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FOE P OB -EEDET R ALK REDLIFEE Y o =R Filgotinib % 21

£ % % R|RP

i B - " FREABER BFEE - o

)3 5B 12

| R B % % | KMUHIRB-F(1)-20200160 | % % 2 g% ¥4 % 2
- BN A fe B s ¥ = #3250 #~ 17 Amivantamab £2 Carboplatin-Pemetrexed

¥ % ¥ #| & @A Carboplatin-Pemetrexed * *t;n o EGFR Exon 20ins R % ~ & 3%
o Hp B HE AL M2 o ve VR B —“Ff

g 7 0k R\ \Rp

i R - FREPAFER YR - PR
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7 R|- " FREAFER BFEF - P

B 8 14

I B % % | KMUHIRB-F(11)-20200196 | % % 2 g % | #4534
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I B % % KMUHIRB-SV(I)-20210070 ¥ 3 % LRI &2 1

# & ¢ #|COVID-L9ZH T Fralirs il \,La T RDE

g % %X AR |pE

- B - " FREARER BFEE - o

B 8 18

I B % % KMUHIRB-G(II)-20200027 B R HFEEL

T A i s i L e R |

B Ok R | pEHE

e B - " FrEiFER BFEE - ~fxEo
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I B % % | KMUHIRB-20130034 kA S R NEE
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g 7% Ok K|
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1<ﬁﬂxwﬁ+i %
= ﬁi%*iﬁii PEEAR-2 28%

1-~SAE-+ 12 %

BB 1

IRB %% KMUHIRB-F(1)-20200056

R o SORE 3 W EA e R % BAHRER SR D TR
& }F‘ﬁ—a- (RSV)ﬁJ&@ w F Ry SE Ryt o Ew HH A B2
BB 2

4 ;é-ﬁ 3&,%,{—?; 12302039 FF e H:

ik (4> i 3F St
" Initial/ )

IRB&ZEP FAPH follow up AR KRR

7128/2022 7123/2022 initial WRop A Ak

AR RF @ On 23-Jul-2022, the jaundice value was 11.71mg/dL. After admission, the
phototherapy was performed. On 25-Jul-2022, the jaundice value was 6.63 mg/dL.
On 25-Jul-2022, the patient was discharged.

it & X!

B 5 2

IRB %%. KMUHIRB-F(1)-20200038

R XARETO/4-4f 2ot v S gido ® B F T ii 3 2end @m0 Tg L
(Xarelto® ) + ﬁ6&£¢”+wd;¢m7ibﬁﬁ%

= ;é‘fsf a5l AE196-05-027 B ST i Bz

il [ JE_ > W 4R gl
- Initial/ "

IRB #&3& p #F F4pE follow up 7 LFE RIS

8/5/2022 5/28/2022 initial Wiopm A Ak

PRAFBEE (SAE %] % 55 AE196-05-027) % F R MIF1M4p 2% 539 B A0
2022/07/28 #& J& % 3# % 05-027 »+ 2022/5/28 4 # ¥ 3% iz Acute decompensated
heart failure; Acute hepatitis # 2 ¥ ¢ o (& i Fare® 12 2 remedial drug therapy /5
B 16 F %2t 2022/06/07 +x4k (recovered/resolved) o 1333853 4 3 3= 4 > 2|
TF R E 4 25 no causal relationship o

