

22 imsxde: [JEL (Lzeaw? L 3);
|

S 2

W 2% e 7 O S BT R

(Mgt B Fscd 30 EF 86328 ¢

HEFS TS

[J27 *h et

IRB %%

KMUHIRB-F(1)-20210123 g LA NN9535-4533

P A

TR P R RR | RGP

= SIERE = 2R

W&~ A&k FhRL 82 F

P

Semaglutide * ** % 2 AW /p 2 ¥ &5 RA B A F HH # i Al hiv

A

PENERX EEe N
/11718 fef % 3 (7003 % 1111802 ] - w47 % & [aoki &
(Violation)] 1 # 2 4 # /< ¥ # [3#% i6 £ (Deviation)T 1 » % 2 # -




ﬂv;fa,%%%ifmiﬁﬁ;i T(ZHhA/ER)E 4

2AHES FREEREE A0
Fiegse: )L A7
23 ipxde [JEL (Lzeaw? L 3);
H =
F 3N
WP L85 e (7 3 e B
[zt dier Bl F0EF46F4 -
[J#ak 3t g7
[JeF 7t Ak
IRB %55 KMUHIRB-F(1)-20190079 4 % C0371002
I E A s i £y ki R
BlAiEFEL | R FHT
=iz * PF-06838435 (rAAV-Sparkl00-hFIX-Padua)#® € 2% € & B 3|x %
b R Fr AT HEE R FFIXATIES 2 focfed 205 Y Bl vy
(FIX: C<2%)(BeneGene 2)
MATRIF ek
111/11/16 B &3 [F p (111) % 544 5] > i@ 4F 7 3}44—\ [k R
#ix (Violation))] = 1 #
AEAUFFPEARFTE(FRA/ER)E 192
FhEEE EEY S E NN |
fzi#g3e: L W3
Lrspxde: L (Ereaw? [JL:[3);
H:
F 3t
WF R sk S 7 T 8 BE R
[z der Erleed 30 B38€%4 -
(s bz gies
[JaF Ak
IRB %55 KMUHIRB-F(1)-20200152 3 %5 D5982C00007
FRAEFX | FREF £y kA R
BRAFA | HAg s G RE - B '* CEEp
- B AER CEAR TEA RSP w24 3 52 ¥V RE R R%
Ny 5 3% Budesonide ~ Glycqpyrronium 4= Formoterol Fumarate # & “ﬁ £ 358
~ %= (MDI) #p#+*t Budesonide = Formoterol Fumarate MDI 4= Symbicort®
R4S MDI c HF R A Efed b E oK gt 2 (KALOS)
= MATRIF ek




111/11/26 R & & [(BGF)AZ &% % 2022031 5] > i 3R 7 lﬁlkjﬂ: i+ [k
#.(Violation)) = 10 i -

*%/JF gﬁ%-ﬁlk—i#(ﬁ%;/ LFL)+ 20 =
2LR% 2R ikERe ]2 07
2 iEgEe ]2 07
LELpEd R [ & (EFesd#R? L8 017%)
m =
FedE R
BF ke er @ ERERGFT BB BAT A&7 950
[zt die 23 Ei%?%iﬁ%?i £EF 4 -
KR R
[ 7t e
IRB %%t KMUHIRB-F(1)-20200034 k% TAK-788-3001
FRAFL | EEFFE B2 Kk R e
BhidFl |42~ FeE s FEP %K?\i”' B~ X 58
- BAREW LAy 3 B ~ B iEsk o v i TAK-T88 xf; % - Ao R
PR EH AT a1V R AT EGFR tag 3+ 20 (Exon 20) #& » R %2 25) ‘wie W
R F oot
MATRIF ek
111/11/22 R k& [ g3 % 890151801-075 5L) > L 4F % ﬁﬁ\i 2[Rz
# i #.(Violation))] = 1 i o
*%/JF gﬁ%-ﬁlk—i#(ﬁ%;/ LFL)+ 2 =
2ARS FriEeE®ee: [ A2 7
2 iEgEe ]2 A3
LEapEd R [ & (EFed#? L8 017%)
m =
,g»@ﬁ_ = —\ :
W R F5% e m T BE R
D%‘H%?’L BB LPFUEFLESTA -
[J# kg
(a7t Ak
IRB %% KMUHIRB-F (1)-20210181 k% SYN-ELO-001
PR | L RRFEE 5% Xk R
PBRAiAFA | S 5%  pEF A2 E S wY IR T RTF MmN
Pd L - BER LB XA FER R Goofice®FE ORI TRE K 2

Forefed 24




DN EX R A

111/11/28 R i;&r ['fff?r ¥ 2022112801 5] - 47 7 iﬁﬂ\i i [FekE R

#x (Violation)) = 1 # -
AEAFUF AR E(FHA/ERIL6E
2hEE 1riEese: [ 23
it ]2 W2
Lriptde 0L (zeas? 0402
[
Fel 3N
WP R Eok s e 7 3 W R R
[z g el 0834634
[ st g i i
[ ¢8Rl -
IRB Y%: KMUHIRB-F(1)-20190127 3 %% | 041554
FHEIF | gPaFE B2 Kk f‘pﬁ,—é
Bl i g K R R R 1ORY B2 T L FHRAHR L
R EE T YN \ﬁé’@“f*ﬂ]ﬁﬁﬁpé%? Mﬂa,@, PIK3CA-% % ~ 7
sy ¥ M- HER2-FAHE 2 b 3% & @A L5 Bom B3R B GDC-0077 & »
E e PALBOCICLIB f= FULVESTRANT #p #>t % f& #] & * PALBOCICLIB f= FULVESTRANT &
Ko % >
PR X T
11/12/1 K %3 (R % 220399 8] » @2 E R F & [R%H L
#x (Deviation))] = 1 # -
AEAFUFFEARITE(FRA/ER)E 2 E
ZhES -&@;&zzﬁ~'mik,l@
friEgte: L HF
Fhpsde [ (Azeas? 43
H =
F¥ RN
[ GRS A S
D%@xﬁégm’zya;Léiﬁ%ﬁé%ﬁo
[ szt g i i
WESS I
IRB %% KMUHIRB-F(1)-20220019 3 %% | CKJX839B12302
PHEAEL [ HEAFR R LY
BRAFEA | FEF ple AR A LRI

