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2023A096198(E7402002) | .7 = i@ |MZ
iR = BESE S50 %

IRB #1&

2

. Initial/ .
%4 pd 7 4K RS R
N follow up Rt

5/8/2023

4/21/2023 initial ErRop A Gfx

AL T A

On 21-Apr-2023, the patient experienced grade two sepsis. Subject was admitted
on 21-Apr-2023 related fever with chills after medi5742 and oxaliplatin use.
Antibiotic with tazocin empiric since 21-Apr to 25-Apr. The fever episode noted
again since 24-Apr evening. Serious whole skin rash noted since 24-Apr night,
diffuse maculopapular lesions, with susp. Angioedema of lips and eyelids. chest
x-film showed acute lung edema, rasitol injection for treatment. Due to dyspnea
and whole body skin rash, we discontinue tazocin and change to vancomycin plus
tienam since 25-Apr. she had progressive dyspnea and hypoxia since 25-Apr,
oxygen titration to non-rebreathing mask on 26-Apr night. She transferred to
MICU. At MICU, we kept imipenem and added sevatrim with
methylprednisolone 40mg q12h. We prescribed self-paid albumin for
hypoalbuminemia. After treatment, her respiratory pattern mild improved under
hfnc use.

Action taken with study therapy 5-fluorouracil was temporarily stopped.

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 MEDI5752, Oxaliplatin and the following
event(s): sepsis. Sepsis is not an expected event for study therapy: MEDI5752. #

)2 5 SUSAR -

- A

5/22/2023

-~ A7 AE 2R G R EF 2023A096198(E7402002) ~ 57 ko~ &> X
WA p H 2023/04/21 - ¥ s # oo MEDI 5752, OXALIPLATIN - »
Fo p #9:2023/04/21 - 3 # Wi dfaz. # 2 E i Sepsis

= ~ Theinvestigator considered that there was a reasonable possibility of a
causal relationship between the study therapy MEDI5752, Oxaliplatin and the
following event(s): sepsis. MEDI5752.# *| 2_5 SUSAR - 2023/05/15 p %
v % :The event was improving.

Z o RAp A AR RRES T (420)° SR RG L I 4 (leukopenia,
WBC 3580/mL) > 2815 ff P (A21) & > 82283 PP R |2 > (L @3
£ & k3R a0 23R40 oceult infection with leukopenic fever - e %] &

Pt R EFERAL QLT LT - BFEFF o ARZPLIE TS
R FIR M BT AFEs o Fpt SUSAR & A = 2 e
s 3 F A A 2023 £ 04 24 p ET A AFA AR L o LG WL R
FRHAB Ag A e e ADGITRG(F MW IR AR
H) o FltaE R E o
7 ~ @4 % IRB p #(09):2023/05/08 - = ~ fFEA AgfIRpiap B
2022/12/13 » ~ 55 F#2 & F % 1119054736 55

PEH A
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IRB % %L KMUHIRB-F(1)-20220194
v E AR - HBERME S FRES S s R PRHRDL RRERTE D 1—}‘5%
“K%ﬂh@\;‘éiﬁf*ﬂ?—rﬁrﬁ%%']ﬁ% B i § A R A gﬁ'\ﬁﬁ%m,\ WY oo
%%1 ﬁ%%ﬁ%ﬁ~*iﬁ M f Efd s TR @H
% é—},’ %%ﬁ.—‘g 2023A096198(E7402002) | &% ¢ B:
é’ﬁ}ﬁa%’ & i 37 55l ¢
IRB 37 p # F2p P Initial/ L Rt
follow up
6/1/2023 4/21/2023 follow upl ErRop A Gl
7 %K ¥ % | On 21-Apr-2023, the patient experienced grade two sepsis (preferred term:
Sepsis). MEDI5752 started at 10:15 and ended at 11:15; Oxaliplatin+ Leucovorin
started at 11:55 and ended at 14:55. Fever (BT 39.8-40 Celsius) was noted at
15:10 and action taken with study therapy 5-fluorouracil was temporarily
stopped. The patient recovered from the event(s) after 3 weeks on 15-May-2023.
The investigator considered that there was a reasonable possibility of a causal
relationship between the study therapy MEDI5752, Oxaliplatin and the following
event(s): sepsis. Summary of follow-up information received by
AstraZeneca/MedImmune 20-May-2023: Added event stop date and ouctome
updated to recovered from recovering.
2AHRA 6/1/2023
-~ A7 AE B L L3R F 2023A096198(E7402002) ~ 57 &~ A X
PR 2 p I 2023/04/121 0 7 # 5.- MEDI 5752, OXALIPLATIN - »
o p #9:2023/04/21 - # 4 Bz d L F & Sepsis o
= ~ Summary of follow-up information received by AstraZeneca/MedImmune
20-May-2023: Added event stop date and ouctome updated to recovered from
recovering.
Sov P EAFA 2023060 01 p TR L RGEHER S o LT
3‘"’:"})\\:4‘5'*“\"‘! A g AL f\_—-{ —im,;:‘f)iuﬁ(g j/gé‘r NI 1) \“: A~ AL
g X3 0) FlprERidE -
z ~ 43 IRB p #(10):2023/06/01 -
I~ WwAARFIIRE A p 1 2022/12/13 0 2 B Eik 8 F % 1119054736 E
- *® A A
i3 3
IRB Y% KMUHIRB-F(1)-20210109
o B - % 2 HiE%K o F 7 VIR-2218 ~ VIR-3434 % /& PEG-IFN a % #%
PO BAPTLRE B AL 0k 2 e ook
3 ;é—r":f 5&,%,{—'5 1101-11064 7 e iF .@
ik (IR 47 St
IRB & P # F4p 9 Initial/ TS R
follow up
5/8/2023 1/12/2023 follow up2 R IR
*RE BT FOLLOW-UP INFORMATION RECEIVED ON 13MAR2023:

