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On 04-Jul-2022, the patient experienced grade two interstitial pneumonia (preferred
term: Interstitial lung disease). Scheduled CT scan on 04-Jul-2022 revealed Interstitial
pneumonia in both lungs. He was admitted for further survey. After admission,
empiric antibiotic with Unasyn for pneumonia and collected sputum culture for
survey. Due to the chest x-film showed left lung infiltration with suspect interstitial
pneumona, we used steroid injection for treatment since 06-Jul-2022. Patients lung
infiltration lesion improving and cough situation also improved, change oral form
Dorison since 7/11 fair. Under the stable condition, he was discharged on 12-Jul-2022.
The patient recovered with sequelae from the event after 2 weeks on 23-Jul-2022.
The investigator considered that there was a reasonable possibility of a causal
relationship between the study therapy Durvalumab/Placebo and the following event
(s): interstitial pneumonia.

Summary of follow-up information received by AstraZeneca/Medimmune
21-Aug-2022: Added event stop date and updated outcome from not recovered to
recovered with sequelae. Updated causality of radiation therapy from yes to no.
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This subject suffered from lower abdominal pain for 5 days. Due to worsening of
abdominal pain on 30AUG2022, she came to emergency room. In ER, Lab data
showed elevated CRP and leukocytosis, blood culture was collected and antibiotic
with Flomoxef was prescribed. CT of abdomen was performed and considered acute
appendicitis. After consult GS, arrange operation is indicated. Laparoscopic
enterolysis and appendectomy was completed on 31AUG2022. Due to diagnosis of
acute appendicitis post operation, she was admitted to GS ward for further
management.
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prescribed. CT of abdomen was performed and considered acute appendicitis.
Laparoscopic enterolysis and appendectomy was completed on 31AUG2022.

S~ R A4E A 2022/08/30 poEACT AR A bR S 0 AR A L F 2 (B2
#(Non-SUSAR) ~ iz 3 F]% B 2 22 A3+3]7 4p 8 (un-related) » 2 5 < 3%
FAHABAG I e [ AP TRG(F AT SR AEE G )
PERE= TR

4R 2 IRB p #(07):2022/09/08 -

’

o~ fGFEAAEFINEE A P # 0 2019/04/30 0 ¢ BLC kS F % 1086011703 5
FEwh

26




2~ Mg 4 SUSAR-£ 0 %

3~& 2P R-£ 12 %

Bg

IRB %%

Pk i

U

KMUHIRB-F(I)-20210154

- B 3 GFHO18 & * Toripalimab *
ek By R MR Lok >
ETLCER e Fob SR b S A
s~ H w2 By b/ %

Ffs 2022/8/30
Tk 0% B
SUSAR i 3 #
%

KMUHIRB-F(1)-20220102

-8 % Ulb # - Boefhie s 50w
% > #71 KIN-3248 * »+ % 5 FGFR2
fr/2¢ FGFR3 2 #1% £ 9Ly "6 52 4
S ESERRUE S EAR T A A s
Al (% ¥ Rk e

B 2022/8/31
Tk ik %
M IRE B

KMUHIRB-F(1)-20160116

Darolutamide (ODM-201)4p #3™ % &
Al e AR & 3 kR
docetaxel f& * >t 45 M4 i f 5 AR 12
#%E‘E“fjl-‘lﬁirvﬁa Roeh- g e~ 3 o
XREHHRY =BT

B 2022/9/2
Tk 8% B
SUSAR i 4% #
%

KMUHIRB-F(1)-20180136

Sparsentan * **i5F A AL E IR 3
0Tk R R T 24— IF
/,,\Jﬁa\ - BNN ﬁi% ST PR NP
Ry

BB 2022/972
Tk 5 W
SUSAR i 3 #
4

KMUHIRB-F(1)-20210126

e i PANCINE - B e & e e
R F A PGk N 2k 2 e
”*fl&wﬁa AGHGE O FIAT A
Pembrolizumab #p #23> # 7% 46 5
Pembrolizumab » A& & * 7 4asg € i
FFh % - MinhPaREyHdd £
£ >