o 12

TRRERE S 5P % =k inclisiran ¥t e Fmx

- IEKE%&A\FTQ N %% N




i S AR XL Los 8% 2 W (VICIORION 2 PREVEND)
REN XS §iE R
111/11/22 f,j,{ﬁ isx, (731D % 557 5] > @2 T [FREL
% (Violation)] £ 1
AE R B (R )R |
T42% T3t [ L3

LragdTe: L W7
FapgEe s & (Lzeax? OO
H:
Rk Rt
WF R Esk e 7 T 8 B R
(s dieir 2o h0B3a 634 -
HERE T T A
[T 7t el




e

- o ®LFx18%

A 7 !

[ R B % % |KMUHIRB-F(11)-20210092 | % % 2 %[ % %

P oE b AR E ATIB LR ok L R R R
- F 2

ER
[Pl A A HRRE B RS BREFIEL 4L g
g% Ok R RP
o H |- " FREAFEFZR GBI o - S
A 3 2

I RB % % |KMUHIRB-F(I1)-20220028 |i¥ % % # %% | ®{ %

i@ - tdp AR A T Ko e R R REY > = EPO0ST &
olaparib 2z % > M fefkrxend 2 ¥ § e w B E%

b

[\8
-
e

e RN 1

£/ RAFA | IR M2 F ~ FE > Brg IR

=% %k R| RGP

e H |- R EFER LB o = A
A % 3

I RB % % | KMUHIRB-F(II)-20220072 |# % k@3] | L (%)

i - FREs A e % 2 #P#5% 0 4 Atezolizumab f- Bevacizumab # * SRF388
¥ XA ORISRk VAL & B e e g B

-l

[\
fo-
e

RN

/i g TR P ET R eECEPG RG-S RBEAR

= % % R RGP

s H| - FREAFEHR S LBD - Pk
A %" 4

I R B % % |KMUHIRB-F(1)-20210123 EFAEHEY | RLF(FRR2L)

35 % % 4| Semaglutide * >+ % 2 3\ Ap 2 ¥ F kA p b HE SR chiTy

LRI

E/BRABA | AGR FRA £2 F LA RS

£ % %k k| P

e F| - FREAFEHR S LBD - Pk




B 7 5
I RB % % |KMUHIRB-F(II)-20170045 |# % % @ #Fs] | L x(Fi¥L)

F I F B LR - XFAFRDELERER LAY RILRF

OE P | LR ESEEY Y =6 Filgotinib fif &g iR dfca
% >

R

ﬂ/fﬁki:ﬁ«*& BEF R A K LY p Ll e

= ?’ X R | RF

A B|- " FREAFER I UBE o - R

B 7 6

I R B % %.|KMUHIRB-F(1)-20220063 FFREEY | RLE(FREL)

S %R B - S RFEF R ES LD %“#ﬁalé‘.%;ﬁﬂﬁlﬁfﬁv)ﬁ‘ 2 Aok
PA R LR A F RIER S Y

ClE LR

K/ A %?#pﬁ KRR SRR ZEFO R F R &P
AE A

B3R R | fHEX

- R |- RPRBAFER UGB 2 P

B L 7

I R B % % |KMUHIRB-F(II)-20160100 |# % % g9 | R{2(Fi%])
g% PDLI f#nf8 & * v v B &7 ,: 12 p% (Nab-paclitaxel )% i&4a % #7% /1

3§ ¢ 4| st (Carboplatin) T4 % $imi2 » o S B R GIEE hItaY = 15
3 R

R ALE A GPaFE

T/fwnu:fs& U g SR o E

A R - FRRAFERANBI - P

B L 8

I R B % %.|KMUHIRB-F(I)-20200187 Eg Ry RLER(EARR)

s oA T-1101 (Tosylate) " & $fotfpspicih2 §F W EB L H 2 % 242~ & (2o
Zdd By - B IRA Rk

P d 3 A BAERR

—,v/]‘wl‘r"_—l_:}ik

Mz s 5l E

L~ 3L 3 g s

w )

=

1 EH

ﬂi‘;
ik
%
<




= % %

e %

- kR RAFER T UBDE o S

B 5 9
I R B % % |KMUHIRB-F(I1)-20200132 |i¥ % % # 8% | L 2(7Rr%L)

# 3 + #

el Ve A B TNCS ALE SR N U s 5T 2 T 3

R

it R

7‘/1":‘:“—";‘.;}'34

%i%‘i %‘ ~ E’.P ‘_:r,gq;}’; N /i’ugg—i:

= ¢ % &

P

e &%

~ R RATFER G UBD o o

10

B 5
I RB % %5

KMUHIRB-F(1)-20220023 FFReEgY | RLRFRRD)

