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FRTOT R A PR CE AR FARM -
Z~ERUEE ~EH G
e #* PaE A
B8 2
IRB %% KMUHIRB-F(I1)-20220050
R M iz * Gemcitabine, Nab-paclitaxel plus S-1/LV (GASL)# gemcitabine, Nab-paclitaxel
plus Oxaliplatin (GAP) ;o 48 #% 14 06 %R 2. ST 18 A fie 2. § = 9 IRk B5%
= :é—ﬁ 3#.;%};‘;{ T5221-005-001 rcd%n W
% [JE > W3R S fL
IRB 3% p 3 F20 9 follows up AR i
11/24/2022 11/13/2022 initial wE oA LR
AR BE A 50 years old male with underlying disease of hypertension, Type 2 diabetes mellitus,
Hyperlipidemia, benign prostatic hyperplasia, herniated intervertebral disc, Thyroid
cancer, post operation 2007, under eltroxin treatment. Newly diagnostic Pancreatic body
and tail cancer, suspected Adenocarcinoma, with lymphadenopathy at the inferior
peripancreatic region and with peritoneal carcinomatosis, T3N1M1, stage group:IV.
The subject has suffered from intermittent left abdominal pain for a month (after 6th
course of chemotherapy), associated symptoms included constipation, dysuria, mild
nausea, and bloody stool once in 11/12 morning. After Colonoscopy examination,
showed much stool impaction over rectum and severe adhesion over RS junction and
S-colon, suspect tumor related obstruction. Consult CRS specialist for emergent
laparoscopic diverting loop transverse colostomy in 11/17 morning.
$EALA 11/30/2022
-~ A7 AE B L L3R4 (T5221-005-001) > 2022/11/13 Initial > B 0 > Fr A
e Ao { > LTS HEREBE S22 HEILE 0 X F 0 2022/11/17 & (5
£ o 3 F 3 3 A3 2022/11/14 E ot 2022/11/24 13 SR o A i A A FE 12 A
LA 0 ¥ ARBRES 2 AP o
= ~ERUWE g H B o
i ] PEE A
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B 5

IRB %% KMUHIRB-F(I1)-20220050
B B ¢ * Gemcitabine, Nab-paclitaxel plus S-1/LV (GASL)# gemcitabine, Nab-paclitaxel
plus Oxaliplatin (GAP) 5 5 14 % %0 2. 18 4 fie 2. % = B Tk 335
%%ﬁﬁ.@éﬁ{ﬁ T5221-005-004 2rcuafn W
* (]8> i 3F St
IRB # 3 p 3 CENE fo'lrl'(')fl'va:jp S ¥-R S
11/24/2022 11/15/2022 initial Wk A LRpER
PR A A 74-year-old man with the underlying diseases of:diabetes mellitus, hypertension,
Hyperlipifemia and perforated peptic ulcer.Newly diagnostic Pancreas adenocarcinoma,
grade 2, with metastases in both hepatic lobes, cT3N2M1, stage IV. The patient had
completed first cycle of chemotherapy with Abrexane 125mg/m2 + Gemcitabine
800mg/m2 + Oxaliplatin 75mg/m2 on 2022/11/14. Following laboratory data on 11/16
revealed pre-renal azotemia, elevated CRP (C-reactive protein), hyperkalemia(5.2 m
mol/L), hyponatremia, and elevated liver enzymes. We also prescribed oral antibiotics
as Levofloxacin 500mg QD (once daily) to cover biliary tract infection on 11/15~11/18.
His symptoms of abdominal pain had improved gradually. We further arranged ERCP
(endoscopic retrograde cholangiopancreatography) and ERBD (endoscopic retrograde
biliary drainage). The procedure went smoothly on 11/17. However, elevated CRP
(C-reactive protein) 107.32 mg/L and suspected chemotherapy related leukopenia were
noted on 11/18. We shifted oral antibiotics cravit to IV (intravenous) Tazocin 4.5 gram
Q8H (every 8 hours) since 11/18.
- AL 12/2/2022
-~ AR AE B GG KK (T5221-005-004) > 2022/10/31 Initial » I‘;L v xR
""Ff;,f n)’i-)—a% ,—:/\Lﬁf}gi’n}%ﬁﬁ%gq_ﬁ%; ‘}xg%]ﬁt;\i E"ff'pi]’\},g\;-i L.f, 1( E’ﬁF
& 2022/11/10 > »> 1114 Flpinfd T4 < - §io Rk - » 2022/11/15 r]” lg},g\, 4 &7
# v JRFLA % Levofloxacin 7% (SAE 5 2022/11/15, Flat & fife) o 344 1 4F 4
% 2022/11/15 JE o >t 2022/11/24 3 3R o A2 A A F 2 A 2LIp _" U jee
B ApH e
-~ BR g #H o
e E Yo A
B % 4
IRB %% KMUHIRB-F(11)-20180057
R A 12 A FA] ¢ PR+ # 4 Sofosbuvir/Velpatasvir »+ @ & 7 % ¢ C 3] 950 -1 ¢
Bio R M RER G £ R ST HE R CAPF LR R F 5 o H3 2 4p B A
1
£ 3 ¥ Ty E-T-01 T E
= (]8> {48 S5t
N ., Initial/ ;
IRB#&EP ¥ F2Pp Y follow Up LI SR S
11/25/2022 11/17/2020 initial Wi 4 dfa
LI, % A i@;”‘ﬁ“ 2020 # 3 " BETL SR EF TR (R ;;3;3_3; E IR
TR AT B 12 B R Rt 2020/10/17 Ptk B S L ET S E R E o
i—% i o = ak 2022/11/30 ik 0 B P He
A AL 11/25/2022

