%ﬁ%?*?%aﬂﬁﬁﬁgm&ﬁﬁﬁﬁﬁiﬁé
2023 2% - AMPFEHRBPALEEBE)F 7TXF 4 € Ricé
PERF 12023 # 7% 14p (&E#H7T ) = 12:00 ~15:00
FECFWEH AFARSHOR FHK3
AR € R % https://meet.google.com/pwb-gfts-fcz
AR € 3R NS - pwhb-gfts-fcz
IR S LE4 R
P D144 5 FI 04 2T A BB A T AL AP 5
%8:1,%:4A :?h%@:}%:5& ;ﬁkf#p\ D4 A ;?Lﬁ‘&ﬁ_p\ 15 4
FLEAR " FEF LR RKEAOMEG AR ERE
BTASGRI) ~ T PPERI) ~ § Be T (AR)
IR ITHEFARLA/IE RO EE W T
FEAR CFREF A Fe e PR
WL R

g w4 B - KMUHIRB-F(1)-20210036 ~ KMUHIRB-F(1)-20220019
mpe £ B 0 KMUHIRB-G(I1)-20230012

FIR AR FEARE S MEE AP FGEER ) FIP A (B ) M2 22 E S
Bkt~ TARG  FI AL S BB R(Hh )

g\!ia £ %—‘l’zv}g



AREL
@ Em A E R g
(D2 ARk 32 A4 s ifFEl s 2 pigFlia4322 o
(QEiFA 3B e MER 20 AN I PN ZFRLEN Y 5 B
(3)£7 A R zEshkH £ 20 4 F BRURBE 4 o
DF LHEF > BT RIgz g oo
OHEEFHERF TIERHFLLLF -

2. BRRT R A A TAIM GRS gL
(1) & #F2 gk
(2) *+ ~pBEZVENUP ZREHIFRT AL S EMIHT o
Q) Re Ml Rin LN FELRTELFhA -

3.2 JI ¥ R

1) AAapeilz A3 EFL0E2 L= BIHF > pTpRAT L0
FATCE AR (AR R W MR R E) R s A
S EKGELEH i EFT gL Ao

(2 A Ahpin s AXEILINEFEE Lo BIHF > HEBRERFAT IR
LR E 2 FTASFRYNE (R~ R EREE)ET AF 5% K -

(B) At enpeil 2 A £ F L S EIRAAY TR 2 JI F v Ay
BAAHIEEAT TR 2PN F RS 2L -

(4) AgAhfRB 2 AFET AP IUREAFTLFELAEF TR LFPEK

BEF e Xt d %2 BE

1.7

T2

X o

Jekf

(B) AR A2 AFESL L RAFTELA LR



Rl e s

12023 # 5% - "M% FLEA 6B )% 6=xFh €RAGFTHY

FhaR%
REgA | BAK
iR BrisHE | BrisEATE S 7 A Fck
3% 3 3
C-IRB(#
) (%) 3 3
s
XL X 16 16
L% 20 20
Ex Y
' 412
Bw % 412 /
PR RS- AWBERFLLAEBEY 6 gREe m3Lo
2.5F PR
7% 10 & FrEx-AE 1l Bt M VNE HFHmEx 0 #
C-IRB(i)37% 12 | C-IRB(&)#7% 3 i C-IRB(&)%# { & 4 Bae %0
${ %21 Bz as18e Hk 7 Hugrm 2

= SUSAR O #

SAE * 11 i

X >idaR 11

x

= 96 i

T




T TER L
%2 11%CIRBAi%Z2 1% - 42%25%  AFM 1% BraEH4 %)

| B%. | IRBREC %% O A #r

fan SE=io ek kAL 3 é;&ﬁ (RS

T-3 ¥ . ,
CIRB & % 1 ~ 4] Treprostinil - 38 B 3 at
37353 | . O
L
T3 s 112 & g fad ¥ LI ZTFHF 4%
- 5 2 3:;1i % % RespireAidTM + %% - 5
e R PR 2 R o E
T-3 ¥ L
— JR 3 23 I IROR 2N (TR
-37114 S e i
T-3 ¥ :
- 5 4 AL AR s 2 4 M 28 FIF R
37392 Pl & A
T-3 ¥ ‘
— S 5 “~”\_"¢+~[‘”€ FlR B2 Be S
.37592 TR AFIR L EHT A

#3731 TMZ/ BMX & TMZ/ THD ##
x o | TRFE | BT R et g
35272 | * e pisd e p \:f{;*'fr
B-Catenin ix #g A e = §& 5

R AR FARE R v EF
7 36852 VRLFEDEREEIBEY T2
WE | E 4% APP B8Rz F o5 ek

I uECIARME S el 3l 1A
8 37475 B4 pAAFEETY 2 phiai
bR R R (- #)

# 238 ﬁﬂ??‘“%dixﬁéé’i 2 &

” oA LATER R E R B

53 9 35692 A ot R i
T3z

L R i L i W

A Flip B 10 36892 BIY ARA ATk SR R 2 RO A A

7§./§~ AN Fy%.rix;:r ;E

p
=
>H_.
1%

a

P ABR IR LW R | /A

11 38033
w BRFT R 47

NEw
e

‘d‘«\ s
W




BLFEAEUR R AFR AWB%HFALAE

[# % € k5 &)

R g

1

IRB/REC % %.

