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e ® | e

B 2 11

| R B % % | KMUHIRB-F(1)-20150093 | % % # % | #§% 2

B2 me g s Y SR B - s R%R(BIRAE - e
SRS SR ES S BREE TR VI e RN
feA L IRER 2§ NB/IV ) & 43 2] wve % & 0 3% ONO-4538 e
22 %)

E ¥ X R|RP

i |

B 5 12

Il R B % % | KMUHIRB-F(I1)-20170124 B REgEY | FEEA

P oF P | O BRI RISV DR AR
g 7 Ok k| FrieFELmtn

i E R

B 5 13

| R B % 3% | KMUHIRB-F(I1)-20170136 ¥R ey FFE2

-y - BT EkR TR .‘]}%-% RArd| 2 TR & 2 2t B A
L 3R 0 44 Tenofovir Disoproxil Fumarate (TDF) % /s # i o JRIE & o
(OAV) # 3t 3 Tenofovir Alafenamide (TAF) &% >+ 2 >

g F Ok R|RPF
pES B | A
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B 5B 14

| B % % | KMUHIRB-F(11)-20180119 #2252 | F3A

%ot % er dF A az‘g lzi ;{;ﬁ % (Aromasin, exemestane) 5k im i 5 X W 8L E FUR
e | P Tk 33 5%

g % X B|RPF

ii- B | e

B 2 15

| R B % % | KMUHIRB-F(I11)-20180134 B R REEN | HFEEA
- A PE S MR~ Bl s R ES% 0 113G Aztreonam-Avibactam

% 8 f|(ATM-AVI) Aa#r g S d iz * 0% € 2 2 Metallo- 3 -Lactamase(MBL)
hy EREME VSR ET A E B B2 Rt s & 2 At

g2 % X B|RPF

e & | a

B 5 16

| B % %.| KMUHIRB-F(I1)-20190131 #2 x| FH3A

oF F A BN RGHE R R EBEE

B OF X R|BF-

i E WAl

B 5 17

Il R B % % | KMUHIRB-F(I1)-20190148 B REgEY | FEEA
- AW A s B 2 Bk e s § ¢ o it i Venetoclax £2 Azacitidine

O3 OF M AARCTERGASFERE FLRLBAMVFRENFERI S LY &
B ehadE g2 ey 3 9 3# % (VIALE-M)

g % X B|RPF

- E X R

B 5 18

I B % 3% | KMUHIRB-F(11)-20190152 |# % ® # & % | #5324

st E i e # -k i % (colchicine) i 5 R 3 M FE & 2 X GRS £ Sl

g 7 % R|pEFEFEIGFRIEFADE)

- ® | A
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pc3 5 19
| R B 3% % |KMUHIRB-98-12-01(l) |# 2 &2 # g% | #FHF 4(WFERER

L 5+ Pegylated Liposomal Doxorubicin (Lipo-Dox®) & & Cyclophosphamide

% & & 4| % Epirubicin & & Cyclophosphamide * ** Her2 214 % — ~= Hp 5 B & 4 24 14
e 2w C DTSR Rk

g % X B\ RF

pES E R

B 5 20

I B 3% % | KMUHIRB-G(1)-20160025 BEREEY | FEEL

OE O OH | RAVEEARSALANAZALRERESY

£ OF %X R|BFk

i & A

)3 5 21

| R B % % | KMUHIRB-G(I)-20180026 B rergY | FEFL

o P | REATARRS B oo el (T R FRT o

g ¥ Ok K| N

i E WAl
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| R B % 3% | KMUHIRB-SV(I)-20190043 |# % % # g 9] | £5% 3%
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ol S A
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= k| FLEIN

- E X R

o~ BRI L -2 5%

R 5 1
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I KEFRFEAAGH T FAL-L 21 R

1~SAE-+ 7

S

BB

IRB %%t

KMUHIRB-F(1)-20180127 | |

2

- FE g BRI OR R K 0 5% 4 Durvalumab & *
Gemcitabine+Cisplatin i& 7 % 4 24 /5% {4 > & ¥ ¥ b2 Durvalumab i 7 #f £4
R R T 22 B2 S s BkiRge B R B
(NIAGARA)