-~ AEZRAE PG “% % 7K (E-T-01)** 2020/11/17 %) 5 i 4 1- 2&?‘*&\]4\!‘&&
N ER )‘Fm’]‘%§| Z 3@)&’1}@}? #&‘ﬁiﬁ‘15f¢'L)§‘ Q\;/p)ﬁ‘ 2022/11/30
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Boo BB o 2hF A4 3 A3 2022/11/17 5% > 2022/11/25 3 3R o A~
E2 A E IR > P R AR o
o~ ZRUE ~ER G o

P 3% LA
B 5
IRB % %L KMUHIRB-F(11)-20180057
PR AR v AT PRI 4 B SofosbuwrNeIpataswr WBREF R CAPFL-
Biok BHRER S HL REE CRECIAPFLR 34 2 o et 2 AP M~
)
X F S E E-T-01 1rcua%n WE
% [(JE_ > {4R ¥k
N ., Initial/ %
IRB #% & p #F F3pE follow Up *AF R
11/29/2022 2/28/2021 initial %;i-}p‘a A AP
ALFE RE BEZATRHE 2019 # 7 7 CHnfkis § i B 2021.2.28 Flgt > & & 4 > e
FE J'QQﬂ‘]%‘“Eﬁapyﬁfxi&#;ERﬁ s X B R BERE L
it % e R i 33:5}{ B R 3@[&&'1“% 7 =% > Eii fs A o
3aiLR 11/30/2022
-~ AEZARFEHRLEL éf:ﬁﬁ(E-T-Ol)%? 2021/02/28 F1 > £ @ 4 > vEeX FIER o
7& HaEA R NFFRAE T REREPLDT ER K2 X7 L » it
ek isnd B R S F/it o3t 2021/03/13 Fipezt F A 4F A 3t 2022/11/24
AT 3t 2022/11/29 i 3R o A2 A R F 2 FICEIEH 0 P EER A ApH o
=~ ZERAE 2 EH B
P E LA
B 6
IRB $%h%. KMUHIRB-F(11)-20180057
VR RH 13 A FA v PR & # 4 Sofosbuvir/Velpatasvir »t % 7 % 3 C A4 8- o
Biok BHRBER S HLREITE R CAPFUR £ 4 5 okt 2 AP~
%
X F B F E-T-01 2rcusn |lE
= (&8 W RS
N - Initial/ -
IRB &% p ## #F4pE follow Up LD FEE
11/29/2022 9/8/2022 initial % B A Ak
P s S BRERETHE 2019 # 70 CHng s §aE g 2022.9.8 Flig & w2 Fl3E > &
xﬂ%%%i&iﬁﬁ Yoo WSk BEm CRP 2 % » X kBT 9 0 > L7 2
4 F e ko s i AR o
3ain 11/30/2022
— v A3 AF L LR (E-T-01)3 2022/09/08 FlhE A v ek FlEE 0 x LA
%@i&ﬁ%ﬁ’ﬁi%%ﬁﬁCWﬂé X KB FRMW Y LiFR* B2
# T fTis e 0 3 2022/09/22 2 L fs i o 2R F A 3F A 3T 2022/11/24 jE oAt
2022/11/29 i #F o %xﬁﬁid%ﬁiﬁﬂ’fﬁéﬁﬁﬁwo
=~ ZERUE N ERG o
e e SR
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B 5