T-% 37353 Py |- 434745 3CRBLF

87 Rk R

kA

Ftpg o gt X2 @ % s 4] Treprostinil sh- 55 B ot @ Rsk

-tk

LPa FoEg L LBi-
2 AERGAR AR AFF OB EFUPL AP TFEEL

BRFEAERRY P AT AWB%RPTLELE ¢
[# % ¢ sk 5 &)

R 2
IRB/REC %% | T-% ¥-37813 Er ey |-42hEs

BF Xk P

S

112 & R dads ¥ FLIFTA 58 X & RespireAidTM £ %55 — 5Lin g o
R PFE 2R 2T T

e

Lyt g b i Ligeo
2. AERGARE > ARAZE 1 ERFERIBIFFEAEL o

BRLFEAPHRI R AT AHRB%PFALA 4
[4# % ¢ ik .5 &)

B 5 3
IRB/REC %%, | T-3% ¥-37114 EFREEY -HFAhRYEE

Ep kiR R ¢

P8 o

ZEqh FE 0 U 2 TR

-k

Lpit s FRE AR LB o
2. AERGARE > AR AR E 1 ERFEHRIHIFLF LWL o

%i’i{ig"‘g'ﬁﬂ‘l 1?.33,‘&}?&":. ARG ALR ﬁ
[ % € 3% 4]

-3 4
IRB/REC %% | T-3 ;5-37392 ERREHY -RF AL X

BER Xk pE

A

AR e VA ops 2 4P B A I R

ek

148 FaEh i Ligeco
2 AERGARE 0 AR AZE LI ERFYHRIEIBFFTET AL o




®

ﬁ%%*?%ﬂﬂﬁﬁﬁg& *ﬁ#$%ﬁiﬁg

[# % € k5 &)

B 5
IRB/REC %%. |T-% ¥-37592 EFhege | -&FhVEE
7 kiR RS N
hEA cE T FIRATIREL ESTV R
ok 1yod > FghR LB
T Qi FERGRRR AR IRF VL ELFYHRTIIIFEF AFS
BREFEAENRVIre AR AMWBEHRFTALEA ¢
[+ % € & & &)
B 6
IRB/REC %% | T-% ¥-35272 EPREgY |- 42 hiEa

2% kR BA g

S

3t TMZ/ BMX &

% i d Pz p e B-Catenin ik ¥ 3] e = B

v TMZ/ THD 4F & /5% &% > B i puld 9% %‘r—% m e

14208 o

ik 2.0 hERRALE > AR ARF 1B R FUHPI IR FEFAFL
$ﬂ¥§+§ﬁaﬂ#££¥ﬁ &ﬁﬁﬁﬁﬁiﬁﬁ
[4 % € 3.5k &)
A % !
IRB/REC % % | T-36852 o e el R & Rk
¥ P Ok R|px
B RS R BY STEER Y R EAMPRRIE R (2 EET

£ 1% APP # 2K B % %k

1y ZFHIL LB

2. A ERGARE > ARAEF L EFLFYHPTIRFLFEFL -

BREFEAENAVfre AT AMWBPHTALA S
[# % €&k &)
ﬁ' gj‘u 8
IRB/REC % % | T-37475 EF RO | BHRELILGT
B OOk R| R
Fh PN E Y T O RAERE Y p AREEY 2 [RadaITa 4 L JEK

% i (5 - #)

1y %L Lgezo

2 AERGARE > ARARZF I EEFERIBIFFEARS




®

i@_g%*?:ﬁ;‘;é ‘fr'}ﬁ,{';gf?o &"Hﬁ“%%ﬁi R g

[4 % € ik % &)

<3 8 9
IRB/REC % % | T-35892 BFREFEY | P2 IIGTEHE
£ F X R|AFFER
P OE P HESEPERBEFEL R O AR ELER L B R
" " Lﬁﬁ’%&gﬁﬁiﬁﬁo
2 AERGARE > ARAZF LI EREFERIBRAFYET ARL o
BREFEAENRVIre AR AMWBEHRFTALEA ¢
[4 % § ¥ % &)
B 5 10
IRB/REC % % | T-36892 BF R gEy | ATH
E 7 X R|pZ

Foor A T A R A R R Rl -1 8

21 & 21
[ i 1 f}q' ;z‘;luﬂl’F%t}_lgﬂ
o 5 1y B AR LB
2B AEBRYGARR > AR AZE I EEFYHBI MR FFFAEL -
BEFEBRRIr AF R AHERBTALE
[+ % § & & &)
B 5 11
IRB/REC % % | T-38033 i I W R e E IR I
E ¥ % R|pZ
[ S RS- A0S S s AL A k)
" g |LPoR o FEF e A
2. A FRGARE > ARAZF I ERFERIEIFFFLAEL -
Z N MME-HFER-E LR
% vl %% | IRBREC %% o A #ir
F it radk 4B BN 2 BRI
— Ar(n - AN N %2 4 @
SR | TEE S ATRHERREG TR
5 E) -35336 | [T HEE b o i T s R 2 v
i
)3 1
IRB %% | T-% ¥-35336 (g sy |- 433
2l 4 & g0 I PR AR 7 B 2 A’\’*ﬁ&#;/r%ﬂ\“x : gwgzji&%'ﬂ%g#'fr
¥ i r'ﬁ-

