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PR A Subject had been admitted/randomized on 24Sep2020.Fever was noted on
190ct2020,with elevated CRP and WBC We follow-up CXR and progression of
pneumonia was suspected. Tachycardia with shortness of breath(respiratory rate upto
25-30/ minute) was noted on 210c¢t2020 night, follow-up CXR and no overt
pulmonary edema was noted.O2 was adjusted to NRM (non-rebreathing mask) full run
and then titrate to All-purpose 6L/min. However, tachycardia with shortness of breath
noted again at 220ct2020 night. CXR revealed increased infiltration over right upper
lung. The O2 was changed to NRM (non-rebreathing mask) 15 L/min with SpO2
94-97%. Now his BP was relative stable, but desaturation, shortness of breath and
tachycardia(HR:120~150 bpm) was still noted. Due to relative unstable condition, he
was transfered to Neurology ICU for further care and management.
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AR BE Since 230CT 2020, the patient has shortness of breath, tachycardia, and continuous
progression of lung inflammation. The family members are informed that the
prognosis is poor, and the family members have signed DNR (do not resuscitate).
Bradycardia were noted at 06:30 on 270CT2020. Besides, conscious loss, bilateral
pupil dilation were found and pulse cannot be palpable. At 06:40, Asystole heart sound
and no electric activity by EKG were noted.Expired on 270CT2020 06:40 due to
pneumonia.
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PR A 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. After shifted Brosym to Cravit for fever treatment, the
laboratory data showed improvement of hypomagnesemia, hypercalcemia and
hypokalemia. Fever subside was noted. Pl judged fever is due to tumor fever or IP
related. Discharged on 22/0OCT/2020 due to stable condition/stable vital signs and
outpatient department follow up.

FHALR 10/27/2020
-~ AEZ AT %G R FE 103-002 ++ 2020/10/20 » Fx v gt =t & Follow up 1 -
A R 5 B E o ¥ A 8 & ATG-019(PAKA/NAMPT g€ fRie) » 5 & 3%
2020/10/23 ik > 3+ F A 4F 4 30 2020/10/23 AT i 4R o A2 A A FE R EIEY o
FPHERFET A e 2 BFERFF IR > THBEMNBE R L.E M
FEFAFIREAYABECFAMEF T B RRE S ATG-019 4a B> 12
PR EHG AR R B R AT IR BRIR o R KSR AR E
3 EEEAPMIE -

i * i i

2~ At 4 SUSAR-£ 0 %

3~ % 2P

; IRB %% T Rs TE TR

k2
1 | KMUHIRB-F(1)-20200092 |2 % t:g5k 22 # 4% ¥ #& & darolutamide ;5

- R H e W R FAD R AT

B 2020/11/3 Tk 3
" N YR U4 ]

2 | KMUHIRB-F(1)-20190083

- JF 4% 7 i & X Cisplatin /% ® 6% 4
PD-L1> ™% &% H PD-L1 £ 3 % if & 45 %
ERUI N REE SEY-EA LY B Rl ¥ E e
&A% 3R v i Pembrolizumab (MK-3475) B 7 2020/11/4 7 5%
& * Lenvatinib (E7080/MK-7902)4p fi >+ X rPMUFH A
Pembrolizumab & * & & 1T 2 % — &% % 2
TR X 2P OE 2 WA e~ R R
(LEAP-011)

3 | KMUHIRB-F(1)-20170130

— 9F 243 LA - BER - X FAIHRE - S0
oo ¥4 B0 A Rk > R A R 2020/11/9 TR
B R ¢ =R CC-90001 ok |B ¥ 2 AR &

R

4 | KMUHIRB-F(1)-20170099 |# B &= 2 1+ > L8 (Fehg FE (X350 16

ﬂjﬁuﬁﬁﬁg\ﬁa\%% \—?@%H’%%\gﬂw\f“» o
Lo N mxen s aera poaper s oo o o AT 2020/11/10 fRk 3
TiF s BEEk o FHT hIVERE (T gy b Py G
# 3 80 f):=i Brivaracetam # B4 i% v o %ﬁfﬁgg%? to

g ea

12




KMUHIRB-F(I)-20200154

—EFZY LA B X AR RR
% » ' #i TIRAGOLUMAB (+# TIGIT $48) &
# ATEZOLIZUMAB & % [ | &
ATEZOLIZUMAB * *: &3 A & 22 5 ~ &
ALY ~ @ iE vk A 2 R PD-LL chet
e g B