IRB %% KMUHIRB-F(11)-20180111
h WP RGNS TGN mA F Bl e SRR A R B AL R E

=

% > 1@ (Tenofovir alafenamide)iy B 2.  »c 22 % > |4

= ;ﬁdﬂf .3#.,’9,{—}'5 ES0144 SR U B:
% (]8> i 3F St
IRB # 3 p 3 CENE fo'lrl'(')fl'va:jp S ¥-R S
11/30/2022 10/31/2022 initial WiRop X dfn
PR A After admission,pre-operative general survey was carried out,and surgical intervention
with laparoscopic S6 partial hepatectomy under endotracheal general anesthesia was
performed on 2022/11/01.The day after operation,We applied Plasbumon 25%(Human
Albumin)50% 1 Bot QD IVD for hepatic protection ,Abdominal distension was
noted,We was prescribed ESOMEPRAZOLE(SODIUM)40mg/vial 1 Vial IV drip for
stress ulcer and Dimethylpolysiloxane 40mg/Tab 1 Tablet for bowel movement.During
the hospitalization, wound care,pain control and education of wound care were
provided,Due to stable vital sign,minimal wound pain.Then,Were moved the
Jackson-Pratte tube drainage on 2022/11/04,His symptoms improved gradually,so we
let him discharge today with and he will be followed up at our out-patient department.
FHAN 12/1/2022
-~ A7 AE 2L L3R4 (ES0144)>r 2022/10/31 Initial » o » i 3F G OF
R P oA 3R 2022/11/01 <B (75 g 0 K T 2022/11/04
B o 33 4 4F 4 2022/11/28 JE 5w+ > 2022/11/30 i 3F o ~ 2 7 2 F 2 3 2E3E
g > ¥ gr2gs & 4 (tenfovir alafenamide) # 4p BE o
S ~2ERUAE ~ R A
2 E R i
B % 8
IRB %%. KMUHIRB-F(I1)-20180111
PR o RPHRENSE 3 NP HESF L REFREREBAPFLE FEE
# > {8 (Tenofovir alafenamide); s 2. K 7282 % > 4
%:ik—‘ﬁ iﬂu%{—ﬁ ES0146 221 %p W7
% [JE > W3R S fe
N - Initial/ -
IRB#&&P ¥ F2pE follow up *RF TS %
11/30/2022 11/22/2022 initial Yo X dfa
AR BE The patient presented with progressive low back soreness since 10 years ago.The pain

was exacerbated when getting up from bed in the morning or after walking for 20-30
minutes, and she had to remain in a kyphosis posture due to low back pain.Scoliosis was
diagnosed, since 9 months ago, she developed progressive left buttock and posterior
thigh pain, and her low back pain worsened.Her symptoms would exacerbate after
walking for 5 minutes, and was severe enough to affect her sleep.In addition,
intermittent anterior left lower leg pain was also noted. Thus, she came to neurosurgery
in Kaohsiung Municipal Ta-Tung Hospital for help, nerve conduction velocity revealed
left lumbosacral radiculopathy.Thus, patient was admitted on 310ct2022 for further
evaluation and management.