Fa I e R 2V g




¥ ORR F4 g

ek 1y o

‘ 2 AKRGARR > ARAZTE I ERFYBI I BT T AFS
Z o #dwmE-£0%
N R B ]

CRERLFF AR FHRRHL-K 6K

EETELS

£0%

6% (7#)

IRB %% KMUHIRB-F(1)-20200055 3% BN40703
k- g S R
4o FHRHEAFRS T F A NRpRk Ot ey T aftieiao- R
RISDIPLAM F *c 4385
X Ao BRhjckx o LR EiFFes
112/6/29 Ry k& [ R feF % 2230141 5] - @ 4F 7 @i,}ff\i it [R5k £
L= (Deviation)] + 1 i o
AERAUFF AR 2(ZHmAER)E 62
LB f2ipE®e: L W3
fzi#g3e: L W3
LFspxde L @ R a4 %)
S
Fe k5
WiF R Esk i 7 1 8 B R
D%@“F T R FUEFLEFL -
I:‘ % |L 'Li BT
(a7 ek
IRB %%, KMUHIRB-F(1)-20200171 4 %% | CO-TW-320-5976
7 KR g2
h LA vy 2 18 (Tenofovir alafenamide)is& s 123 2z i B A5+ 3{ éi S
PR % » 3= (TAF-Deliver)
XA adE kv
#ar 112/7/5 3+ % 2 4% ~ @4 7 BiF # [#5% & 2 (Violation)] = o
3
AEAGUFFERIT E(F HEER)E 47




2HES 2rikege: ] 47

Lraegte: L Wz

LR GpEEe s [ (3@ %)

s

F 3t

| [ SR X ST SR L

[z Em g U BFAEF4 -

HERE T S

[Je7 ot ek
IRB % %L KMUHIRB-F(1)-20220134 % %5 LPS16676

R Xk gl

N - A A E o~ BR - X ERERE% 0 =% Dupilumab f7 X ipdla? R 3

ERFAEY i%’%?ﬁl‘ﬁ 3R 13 ek H) o 2%

PENERE o E

112/6/30 RN :m.[g%ﬂ F % 2023111 %.)> 3 3F 7 345@ [ 5% iz #.(Violation) ]
i RS NE )

ARAFUFEFERFE(FREER)E 12
3LE% RELipkeset: [ L M7

Lrigdse: L W7

LFspxde L @R a4 []%);

S

Rk Rt

W L Fse sy e m T By iE PGB EF S EHRE FF S kR

D%"%?;F'L%‘E“f" P E J’Ii FL%iﬁ% % g % %

HEEE A A

[ 37 *F ek -
IRB %% KMUHIRB-F(1)-20200152 34 %% | D5982C00007

g7 kK R

- PR CERB T AA RSP i 24 3 52 WV RE R RER
sh g 5 it ‘yglflesomde\C_;chopyrromum 4= Formoterol Fumarate »Lfé__ % %‘ =

(MDI) #p#t>* Budesonide §- Formoterol Fumarate MDI 4= Symbicort® /& #

# MDDl $§ el 7 2end Efod o & S0 % g e % 2 2 (KALOS)

X ApadE ek

112/6/26 R 7 i; & [(BGF)AZ §2% % 2023008 55.] - i 45 7 @’w} 2 [k AR
3L (Violation))] %= 2 £ »

KBRS GG (G LER) S 20 B




PARES R TS TR |
FriEgEe: ]2 A3
L ipt ¥ [ @3 a8 7))
H G
F 3t
Wl &8sk Sl 17 3 e R
[zt dier 2ol 30830 €%4 -
SN §
-
IRB Y5 KMUHIRB-F(1)-20210062 +4 %% | PLOO1-NHL-201
R Xk RF
—IEH U2 5 e s Bk H iRk 0 3RR 1 CD19 5 E ¥ fRehz i & R
kA %4 T % (CD19 CAR-T) #4H&§ % £ 3isch B i it = B L2 % 2
14 2 Ry s
X AT s
112/7/4 Fu 5 % & [ % (112)% 355 58] » i 4F 7 3§ ¥ # [32% i 4(Violation)]
L= ES E
ARAUFEFERFE(FREER)E 22
FhR¥ Ry T REE |
Lragdre: LW
L3 ipade & (& awJL0R)
W
F 3t
[k & sk s 12 17 3 20 4 BE )
BT SR RIS STRUE B &
Dfé‘z—&v*v HiEfT
Wi ek
1**“5W%$m?€ VR RE R AT R ARP -
FEFET LT RERPTEE -
IRB %% KMUHIRB-F(1)-20220161 2§ %% | GS-US-626-6216
YRR | RGP
~ BN A Fe s BTl ¥ 3% %ﬁ‘*‘v?%%*ﬁ Pt EF S S AR
H A (v @v’%ﬁgﬁ‘qw”ﬁﬁ’%ﬂ g A5 (2] e *’?*'}F%éi‘ Sk Zimberelimab
{r Domvanalimab #c _F i 5 4p g2t Pembrollzumab de b )g:« LR - B
DN ER = W Ed
112/7/3 e % & [i% % % 1127641801014 58] » 47 7 B ja ¥ # [Gaskid
L= (Violation)] £ 1 i -