#

ZHP RS R B TRA R AR E MR G2 o R, TR
Silodosin &7 i B etk 2 v % £2% 218

T ET X

[ 43 EEC% B

L/ kA FFEA

S E T ERE BRI MR R A e

g 7 0k &

A Amfl3n

P R - CFREAFER B o2 ~E
Fr B 11
I RB % % KMUHIRB—G(I)—20160036 BFARERY LR

G N

# |

TP Z 2 2 S AR R TR R AR L

e

BE

L/ kA FFEA

FREW S E KT S RL
I A=

SREATAC S REAREAR C F Y

BRSBTS M

£ 0% % R

S

- %

- s FREAFER S UBDT o 2

B B 12
I R B % % |KMUHIRB-G(I)-20170037 EFAREHEY | RLE

#

b
[\8
=
|| 8
>~

TN A 0 N TR AR R B M2 s H
%Eﬁ
S A S ERR Y S FRELE EATAL S NS

~ BB s R

*
+

H
=
b g

- kR RAFER T UBDE o S




A 5 13

I RB % % |KMUHIRB-G(I)-20180032 I I e ) %i*

. Yy e | TETLE Y L BE ] AR E AR MR TR %

ol T A ;

s SN S -

-,-r/f*a'vl‘f':.'.%??* HHT ~F A B REE - R4

2oy ok R RAfE

i BR|- " PREAFER S LBE o - R o

A B 14

I RB % % |KMUHIRB-G(I)-20210032 FgreHy | LR

P FE Ot | m2EDrHay '\#Flgtx._}ﬁ’é«%?”ﬁ‘#ﬂ/ﬁ'é’-gx? #H(=)

El SN R T

E/fpk i | 25

B Ok R RAPLE

e BR|- " FREAFERAUBE o - A

A B 15

I R B % % |KMUHIRB-SV(I)-20210119 |# # % g | ${ %

v E g AT e A R BT A G LB RS o p AR S AR
gz gyt

).L 3 ;}.3 e ﬁﬂg

—,-r/f‘wﬁ-".—'_#.f* HEE

0% Ok k| BEfLE

=S R - " FRRAFER A UBE o - A

A 5 16

I R B % % |KMUHIRB-F(1)-20220167 ERh ey | R
- R AR B TRMMEE - Y= PRk 0 =6 o R CP101 ¢

s

AR AR I FEL R T3 45 7 (Clostridioides difficile) & % <
v~ & > qemt i (PRISM4)

% a FAREFE
M % ‘ﬁgig,qr‘*;zé" ,L‘;'f".\ggr;’g;,;g,\—‘%fy“\jﬁxg\f’;v‘“‘;\i
-4,—';/1";":]\-"3}.&"3* M?ﬁa + r ’H‘ N n —r?\ ¥ "
)2
2 0% % R | RGP
- G- FAEABEE S UBL o - P




B 5 17

I RB % % |KMUHIRB-F(I1)-20180040 FrheEy Rk

N REEE R (PMF) 2% i]i_g,ﬁtig{ ié};%r’;é eI A
g it (Post-PV/ET MF) =z £ # & Momelotinib

e i #F A |FEY ?5 E

R/p AL | HAE

B3Ok R|RF

- B - " FrREAAFER A UBE o - S fRE

B B 18

I R B % % | KMUHIRB-G(II)-20150044 |# % % 2 %5 | #{ %

3t 3 ¥ # | Angiopoietin-2 4% F s § TR )’%%’* 2 B B IR

Eali S T = G 2

ﬂ/fm’ai#* IREW S E KT Ay

g 7 Ok R |FPFE

- |- R EAFER LB o2 P o




CFEEF A5 23%

B L 1
I RB % % |KMUHIRB-F(I)-20200018 ¥R RERY #FEFR

N T

s

- 3 54 Fisg o~ b0
oo A
k

ﬁv]v},g—[%]v} L

SR AR BR  Bm o XA eE L ES
2 ¥ppE > g 3™ Brazikumab @ * 3¢ BRI £ R E
S f R R 22

R
ﬂ/fwlbi%?«*& P2 ~pEF ~FrE A3 E L2738
B

g 0% % R

e G- kR BEG o BFRE -~ PLE o
3 5 5
I R B % % |KMUHIRB-F(I)-20210006 |# 2 % @& (#5324

#

ERFADELRAN S Borie ik BLBCL)E A5 A5k ey 3 b '%E
-3 WU é.jz ® > 12 tafasitamab 4c + lenalidomide & * R-CHOP #p #2>%

R-CHOP 2 o2 % 2ibei- SEH 2 ~ 50 oo A fs ~ ) ~ % BB
&

PR L E A BAEFR

R/BRAREA BT FIEE 3L Bl ERR

g2 ¥ 0k R|RPF

i H |- " FRRAREGZ BFRF - S

B 5 3

I RB % % |KMUHIRB-F(I1)-20210122 R RENEN | FYEL

v o - g e s B X AR EROY 3% o v i Tirzepatide & % |
A h G T ¥ A S R B R kg g & oke % 2 £ (SUMMIT)

# 3§ 1 ¥ 4|z %pﬁw

ﬁ/f‘*"?‘i#‘* FEE s pla s &R A T F IR

g F 0k R|RP

s |- RARPFER O MYEFT - P

B B 4

I RB 3% % |KMUHIRB-F(I1)-20210133 EEREHEY FFEE

3 % & ff | (HIFEMD % 5 & BE B $ A% Bk e 38

Bl = R Fi%é;ﬁ

7‘/1":’:“\?':1.&"3";’&

g 0% % R

BRI e




- R - RPRRAFER BYEFT - S PE

B LA 5

I R B % %.|KMUHIRB-F(I)-20210213 22 | FFEE

P oE b | RRpRREe- PTHERBRLE G oL amed ok 21
R R A F AR AFR

R/¥ R A A | TR

B % % R|pE

e H- kAR ER BFEF - P

B B 6

I R B % %.|KMUHIRB-F(I)-20210218 B AR | FEEL

S S

LN ST = RO R/T}ﬂ' % % propof01 - RS UPN ]v:t}ﬁﬁ;ﬁg | sevof lurane %+
R S Eh o A R L e S s

R

A

—;-/T‘ﬂk':_'-&"i;'k

fiﬁ?\

£ % % R

p&GRe ’j‘ii#i‘”K“% )

e B - " FPREAFER BEEF - A

B L 7

I R B % % |KMUHIRB-F(I1)-20220001 EFEEHEY | FHEFA
7 3 AR PR T £ 5 R B B TR ShE T Rk TR vk
B S TE - 3&;};’-}?:%553?