After admission,the patient under L3/4/5 hemilaminectomy + L3/4/5 Device for
Interspinous Assisted Motion under C-arm and Microscopy on 2022/11/23.The surgery
went smooth with about 250mL of blood loss,and the patient tolerated the whole
procedure well.Under stable vital signs and good clinical conditions, the patient was
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discharged on 2022/11/28 with scheduled follow-up at the outpatient department.

3R 12/1/2022
-~ k7 AF B 5 £ 3% (ES0L46)+ 2022/11/22 Initial » B v » R G
TR~ FRBFInR 0 £ 3RE 3 2022/11/23 i {7 L3/4/5 hemilaminectomy + L3/4/5
DIAM > 3t 2022/11/28 1 Fe o 324 4 #F 4 2022/11/29 j& &=+ »t 2022/11/30 & 3R -
iR UF BRI > T 2 iRsk % 4 (tenfovir alafenamide) 7 4p BE o
- ~ZEREE ~EF A
- * AR K
B 5 9
IRB %% KMUHIRB-F(11)-20180057
EEH v gk F1A] v Ry & # 4+ Sofosbuvir/Velpatasvir 5+ % # 7 % #2 C AF -t
B BRGNS £ R ST R CAPFLR L SR N 2 Ap A
)
XWH IE E-J-11 2rcusn |[lE
= (]8> i 3% %%t
> - Initial/ -
IRB #&3& p ¥ CENE follow Up LR NR
11/30/2022 4/19/2022 initial FiRop A Al
I At I 2 - C”-""%?"},‘ﬁ’\ » 302019 & 9% 2 2 CHDAA L - B a2 EE 0 B
FA AR w IR Bl BT G ok Bl o X P 2022/4/19 » friE- Hie h o AT
4/20 i 7 TURBT (transurethral resection of bladder tumor) 5 Fk i 43 B #6.8; *7 *4 jis »
VRt it 1 B SIS S P = R 1
3aiLR 12/1/2022
- =3 AFE %G R H (E-J-11)3 2022/04/19 % £~ Ptk B o Fgo0 3T 4120
BT TURBT (transurethral resection of bladder tumor) 5 Fi g ¥ % 26 g 7 4 jis > jis
(87 g ) o RN 4R P A g g Y 2022/04/21 Aif o 3R F A AT
2022/11/28 & & %+ 2022/11/30 8 3F o ~ 12 % 2 F 2 I 2EIFH 0 P IR A 4P
e
=~ 2ZRUAE N ER A
P E Fad A
B 5 10
IRB % %L KMUHIRB-F(11)-20180057
R A > A F1A v PR 4 4+ Sofosbuvir/Velpatasvir »t % B i % 488 C A5 - ok
Bioh MMRBER; S48 REWTE 2RECAPFUE L F 2 iR N2 AP A
1
X W F SR E-G-01 22wy |lE
% BESE L%
IRB 25 P ¥ F2p 0 %mﬁ& 3 AF iR
12/8/2022 9/9/2020 initial Eropm L dx
FAFEREH AR m?‘J}% 4532201995 %+ C*DAA LK Flit s F e T s A
¥ vi FHFIEL  FURAR $9T IR AR L & 0 R %mpﬂf“ %7
#r % Klebsiella pneumoniae ' ¥ 7. § M5 > * # 10 p % Ldp et 2 I fn
3a28 12/8/2022
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-~ A7 AF %GR EF(E-G-01)*r 2020/09/09 initial » P i E G A
B AATHORERD REFIED ¢%p&ﬁ@4&wu»um%’ﬁ
i ko Fj3s & ¥ %7 5 Klebsiella pneumoniae # X 5. § i i (88 L dkeed o
*+ 2020/09/19 uo&g L A 2022/12/07 JE dex »r 2022/112/08 i 3R o A i
FAFERIEIY > P BT M o