LR ERRg

E7406005 724 |WE
FRHE HESE L

IRB&EP #

: Initial/ IR
#4 pi * KR i+
wZ P follow up Lid s %

12:00:00 AM

3/10/2020 follow up2 | This 75 year-old man with ERop A
underlying disease of bladder cance | i
and Type 1l DM who had suffered
from rapidly progressive of
cognition decline since
2020/Mar/01. He was sent to ER on
2020/Mar/10 due to constipation for
nearly 10days along with
consciousness drowsy gradually.
During the period of hospitalization,
he received: 1. Brain CT, Brain
MRI, lumber puncture for CSF
analysis, and three reports are
negative finding. 2. KUB revealed
much stool in colon. 3. Lab
examination revealed pre-renal AKI,
CRP level increased, Urine routine
revealed mild pyuria. 4. Renal
ECHO revealed right
hydronephrosis. We kept treatment
of antibiotics and N/S hydration.
The lab examination and clinical
condition got improved a lot after
treatment, so the patient was
discharged on 2020/Mar/21.
Physicious announced that both
condition of UTI and Pre-renal AKI
were improved on 2020/Mar/25 at
urology and nephrology OPD.

FALA

10/25/2020

— kB2 AT @ %5 %K E7406005 ¢ 2020/3/10 » 1 - = 5 Follow up 2 -
* B 3 5 UTI, Pre-renal acute kidney injury > 55 & »+ 2020/03/21 1 pe 5 45 4
L RAE R TR L B ¥ 4 # % Durvalumab v 3 F 3 4% 4 5 2020/3/11 &
A AEA ARFRHIH P E AL M - P FRLIFHI I
WHEZ > NXREERLEY ST B FRINTHE S AT o SR E
THAFZEFH R = - 2RLE > g5

X
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IRB ¥ %5

KMUHIRB-F(1)-20160097 | |

[ A

SRR A S U REF R TRE S TR Y A F g

£33 WnE

1116 13-4 W2
Fpt | A AR

IRB & &P #

7 RF

9 Initial/ i
3 pi YY) % R 51

10/12/2020

follow up
initial He had associated symptoms include | # 3 p
chest tightness, poor appetite, and R
mild cough with whitish sputum.At
ER,laboratory data revealed mild
elevation of CRP,mild elevation of
BNP, CXR revealed left pleural
effusion and patchy consolidation in
left lower lung field.After
admission,pigtail catheter was
insertion under CT-guided and the
total pleural effusion drainage
amount was 1500 ml on the first
day. We collected the pleurid fluid
for laboratory and pathology
examination.Laboratory data
revealed high level of protein,
albumin and LDH in the pleural
fluid which indicated
exudates. Therefore,we surveyed for
the pnuemonia, TB and
malignancy.However,CXR showed
no consolidation and
infiltration.Thus, pneumonia was
ruled out.Sputum AFS and PCR
showed negative.Sputum culture is
still on pending.Less favor TB.Chest
CT on 9/15 revealed a small nodule
about 0.45cm at the right lower lobe
of lung.Pathology report showed no
malignancy cell in the pleurid
fluid. Tumor markers are still on
pending.we consult DSA for the
removal of pigtail on 9/16. And the
patient discharged on the other day
and arranged for OPD.

9/10/2020

FALA

10/12/2020

- AR AE %L £ EE 1116 Y 2020/9/10 Initial » B0 » B sREK S
Dyspnea, left exudative pleural effusion related - 5 & ** 2020/9/17 M fx o < 3% 3
MR Rk p Hp 0 2020/10/12 - T R * > 3 F 4 FF 4 3 2020/10/8
Brod R o AEA AF EHEIFH o P AL A AP o - S ERIL R