AERVUEAERTF E(FHALER)E 1 E

10




2HES 2rikege: ] 47
fzi#g3e: L W3
LR GpEEe s [ (3@ %)
H:
F 3t

B iismsfecreyg A |

(Mt dier 2l d 308346348 ¢
ettt

[J2g b ik

A 1

R B % % | KMUHIRB-F(1)-20180051 |i# % % 2 g W | %{ %
s & W Bofe AR ]S EA AR M T SRR e SR T SRR T e g Y
#8314 Venetoclax  »cs s 2 8P B 22 N 28 5%
B ¥ Ok R|RpP
e R| - " PRRAIEER LB o - P
2 2

| R B % % | KMUHIRB-F()-20210036 | % % # 3% | ®{ %

— T E 2D W gL R FEER S P @R S RETR
2 P M| eRRBBLES v IRAZDIITT 2 apagliflozin jpf o riiEi B ofn s &
A AR

FOX R | R

|-~ RRRAFER S UBE o S ~fRE

L 3

| R B % % | KMUHIRB-F(1)-20210184 | % % # 3% | %1 %

PHER S RY ASoR A is R A HAE AR A TS B 4 e
B |V UEEA RSB R R TRR % (% SR G B
M A 2 B 4 Lk sGAR © EXPERT)

‘ R - FREAFFER BT o2 PR
5 4

Il RB & % KMUHIRB-F(I)-20200140 EF ke B%

-3 5 ¢ B~ usiﬁmg\ﬁopw O o~ IR ,r%;}ﬁa 7 Mt B A
2 F # ”—kﬂ » ¢ * Tenofovir alafenamide /5% {6 » &% ’H’-}}% PR
(ATTENTION)

11




g 7 % R|\pE

i R|- " FREAFER S LBE o - R o

F B 5

I R B 3% 3% | KMUHIRB-F(11)-20210146 |# % &% 2 g% | R { %
- IR e e s 3 Bk 4P E 3 KRAS AT GI2C %8 & g v 1

R R | F-RFERPALEFEA R RE PR A ESREY ] MRTX849
& % Cetuximab #p 3% 14 8 5%

g ¥ Ok R|RP

- R - " FREAFEHE S UBE oo P

F B 6

| R B % % | KMUHIRB-F(I)-20190144 |# % % @ % %] | % { (7% Q)
- AL A e~ Bt s u3EE Venetoclax ¥ Azacitidine & * > g B Y

R P M| e siEl 2 ST R LR(AML)R R % 2R g e 3R
% (VIALE-T)

5 kB RP

b= B - " FrREAAFER A UBE o - S frE o

F 5 7

| R B % % | KMUHIRB-F(1)-20220186 | % % # % | % { 2(F&E% ()
—WIE Y AR s X AR R T A RET BRE DY

v d R 3 ok :gv" PR FXI‘a i»’rV%F'J &l asunde>‘<ian (B/AY’ 2433334)1%? 18 f 2 12 _P
23 et R e > R &R FRal S 2P R R R R
RO e SE R R e A )

E B X R|RF

- B|- " FREABER LB DE o 2 ~fRE

F 5L 8

| R B % % | KMUHIRB-F(1)-20220133 |#¥ % % 2 % | 9 { 2(F&E% ()
—HHE B S AR s BT T s AR Y

¥ & & #£|Avelumab (MSB0010718C) & * H i Jiidi iy & 4r % 5 MpF o ¥ 305 Vg A%
- REHEFEAE 2 GG S EH R L Rpih S

B ¥ Ok R|RP

e B - kR4 FER LD o S FRE

B B 9

12




| R B % % | KMUHIRB-F(1)-20210069 | % % 2% | ®{ 2(F#R%{)
- 38 5P~ K_;\?f%}k;,g\ ﬁa N %F S F A s @‘r‘ﬁﬂ]ﬁ-%;é,‘ﬁg > 14 inclisiran *

“ o g HHRA 1o i 8 f(ASCVD)# ASCVD # B %6 2 S R % doi "R EES
L EA s adrb g X B E B T E S (Statin SpE L) H * B
K & gg e "féi ok o 113ER B g scie® > (ORION-18)

kN ?’ S ff}?‘iﬁ

e R - FREFFER BT o2 PR

B A 10

Il R B 3% % | KMUHIRB-F(1)-20210046 EFREEY | RLE(FREL)

R P R BRREERLREARRARETRR A G T OED R T

£ F % R|RRFELFIR

e B - " FREAFEFZ I LBDE o - SR

B 7 11

| R B % % | KMUHIRB-F(I)-20200132 |# & % @ % %] | L (7% Q)

F b M| EERSEPE AN m‘@r EF R B AR

= kX k| pE

i B|- FLEEFER BT P

B 5o 12

Il R B % % | KMUHIRB-SV(I1)-20220101 |# ¥ % @ 8w | ¥ { %

P F ¢ | RTERIT PR O C et A0 R RpR

k3l ? X k| ?5 it

e R |- FREAPFEZR I UBE - R

B A 13

Il R B % % | KMUHIRB-F(I)-20220135 EFRABEY | ¥LX
- 5P e H B B 2 x5 GSK3511294 (Depemokimab) *