B 2022/9/6
R R
MERE A

KMUHIRB-F(1)-20200139

- EE Ulb % T sz N
Fop 2 & B3 % P IREL e pE e )
JNJ-73841937 (Lazertinib) e > 14 %
BHF TLHE - R AEY - A
EFR ML LA EFFLEE cMet FiE
JNJ-61186372 #nt #p 25| mre 3 g S

B 2022/9/6
Tok w5 B o
SUSAR if 47 #
%

KMUHIRB-F(1)-20200124

- 3PP L KR
Amivantamab 4c + Lazertinib & *

% ~ Osimertinib~Lazertinib- i 3 EGFR
KA R R & A (2] v i

B 2022/9/6
Tok w5 B o
SUSAR i 3 #
%

KMUHIRB-F(1)-20210161

- FHEG & A2 L TS £ H(EGFR)
R INGLE N HE A 2] e
F(NSCLC) I &5 Osimertinib 755 4 pz
i B 0 ¥ Amivantamab e

Lazertinib & * 7 48 (“ FAp >t 2 4n 1t
B ® 38« B RS A s

B 2022/9/6
Tok w5 B o
SUSAR i 3 #
%

KMUHIRB-F(1)-20190119

R~ Yo SR B
B o vt gt et 2 ATEZOLIZUMAB
(ANTI-PD-L1 #=48) i #

BEVACIZUMAB £ i # & jp|» % 3t <
Vi Kj RUENEERE B R R
2 e R

B 2022/9/8
Tk 1o )
SUSAR i 3 #
4

10

KMUHIRB-F(1)-20210195

BRSO AR
IR LAY T ST T P

GANTENERUMAB % >4 ~ w14

i 2022/978
Tohk HH% % 2
LR

27




o o

11 | KMUHIRB-F(1)-20170073

> 44

—HF NP ~sgrfp -y 28
A N P &3
EREME AN A Y BL 0 g
M2 Fpp 5
% IPATASERTIB & #
ABIRATERONE 4~
PREDNISONE/PREDNISOLONE st =%
/& 5 * ABIRATERONE -
PREDNISONE/PREDNISOLONE :& =
Wi

L ERR RS R AT

7 2022/9/8
R R
EXTE ]

12 | KMUHIRB-F(1)-20220087

ZEUS — 4t ¢ fgr 05 9% i R A (- o

Lo ko0 vt iR Ziltivekimab 2 % &
Ao n RS2 Eix

i%ﬁf%ﬁ"lﬁ'ﬁp‘ I‘ﬂfa"lﬁ F

B 2022/9712
=y e R
SUSAR :i 4% %
4

AR SR 3 e 3

AN F R PAR-E 0%

L N3RFEF -

~ “CIRBRE%%-£3%(37%2 181 %48)
% 14 4w BMC-RB(& %) #7% 1
IRB %% |T-% ¥-32893
v ooge | FEIW R PR et BAEEER R S HE L LT001 £
e Bt & pab s P b (AIS)S 3R % w2 o
1t L T3001-205
4—F‘ * ik EMJ\%

AL Ak (@M A MixAZh'Gf2R > 566" P F

14 3 RE/T 2022/09/08
ey |ECRB(ME) £1 %1 ¢
AR - 2022/09/08
IRB %% KMUHIRB-F(1)-20220101 S E L R3918-PNH-2022

etk
R ] 7480 B

AL R ER/IPH

2022/09/08

28




semy | ECIRB(HF) $1 %2 ¢ s

N - % TAS-116 (pimitespib) # & imatinib /o8 5 S E A FH L 4 %
1 5k F R
IRB 3% KMUHIRB-F(1)-20220077 4 %% 10058060
A3k
[ I L] 2 +%8 > R 7

LR ER/P Y

2022/09/13

ey |EC-IRB(RIF) 153 ¢

N EMBER : - 78 % 1a/1b #p:#5% > 431 LY3484356 it 5 ¥ - J /2 &2 & * fufg
T Bt 0w ER*A I SRS PLT R B B R L S