—,-v/f‘v‘aﬂ-":_'.#?* X 5w

B % Ok R|pE

s *| - FREAFER BYEE 2 PR

B B 8

I RB % % | KMUHIRB-F(I1)-20220004 ¥Ry | FFEL

#

_ﬁ¥lﬂﬂ$%’ﬂ%BW2m(Wﬁ&@%?wr%Aﬁ$Aﬁiﬂ;
AFEHS)* A E N e FIF A E<= 1 IU/dL 2 255 AAVD adufg 2 A 3]
;\}}%ﬁ‘ﬁ‘m—e};]ﬁ\ ”’ﬁi"]‘i_t’i?«)/%fc;;

- SR = '%gém
R/t AdEA | HRRIE B
R

g 7 k&

- " FREABER BT =

1A e




=3 B 9

I RB # % KMUHIRB—F(I)—20220108 I VIR Y

b %R Frtda ﬁ**‘fﬁfﬁfﬁaﬁi‘n%q’fﬂﬁiéﬁnﬁﬁ Bk SLAR RO 5
BBl ARG ol 2 PER

P k3B | 240 Fi

£/ A A FHEHAW BT E IV FRR T iR 2 KR R
N Y

£ % %X R| kP

e B - FREARREH BEEF - Pk

A % 10

I R B % % |KMUHIRB-F(1)-20220119 |# 3 % 2455 | #5434

#

FL S s Bkl s B EHERE AL R R SRR
2 BLHP /A IR R i g 0 R S 0 3= STPTO05 g 4R
FLrEE R e O A 2 % 2 AR B b B R

e
R AR SRR ER
T/fwnu:}w AR B £ 257 R4 EPG-RRL-ZER-FES
B % Ok R RF
e BR|- " FREAFER BFEE - ~frE o
)2 i 11
I RB % % | KMUHIRB-F(I)-20220127 L 3 W NI o 3

#

SEE W EF A M % BHAT ARERLRE /S 2D
AR FR F = # ‘kb"’ﬁ ’ Hi"%?”‘\%]‘}ifé T R FOSMANOGEPIX
(PF-07842805) #p fi>t# 7% %] ;2 CASPOFUNGIN f¢ v R FLUCONAZOLE =
ek & 2P

P F A i BRFET
FRE - MPEB - HVR - FERF T B~ B2 MIEA - Fo %

L/ AL

Tk s EPE CMRE c HAE S FIF L kA
E ?{ %k Rk E’Jfr;ﬁ
- R|- kPR RAFER BYEF - A
)it 7 12
I RB % % |KMUHIRB-F(II)-20200210 |# % % 2% |#45% 4

=% Damoctocog alfa pegol % X nk A Al w ifﬁa}ﬁa Ao ABFEER
PR e 22 LR Y /- 7 A~ 3] HEM-POWR # 7 #& %




damoctocog alfa pegol ir <7 A Bl = J BF R L M SRR
S ER Sy

LR

R fr’;%ﬁ

£/f R ALFA

TRRIE -~ FRE

£ % % R

gl

e =%

- "R REABER BYEFT - S FE

B B 13
I R B % %.|KMUHIRB-F(II)-20210009 |# % % 4] |#FF %4

#

- 38 #% 3% BRIT-835 (VIR-2218)4= BRII-179 (VBI-2601) & & & 7= * >+ i5 %k
B2 B A A (HBVR %2 % 2 EAcRO LS 2 59 o VIR A e -
B

R

FES R

S/ R AR | EFE AP FAE CFRLPEEF A
£ % %k k| RGP

e &

-k REATEZ BFEF - S PA

B 5 14

I RB % % | KMUHIRB-F(II1)-20210221 tC S WE I I IEE R o ]

R e | T EIENEW AR F AR 2 R TR = SRP-9001
SO SR

Pt R B o A R R 2B frany 3 HE%& (EMBARK)

BT AT

b ERE = S

B/BEAE [ ) FIEE B

£ OF Ok R|RP

e H|- R EABER BFRE - P

B B 15

I RB % %.|KMUHIRB-20130132 ¥R | FFEL
oE F | PPRRIR TR 2 ATIMEZ 2

T F A EFR|FEE

r/fRAFEL | &

g % Ok R|pE

e =%

- "R REABER BYEFT - A

B B 16
I R B % % |KMUHIRB-G(I)-20160031 EFREHEY HFHF

S

#

B BAE CAPF L g A p AL CAPFUFip+ oY F A2 BT




KB T TRR L TR R B TS T g
T ELEHFREPR
T/fwlbi#* EEW R ET RAF R EP G R ARG
£ % % R EPE
e BR|- " FREAFER BFEFT - S PE
B B 17
I RB % % KMUHIRB—SV(I)—20150075 BEEEHEY | HFYEL
Ea % O FILEANRAF A R ER L TE A U RARTEL AR
Eal SN ﬁ%& 2
—,-v/f‘v‘aﬂ-":_'.#?* I

= ¢ % &

P

i+ R - RALRAFER BYEFT 2 PR

B B 18

I RB % %.|KMUHIRB-SV(I)-20180072 tC S WE I I IEE R o ]

PR P | e o B3 CHBRRERT R FREMLALNZ BRI
E A A R

L/F A A ?Pf'» ~FEc s EoeEE

g % R R|FPER

b ® |- F@ﬁﬁﬁéﬁ’%ﬁﬁﬁo:‘ﬁﬁo

=3 5 19

I R B % %.|KMUHIRB-SV(I)-20180075 2R | FFER

SN T

#

BRI HF EaRA hE &, MetS SHHIVE 2

‘F‘TIEEJ@F#B@"%‘L?