P& & |t p gEsh 206713 & 213744 T R FmbY kA ARE F oz X A e
FUOESEEZ AL 2

= ? S} f&'ﬁﬁ

Es BR|- " FREABEZR T UBI o 2 ~fRE o

B 5 14

Il R B % % | KMUHIRB-F(1)-20180136 #FF R | R X

b3 ot R Sparsentan * %5k A A LK IR F-v %?‘:/?a B2 R X D M- BES A

fie ~ 5@ s g‘.% T EsE S BEHRAT

13




g 7 % R|Rp

i R - " FREAFEZR S LBE o - s

B 7 15

I R B % % | KMUHIRB-F(I)-20220206 EFFhEge B i
—IEF N~ ERPE s FREES S P ERE%RTE D EEATAL

P oE | AREREER S SRR ES Y N TR S8 Rk 2
(GEMINI-Hepatobiliary)

g ¥ Ok R|RP

e BR|- PR RAIBER I UBDE o -~ PE o

B 5 16

| R B % % | KMUHIRB-F(11)-20220210 |#¥ % % 2% | %{ %

—IE S W g BT ~ S R R o AR AR AR X
B2~ HER2 P ot 5 2 AL HaL B 2 p Ao (65 p & 1
—bf’ﬁ » 217 ARV-471 (PF-07850327) #p >t FULVESTRANT /5% 2. 3¢ 5%
(VERITAC-2)

B OF Ok R RF

- BR|- " PREAFEZR S LB o= ~PE o

B 5 17

| R B % % KI\/IUHIRB-F(II)-20220027 F ey w2

Y - - L’ﬁp‘“:iﬁk‘gﬂ‘ﬁ‘g‘ﬁ“wé% fl*%% R A AR Z A ook
42 VI8L(% & #w § £ w rDENVA30 [RF EA T ])H% 2 v £ R

kol X R RF

e B - " PRERAIFER S UBDI 0o = o

B 5 18

| R B % % |KMUHIRB-F(I)-20200108 | % % @ 3% | % { %

s 4 oo ME 35 A R % AR 25 PF-06930026
PRl RO L % 2 e

NS

- B - " PRRAFER S LBE o -~ FHE o

)=3 B 19

| R B % % |KMUHIRB-F(I)-20220091 | % % i %12

P OF b | - AESERLAF AR %ﬁﬁ;mN%V%7mpﬁ

14




~ R AL B BT 2Rk F Y 0 X MY 1R
P

g B X R|RF

e R - " PRRAEER S LB o - P

B A 20

| R B % % | KMUHIRB-F(1)-20230004 |i%¥ % % # 3% | 1 2(Fre® )
o b | R RATIARE S

g ¥ kX R | MEZARRFEIFIR

pER BR|- " FREAFER T UBDE o - ~f5E o

L

21

| R B % % | KMUHIRB-SV/(1)-20220078 | i % % 2 g o] | %#{ %

s % R zﬁ%@ ré».’r'ﬁ“'% i&\ﬁ HIV %ﬁﬂ%mﬁ?bﬁﬁﬂff%ﬁt+_H|V€wfr'—a’§%aL HIV
Febite o~ p iR 0 M2 HIVAp A ppeF o1 2

B OF Ok R|ARBENE

P R| - " PRRABER S LB o - P

- BEFE ¥ 18%

B L 1

I R B 3% % | KMUHIRB-F(1)-20190105 #FF RNV | FHEL

S o3 ob - IR s B X EHEER S 3P E% > #30  Apalutamide *t -
F X AVR AL 5 HTNF b G RV IR R X R Y

g B X R|RF

s R - FREAFER BYEFT - ~PE

B 5 2

Il R B 3% % | KMUHIRB-F(1)-20200117 #2328y | F¥da

P F O R RS ERRELERALS T EA L BT Y

B F X R|pE

Ty H |- LR BFEFT - P

%Jku

3

g

KMUHIRB-F(1)-20200124 |# % ® @ %] | #4534

- 38 % 3 TS A feiiBk 0 vt e Amivantamab 4+ Lazertinib & % iE

3 & & | Osimertinib ~ Lazertinib > i 5 EGFR R %3]k 88 & 45 1224 | o re 7
g B X R|RF
e R - " FREAFER BYEF - ~E

15




B 7% A

| R B % % | KMUHIRB-F(1)-20210133 |# % % 2 % | #453% 4

b
[\
=08
e
JENTN
S

(HIFEM) % % B B & B $tH 2 25k gl i

g 7 % R &
e B - " FPREAFER BYEFT - Ao
B B 5

I R B % % | KMUHIRB-F(1)-20210151 EFE RV | FYE L

P F P R BT RN RRAREFEF AR F IS E R e s ol
= X k| %2 F 5 + §/Kaohsiung Medical University

e R| - PRRAFER BEEFT -~ PE

B 5 6

Il R B % % | KMUHIRB-F(1)-20210161 #2328y | F¥3a

- HET AL 2R TS XWEGCFR)R % ek IRaLdp ¥ 45 2 20| fm e i
F(NSCLC) 7 & Osimertinib ;5% £ pz Ff B ¥ % Amivantamab - Lazertinib
BTG AT R AR F 0T R % 3~ BTl A R