=~ Z2RAE ~EF G

e E YA A
B 5 11
IRB % %L KMUHIRB-F(I1)-20220072
R EH - JEAES A e ¥ 2 #P 3% 1 Atezolizumab - Bevacizumab # * SRF388 & % & |
FRAGeR DRI A ES T e g
%gﬁﬁ.ﬁﬁ,{—g 158-101-001 2rcusn |lE
% HESEE L
> - Initial/ -
IRB&&P # F2pH follow up ?RF KR
12/12/2022 12/3/2022 initial R A A
RFRERER % 3% 158-101-001 »+ 2022/12/3 3 # s i{ (tarry stool) » *tf p % L&D I F e
R o
1&%“ 2022/12/5 £ vk B A7 7 EILEF o
X 2022/12/8 1 EGD 47 £ & om 1 & g #%d 5k > F2LSCBRC(-) - #= & F i 14
GE L 2P ALY Lo
d R T X E T 2022/12/8 Hi k-
3aiLR 12/20/2022
-~ AEZAE B GL KR4 (158-101- 001)*“ 2022/12/03 Initial > Fx > > Fo i 37
= tarrystool - Z#75 & R R o X KT 2022/12/08 HiFh o 3 A 4EF A
2022/12/05 zéfrv 3t 2022/12/12 i 3F o AR A F 2T o ¥ HRH%E
$ (SRF388)¥ it # 4p i o
:‘éﬁiﬁ’%§%§°
2 E PoEH B
B 5 12
IRB % %L KMUHIRB-F(I1)-20220050
R A i¢ * Gemcitabine, Nab-paclitaxel plus S-1/LV (GASL) 2" gemcitabine, Nab-paclitaxel
plus Oxaliplatin (GAP) 75 8 #% 1+ 9% %R 2 "E 18 A e 2. & = ) Ip5k 2%
%%ﬁ;ﬁ‘%ﬁfu—'ﬁ T5221-005-005 2r2cusp |[lE
& (R > i 37 St
IRB &% # F1pW follows up ATy L
12/14/2022 12/2/2022 initial ERop A Al
LR RE 71 years old man with Recurrent pancreastic head adenocarcinoma,

rcT2N1M1,STAGE : 4 (AJCC08,2022/11/10). Pancreastic head adenocarcinoma, grade
2, pT2N1MO, stage 2B, status post Whipple's procedure + segment 5 partial liver
resection on 2020/9/8, status post venous port implant on 2021/01/25, status post ninth
cycle chemotherapy with SLOG(TS-1/oxaliplatin/gemcitabine) since 2021/1/27-5/18.
He suffered from general weakness with poor appetite since 1 week ago after last
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chemotherapy on 11/24. The associated symptoms included frequent diarrhea
(>3times/day), dark urine color, decreased urine amount, pitting edema over lower legs
and frequent dizziness. After well evaluated by doctor Chung, admission for nutrition
support and evaluation of electrolyte imbalance were suggested, and he agreed. Hence,
under the impression of cachexia and diarrhea, he was admitted to our ward for further
management. After admission, we corrected electrolyte abnormalities and gave him
adequate 1V hydration , nutrition with B-fluid, and correction of mhyponatremia. Less
diarrhea was told, and we keep the best supportive care and closely monitoring his vital
signs. His spirit was becoming well, and appetite had improved. Owing to his stable
condition, he was cleared for discharge on 2022/12/6.