R 2020/11/10 Tk 38
R L AT ]

KMUHIRB-F(1)-20180127

— IF A-§yp f,%is'w%uﬁ@gg—g ) B0
Durvalumab & * Gemcitabine+Cisplatin & =
W Ea e LR 8 0 B ¥ H 1 Durvalumab i
FA RS SR R R 22 R A
R S AR - Y e
(NIAGARA)

R 2020/11/11 g/ 38
O Y ER TR ]
(2020/01/13-2020/07/12)

KMUHIRB-F(1)-20190001

- 3§ * FOLFOX6 (5-FU/FA % Oxaliplatin)
x> & bt PledOX Mok % = P B 5

B REF AR sl Ae Y
Higm% (CIPN) 2 %28 - fFp ~ 59 o
X R A T PR tE

@ 2020/11/11 g/ 38
X PUEFER B
(12-Jan-2020 to
11-Jul-2020)

KMUHIRB-F(1)-20190002

- 78 %> FOLFOX6 (5-FU/FA % Oxaliplatin)
rr > & bt PledOx v fr 0k #4514~ %R
IRl SEY S E1E sk TR oE

(CIPN)Z % = 8 ~ B ~ 5 ¢ &~ X R R

R 2020/11/11 g/ 38
X AR E B
(12-Jan-2020 to

11-Jul-2020)

ek LB
4~ REHELE - &
o~ F e AR

0%

L~ 3T E

- ~CIRB ®l3%-21%F%12~{%02)

LR BMC-IRB(7 %) #1%1
IRB %5 T-% ¥-19702
% LA - A R X ERER T EA e FAE ¥ 2HR% o TR FI2LR

AR EIF L (NASH) B 5~ A i 2o = A % % BMS-986263 2 sz fr# 2 |+

4 B IM025-017
B KR B
3 EA R AR
| IR Wi AZheizh » 1 E28HIGHP L
AEE R ER/P Y

2020/11/09

S HuwEm-E 2%

=3 e 1

13




I R B % % | KMUHIRB-2014-04-02(11)

N, — T8 LEEOll‘.bE’ Ietroiole ol tﬂ'if{-f %f’ﬂ}i}ﬁwi}% Li‘;%"p"s %?x %ﬁ}r% o
HER2 i hiz S ik PR K2 P pe - Fp - X AHHERER

g % kX R|\Rp

# %‘,3—_20204’%11’449?1“*%&557%1?11&;1\@%5’@?%1:
RpFEL DU > - 7 5P &L LEEOLL (ribociclib)sh~ R R K 7
LI R ;I»LB? (does of 50 mg / kg / day) % #+ &+ g /= ¥ $¢(dose of 300 mg / kg
[day)s AT ~ B P2 FEH P LF e KA 0 T HRBFR LS EEL 2 E
ALET N Rk iy o 2% 2 MBI R 0 v A EIR A P & * ribociclib i
Rk Fm s - RE ri‘?';wmr% AR R AR Y o PR EES ¥
LRFAIFAIP S ERFLZ I AR ER(BHRELSER AT )T M 2
RL AP EF AT RRAAMY P REREL R 5T AT 2 ki ¥
©EE T oo
W2 E 2 WA P HheoT !
- Aggregate Finding Safety Report for LEEO11 Initial Report (02-Oct-2020)
- LEE011 Assessment Report (01-Oct-2020)

b= | WiF

B B 2

| R B % % | KMUHIRB-F(1)-20170105

o s | FEEZY EW B X EHHBR RS i Ataluren * R LA REZ R
%«81»# %{’\}ﬁ:}?j&?}%;;bti’“ir'}%}?}g%{;\ﬁi]ﬂ‘zél‘%;

g 5 % R|\Rp

& 3 (2020 11" AP R ZHTEIEIAER L P F 5 AEHRL DI TE
ko KEHF AW R S (p g October 1, 2020) -