AP B R AT~ B RS A 5 R o/ AR w A ey

R R

f/fwki#ik RiptE s R/ S BUREA - ZIREE

g2 ¥ x RkR|pE

- R - FRRAFER BYEFT - ~PE

B B 20

I R B % % |KMUHIRB-SV(I)-20210119 | % & 2% | #F5F4

b or o AR " oL A g 2R AL G LR D RPF g P ATl S 47
Rz et

T F oA F AL

—,-v/f‘v‘aﬂ-":_'.;f?* HEE




= ¢ % &

Gl

7 Hl- FikideEk osfese - A

F 7 21

I R B % %.|KMUHIRB-SV(II)-20200085 |# % % # g %] |#FF 3% 4
PR OF OF|RAONER®RFAY LR GRS FRIEF R

el

£+ 5

L/ kA A

2

e

g 7 k&

ks

e =

- R REAFER BT - PR

B L

22

I RB % 5

KMUHIRB-SV(I1)-20210118 |# % % 2 5] | ¥4 3% 4

R

£ B b AL g B R A M R RS g

LR

& 4o

/A4

PR T

£ 0% % R

O

- %

R AR RER ST - P

B B

23

I R B % %.|KMUHIRB-F(I)-20220106 ¥R gw \FHFA
b E g Metformin %% 4% FOLFIRD ™ &5 4o e s 2 @A 21 2k 2
B |4

G SENE

L/EBRAFA | IR~
B % Ok R|pE

e %

C R R R REE o MEEE - P




PR SN

JF/BE{EL L 4%

B 5 1
I RB % % | KMUHIRB-F(1)-20220109 tCI = SEE R I I e

N T

s

- 3= % Tucatinib & * Trastuzumab f- mFOLFOX6 #+pP& mFOLFOX6 = #* £
2 Bevacizumab ¥ % & HER2H## £ 2 % & = &
SRR AR~ % 3 sk

# & * Cetuximab
S WL A P A

Eaali i R = 1%,1%5;;
ﬂ/f*ﬁﬁ‘;'.#?’* T AL FRET S ETZTR

e SRR

A Hl- RARAPFER G ERY L o o P

B 5 5

I R B % % | KMUHIRB-F(I)-20210118 | % % 24w &+ o

i % R THEAE AR SRl ek B L 2L
A B

—,—:/‘l’wl'\»"_-_l-#.** Ik

= % % R &

e B - PR RAEER S UEBY L o o N FE o
A % 3
I R B % % |KMUHIRB-G(I)-20200042 | % % i 2% [#% ¢ o

N

#

WMF- T RHE (2-¢ A A)fa(MEHP) &% & %8 ™ B4 E-cadherin

ML A e B (BN 4 % 8 5 g 2 & enie

Cal SENE R =

—,—v/f‘v‘aﬂ-"_—_l.&‘?* IR~

£ % % R RME

e R - FREAFER G R Y L 2 P

B 5 4

I R B % % |KMUHIRB-F(II)-20190056 |i# % % i g %] | %42
3 3 LR FRRBERHI L REL TRER AR 2 TRPEL
Cal N - I S o 1

—,—v/f‘v‘aﬂ-":_'.&‘?* Eg

B % Ok R|pE

e Hl- FREABER I NNEX - PA




=3 B 5}
I RB % %.|KMUHIRB-F(II)-20160075 ERREEY | SR
2% on s ONO-4538 % = /= #p 3Bk 5 @ v ~ S8 b 82 7 *p chmt i 2 4 3 128
3 AR - B 2
b 2%
PR L E A IRAFR
ﬂ/fwl‘ﬁ;l.#& MITZE 8 w3
g B X R|RP
e G- FRBATER T IIRR - P
B B 6
I R B % %.|KMUHIRB-F(I)-20200170 e S S R
4% - A | A (T2DM) & A &—*ﬁ Fip v PRA| TTP273 4| 2. o ~ £
O3 O M| BEEFEAEDIY P L e HR T FEN s X FREROY
R
»_L % #ﬁ A * i’ ] %F’zﬂ;
ﬁ/fwl‘v‘-;l-#* BHE-F R FRR-HEELFH  HFE
2% Ok R RGP
e |- " FREAFER G UET - A
B B 7
I R B % % |KMUHIRB-F(1)-20210098 EE R | BxEL
[ % O FR R T L R E SR MREEB I REL Sk
Bl SN RS "
T/Twl\*i#?* 4% I3 %
=%k R | s
e H |- " FRkAREFZ RS- S A