X
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B 5 3
IRB %% KMUHIRB-F(1)-20190117 | |
A —x Hadh ~#p ~ EHE g rppe - L EHFRFE%R > 55 LT3001 £+
HEPFe 2P p (AIS)= Fi“*-m* E EARCE R e e s
X#H %PF | 2005005 2724 |z
3 % &> i@ 4R 5L -
IRB #3€ p # CENE fo'lrl'(')fl'vazp 3 AF RE ? f;i%
10/14/2020 10/12/2020 initial Subject had been H 3 4
admitted/randomized on 24Sep2020, | 4
without abnormal findings in chest
X-ray.But 30Sep2020 CXR showed:
A mass opacify in he left
retrocardiac sapce. 060ct2020 chest
CT showed: Suspect bronchogenic
tumor (5.1cm) at the central zone of
the left lower lobe of the lung .
Bronchoscope and Endobronchial
biopsy was conducted on 120ct2020
and may prolong hospitalization due
to this event. Therefore, Pl reports
this SAE today.
2HAA 10/18/2020
-~ A2 LE E %G R 2005005 2020/10/12 Initial > F2 > > o i 3o
% Bronchoscope and Endobronchial biopsy - FEEAGRY o F A A
2020/10/13 e i 4R o A2 A L F 2 2t %Eﬁp s P AL A 4R o - v M
FELEE R BRI RN e - i ERAE 23R
A e EX]
B 4
IRB %% KMUHIRB-E(1)-20180332 | |
L - 75 b7 {5 ERIFF i Pirespa® * v & B R fF % 2 B T
e R 05-008 2z2cid Iz
FRE BESE ST
IRBREPH | H2pH fcf{l‘(')‘“-v'vah’p 7 AF RE 3 OAF R %
10/16/2020 8/10/2020 follow upl 43 2020/8/20 I Fx A1 Fe
E -0 A 10/18/2020
-~ A AR B GG REF 05-008 3 2020/8/10 o gt 5 Followup 1l ~
Pl PRk R PR T 0 Jp 4 3 2020/8/20 I Fk AR o 2 F O A
2020/10/16 zéfrz MR o A2 RF B %ﬁﬁﬂ v @ ék’#\g*éz AR o o
BRFVESF Gl BT BEFFEHRG AT EFp ARG TRk
BidE2 = ~iERd B g T4
s & w4
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IRB %% KI\/IUHIRB -F(1)-20200037 | |
VR RR o PR P RRTFCRDFTWEEL LR A VBT RAEFH
ATG-019(PAK4A/NAMPT H & #¥e)in 2. % > (e < 12
ZW#F IR 103-002 27224 |z
3 % &> i@ 4R 5L -
IRB #3€ p # CENE fo'lrl'(')fl'vazp 3 AF RE ? f;}; "
10/21/2020 10/20/2020 initial This subject was found with fever it Ko A
and treated with antibiotics during AP pE
the hospitalization for study PK
procedure. After completion of PK
procedure on 2020/10/15, due to
subject residence in a long distance
from the hospital, Pl judged to
continue hospitalization until C1D15
visit. Sponsor also confirmed it's not
considered as a SAE on 2020/10/20.
However, due to worsening of fever
from grade 1 to grade 2 on
2020/10/20, PI considered the main
reason of hospitalization changed for
management of fever and judged it
as a SAE on 20/0CT/2020.
2HAA 10/27/2020
-~ A E7 7 ?i 2 % 5 % 3% 103-002 *+ 2020/10/20 Initial > = » » Fo 2 P B
SR VR E & ATG-019 > 343 4 4F 4 32 2020/10/20 £ w3 3F A 27 2
e ’?fﬂﬁ ﬂF » v AT E T Apk o - ~ ATG-019(PAK4/NAMPT & L 42)7
LERNRBFERREFEVRI ORI FFIBRZIEHRH LRI 2 F
S iAo pR LT R B VR e = R 5k
e E EX]
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IRB 3% KMUHIRB-F(1)-20180110 | |
O 2 -HEFEE R R AR X EREB O ZR%k SHEM A S 2
% % B (HFpEF) & % »3=& ¢ * Dapagliflozin &% M g 7= & wigRRBE
£ %yF | E7411007 2724 |7
3 % (& i 4R sl ¢
N 9 Initial/ " AR
IRB#EPH | F2P ¥ follow up *RAE R "
10/29/2020 10/23/2020 initial The subject started to have tarry stool ERop A
since 2 days ago.Associated symptoms A
included left upper quadrant abdominal
pain,dizziness and general weakness.She
denied
fever,chillness,dyspnea,cough,sputum,
nausea,vomiting,diarrhea,dysuria or burning
sensation.She came to our emergency room
on 2020/10/23 for help.
At our emergency room.Physical
examination showed no specific
findings.Laboratory data showed macrocytic
anemia with elevated BUN.Chest X-ray
showed cardiomegaly.E
esophagogastroduodenoscopy was arranged
on 2020/10/23 and showed multiple gastric
ulcers at pre-pylorus forrest classification
Ilc,multiple duodenal polyps.We prescribed
pantoloc for gastric ulcer,and pack RBC (red
blood cell) trasfusion for anemia.Under the
impression of gastric ulcer and anemia,she is
admitted to our ward for further evaluation
and management.
E -0 A 11/1/2020
-~ A7 AF B %L KR ET411007 + 2020/10/23 Initial  » P o0 o B A PR R
= Tarry stool- 15 % %7 % Gastric ulcer ¥ Anemia, related to UGI 55 & 3% 5 ffe @ o
VARG o 0 A 2020/10/27 Ao i o AR AE 2R ZEIEY
TaAPE AN o - 2R E
e EEE