Follow-up information included laboratory test results and additional
concomitant medications, updated end date provided for gentamicin, sodium
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chloride, morphine hydrochloride, and cefazolin, for the study drug PEG-IFNa
drug withdrawn date was updated.

The investigator assessed the SAE of Forearm fracture and Finger amputation
as not related to VIR- 2218 and VIR-3434, and as related to PEG-IFNa.

- A

5/17/2023

-~ A2 AT RGL LEE 1101-11064 0 53 kA XBEFF AP I
¥ 2023/01/12 » ¥ % # 5 PEF-IFNa - 3 2 xR ez 2 22 1 2 &
A pfp B s 2B 4T o 7]12023/01/12 w15 > T = 15:00 = Ak s
FEI =+ ARz o P37 E1 3L A FIRAviof ©
g A f A 2023/2/1-2023/2/8 » i §F = A A P B G o XK
2023/02/08 = Fifx o % 3E 2023/02/09 © i3 diEE o

= ~ Theinvestigator assessed the SAE of Forearm fracture and Finger
amputation as not related to VIR- 2218 and VIR-3434, and as related to
PEG-IFN « .

2~ PFEAEAN 2023 #0507 0B p EATUEFYF 2AEHIFL A
A AFEGAARF LT EAIY G IR G 2 AR R%E
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20230203 2 # 4 55 > BET L H SR T 4@;;;;’;—1 ERY.

FLRA 5/24/2023
-~ A7 AE R R RE 13 2023/2/9 Follow up » » B i 3k 5
55 o B 2023/02/10 B o VR E S GEF o 3HH A A
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T-1201 ;1 %44 (T-1201 Injection 100 mg Kit) * 8t 8 F #8768 & & 2 Tk
- X 2P A BELR S FEY

XEEREE | 213 Lzcu% WE
ik (4> i 3F St
- Initial/ "
IRB & P FLPp Y follow Up AR i E
5/10/2023 5/3/2023 initial HRopm 4 A
AR RF @ The subject signed TAI-201 ICF on 07Mar2023, First dosing on 28Mar2023,
and received second dosing on 27Apr2023 smoothly.
He was suffered from hard to swallow a few days ago, he couldn't swallow
water and saliva obviously on 03May2023, even felt pain when swallowing,
thus he went to emergency room for help on 03May2023.
2HERA 5/21/2023
-~ AEZ AF R G L R FEE 213 2 2023/5/3 Initial » Fe o0 > BRI PR
% Grade 3 Dysphagia - ¥ 3t % 5~ T-1201 Injection 100mg Kit » 2+ % 3 4*
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R EH —IERES A e s R 2~ BBk 0 R A R S 2Rk 2]
W R E A R ¥ % 0 FR3TA T %A Pembrolizumab 4p i % (A
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LR e
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i (IR 37 e
" Initial/ ,
IRB ¥ P # FAPY follow up ERL R SR
5/11/2023 5/2/2023 initial Wiopm 4 dfa
EIL PN At The subject Admission on 29/APR/2023 due to MH:Venous thrombembolism
involving right
superficial, deep femoral veins, popliteal and deep veins and its distal branches
in the lower leg. Fellowed CTA showing stable on 29/APR/2023. But the
subject still bilateral legs pittin edema, fellowed CRP:16.35mg/L, and skin
warm.
02/May/2023, the subject still bilateral legs pittin edema, CRP:16.35mg/L, and
skin warm, R/O cellulitis start antibiotic treatment.
E -0 A 5/21/2023
-~ AEZ AT B R L R E 457114 »+ 2023/5/2 Initial » Fr o0~ PR APE
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*AF R