FHAA 12/15/2022
-~ AEZAE B RL K24 (T5221-005-005)* 2022/12/02 initial &fx » » i
#F = diarrhea (>3times/day), dark urine color, decreased urine amount, pitting edema
over lower legs and frequent dizziness - =< 3# % & #4705 & & 2022/12/06
Fo o 3t 3F 4 4% 4 20 2022/12/05 JE w4 3t 2022/12/14 38 4% - ~ 2 2 L F 2 B>
P ARREST AR
S ~2REE ~EF A
R E YA A
B 5 13
IRB %% KMUHIRB-F(I1)-20220050
R M iz * Gemcitabine, Nab-paclitaxel plus S-1/LV (GASL)# gemcitabine, Nab-paclitaxel

plus Oxaliplatin (GAP) 755 d % 14 b6 % 2. "E 48 A e 2. & = ¥ Tk 335k

£ 3% B F

T5221-005-004 2rcuen W
% (12> 3 3R St -

IRB &3 p ¥

) Initial/
#*4 pH * 8 s %
T2 0H follow up F R

12/15/2022

12/1/2022 follow up 1 Frop L Az

EIL A A

This 74-year-old man has underlying disease of hypertension, type 2 diabetes mellitus,
dyslipidemia, hiatal hernia, and history of perforated peptic ulcer, post exploratory
laparotomy on 2012/02/01. He was admitted to our gastroenterologists' ward for sepsis
on 2022/10/31, and was diagnosed to be pancreatic adenocarcinoma. He received a
diagnosis of COVID-19 (Coronavirus disease 2019) on 2022/11/20. He had received
Paxlovid(Nirmatrelvir 300mg+Ritonavir 100mg) in our quarantine ward since
2022/11/20. He was discharged from our quarantine ward after his condition became
stable. He visited our emergency for general weakness and upper respiratory tract
symptoms. Blood analysis revealed neutrophilia and elevation level of CRP (C-reactive
protein). Chest X ray revealed bilateral lower lung compaction. On suspicion of
pneumonia and to rule out intra-abominal infection, Levofloxacin was started. Since
COVID-19 rapid screen test showed positive, he was admitted to quarantine ward on
2022/12/01.

FERLR

12/16/2022

-~ A7 AT K (T5221-005-004)>F 2022/10/31 Initial » Bz > B
WEFPER O BETRERIFES CIEEM T RN R S o A 4R 5 follow-up
1 s34 2022/11/20 £ COVID-19 » M dis 5 > 5 Paxlovid i 4 Fe 4t
T % dBe e EEE Y 2022/12/01 Fl2 b4 et e E gk I AL BETE L
PR 4 4e COVID-19 £ » GFRdt s o 3+ 4 3 3 4 2% 2022/12/01 & i ¢
2022/12/15 8 3F - A2 3 A E E FAT2EIEE > P B IR ES 2 4l o