N VAN s S




A NEEAATEZ 4

1 ~ SAE-% 23 %

FHE A HF-£ 50 %

B % 1
IRB ¥ % KMUHIRB-F(1)-20200034
FEAEA = F FEE
L/t AidEA | HE 2y EEp - % A R
FREH - R e~ % 3 s " P"%xﬂ Féﬁf% » vt TAK-T788 iF 5 % -
‘sﬂm%‘#ﬁﬁk" 7 da il gt *‘% EGFR ¢t %3+ 20 (Exon 20) #& » 7&%—»
2] e O R SR 0%
£ 3% oW 51006 102 TEREE |
ik (A 47 Sl
IRB #24& 7 30 Initial/ YD N
follow up
10/12/2022 10/5/2022 initial ERop A Al
AR RER | KEE2022/10/4 At REERTUEIBFALRE  LEDFIT
FH AW 10/ XA AER o
FHEALL 12/4/2022
-~ AEZ AT %L R FE 54006-102 »+ 2022/10/5 Initial »Feo0 o »
ol 3R S S RE R G E Y T FeE el ~ (B ) o VR ERT
Fr oo 3 d a4 2022/10/6 Arr AR o AR A 2 HAGFY
“*%“%%wwe
= ~ZERU » N § %4
- £ T h
B % 2
IRB %%t KMUHIRB-F(1)-20200168
FEAFER IR~F
/e ifEA | Fikc s v
o -~ IR T LMY R a3 2 R auk (GC/GEJC) g & hdest =i
# B4 i —gf 25 Durvalumab 5% 2 FLOT it % %; R X B
Durvalumab i esg4 A e~ R % BHHE - % = ¥ 35 (MATTERHORN)
£3#% w%E | E£7404004 TERREA |
ik (A i 47 Bl
IRB £ p # 2P0 [nitial/ 7 UE R
follow up
10/19/2022 5/20/2022 follow upl ERop A Al
FARFEREE KL 2021/5/10 2% 2 % g s o N 5/13 = 0 3 5/20 IR T

LRet o BT X ki o A G ) AL 2 5/21 F F M H R
¥ 3% > » 4t Klebsiella pneumoniae ﬁ o AEH R AR kAR
Fh o ERYEING U HABRSERE /2l REXRIEF LS G A
z’ﬁ’ FARE LGRS o R R RAPEA o §E RN 6/4 2 o

SRR SRS R G0 6/16 B SRR o 50 X




¥ h i 6/19 BEor LR R 7&]/;’% R oA T/19 o
R kAR opinied o R T7/23 ¢
3ALA 11/16/2022
-~ AR AT RGRL LR ET404004 0 T R A TR ES: NA
w4 p #r 2021/05/20 0 7 ;ét*i%“é} NAeo ¥ 4 Hiiifaz 2 A 2
g k(Pneumon1a) 2021/07/23 =
oo~ E A 2021 & 058 %EWQ%VW§P¥24:E%§}~W€$
7Qiﬁﬁﬁﬂﬁf%?%‘wﬁq%w4pﬁ%&ﬂ$%%%7ﬁ%
(un-related) » RF HRFHF A A g e wl{ A TR (74
B oGRS AAEE D0 ) o ﬂ“f"ﬁiﬁé
=~ W33 IRB p#p(23):2022/11/16 -
w o~ A AR ISRy E p Fp 2 2020/09/24 0 = 5L fEie e F % 1091494611
B o
I~ R i F A R A FIR IRB-SOP R T rpde- ppusFE o
Es E ] T4
= 3
IRB $a%t KMUHIRB-F (1)-20220091
FEAFA H = F FEE
L/ LA 1y ~HREoSEEP R IR iR E
FREH - AR AR A B AR TR S X X2 R ABBV-637 1T 5 H
- EREER T 2P BRI gAY Y & Wy 1 8 R%
%’3#‘5 %’éﬁ‘ﬂ‘“ 70304 2rcuw (WE
ik (A i 47 Bl
IRB 4% P 3 40 [nitial/ 7 AE RS
follow up
11/10/2022 11/2/2022 initial FRpA LR
*REREE coffee ground since 20221101 , call our ER for further evaluation , At

ER (emergency room), his initial vital sign was BP :140 / 72 mmHg,
HR :98 =/%, RR :19 =x/4#, BT :36.6°C, Sp02 :90% under room
air. Physical examination revealed pale conjunctiva, bilateral
rhonchi with inspiratory wheezing and right diminished breathing
sound, hyperactive bowel sound with tenderness over epigastric area,
without peritoneal sign. Laboratory data revealed CRP (C-reactive
protein) elevated without leukocytosis, microcytic anemia,
pre-renal azotemia, mild hyponatremia and hypocalcemia. CXR (chest
X-ray) revealed right hydropneumothorax with encapsulated effusion
over interlobar fissure. Chest CT (computed tomography) without
contrast was done 2022/11/2 and revealed worsening of lung metastases
in the both lungs and right pleural effusion and right pnemothorax.
Hence, right pigtail drainage tube was inserted and connected with
chest bottle. Tarry stool once was noted at ED (emergency
department). GI (gastrointestinal) man was consulted however, EGD
(esophagogastroduodenoscopy) was holded due to right




hydropneumothorax, self-paid pantoloc was prescribed and 2 unit
packed RBC (red blood cell) was transfused.

$ELL 11/17/2022
-~ Ai27 hil» % 1;;é4ﬂ“ 70304 - TR § 1 XEF A p B
2022/11/02 VR EE N A A ERE 2 A AEE g it
o Tarry stool once was noted at emergency department. EGD
(esophagogastroduodeHOSCOpy) was holded due to right
hydropneumothorax, self-paid pantoloc was prescribed and 2 unit
packed RBC (red blood cell) was transfused. fifx®
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follow up
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11/8/2022 initial FRop LAl

FREREE

According to the his family and medical record, he was regular follow
at our CV (cardiovascular) and GI (gastrointestinal) OPD (Outpatient
Department). This time, chest tightness developed since 11/8 13:00,
with dyspnea on exertion and general weakness for 2 days. Denied no
fever, no chill, no hemoptysis, no cough or sputum, no conscious

disturbance noted. Thus, he came to our ED (emergency department)
for help.