After admission, we kept him NPO but the abdominal fullness persisted and
even exacerbated. Therefore, the operation of enterolysis via midline
laparotomy was performed smoothly on 2023/05/08. We kept antibiotic use
post operation and encourage progressive oral intake according to his clinical
condition. His condition improved to that he could tolerate soft diet well. Due
to improved clinical condition and no complication, he was discharged on
05/15 and OPD (Outpatient Department) follow-up was scheduled.

Faida 5/21/2023
-~ AEZ AT %L RFEE 20000224 +¢ 2023/5/15 Followup » » fx i
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EIL PN At After admission, brain MRI (magnetic resonance image) on 05/08 showed no
obvious stroke lesion. Bokey + self-paid Plavix was prescribed for secondary
prevention. carotid/transcranial doppler, ABI (Ankle-brachial index) were
done, and the report will be followed at OPD (Outpatient Department). Under
relative stable condition, he was discharged today and arrange OPD (Outpatient
Department) follow up.
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The subject 012 signed SLOG ICF on 20Apr2023, and received first dosing on
22Apr2022.

She began passed tarry stool for 2 days and suffered from syncope episode at
home on 07May2023, hence she went to emergency room(-|- j& ¥ F=) for help.
In the emergency room, the subject received the laboratory test and show Hb
5.0mg/dL, therefore, she was transfer to & % *¢ 3 for hospitalization after
blood transfusion.

After admission, we prescribed Pantoloc 40mg Q12H (every 12 hours) and
arranged EGD (esophagogastroduodenoscopy). Tumor bleeding was revealed
by EGD (esophagogastroduodenoscopy) and hemoclip was applied, but the
effect was limited. We then switched to Pantoloc pump and added Somatostatin
pump and arranged TAE (transcatheter arterial embolization). Gastro-duodenal
artery embolization was performed on 5/9. No GI (gastrointestinal) bleeding
episodes has been noted since TAE (transcatheter arterial embolization) and Hb
(hemoglobin) level was stable, so we discontinued Somatostatin and tapered
down Pantoloc and let the patient tried soft diet. She can tolerate soft diet
adequately. Because of her relative stable condition, she was discharged on
15May2023 with OPD (Outpatient Department) follow-up.
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% Tumor bleeding » s &t 2023/5/15 41 e o ¥ 5% % &
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follow up
5/19/2023 5/3/2023 follow upl ERp LAl
P ARE B Upon admission, it was discovered that the patient had grade 1 oral ulcers that

were caused by the tumor and were causing him pain while swallowing. As a
result, a nasogastric tube was inserted to address the dysphagia and
odynophagia, and he was given nutrition injections and antibiotics.

Due to the obvious tumor swelling and dysphagia, an enhanced CT scan was
ordered from the oral cavity to the pelvis to assess the tumor. Unfortunately,
the radiologist and principal investigator determined that there was disease
progression on the afternoon of May 4th, 2023. The subject and his family were
informed of the situation together and they decided to undergo some safety
examinations for the study before withdrawing from the trial on May 5th, 2023.
The patient also began a new course of anticancer therapy on the same day.
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We concluded that the patient was experiencing grade 3 dysphagia primarily
due to disease progression, and therefore, we withdrew the subject from the

study.
3HRL 5/24/2023
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EIL PN At Desaturation, hypotension, and bradycardia was noted since 22:30.
| titrated dopamine dose but in vain.
Bradyacardia <60 bpm and then soon asystole were noted.
| started CPCR (cardiopulmonary-cerebral resuscitation) and gave epinephrine
IV (intravenous) push on 22:49. Then the vital signs had transient return on
22:51.
| contacted his mother via phone and his mother agreed DNR (do not
resuscitate) orally but she wanted us to keep inotropics agents.
At 23:27 bradyacardia and then soon asystole were noted again on 23:36.
Epinephrine 1V push was given on 23:36 and 23:39, but asystole was still
noted.
His father signed DNR (do not resuscitate) consent on 23:43 and then we
stopped giving epinephrine.
The patient expired on 2023/03/21 23:49.
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-~ A7 AEE %L RFE No.18 »+ 2023/3/21 Initial » Fr > » Br A
JeA% = Desaturation, hypotension, and bradycardia - 5 & *> 2023/03/21 >
= o Va3 rnSurvanta 0 3t E 4 4F A 3 2023/3/21 E AT AR o A A
LFEREIFY rEATE A
- ~ERUEE »EH G
e e YA A
BB 14
IRB %% KMUHIRB-F(1)-20220006
E R wiF & BT ROR B RE 1T Dapagliflozin 25 %0p % 4 215 8 &