-y
[\
o
R
JEXT
S

5 % % k| AP

=18
A HGl- kR BEG o SFRE -~ PLE o
B B 7

I R B % % | KMUHIRB-F(1)-20220015 BFREEY | FEEL

-3 % b/ H s B S Y s A Ao A AR 0 R AL B R
iR s R i R kK hfroksr & 242 (MORPHEUS-UC)

-y
\_
1
e
PR
=

BOYOR R R

e B|- " FRkiFER BYEEF - fE o
B 7 8

| R B % % | KMUHIRB-F(I)-20220018 |# % % 2 % (#4533

-~ 20 S EWA R R X EHEEB LR P eR% =R
HZN-825 # >t 25 4% g ‘it < ;iwﬁ Sy A%~ X > et X HE

b
\..
-
%
=20
=

g 7 Ok R|Rp

e B - FREABEH EFEF o - A
B % 9

| R B % % | KMUHIRB-F(11)-20180017 | % % 3% | #4% &

- BBEEME S B 28 Bodkor MR fidse o M ER A Al e 1
& & | T B i * BGB-3111 & * Obinutuzumab £ Obinutuzumab ¥ - 7

RER
=

16




B OOk R | R

- Hl- kR RER BFEFT - P

)2 B 10

| R B % % | KMUHIRB-F(I1)-20210113 | % % # 15?'*1 X & X

FoE L | CIFERAARCATRETAAMEER R RS P Aok

R B - " FRRABER BEEF - ~fE o

B B 11

| R B % % | KMUHIRB-F(11)-20210128 |#¥ $ % 2 g9 |[#§% &
- ey R I TINF Ep 2 RRLFHEICREMN & LahEyd > F#P

3 % & f|Tildrakizumab g rc2 % 2R Z 8 S BR - X AR ES
(INSPIRE 1)

B R O R \RE

e R - FRkAFEH YA - P

A B 12

| R B % % | KMUHIRB-F(11)-20210142 |# % % 2 % 9] |# 4% 4

N -~ B E Y ER AR R X AR T 5 2R% 75 Amiselimod
(MT-1303)* * 4 & 1 ¥ RFHHSS Lp b st & 2 1

g B X R|RPF

e Hl- kR RER BFEF - P

B 5 13

| R B % % | KMUHIRB-F(11)-20210168 |¥ % % #8g%| |#§% &

R OF | TAAl ’?%;‘E'E\%*-‘Fﬂ:’rﬂ’ RORE AR FIE R R R 2 TR T2 B R

B p % R\ MBI AR REFEL A L = (National Health Research Institutes)

- R - FlREPFER BYEFT - ~PE

B 5 14

| R B % % | KMUHIRB-G(1)-20180042 |#¥ % % 28w |[#5% 4

R P | Fe BRI EERA e F B R G

B OR OX R \RPE

e R - " FREAFER BYEF - ~E

)2 8 15

| R B % % | KMUHIRB-SV(1)-20210053 | % Z # g% | # ¥ 3% 4

RO SR () BANFRMGERAT R ERERR L KA I RERRE I

17




PHEREINELREMEY
X 3 Ok R E&lafig
- R|- - RPRRAFER BYEFT - S PHE
)it B 16
| R B % % | KMUHIRB-SV(1)-20210063 | ¥ % & # g %] |[#5% &
P oF r AT TEAMLRE AURDSLEBURE A F AP
B OF %X K| RfE
A R - FREFFER BYEE 2 PR
)it 5 17
| R B % % | KMUHIRB-SV/(1)-20220046 ¥ REHEY | FIFE
R R | A r REFHFEFAIBEEL A ANREGEF L2BERE KT
B % % k| KT
s R - FREAFER BYEF - S PE
A B 18
I B % % | KMUHIRB-F(1)-20220123 |# % % 2% (#5353
P oF F Of | RN SRS 2R ?Fp_#ﬁ—{ﬁirmﬁ’ééi!
g ¥ % R|pE
e R - FREFFER BYEE 2 PR
o~ ER[PFELE-ET R
B 5 1
| R B % % | KMUHIRB-F(1)-20210103 | % % 2 g %] | %42
¥ oF OF | cRcER 2P AR LS KR
£ % % R|pZ
- BR|o- " FREAIFER ANEZT - ~FE
B B 2
| R B % % | KMUHIRB-F(1)-20200086 |i# % % %] | 2242
R AR R SRR 3 U = L S s
£ % k| BrRFECFFER)
= R - PREAFER G UEER - P
B B 3
| R B % % | KMUHIRB-F(1)-20210021 |#¥ % % # g %] | 2442
s % s ~ I F 2B H w5 ¢ s 22 INJ-73763989 ~ INJ-56136379
P (pl)sg i fo k22 ]+ & 028 * o fomE X Pl B APF LR %

18




il A SRR N ES ki A

R

—_ \k%fﬁjﬁ%}??ﬁ,%l[“%%}o: \*i'z;’Eio

I R B

KMUHIRB-F(I1)-20220145

L M Fop * # DPPAI enig * BT R R e s vk

R OFOH
= S

P&

R ARAREE G Bk o -

KMUHIRB-F(I)-20170100 | % & # 8w | B %42

-y

[\
o
R

B fie B 2EBE 2] e R st 3R K ¢ 73 ONO-4538 s = 9 ~ 5 9w o
A BT R

R 7

- R REAFER D UEER D R

6

KMUHIRB-SV(I1)-20170073 | ¥ % % i+ % 4| B

i

\
[\
-
lah

PR S REL R R IATE R R A SRS R R RS

.