it E X!
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BB 3
IRB %%L KMUHIRB-F(1)-20200038
o Ay 2 XARETO/&4f 2Ll v S gpde ¥ B F T i 7 2end $p b o gL
(Xarelto®) gk # b % 259 fgdd & k2 2 L MR
R Wy AE156-05-010 7 e isF B:
ik (4> i 3F St
- Initial/ ,
IRB 3 p ¥ FL2PH follow up LI SRS
8/5/2022 10/13/2021 follow upl WRop A Al
HLFE B (7 L F & @3w] 5L AE156-05-010) 5% BIff R dpids it d T R T2 AR
20 %+ 2022/07/28 j 4 3% 05-010 72 4 3 B F 30 - % 38 05-010 *+ 2021/10/13
W ZREE PG Fril 2 % 5 Left knee lipoma with hemoarthrosis
(pathologic diagnosis: lipoma) o » Ffé % 12 % b L 2 & % B 5 Ay
(2021/10/20 status post tumor excision of left knee) o € &7 4 i B 3
-2021/10/20 status post tumor excision of left knee » ¥ i »* 2021/10/23 %42
(recovered/resolved) o 32 1 4F 4 iRypEsk 4 3 T H R U 2 fRhk K R T
B ey ERE A AE 2 4 7 4p B (no causal relationship)
- & w4
B 5 4
IRB %%. KMUHIRB-F(1)-20200155
R EH XATOC - 2fzpx (Xarelto) + ¢ fg-k#f & (Acetylsalicylic Acid) : %% & #% 5
i (CAD) /2 % i 6 ¥4 s (PAD) s & 4% 4 1o st fri %
% W e 610020019-AE2 A FE e Bz
ikl BESEEE L
- Initial/ "
IRB #& & p £ F4pE follow up 7 AE RS
8/5/2022 7/25/2022 follow upl Fxop 4 ARk

LI

X3 H 610020019 4r » B B EEBREMFT R o B FERBERGERTE
3R T2 AR AR 2022/07/31 Jf 4r X 32 610020019 (SAE 33 5] i 5L
610020019-AE2)>+ 2022/07/25 % 24 # &k ifez. pcE # ¥ i Enlarged prostate -
»+ 2022/07/26 5 TURP £ jisiey » % % > 2022/07/28 x4k
(recovered/resolved)  F# 5% 2 4% 4 {455kt F F X TR 0 2 X B TRA R IR
g A F B @y & 4p B (no causal relationship) o

4
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IRB %% KMUHIRB-F(1)-20200056

O 2 - F 3P AR FR X ERERESR SR E P TR R
Epma RSV)R & F pEdy 8 gy b Thiv #8972 82
Fp e & 2

£ FHEF | 12302040 Lreuw (W

ik (4> i 3F St
" Initial/ )

IRB&ZEP # FAPH follow up *AF i %

8/11/2022 8/8/2022 initial FRop A Al

PRy At We checked point-of-care blood sugar 1 hour after birth due to borderline
appropriate for gestational age, and hypoglycemia was found, so regular formula
10ml was fed once. However, followed up point-of-care blood sugar 1 hour later
found progressive hypoglycemia. Due to hypoglycemia, the newborn was
transferred to complete nursing unit for further survey and management.

A ® B

B 5

IRB % %% KMUHIRB-F(1)-20210035

R EH i¢ * S-1, Leucovorin, Oxaliplatin £2 Gemcitabine (SLOG): 5 B & 38 5% 5%

£ 3% B F

005

2zcuaf |IBE

B (19> i 4 4t -

IRB &E p #

T2

Initial/
follow up

*LFE Rt R

8/11/2022

8/8/2022

initial

Wiopm A Ak

LI >

The subject 005 signed ICF on 26Jul2022, C1D1 on 29Jul2022.

After first chemotherapy, she suffered from fever, epigastric, periumbilical pain with
diarrhea for 4 days, thus she went to emergency room for help on 08Aug2022,
physician assessed associated symptoms include nausea sensation, abdominal
distension, acid reflux sensation. Lab showed elevated CRP (C-reactive protein)
level (299), elevated Alkaline Phosphatase(ALP), Gamma Glutamyl Transpeptidase.
Mild hyperbilirubinemia (1.22). Enhanced abdominal CT (computed tomography)
showed mild dilatation of the small bowel and colon loops, infectious enterocolitis
cannot be excluded. Under the impression of enterocolitis, she was admitted to ward
of General and Digestive Surgery for further care on the day.