IRB % %. KMUHIRB-F(1)-20210022 3 % J2J-MC-JZLA
PER:
[ I L] #4280 B F

AL R ER/PI

2022/09/13

ey |MC-IRB(RI%) $1 % 4 ¢

SA AR MEBAFIE AL ¢ o R INJT3763989 - 1 3 () i
P LA | R PD-UFRIA S s % R4 gk a R Bk B h 2 B R
%i‘kigﬁ‘t% °

IRB ¥ 5. KMUHIRB-F(11)-20220069 i % 73763989PAHPB2008
-k
[ I L] 2458 R 7

AL R ER/IPH

2022/09/13

29



-~ HUER-£2%

B 5 1

| R B % % | KMUHIRB-F(I)-20210026
- R AR S S0 s R R RR AT g B 2V BRRR

OE F A | 2R m ER(Y) ~HER2(-) PR H %S amcenestrant (SAR439859)
& * palbociclib # letrozole & * palbociclib IPECACRLE 3

g F kX R|Rp

£ 202297 1P RPpHERCEIAIAEF L > P FooT 0
A KB P 247 (prespecified interim futility analysis) % % & b = #dp &
1% R ¢ (independent data monitoring committee, IDMC) =i zk - fF %3
(Sanofi) /4% iz 4 AMEERA-5 (EFC15935) 5% -
AR B[R A AT 247 R A op & &5 iE 4 (progression-free survival -
PFS)» & & % IPD%?W%E%?& Mg o X letrozole plus palbociclib =% 2&
JF’f » PFS &+t 3 < amcenestrant plus palbociclib 7 ;f:n o ikt i Ju T o -
FORMAE SR % 479 1 T amcenestrant plus palbocmhb e PES 3§/
@ letrozole plus palbociclib | =% % o F]pt %;{;zﬂa (Sanofi) 4 =z_i# ik &
AMEERA-5 (EFC15935) g% -
*ER K ;iﬁ;f Wfrp o ERL ,V%E EF #-F  Amcenestrant ;‘fé wier d
o= N AR E 0 25(Sanofi) #-at i 48 ¥ (transition perlod) 15k B
EREL

7 LR

)3 B 2

| R B % % | KMUHIRB-F(I11)-20200162
—HAHARI S 2 BB RSB ARI LG REFERHEEE (HRY) %

FoF F #2300 AL LTS SHEE (HER2:) 2 A 5k (MBC) £3% > W i
sacituizumab govitecan (IMMU-132) fr¥ 7 i jof (TPC) 2 % 3 ¥ I W # 5%

g 7 0k R |RP

& 2022297 1P RpHRELZCEAIANEZRAL > P FooT 0

A=x¥i# COVID-19memo = i» » 34 8L 11T

1. EVER-132-002 to investigator lettr not to take PK samples after COVID19 EN
2022-03-03

2. EVER-132-002 to investigator lettr regarding prior use of CDK46i EN 2022-03-31
3. EVER-132-002 protocol memo re COVID19 pandemic EN 2022-06-02 signed

BTt = > COVID-19 memo 2. % f§ it 4o :
1. F>t COVID-19 2 H# B % A BH 2 b % > e -3k 7 £ 4 # PCR &
COVID-19 f # 4 Rl 4k 11 424 2. PKIADA 44 -
2. % 2 7 COVID-19 #7554 Al > S AAFLFF 2 BERHE L1410 2
e R ﬁ*UTdLiﬁ’T%ﬂw*Tﬁ#ié%i SR AT