B O R RME

e B|- PR EAFER T UEE = P
7

R B % % | KMUHIRB-SV(1)-20200061 | i % % # o] | B %42
P od ¢ | EEBRREESEE
£ X R BFHR
aa R |- RREARFER AR 2 PR

TS k£ 0 %

7/

A BE A LE R AGFHE -2 22 %

1-~SAE-% 11 %

B 5

IRB $a%e

KMUHIRB-F(1)-20210109

P h A

- 35 % 2 3% 0 3% 7 VIR-2218 ~ VIR-3434 % /& PEG-IFNa 2%
Btk BAFLpd B R 2@ g % 2 a2 ook

£ 3% fhF

1101-11064 sz-ux e
Sy 08 i 4R o

19




IRB & &P

, Initial/ .
)?':l | R s %
2R W follow up L

6/29/2023

1/12/2023 follow up3 BEAE

EAL A

FOLLOW-UP INFORMATION RECEIVED ON 27APR2023:

Follow-up information included confirmation of study drug start date, date for
the study drug last dose prior to event, left thumb amputation surgery date, no
additional treatment or procedures, updated concomitant medications, the
outcome of events remained not resolved.

The subject received the study drug VIR-2218, 200 mg subcutaneously once
since 200ct2022. The last dose prior to onset of SAE was given on 12Jan2023.
The subject received the study drug VIR-3434, 300 mg subcutaneously once
since 200ct2022. The last dose prior to onset of SAE was given on 12Jan2023.
The subject received the study drug PEG-IFNa, 180 micrograms subcutaneously
once since 200ct2022. The last dose prior to onset of SAE was given on
12Jan2023.

On 01Feb2023, the subject underwent surgery for left thumb amputation.
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= ~ Theinvestigator assessed the SAE of Forearm fracture and Finger
amputation as not related to VIR- 2218 and VIR-3434, and as related to
PEG-IFNao.

=y FEAFEA 20232067 28p EArdgEy 3NEHIFEL oW é’;

FAFEGEAEF LFEAIFDH G FEM R & %’Lﬁl\q*%%

(VIR-2218 ~ VIR-3434 % /&« PEG-IFNa)# 4p B ° i1 5 ¥ < 35 & ’f! fa A 33

Pt ANGITRG(FELMH S eI g AR G) 0 T2k

Wi o

~ i@ 3r 3 IRB p #(09):2023/06/30 -

A ARy e p 8 0 2021/07/26 > < 5L ¢ P e F % 1106018890 5L

A &

.- y S

i+ &

B 5

IRB $a%e

KMUHIRB-F(1)-20210109

P h A

-7 % 2 HE% > % 7 VIR-2218 ~ VIR-3434 % /3¢ PEG-IFNa # A2 %
Bt B A R R 0% R B e ok

£38F R

1101-11064 1zcua% |z
il O&_> W3R S Fl

IRB &P

Initial/

4 p ¥ 3 % 18 %
RN follow up F R

6/29/2023

1/12/2023 follow up4 BEAE

I % At

Follow-up information included:

On 12-Jan-2023, it was reported that the*rhembasmus occur on the working,”
then the accident occurred. On 09-Feb-2023, during the visit, the investigator and
site staff were informed of the subject’s injuries in a machine at work and the
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investigator was made aware of the passing out incident that occurred in
Oct-2022. The subject had an early withdrawal from the study on 09-Feb-2023.
The subject had not recovered from Lt forearm fracture and Lt first finger
amputation at the time of this report (confirmed).

The investigator assessed the SAE of Lt forearm fracture and Lt first finger
amputation as not related to VIR-2218 and VIR-3434. The investigator assessed
the SAE of Lt forearm fracture and Lt first finger amputation as related to
PEG-IFN. The seriousness criteria for both events were life-threatening
(reported) and hospitalization (documented). The investigator reported
rhembasmus situation for subject "1101-11064" was caused by the administration
of "PEF-IFNa", then the following event of fracture and amputation occurred;
therefore, the SAE was IP-related in the investigator's opinion.
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6/30/2023 6/28/2023 initial FRop A Al
LR RE This is a 49- year-old man with underlying disease of asthsma and peptic ulcer.