At triage, vitals were BP (blood pressure): 96 / 67 mmHg, HR (heart
rate) : 78 = /%4, RR (respiratory rate ) : 18 =/%4, BT (body
temperature) : 36.3°C, Sp02 (pulse oximeter oxygen saturation) : 98.
Laboratroy showed left shift with elevated CRP (C-reactive protein)
92, AKI (acute kidney injury). ECG (electrocardiogram): showed Af
(atrial fibrillation) , LBBB (left bundle branch block) and suspect
ST elevation over V2, V3. CXR (chest X-ray) favor pneumonia in the
right lower lobe of the lung. Under impression of dyspnea, favor PN
(pneumonia) related, he was admitted for care.

After admission, no chest painm no SOB (shortness of breath) under
room air, we keep emperic antibiotic with ceftriaxone QD (once daily)
since 11/8 at ED (emergency department), gental hydration and close
monitor I/0 (Intake and output).
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(Pneumonia) - After admission, no chest painm no shortness of
breath under room air, we keep emperic antibiotic with ceftriaxone
QD (once daily) since 11/8 at ED -
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AR BEE Subject 70304 was confirmed disease progression on 04Nov2022. After
discuss with subject, Dr:Mei-Hsuan Lee determine to withdrawal
subject 70304 from study M20-111 is the best interest of subject.
The subject will withdrawal for all study procedures and survival
follow up on 10Nov2022 (DD/MMM/YYYY).
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11/23/2022 | initial BT

*AF R

After discussion with patient, he was enrolled to clinical trial.
First cycle immunotherapy with Tiragolumab+ Atezolizumab was done
today. However, during immunotherapy, fever with chillness and
tachycardia was noted. Then, patient was transferred to ED (emergency
department) for further survey. Due to UTI (urinary tract
infection), patient was admitted to our ward for antibioitic
treatment. After admission, chills was subsided after
Diphenhydramine was given at OPD (Outpatient Department). An episode
of fever was noted on 11/24, so emperical antibiotic with Brosym was
given. Culture showed no growth pathogen. IRR (Infusion related
reaction) and UTI (urinary tract infection) were suspected. Follow
up lab data showed improved infection parameters, fever also
subsided. Due to improved and stable condition, the patient was able
to be discharged today, we will arrange him OPD (Outpatient
Department) follow up.
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follow up
11/24/2022 10/28/2022 initial Wi 4 Al
FREREE he suffered from diffculty urination for 3 months. He admitted again
for treatment.
bladder neck stricture —-post transurethral incision of the prostate
+ PRP (platelet-rich plasma) injection on 2022/10/29
$ELA 12/5/2022
-~ AEZAFT R RFES0TI 69 KT REF L p PR
2022/10/28 » ¥ 5 % 5. dapagliflozine # 4 ¥R ifez % 2 F & !
bladder neck stricture -post transurethral incision of the
prostate - he suffered from diffculty urination for 3 months. He
admitted again for treatment. bladder neck stricture -post
transurethral incision of the prostate + PRP (platelet-rich
plasma) 1nJect10n on 2022/10/29 ipF t6 = @ F R e E bR
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follow up
11/24/2022 11/2/2022 initial Yiop A Ak
FREREE This 79-year-old woman patient has CKD, arrhythmia and hypertension

under medication control. According to the patient’ s statement, she
suffered from right wrist pain after traffic accident. She was
admitted for

Right distal radius fracture - post open reduction internal fixation




of right distal radius fracture on 2022/11/2
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. 22 A # %535 088 79 k4 Xgfad pip»
2022/11/02 » ¥ 52 2 5. N/A (Control group) % # ¥R a2z * o F
it : Right distal radius fracture after traffic accident ° This
79-year-old woman patient has CKD, arrhythmia and hypertension
under medication control. According to the patient’ s statement,
she suffered from right wrist pain after traffic accident. She was
admitted for Right distal radius fracture - post open reduction
internal fixation of right distal radius fracture on 2022/11/2
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11/24/2022 11/3/2022 initial ERop A Al

AR BEE The patient had old stroke, CKD and hypertension. He was well before.
He was found to have vomitus and loss of consciousnes, when his wife
came back on 11/3 morning. He was sent to %% & hospital. Brain
hemorrhage was found by CT and admitted to ICU. But the consciousness
did not recover and brain edema was found. He died on 11/16.
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2022/11/03 » 7 s # %-: N/A (Control group) - % # ¥R ifoz % 2%
i ! Hemorrhagic stroke - The patient had old stroke, CKD and
hypertension. He was well before. He was found to have vomitus and
loss of consciousnes, when his wife came back on 11/3 morning. He




was sent to ¥% & hospital. Brain hemorrhage was found by CT and
admitted to ICU. But the consciousness did not recover and brain
edema was found. He died on 11/16. ¥ 31325 p #p:2022/11/16.
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11/30/2022

11/19/2022 | initial BT

*AF R

This subject no. T1220-005-002 was 62 y/o man has esophagus squamous
cell carcinoma . completed the treatment Cycle 1 Day 1 on
06/0ct/2022~Cycle 2 Day 1 on 27/0ct/2022.

The subject forget to take medicine(29/0ct/2022~30/0ct/2022), hold
study medication (Afatinib 30mg 1 Tab QD PO) since 07/Nov/2022 ~now
Due to AE (Diarrhea, poor appetite) by investigator suggestion.
he was suffered from vomiting after eating for few days. Associated
symptoms included epigastralgia, heartburn while lying flat, poor
appetite, progressive general weakness, constipation, he went to our
ER (emergency room) seek for help(19/Nov/2022).At ER (emergency
room), his initial vital sign was BP 139 / 81 mmHg, HR :85, RR :20,
BT : 36.2°C, Sp02:98%, Laboratory data revealed pancytopenia, mild
CRP (C-reactive protein) elevated. CXR (chest X-ray) showed no
obvious cardiopulmonary disease. Plain abdomen showed stool
impactio, without colon dilatation. EKG (electrocardiogram) sowed
sinus rhythm. Due to above reason, he was admitted to our ward for
further examination(19/Nov/2022).