DH%W@C&MMQW A (S E DR B RORR Ex\@€
ff“%ﬁ?fb¥@€.%§kxaﬂﬁm%

AHARERRIHOHBLY - RkE I RATRAL BRE
FAOB A LE
}ﬁilg, &?ﬁ%ffﬁi‘%% T R RBTRLBREL ISR -

30




Fé%f‘g\r‘s 9’-\2:\‘» Pé‘gﬁlr’}%}‘f}?ﬁé 9:_‘,_3"’}’. /r}%&liﬁ

%J:/\P?E.uvi‘?”pf“%‘”m‘%\'”ﬁ G T BRI FAEX
h 4 é:s\—*?%—fg%w t kP o T IRGFHAPM 2 o

i 353 NREERLFEEGF ERTEY -
4) —éxpé*WCOVID 19 37554 Al @ id 2 3 HE6 0 B 1R
R0 £ KT AL S -

5%
+

i

WTAPTEETRL TM:’%Q*T/“ e BEHRL 2PN F o

i ZR|FRFAE

MEHAFAE
- TR EEL R ¢ (CTMC)- Tk %k a4 % %-£ 0%

# 2

-~ %

bl

I

Z;fvt
L

3

TR E-R 0™

FORPRERAR ATRBAPRRTEASIRAR AL
14 &

ATk S EFFRE5E {50 RDY L5002 %%62
B N £t 34 3%
% Y IRB %% o A S R it g .
SR i
A Eiiﬁ’;ﬁ@i L.
1 | #7% | KMUHIRB-E(I1)-20220155 ﬁ?,&‘}%& 4 2022/08/25 | 2023/08/24
=g, “~
%
S AL
eE Rk S d
2 | #7% | KMUHIRB-E(1)-20220156 | 2 ta B %)% 45 pE 2022/09/02 | 2023/09/01
IR e
1
g g
¥ 12 aspirin
£ &
3 | #7% | KMUHIRB-E(1)-20220157 | ticagrelor % E4 2022/09/02 | 2023/09/01
Ad#H 2w o)
EEP R
Uil
T REFER
g e e S
4 | 3% | KMUHIRB-E(I)-20220158 | ~ ~ . * ~ % A28 2022/09/02 | 2023/09/01
El % .’f’\mﬂ:“ %
#A
5 | #7% | KMUHIRB-E(I)-20220159 | % {2~ < & LR 2022/09/03 | 2023/09/02

31

2) mi@rgu“—%*”l%’xpé‘j/?%&COV|D 19}34‘19}%1}@4 ’:’.ﬁ

3) s COVID-19 754 2 8 5 L 124 E W 3£ ' 28 =

. RERPIET R I - w’@W{f$$w&;CmW6%%§\xéﬁ4
Hood A 50% (%) 165 ) AL 45 3 50% - ot B F I 0 M




denA RET
PRS2
il Xed

I Xpert
6 | 3% | KMUHIRB-E(1)-20220160 '\;'TE/XD,RJ? #HE | 2022/00/07 | 2022/09/06
BLETIE
¥
R
RIE ST F A
7 | #% | KMUHIRB-E()- B il & ¥
5% (20220161 |, , 1 iE 2022109/07 | 2022/09/06
%y TR
3=
B B
COVID-19 #
ERAALH
8 | 37% | KMUHIRB-E()-20220162 | 5 # - # & iz 2022/09/07 | 2022/09/06
B~ PER &
YIRS
=
[l
ZHEENL S
9 | % | KMUHIRB-E(1)-20220163 | T £ i& & 5 # ix 2022109/07 | 2023/09/06
B i R
CEEY R
10 | #% | KMUHIRB-E()-20220084 | 75 %7 " FL0 e | o000i00/07 | 2023000106
' X2 B8
2 M T
ERl S
NERE
11 | 3% | KMUHIRB-E(1)-20220165 gef'fa;f; I 2022/09/13 | 2023/09/12
e wvd
vy
Pt B e F R
12 | #% | KMUHIRB-E(1)-20220166 | F* 2 2 w i 2 iE 2022/09/13 | 2023/09/12
3t
T g RasE
1tz §R
LIRS S R A
13 | #7% | KMUHIRB-E(I)-20220167 | = i ~ 1 fF 3z iE 2022/09/13 | 2023/09/12
Bz vk B
22 kG2
i
g Ty
. Al mE |
14 #1% | KMUHIRB-E()-20220168 | | - i 2022/09/13 | 2023/09/12
1 | #4 | KMUHIRB-E(II)-20150162 | $ % R ¥ | %2255 & | 2015/09/22 | 2023/09/21