- ~ERUE 2 EH A o

FaE A
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14

IRB $%a%L KMUHIRB-F(II)- 20210096
[ R A MR ZiE (SMA) b F R R I BB R R
LK B 4001-005 23 A ¥R I@
% (18 i 47 S -
IRB 427 p CENE fo'lrl'(')fl'va:jp 3 AF sk
12/14/2022 11/13/2022 initial WaRop X dfa
AR R RAFEFI RS ERIT 202022 # 117 13p 3¢ LgFEL > FF HE e
Foit (222022 # 11 7 13 p » FdgaxX P05 02022 # 11 7 28 p Flg . a‘ﬁ i o
2022 # 12 % 01 p4&fh o (o R FH A (P L F)F 2 SAE 25 F
B AR R R R R R R L A )
FHAA 12/19/2022
-~ AEB7 AT B %L R (4001-005) Fl o paFEfEZ L 0 T 2022 £ 11 7 13
PRIPLEEL > FIE S e foit 2022 &£ 117 13 P »iEZX PLis 0
2022 & 11 7 28 p Flp kg fE }‘m’20224§ 127 01 p xR o @ WX F A
ok (P L'-"l‘f-pg)]"} 4 SAE > @& & B~ ffi}ﬁ' P FEPN FED R f"k P ENE A P
ek o 3 A 4F A3 2022/12/01 zgfrv 3 2022/12/14 3 3R o & 22 2 F 2 0
ZLARH 0 B BTy A AR o
S EEREE o~ KA
Fimigd Fri TP Lg¥F oo
R E picR
B 5 15
IRB % %% KMUHIRB-F(I1)-20220050
EEH i¢ * Gemcitabine, Nab-paclitaxel plus S-1/LV (GASL) = gemcitabine, Nab-paclitaxel
plus Oxaliplatin (GAP) ;55 4 4% 14 0% %R 2. S48 A fie 2. % = 9 Tk 325
%:xé—‘ﬁ %%‘u—“ﬂ* T5221-005-006 A3 e AR B:
% [JE > W3R S fe
N - Initial/ -
IRB &% p #F F2pE follow up *RF TS %
12/14/2022 11/30/2022 initial HEp A ARER
7 RERE Pancreatic head ductal adenocarcinoma (3cm, grade 2, pT2N1MO, stage 11B) with
obstructive jaundice, acute pancreatitis and liver function impairment, aortic dissection
type B, who was admitted due to chronic abdominal pain, suspect tumor progression
and/or intra-abdominal infection. After the antibiotics treatment, although she still had
intermittent abdominal pain, the lab data showed improvement, and therefore, we
stopped the antibiotics after completing a 7-day course. For port dysfunction, we
consulted the GS, and the port revision was performed on 2022/11/25 smoothly. Under
the relatively stable condition, the 1st cycle of Nab-Paclitaxel 125mg/m2 + Gemcitabine
800mg/m2 + Tegafur+Oteracil+Gimeracil (TS-1 20mg/Cap) 2# BID was performed
since 2022/11/29. After the therapy, she felt nausea initially, with spontaneous
relieving. However, fever with chill was noted on 11/30 evening. The patient was
easy-looking but complaint about dysuria. Fever surveys were done and elevated CRP
was noted. There was no CXR finding nor pyuria. Tazocin was then given for
nosocomial coverage.
E . A 12/21/2022

-~ A7 AE %L L3R4 (T5221-005-006)* 2022/11/29 iE {7 5 o » *F
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2022/11/30 5 4 # > A% 3 L F P EREFF UL LB £ Fi0 R
ts f2022/12/07 211 o 324 A4 45 A 3t 2022/12/01 JE Fvx 3t 2022/12/14 1 4F - 7
LFEPLETT BRI AT AR ERHENIY I ERKRESFT M
- iKW ~ R A o