A
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IRB %% KMUHIRB-F(1)-20200055

PR FREAFRL Y & A DR nd g R e E 2 7 e 7
RISDIPLAM F¥ x4 :85%

XRFREF | 1252 Lzcaw W7

ik (4> i 3F St
" Initial/ )

IRB 3 p ¥ FL2PH follow up AR R

8/16/2022 8/4/2022 initial WRop A Al

PRF R 1252 5% 3% FIHF > Tk FE L6V LR RER 4973 » %2022 & 8 4 p
IRBEWEF RO - B RE Y L Np Y 2R L @y T
HRREA ks & %% 5 PROTEUS MIRABILIS & % » el B X #40
B ts Flp e i3 > %30 2022 # 8% 10 p I1fx

7 £ 3 A

B 5 8

IRB %% KMUHIRB-F(I)-20200056

R —HE 3P ARFR X AR SR E Y TR R R
Epad RSV)m e F iy = H g 5 enb 0 2R A v 13 B8 am
R L 2

£@FRRF [ 12302040 TR |

ikl BESEEE L
, Initial/ ,

IRB ¥ P ¥ FAPY follow up AR RS R

8/18/2022 8/13/2022 follow upl F3om A Ak

*AFRBEE After transferred to complete care unit, we closely monitor symptoms of
hypoglycemia and followed up point-of-care blood sugar level regularly. Umbilical
vein catheter was inserted and Glucose 10% was given, and there was no
hypoglycemia after admission. 24 hours after birth laboratory data showed no
elevated infection parameter. Due to stable condition, he was discharged on
13-Aug-2022.

7 ik A
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BB 9
IRB %% KMUHIRB-F(1)-20200020
PEEH 4 efepoetin alfa 7o A 3 < %47 2 B T %0/ (ND-CKD) i & & 2 B 2 25g
4B Bk o — 78 &2 Methoxy Polyethylene Glycol-Epoetin Beta (Mircera) i+t #2
7 5 PR
@Y REE | 304-009 FERFEA E
i BESE S50 %
" Initial/ )
IRB 3 p ¥ FL2PH follow up AR KRR
8/22/2022 8/8/2022 initial Eop A v
HLFE B 304-009 = &4 »+ 2022/08/08 Fle%efi » &L & Sk {4 » F&2 COVID-19 »
2022/08/09 < » Foi& (T IR 3SR o
- * WA
BB 10
IRB Y%L KMUHIRB-F(1)-20210140
i T oA = §
L/ E AR T VX FE R
R EH i 5 &L X% (Hibiscus Taiwanensis)ig = % B4 » HERCET® -5 » ¥ g 3040
e R R R i
£@FRRF [ 7521364 TR |
ik R > i 37 St
- Initial/ "
IRB #&3& p #F FApE follow Up 7 LFE RIS
8/23/2022 8/15/2022 initial R A A
*LE BE Fldi s LR o e £ AR
. E
BB 11
IRB Y% KMUHIRB-F(1)-20210035
[ B i¢ * S-1, Leucovorin, Oxaliplatin £2 Gemcitabine (SLOG): 5 B & 38 5% 5%
%@y wng [ 005 TERE |
ik (IR 37 S
IRB 3P ¥ F4p 9 Initial/ 3 A ik
follow up
8/23/2022 8/15/2022 follow upl FRp LAk
LI T A After admitted to ward, we kept her NPO (nothing per os) on 8/8 then try liquid diet
since 8/9. Under no Gl (gastrointestinal) discomfort after oral intake, we let her try
soft diet since 8/10. We kept antibiotics with Tazocin since 8/8-8/11. Follow up lab
data on 8/11 showed CRP (C-reactive protein) level much improving (299 -> 68)
status, we shifted Tazocin to Avelox 1 bot QD (once daily) on 8/11 due to still
diarrhea noted, suspect Tazocin related. Diarrhea improved since that. Follow up lab
data on 8/15 showed stable condition. Under clinical condition also stable, we
arranged her discharge on 111/8/15 with OPD (Qutpatient Department) follow up.
Due to chemotherapy may suppress or weaken the immune system, thus we judged
the SAE may possible related with study drug, also cancer disease couldn't be rule
out.
e E ]
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IRB %%, KMUHIRB-F(1)-20200038

k4 XARETO/&$f 29 s S ppd 2 B TR 2 2 Bp b - gL
(Xarelto® ) gpr @ b % 259 {4l 55k sz 2 DR %R