27




KMUHIRB-F(1)-20200037 | |

3y

- WHE R RERF LY F AN LR A N H A o
v

ATG -019(PAK4/NAMPT %@g;xw),r.h\; > gt

S

Wy 8§

E

|

103-002 Rl B
IR < [JE_ > i 3R S be

IRB&EP #

LR

- Initial/ .
F20 *LE R 5y

10/29/2020

follow up
10/28/2020 initial This time, right middle and upper ERop A
abdominal pain was noted since A
24/0CT/2020 evening. Worsening
of abdominal pain since
27/0CT/2020 and intermittent low
grade fever was noted with chills
and poor appetite. Tumor fever or IP
related fever is suspected. Then this
subject went to outpatient
department for follow up and then
transferred to emergency room by
Dr. Hui-Hua Hsiao’s suggestion. In
ER, vital signs were stable. Physical
examination showed RLQ
tenderness. Lab data show
leukocytosis with elevated of CRP.
Abdominal CT was arranged and
showed enlargement of
cholangiocarcinoma. Due to
elevated CRP, we kept antibiotics
used and subject was hospitalized on
28/0ct/2020 for further treatment.
Due to enlargement of
cholangiocarcinoma, PI judged
progress disease of this subject on
28/0OCT/2020. We arrange EOT visit
on 28/0CT/2020.

FALA

11/1/2020

-~ A2 AE 2R 3R 103-002 + 2020/10/28 Initial » o0 » A R
= LA 0 p BT 2020/10/28 13 sk o Vst ¥ 5 ATG-019 0 3R 3 A 4 A
2020/10/29 g4 s 4R o A2 A A FE 2 %?E P BRI E A AR o
PFEENIFERLETEAF AT lv‘ﬁlﬁﬂ#f‘ﬁiﬁ?khvéj#
= RS

.

P

gi

- &

EX

2~ A% 4 SUSAR-% 0 %
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3% 2P R-£ 14 %

B
%D

IRB %%

= A

AR K

KMUHIRB-F(I)-20190083

- IEHEI R EREX
Cisplatin 77 & "% % IR
PD-L1> 122 g% H PD-L1
R FEBFEXEWZ 4
C B2 b IRaL i & A
ERE A TR o
Pembrolizumab (MK-3475)
* Lenvatinib
(E7080/MK-7902) #p $ >+
Pembrolizumab & * =% g #| %
LW SR R & 2
ERzcE R VAN o
7% (LEAP-011)

7 2020/10/126
Bikokd ARG R
(13-FEB-2020 to
12-AUG-2020)

KMUHIRB-F(1)-20190119

..;Eé;_:‘gp\gc‘.u\ﬂgfﬁk&\
BRSNS 8 L P
ATEZOLIZUMAB
(ANTI-PD-L1 48) & *
BEVACIZUMAB £ 1 # %

2 R e S M RS IR
(R E R TERILE B
&

R 2020/10/19
= e R R T

KMUHIRB-F(I)-20190010

-8 % 1B # ~ B 3
P iEsh s 2= Durvalumab
E o XA E R R 2 (F
TR )G B )
fmis % (NSCLC) % — s
B 2o Fpr e & >
(MAGELLAN)