FHALR

12/1/2022

-~ AEZ AT BGRL LEE T1220-005-002 0 62 fk F 42> XEEHF AP
B2 2022/11/19 7@ #FNA - 3 4 Rz 72 2% 2  Vomiting,
Non-cardiac chest pain - The subject forget to take
medicine(29/0ct/2022~30/0ct/2022), hold study medication
(Afatinib 30mg 1 Tab QD PO) since 07/Nov/2022 ~now Due to AE
(Diarrhea, poor appetite) by investigator suggestion. At emergency
room, . CXR showed no obvious cardiopulmonary disease. Plain abdomen
showed stool impactio, without colon dilatation. EKG sowed sinus
rhythm. Due to above reason, he was admitted to our ward for further
examination(19/Nov/2022). -
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follow up

12/1/2022

11/29/2022 follow upl Frop A Alx

FREREE

On 11/24, abdminal CT showed enalrged lymphadenopathies of
paraaortic, perirenal space, mesentery, and intraperitoneal
dissemination. Ascites cell count was 33, 750, his consciousness was
more drowsy then before, and lab data showed CO2 elevated, and mixed
metabolic acidosis and respiratory acidosis. transferred to CCU on
11/25. After CCU, we kept antibiotics of Tazocin use for

infection .For diffuse large B-cell lymphoma, we started
Methylprednisolone 40mg QI2H since 11/26. For progressive
AKIrasitol 4 amp Q6H. which suspect tumor lysis syndrome, transferred
to hamatology ward on 11/28.At hematology ward, Tazocin was used
until 11/28 and discontinued for complete 14-day course. We kept
Methylprednisolone for lymphoma and rasitol for AKI. Bone marrow
biopsy was arranged on 11/29 for evaluation. For

hyperuricemia, rasburicase on 11/29, We have informed the family
about disease status, and they agreed with palliative target and
chemotherapy. We will keep monitor his vital signs and clinical
condition.

FEALA

12/2/2022

-~ A7 A B GL LRE 385600001 0 TR T XpEH L p PR
2022/11/08 » ¥ @ 2 - :NA - # 4 E iz 2 2% 2 DLBCL (diffuse
large B-cell lymphoma), Stage IV, ascites (4malignancy) - On 11/24,
abdminal CT showed enalrged lymphadenopathies of paraaortic,
transferred to CCU on 11/25. For progressive AKI Rasitol 4 amp Q6H.
which suspect tumor lysis syndrome, transferred to hamatology ward
We have informed the family about disease status, and they agreed
with palliative target and chemotherapy -
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follow up

12/1/2022

11/26/2022 initial ERop A Al

FRERFE

he was a motorcycler with helmet and crashed with other motorcycle.
He had dizzy, headache, amnesia and multiple wound over head, face
and four limbs. Hence, he was sent to our emergency room for help.
At our emergency room, initial vital signs were: BT (body
temperature): 35.9 C, Sp02 (pulse oximeter oxygen saturation): 96%,
RR (respiratory rate ): 20 cpm (cycles per minute), BP (blood
pressure): 161/81mmHg, HR (heart rate): 75 bpm (beats per minute).
NE (neurological examination) revealed no neurological deficit and
four limb muscle power was 5 but right arm tenderness. Laboratory
data showed elevated liver enzyme, CPK and CKMB. Brain CT (computed
tomography) revealed minial SDH (subdural hemorrhage/hematoma) at
falx cerebri. So neurology surgeon was consulted and suggested to
admission for further treatment.

12/2/2022

-~ ARZAFTERILFEET0303T0K T XFEEFL PP
2022/11/26°F s 5 m o3 4 R Az 7 2% 2 :Trafficaccidente
He had dizzy, headache, amnesia and multiple wound over head, face
and four limbs. Hence, he was sent to our emergency room for help.
Laboratory data showed elevated liver enzyme, CPK and CKMB. Brain
CT (computed tomography) revealed minial SDH (subdural
hemorrhage/hematoma) at falx cerebri. So neurology surgeon was
consulted and suggested to admission for further treatment.
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follow up

12/2/2022

11/28/2022 initial UEp A LRPER

FRERFE

After discussion with patient, he was enrolled to clinical trial.
First cycle immunotherapy with Tiragolumab+ Atezolizumab was done
today. However, during immunotherapy, fever with chillness and
tachycardia was noted. Then, patient was transferred to ED (emergency
department) for further survey. Due to UTI (urinary tract
infection), patient was admitted to our ward for antibioitic
treatment. After admission, chills was subsided after
Diphenhydramine was given at OPD (Outpatient Department). An episode
of fever was noted on 11/24, so emperical antibiotic with Brosym was
given. Culture showed no growth pathogen. IRR (Infusion related
reaction) and UTI (urinary tract infection) were suspected. Follow
up lab data showed improved infection parameters, fever also
subsided. Due to improved and stable condition, the patient was able
to be discharged today, we will arrange him OPD (Outpatient
Department) follow up.

12/3/2022

-~ A2 AT GG LEE 5020150 6T R T o XpEF A p YT
2022/11/28 » ¥ 5 % 5. atezolizumab (& p &3 &#]) ~ tiragolumab °
FA4ERAIR2Z H 2 F # Worsening of urinary tract infectione Due
to UTI, the patient got admitted .After therapy symptom got
improved, but current fever occurred which was treated by
antibiotic later. After therapy, the inflammatory parameter got
improved, and the patient got discharged
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