e E A A
2~ A 4 SUSAR-£ 3 % (initial 1 )
B 5 1
IRB % %L KMUHIRB-F(I1)-20200121
EEH - 35 % 1b/2 #p 5 ¢ ~ Bl s BB R {o® £ uf ¥ 5% 0 =% Trastuzumab
Deruxtecan (T-DXd) H - g g2 & * Jri2 >4 7 HER2 A &M% K 4 X &
Feh® 2w Ehd 4§ LR R ofuiag s i (DESTINY-Gastric03)
%:é—‘ﬁ Mﬁfu-ﬁ 2022A393868(E7403002) | ¥ % = i 47 |z
> - Initial/ -
IRB&&P # #2p follow up R s %
12/7/2022 11/29/2022 initial pEAE S ERBALR
PR At Study therapy started on 25-AUG-2022. On 29-NOV-2022, the patient experienced grade
three acute respiratory distress syndrome. He was suffered from dyspnea for 3 days.
According to the family, intermittent fever was noted in these days. Associated symptom
including cough with sputum was discovered. For above reason, he was brought to our
ED for help. At ED, desaturation (SpO2: 92%) was noted under room air. PE (physical
examination) showed bilateral obvious crackle breathing sounds. Lab data revealed
elevated CRP level and lactatemia. CXR disclosed apparent increased infiltration in the
bilateral lungs. NRM (non-rebreathing mask) full run was use for his poor saturation
then. Under impression of ARDS (acute respiratory distress syndrome), favoring
Trastuzumab, Deruxtecan and pembrolizumab induced bilateral pneumonitis complicated
with bilateral pneumonia, he was admitted to SICU for further intensive care. Treatment
with Trastuzumab Deruxtecan was discontinued. 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 Trastuzumab Deruxtecan and the following event
acute respiratory distress syndrome.
Acute respiratory distress syndrome : 253p#p 2 B 7 2 F & 0 &2 % SUSAR -
2EiA 12/8/2022
-~ AEZAF 2% G X FH (2022A393868(E7403002))*+ 2022/11/29 Initial » Fx
PP G R eked 0 LT 5 ARDS, pneumonitis and pneumonia - 3+ & i 4F A 3t
2022/11/30 &+ *% 2022/12/7 W3R o Fl R 3 30 3E% % 7+ (TRASTUZUMAB
DERUXTECAN)h@] 1T % § #& F| % 385 i for* £ > s B w & d > global study
physician ¥ ARDS, pneumonitis and pneumonia £2 3# 2 7 #f <1 AE: interstitial lung
disease **yBm = F| A v EL BiF > f AAFASAEFEMRA G B E 2
oy o Flpt B G 2hIEE . pﬁ\“i d 2% BIEii e i SUSAR -
- 2B ~EF 4 -
i * iR B e 7 A1 ADR o % 3 3 o
B 5 2
IRB %%. KMUHIRB-F(I1)-20200121
E P -3 % 1b/2 #p 5 ¢ o~ Bl s BB ERB{oR £ 4 ¥ E5% > 3= Trastuzumab
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On 29-NOV-2022, the patient experienced grade three acute respiratory distress
syndrome. Under impression of ARDS (acute respiratory distress syndrome), favoring
Trastuzumab, Deruxtecan and pembrolizumab induced bilateral pneumonitis complicated
with bilateral pneumonia, he was admitted to SICU for further intensive care. Action
taken with Trastuzumab Deruxtecan, 5-fluorouracil and Pembrolizumab was
discontinued. 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 Trastuzumab Deruxtecan and the following event acute respiratory distress
syndrome.

Summary of follow-up information received by AstraZeneca/Med Immune 08-Dec-2022:
Action taken with respect to suspects 5-Fluorouracil and Pembrolizumab updated to
discontinued from none,lab details and narrative updated.
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On 29-NOV-2022, the patient experienced grade five interstitial lung disease. He

was admitted to SICU (Surgical Intensive Care Unit) for further intensive care. The
patient died from the event on 10-DEC-2022. Due to expire, we removed his all lines and
arranged him discharge on 10-DEC-2022. Action taken with Trastuzumab Deruxtecan,
5-fluorouracil and Pembrolizumab was discontinued.

The investigator considered that there was a reasonable possibility of a causal
relationship between the study therapy Trastuzumab Deruxtecan and Pembrolizumab and
the following event interstitial lung disease.

Summary of follow-up information received by AstraZeneca/Med Immune 12-Dec-2022:
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Updated event term from acute respiratory distress syndrome to interstitial lung disease.
Updated investigator causality of Pembrolizumab from no to yes. Updated event outcome
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1. > ixi 1. Aged 50-80 years :
2. H > g+ 4. Last time (which must be within 3 months) of Clinical Dementia
Rating (CDR) score of 1.
3. #EBEch: € kP CDR score ** screen visit 14 CDR 3+ & e xt
(https://naccdata.org/data-collection/tools-calculators/cdr) & » % & 7 %G & #cis 54
shp £33 5518 CDR A ik o
4. X »ix it 5 Physically healthy and all laboratory assessments (including
hematology, chemistry, urinalysis and electrocardiograph) are within normal range or
meet the following criteria:
a. AST, ALT level = upper limit of normal
b. Creatine Kinase (CK) concentration = 3 times upper limit of normal
c. Serum creatinine level = upper limit of normal
d. HbAlc = 8.0
5. g2 ix it 11, Is taking or require continuously use of the following medicines
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7. 0% % 14. Agrees to participate in the study and provided informed consent.
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