B 2020/10/22
Tk w5 WP s fa
SUSAR I3 # &

KMUHIRB-F(1)-20190027

v pRA] ozanimod 1T i &
FRizieh? BIELRFH
M B mEe-125% 3 &
s R A S B %
AR

R 2020/10/22
e S ER T ]
(21.Dec.2019-20.Jun.2020)

KMUHIRB-F(1)-20190028

SRR H2- TR
4] ozanimod i 5 3% Hok 2
wRPRITRFBEFMELE
K- 5% 3 H s 5¢

o B A A s BER O~ A

K7 2020/10/22 Tk 5k =%
E Y ERTIE T4 o1
(21.Dec.2019-20.Jun.2020)

KMUHIRB-F(1)-20190031

v pRA Ozanimod 7o ¢
BEIETRFEBME K gD
- H 3 H P HR
ERL R

R 2020/10/22 Fehk 5k =%
2P E L
(21.Dec.2019-20.Jun.2020)

KMUHIRB-F(1)-20190105

- s B X A
RS 3k v
Apalutamide ** #-4% 5% 4304
O S S i R
FUR R o 0 e Uy X
WEF Y

R FE 2020/10/26 974 75 %
EYERTIE & ]
(14Feb2020-13Aug2020 )

KMUHIRB-F(1)-20190010

- % 1B # ~ Bl - %
¢ iEgk 0 22z Durvalumab

B 2020/10/27
Tk i B

29




oo AT AR R (P
?%@ﬁ’rﬂ R )i & Hp 2t J
n*e % (NSCLC) % — 45
&i&ﬁﬁiiﬁ
(MAGELLAN)

SUSAR i 8 # %

— JF R
Melflufen/Dexamethasone 2
Pomalidomide/
Dexamethasone %>t

B i 2020/10/26 Tk ik %

9 | KMUHIRB-F(1)-20190007 \ " - iictomide i & »cci | 2 10 4% & &

FLF AL 5 H L

% ’rm,% SCEME A i F R

N LY T&& Ak

— IE L ﬁ,{

Melflufen/Dexamethasone £2

Corsonide i aop0sos e
10| KMUHIRB-F(1)-20190007 | 0 e e i)r;i 4 % % (SUSAR : 6

IR Rt

&m&*vﬁﬁﬁéﬁo

AT B TRR Ffssee

11) KMUHIRB-F(1)-20200007 | f" ’?5 L f it ASP22151 550 Sep-2019

A SRR BB 101 Gen2019 3

12 8 5% P <

i 20-Mar-2020)

&4t 2 B 3177 (CHB) &

FoEe v RAETE KR X

;?%W*i‘*‘ 'fgpoma R 2020/10/29 Tk 3% %
12| KMUHIRB-F(1)-20190116 | * F.2 = M 5 % > 4% & £ (01-Aug-2019

(eg-IFN)alpha2a i & * 2 & | 31 5,1.2020)

i * entecavir (ETV)ipo %

2% iAot 3 ok k -

B 2a P~ Bk 5%

SR A s B 4 A

$HE Bk VB E 0k A

ﬁ?& e j{ﬁ%z Pk

ASURAE P e B 2020/10/29

T|sIeI|zumab (BGB-A317) #¢ [Tk 5k % 2 3FH &
13| KMUHIRB-F(1)-20190015 | + % 44 % $- f- (21Feb2020-20May2020;

Fluoropyrlmldme APt % | |21May2020-20Aug2020)

A4 b GBS

Fluoropyrimidine i 3 % — 4t

P 2 AR & R =

I "5 SR

- ;r;T Yo R B

Bk BSR4

] PIK3CA. A E:

B-FE 1~ HER2-12 2. By 3%

ot P 2 A MR R ﬁ’ilp _—
14] KMUHIRB-F(1)-20190127 |GDC.0077 # * | R 202011172

PALBOCICLIB 4=
FULVESTRANT #p &3t % &
& * PALBOCICLIB -
FULVESTRANT =i 228 %
e

L= R Y ERUIE
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Ry

BC-IRB(#%) %1 ¢ s

~E R 3B AL Bl (RRLEF R ) EREERE Ele

EEH FPou s R RETRE 2 7R maétgﬁlﬁs 2 3= Daprodustat 4p #3%
Darbepoetin alfa 2. & 2> {4+ 22 F »xen® 12 Sp b 385 5%
IRB % %L KMUHIRB-F(11)-20170022 ke 200808
PR
| [
1L R ER/P Y
2020/10/28
- ~HUERE-E 2%
B 5 1
| R B % % | KMUHIRB-F(I)-20150055
o3 o —HEE 3P L s R X ERER T FA % TR R
' L A *‘ﬂi‘i’v)ﬁ;%iﬁ i# * Aducanumab (BIIB037) w222 % >4
g % x R|RPF
] 302020 % 10 * 15 p B iES WL 2 A€ H & o (2020/5/15 & % L i)
= W FAUE
B B 2
I R B % % | KMUHIRB-F(I)-20190103
- TEAE T A RS T MBS 51 pESR f‘fﬂ%i%””“f* A %‘L‘zéiﬁfé‘
3 % & | ™ BAE Eteplirsen ~ BN B E i 2 g A pe ~ R - BEFRfrER L
ENEET S
E 5 0k RB|Mp
% (20202107 26 P BB R ERVEFIAEF L 0 P F AT
EY e e i*“ 2020 & 10 * 20 p 4 15 S F) A “%;Jﬁ: FEER A ELEL
part 1 =% Féa—‘*f BMRAR B  RRT R N AT R g oo B 3 R
1lPartl e p\ » e Pé Bt B Py Bk 0 R ‘@jé??éjﬂ % 100mg/kg -
WEHRELS 6B % LI“* WHRERE T LA TR t+_$ RFFFIP o itk L
P SRR ES LY L 6B L IRHR 100mg/kg B E -
27 i N AT EE L A N RHRES Y HFEL 6B -*g Y R O Aot
X AKRT G —#é%mﬁ/%,’é-tpé‘%%i P AR O AT K
pEn = %ﬁi@
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MFBAEA
- AR ERL R §(CTMC)-Teh Rk d i e+ —+ 1%

Al e IRB %% ER R VB R
5
1 [2020.10.29|KMUHIRB-SV/(1)-20160054 TR G A 7 BT R % B ke ciE 7
B Cx#FFR LT s s A7 Bt i)
(-)~ ﬂ{%kﬁﬁzz pEas
(1)3% % » 2018/03/15 &7 8 fo+4: i %4 & Wfck L ¥ T i > 2020/10/29 £+
Yok A Bk - =0 ® 2018/03/15 Yk ehk - =% ’é ek p i
2017/11/10 » ¥z 2020/10/29 Yy %k th% - =X #F¥ ﬂ ”]:C?S p # % 2020/05/04 > 4z
FABTEA - R
(2)2020/10/29 fi 34 E M F fck L (- ) RpEhA T 3 oL #E L F
AL BREF B0 D)
B EXERFHTAFZREEF R o g i)
ARBFEINF-RUW/FTREEE S S CREFE Gy 2 REEE
RIREEY
Zyx IRB % 83 12 3+ 412F > 2017/03/10(37% )% 2020/09/11(% { )2+ 3T # 7>
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R R R Z) LR F T
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123 ek p 5 2020/05/04 > T+ Jpfrzedof 4 B 2019/6/13 B die (7 % &g
£ > 7 2020/4/16 i% % - 2020/5/4(% i % 19 2 )i BiT- A v B IR T RAKE
FRlPavyZE8 "TEABYSARATHE - Hv Bk -RAGEIPREF;ETI N
FAE o RERBITHITHE S EHE

2. % 2019/6/12 % - = fFtr > T M AR ek 2 IRB il b E LAL P
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“RA/RETEYGRE-£4¢

B 5 FAEE A3 /&L i & =
lloprost 2190/Amplyears | £ =% . %p | % 1090206038 5
(ASD 1) 4 %
1 WHO functional
class IV #% # 7%
B BEERE
Pigray(Alpelisib) | 200mg/tab - 180 555 % % 1090602798 %
2 %g - 50mg/tab -
360 %f -
FETCROJA 1g/vial > Carbapenem-Res | % 1090206137 55
(Cefiderocol) 2098h » 14 = = istant
3 ML (23R Acinetobacter
AN A baumannii
B oD e A (CRAB)
T ) Pneumoia
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