G ;é'g 35,%,{—'5 AE195-05-024 FF e Bz

i BESE S0 %
IRB 2.1 p # CENE Initial/ 3 AF sk
follow up

8/5/2022 6/20/2022 initial ¥ A Ak

HLFE B (SAE %] i 51 AE195-05-024) 8 F R BRI R%R 23 B pfE Ay
2022/07/28 & & = % 05-024 *+ 2022/06/20 3 # % 3% @ f= HI with tripod fr at Lt
facial bone; Traumatic Lt cerebral peduncle and Lt int. capsule ICH with perifocal
edema and bil ambient cistern SAH; Lt face subcutaneous hematoma. Lt forehead
and frotanl scalp hematoma and Rt P/O scalp hematoma # 2% ¥ i o & i fo ek (8
¥ %3 2022/07/19 x4k (recovered/resolved) o 134585k H i R > 22 %
# gk a1+ % no causal relationship e

- & w4
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2~ *fg 4 SUSAR-% 2 % (1 # follow up)

ﬁ'%b 1

IRB %% KMUHIRB-F(1)-20200144

E M -~ ERZY WA X AR SRS Y w5 > 3® & Durvalumab
EE R TR B s 2 S R INaLd) s B2 S rp e Bk e 2 K
(KUNLUN)

% ;5;—?5 %%ﬁ.—g 2022A267616(E7402010) | ¥ 72 = @ ¥ |7

ik (& @37 it
- Initial/ "

IRB 31 p # F3p W follow up AR E

8/10/2022 712312022 initial R A Al

I T At Study therapy started on 14-MAR-2022 for esophageal squamous cell carcinoma.On
23-Jul-2022, the patient experienced grade two interstitial pneumonia (preferred term:
Interstitial lung disease). Subject suffered from nausea and vomiting after eating, easy
water and food choking were also noted. Due to above symptoms, he went to our ED
for help. Chest x ray showed Interstitial pneumonia/bronchitis in both lungs, which is
predominant in the left lung. Due to his GI upset problems and interstitial pneumonia,
he was admitted for further treatment.
Treatment with durvalumab/placebo was none. Treatment with Radiation therapy,
Cisplatin, Fluorouracil was not applicable.
At the time of reporting, the event was improving.
The investigator considered that there was a reasonable possibility of a causal
relationship between the study therapy Durvalumab/Placebo, Radiation therapy and
the following event(s): Interstitial pneumonia.
7] Pl 2] 23% % 2 INTERSTITIAL PNEUMONIA (Interstitial lung disease) £2
Durvalumab/Placebo 2 Radiotherapy 4p i » A7 a2 F F/i4F 4 2 p /i H/ICF
roo s 2 5 SUSAR > i 48 TFDA -

- & EE:
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IRB %%t

KMUHIRB-F(1)-20200144

P h A

—HBEFZPH PSR X EAER SRS Y & * & Durvalumab
& H R T G b2 T R INa ) g s e Bk e g2 B
(KUNLUN)

W

R R

2022A267616(E7402010) | ¥ 2 < :i 47 |7

i & HESE S )R

IRB &% P

" Initial/ 44
2 p4 ?ALF RS F
FLPH follow up Ll

8/15/2022

7/23/2022 follow upl ERop A Al

AL F A

On 23-Jul-2022, the patient experienced grade two interstitial pneumonia (preferred
term: Interstitial lung disease). Subject suffered from nausea and vomiting after
eating, easy water and food choking were also noted. Due to above symptoms, he
went to our ED for help. Chest x ray showed Interstitial pneumonia/bronchitis in both
lungs, which is predominant in the left lung. Due to his GI upset problems and
interstitial pneumonia, he was admitted for further treatment. The event(s) occurred
during the treatment period of this study.

Treatment with durvalumab/placebo was temporarily stopped. Treatment with
Radiation therapy, Cisplatin, Fluorouracil was not applicable.

At the time of reporting, the event was improving. The investigator considered that
there was a reasonable possibility of a causal relationship between the study therapy
Durvalumab/Placebo, Radiation therapy and the following event(s): Interstitial
pneumonia.

Summary of follow up information received by AstraZeneca/MedImmune
31-Jul-2022: Updated action taken of durvalumab/placebo from none to temporary
stop.

F] Pl 2] 3% % 2 INTERSTITIAL PNEUMONIA (Interstitial lung disease) £
Durvalumab/Placebo # Radiotherapy 4p B » A 7| a2t 2/ 4F 4 £ p /i3 H/ICF
L &

= SUSAR > #3if 4% TFDA o

4
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