The patient first developed some patchy hair loss over scalp area in 2014. The
condition became progressive with enlarging involved area, mainly over vertex
and occipital scalp. Skin biopsy was performed and patholgy showed
perifollicular inflammation and scarring and alopecia areata was diagnosed.
Topical and intra-lesional injection with corticosteroid, and self-paid
cyclosporine (for 3 weeks) were used for treatment, but there was no obvious
improvement. He was tried pulse steroid therapy with satisfactory outcome.
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This year, he found himself having progressive hair loss over mid, frontal and
temporal scalp. There was no recent infection, trauma, body weight change or
vaccination injection. There was no tenderness, pruritus or pain over the scalp.
Hence, he visited our out patient department and pulse therapy was discussed. He
started to received pulse steroid infusion since 5/25/2023 and no discomfort was
noted. This time, under the impression of alopecia areata, he was admitted for the
second session of steroid pulse therapy.
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Patient had done brain operation for meningioma in 23May 2023. Brain MRI f/u
in Jun2023 showed New metastatic lesion, so patient through R/T for brain
metastatses. Wound discharge with wound dehisence after R/T was discovered
on 27Jun2023 and doctor sugest admission for wound debridement after
assessment. Patient still in screen stage, no study drug was administrated.

7/3/2023
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2023/06/30 » Vs #E 5 & oo B A ER A2 A 2 FE % 0 ) wound infection
i fx - Patient had done brain operation for meningioma in 23May 2023. Brain
MRI f/u in Jun2023 showed New metastatic lesion, so patient through R/T for
brain metastatses. Wound discharge with wound dehisence after R/T was
discovered on 27Jun2023 and doctor sugest admission for wound debridement
after assessment. Patient still in screen stage, no study drug was administrated.
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7/3/2023 7/1/2023 follow upl Rp A Al
7 RERE After admission, laboratory data showed unremarkable finding. Then, the second
session of the first course of steroid pulse therapy with methylprednisolone
250mg every 12 hours was given during 2023/06/28 21:00 to 2023/07/01 09:00.
He denied abdominal discomforts, tarry stool, chest tightness, or chest pain
during treatment. His condition was stable and vital signs were acceptable. Under
the relatively stable condition, he was discharged today.
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The subject 011 was started received neoadjuvant chemotherapy with SLOG trial
for 8 cycles during 2023/2/8-2023/6/6. She suffered from fever with chills after
leaving OPD on 6/20, she was brought to our ED immediately. Associated
symptoms had nausea, vomiting, poor appetite for days, abdominal pain, clay
color stool, right flank knocking pain. She had ERBD implanted on 3/30,
however on 6/19 abdominal CT shoewd 1) ownward migration with distal tip at
3rd portion duodenum. 2) Dilated bile ducts are noted with wall thickening.

Her consciousness clear with initial vital signs stable at ER. Lab showed
impaired liver function, hyperbilirubinemia, hyperlactatemia. Under the
impression of sepsis, focus on BT, she admitted to ward for further
management.

After admission, we kept Flumarin(6/22-), sedative ERCP and ERBD revision
was done on 6/29. No discomfort after ERCP. Due to response good after SLOG
trial, we consult generally and gastrointestinal surgery for operation survey on
6/29. Due to more improved infection parameters and liver function, we'll
arranged 9th SLOG trial during hospitalization. She was transferred to
hematology and oncology department for further treatment on 6/30, we kept
antibiotic treatment and will arrange chemotherapy.
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He had regular OPD follow up for liver cirrhosis and HBV. According to the
patient himself, 39C fever with chillness,productive coughing with
sputum,diarrhea > 5 times per day since 06/27.He denied of nausea, vomitting,
chest discomfort, abdominal discomfort, tarry stool or bloody stool. Due to above
problem, he came to emergency department for help. At triage, vital signs
revealed high fever,tachycardia. Blood data revealed leukocytosis with left shift,
thrombocytopenia, anemia, INR prolong, elevation of CRP, hyperbilirubinemia,
hypoalbuminemia, hyperlactatemia. Chest X-ray revealed suspect pulmonary
congestion and/or pneumonia in both lungs. Abdomen CT revealed edematous
change of rectum with perifocal fat stranding. Probably proctitis. Liver cirrhosis
with splenomegaly. Poorly enhanced nodule in the S8, S6 of liver cannot
well-evaluated at this study. Mild edematous change of non-distended
gallbladder. Probably liver cirrhosis related. Under the impression of sepsis,
suspect infectious colitis, rule out pulmonary infection, he has admitted to our
ward for further evaluation and treatment.
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Rew i ° X 38 F] vital signs revealed high fever,tachycardia. Blood data
revealed leukocytosis with left shift, thrombocytopenia, anemia, INR prolong,
elevation of CRP, hyperbilirubinemia, hypoalbuminemia, hyperlactatemia.
Chest X-ray revealed suspect pulmonary.Under the impression of sepsis,
suspect infectious colitis, rule out pulmonary infection, he has admitted to our
ward for further evaluation and treatment.,
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After admission, Transurethral removal of bladder tumour (TURBT)+remove
right double-J was done smoothly on 2023/06/27. No obvious post operation
complication was noted. Foley was removed on 06/28 and patient can void
smoothly. Due to general condition improved, patient was discharged today and
Outpatient Department follow up.
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= ~ Transurethral removal of bladder tumour (TURBT)+remove right double-J
was done smoothly on 2023/06/27. No obvious post operation complication
was noted. Foley was removed on 06/28 and patient can void smoothly. Due to

general condition improved, patient was discharged today(2023/06/28) and
Outpatient Department follow up
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