= E WU

e~ K A%
- TR RREELR € (CTMC)-Tohk RS a4 %% - &

=1 4+ 74
S ExE-2 0

14




3 ﬁ“%ﬁf*n#& NTHEIFARVERTERGFETAR T AL
1L FFRH3 F{ X3 BT L1 BEEE o £ 23
B | e | IRB%E ¢ 5 P
xR
KMUHIRB-E(l | pP AR&E S e g sl it s Bre g L2 4 94 597 |
LA )-20200330 SRk E Y o RGP A
. KMUHIRB-E( | 7 wuiiee 4 2 boid sg b 2400 2 5 Sl |,
2| FTF yoooooss1t | g il
3 e KMUHIRB-E(I | # F & 7| 2] i ™ ro vl kS ez dpdva &4 2 B enff | B 229 =
AT 11.20200332 3} |k F
s | | o | T EERA B o R WA A i £
o | e KMUHIRB-E(I | & #4% % 374 34+ ﬁﬁﬂ ;;f.# FIE ~ AL A 3 E 5 3
T 1)-20200334 R A R R A R v
6 | #% | KMUHIRB-E(l | i » Tfmed @6 8 F 7 % X A i 4 2 7§ B
)-20200335 kR
7 | #% |KMUHIRB-E(l | 27 > | BFRUR/IFLHLBLAD ALY 1B F
)-20200336 B F %
=BNR
8 | #7% | KMUHIRB-E(I | 4 7 & 45 % Rpte v o pop ¢ F 422 3 i Sofpin®e | Fhx
)-20200337 | M54k
9 | #7% | KMUHIRB-E(l | COVID-19 # F¥ & B3t sk i r S 4% sc ¥ %2 | p £
)-20200338 | % % AF %
10 | #7% | KMUHIRB-E(l | #54 ¥ & RE S 3 4 | &4 9oL B 4 & 5 3 P&
)-20200339 | fep 2§ &
11 | #% | KMUHIRB-E(l |38 %  § 2 & FR4E A B4 2 H 47500 4 3% | 3 Frame
)-20200340 | 7 15 2 B 40
. #F | KMUHIRB-E(I | ™% if F4n B 2 0 s BB S50k 108 B A REE | B ik 2
# % | )-20190347 SR e
, #4 | KMUHIRB-E(l | 108 #-109 & A & 7 “r EALT FRHMH T 2 2B | # 2 45 {1
% % |)-20190314 P i~ PRFRRR AL B X 0GR R LSRG F 2%
#4 | KMUHIRB-E(I | MRk B 5 2 A R B3 2228 FA R RZ R EY |
3 # % | )-20190309 (SR A £ 0 ) b e
. % % | KMUHIRB-E( | ™ 2k iits 11 g o A0E 5 » m kR &% | 72 46 1
s |)-20200238 P A R BT ] 2x
, | KMUHIRB-E(I | &%+ Rt TR F A RHCAFLF A5 42 @ 6z
s |)-20180325 UREY SRy "
3 | %5 | KMUHIRB-E(l | = f3% 5 j o 4 SRl ds Tk & 5@ )= 32 (4

15




s ¢ | 1)-20200092
KMUHIRB-E(l .
TS BApie v gt RN RpF RN FR AL | s
L] %% | 20100382 i AEUEERIL N 1| P
B KMUHIRB-E(l | « % # & 5 7 = 5 ¢ i * Dipeptidyl peptidase 4 #r4] |
2 | & )-20180320 A ARy M2 40 B B'ﬁ
- * 24 R A ALTRRIE T R B B4 X
. B KMUHIRB-E(I | /& Bronfe/zr:brenner A AREHELTEFAEAY fipean
™ 1)-20190323 ER42BETE
KMUHIRB-E(l . )
i Ao il e et A AR 2T U o R S & s B3R
4 1 &% |y o07003 | " fe 2 fE A A2 F Y R e 5 bl [
oo KMUHIRB-E(l | # % MRC2 v Sz 3 8427 a5 B A fRp 1 fopan
> | %7 1120100308 | feters|ie )
. #o | KMUHIRB-E(I | FH MK+ R ¥ 2 Fhdp7 & ¥ LR L 41375 L b
¢ 1 |)-20190345 TN AP LS TR K15

an T o A

AR AL ERIEEES i XS EEI RS R R T

B ' e FRIAER

- W5 IRB %% - o

L KMUHIRB-EXEMP %51*;—2;”1 1A AFH DR L2 FE Y -0 5
] T(1)-20200022 Kirkpatrick & 3= 5" e

an T o A

WP RII 2T EEE - &

*%‘

Tir 8+

BEHE I TELIFI0A

16