32




Y=
iR Fx
=

SR A

%1%

KMUHIRB-E(I)-20210265

FRLE A
55&7;1,\,;,
s

WA G
S E L

EFq ¢

2021/11/17

2023/11/16

Pz 1
T4

KMUHIRB-E(I)-20200300

SRS R RS
GE 3 B
BT RAIr &
HRCE S TER

#

2020/10/07

2023/10/06

E= 1

KMUHIRB-E(I)-20210229

Eh AL
koA i ma
TRk T
HL o J'z%&]‘;—,;;
B#H2 VAT
B3

2021/10/15

2023/10/14

EER 3

KMUHIRB-E(I1)-20210231

LR REY S8
$HEFD
\:i’ﬁﬁ& 7 4

’:'F* A

2021/10/22

2023/10/21

A b

KMUHIRB-E(1)-20210191

WA I
Bt e
£ 2P s R
P g g
mLF - -
B R
CETINE R

R

2021/09/01

2023/08/31

KMUHIRB-E(1)-20190091

7 MRC2 %
i S iE AR
¢ A 3
TR 2
AT

s

2019/04/01

2023/03/31

KMUHIRB-E(11)-20200320

fi* L1 E

P Bh vt 8

<l

i Mo
Diat

|>F|

k2
v
G 4%

=

B

A=
R g

e

2020/10/23

2022/10/22

KMUHIRB-E(I1)-20210075

PE }ﬁ a‘, i %ﬁ'
l_, l(' r-r";ﬁ El ﬁ”
’J‘-*" % 45

n oWl

>

Roa e
3

2021/04/21

2023/04/20

KMUHIRB-E(1)-20220085

- ;E AR NN
RET R
iR
eds B o kA
L Au_n_ ? f }?5
T ¢
(ASCVD) &
% ey v

2022/05/30

2023/05/29

33




(@) kR AW

FR2 LY
b r}ﬁﬁa—hg
5 B AT APP $
B r irwmie f
’f_ﬁ’t}% # E']ﬂ
i~ p A
SEMRRA 2
YR e

[
i
R

KMUHIRB-E(1)-20200422 L 2w 2021/01/29 | NIA

=z al 4

% & ;f\" =T

S ’fx EC -
Ed

el 2 e i E 2021/08/27 | NIA

ERRTRY

Rk Rk

N
i
A

KMUHIRB-E(I)-20210183

ETIEE

w
i
P

KMUHIRB-E(I)-20210200 pE 2021/09/10 N/A

NN
i
P

KMUHIRB-E(I)-20210223 pE 2021/10/11 N/A

ol
i
7

KMUHIRB-E(1)-20210250 Pl e 2021/10129 | NIA

A 5 AR B R
LTREEAH
Mk g

FRHEKE
HA I B
KMUHIRB-E(1)-20220096 | % ¥ & 2 ¥ ;
g:‘g VAN g‘ﬂ" »f;_

L5 b

[e)]
i
P

2022/06/10 N/A

s

A FAEFARBAEE 03 UGB

PLFPEF UTAFVERVEFALR/RRFLLE L 0F
WP REAZFFEEIE-E20%

# TR R

— ST SOP » AKX ERE A ArF ERFT O 20 p WL A
1. SOP 02.08_:if Hi(3¥ #)% £-2022.01 5

34




SOP 02.11_% % 4¢ 4 -2022.01 %
5 2022/8/10 IRB-SOP ¢ % i -
2.SOP 01.04_'& # ~ i el ¥ rk 221w @ 3 1-2022.02 4%

SOP 0214 #7¥ fr4£iF% & R I 5 £ %425 -2022.01 %% »
5 2022/8/31 IRB-SOP ¢ i i -
ik

1 &2 pAdiE o

2. #FiAFEARL f A IRBEF LA A o

#d Ak

35