K ek 2 - 0 AT KA BAREES  Bocf s f BEE - )
¢ :Q,EE;L“

30




%#F %%E [ S039 Lzcaw W
& BESEEE L%
- Initial/ %
IRB 3 p ¥ FL2PH follow up AR ik
5/24/2023 3/26/2023 initial WaRop X dfa
IR T At This 73-year-old man is a case of severe AS(Aortic stenosis), which was noted
before he entered the trial. He was admitted for TAVI (transcatheter aortic
valve implantation) on 2023/03/29. Post-op condition is stable.
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2. This 73-year-o|d man is a case of severe AS(Aortic stenosis), which was
noted before he entered the trial. He was admitted for TAVI (transcatheter
aortic valve implantation) on 2023/03/29. Post-op condition is stable - = 3#
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AR BE This 41 year old male was admitted for AVF creation on 2023/4/27. The
operation is smooth.
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= ~ This 41 year old male was admitted for AVF creation on 2023/4/27. The
operation is smooth - X ;&% 2023/04/28 = fifx o
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| 4 p3 * 2 s
IRB&ZEP # FLP P follow up F st %
5/24/2023 5/13/2023 initial WiRop X dfa
AFERBE The subject was diagnosis pancreatic head adenocarcinoma, cT2NOMO, stage
IB, post ERCP(endoscopic retrograde cholangiopancreatography) biospy with
ERBD(endoscopic retrograde biliary drainage) on 2023/01/20.
She started received neoadjuvant chemotherapy with SLOG trial for 6 cycles
during 2023/2/8-2023/5/2, she was arranged 7th treatment on 2023/5/16
originally, but she suffered from tea color urine on 2023/5/13 thus went to ER
for help.
At ER, she was performed abdominal CT showed interval more dilatation of
extra-hepatic, intra-hepatic ducts and pancreatic duct. Under the impression of
sepsis focused on biliary tract infection, suspect biliary drainage dysfunction,
she admitted to our ward for further treatment.
After admission, we kept antibiotic for suspect biliary tract infection. Sedative
ERCP with ERBD revision was done on 2023/5/16. Her laboratory exam report
improved on 2023/5/19. No abdominal pain and fever were noted, she also
could eat soft diet without discomfort after ERCP. Under the stable condition,
we arranged 7th neoadjuvant chemotherapy with SLOG trial on 2023/5/19. No
vomiting was noted after chemotherapy. Owing to stable condition, she was
discharged on 2023/5/22 and arranged OPD for follow-up.
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This 69-year-old man patient has nephrotic syndrome, diabetes and ckd. He
was admitted due to dyspnea and NSTEMI (non-ST-segment elevation
myocardial infarction) was found.Cardiac catheterization on 4/21 revealed
CAD (coronary artery disease) - status post PCI (percutaneous coronary
intervention) with DES (drug-eluting stent). Symptoms were improved

FaALA

5/25/2023

1L 282 2T 2% XFF018-69% ~ T XFFF2p I
2023/04/19 > " R E R E o F 4 EREA L2 2 2 F # I NSTEMI - 2.
This 69-year-old man patient has nephrotic syndrome, diabetes and ckd. He
was admitted due to dyspnea and NSTEMI (non-ST-segment elevation
myocardial infarction) was found.Cardiac catheterization on 4/21 revealed
CAD (coronary artery disease) - status post PCI (percutaneous coronary
intervention) with DES (drug-eluting stent). Symptoms were improved - %
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ALFEBF

DYSPNEA - FEVER « GENERAL EDEMA (++) ~ MILD CHEST
DISCOMFORT ~ WHEEZING(+) + ORTHOPNEA(+) - DECREASE URINE
OUTPUT(+)

SAE HOSPITALIZATION ON 24-29MAY2023. CONTINUED
HOSPITALIZATION FOR SCHEDULED CYSTECTOMY FROM
29MAY?2023.
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URINE OUTPUT(+),SAE HOSPITALIZATION ON 24-29MAY 2023.
CONTINUED HOSPITALIZATION FOR SCHEDULED CYSTECTOMY
FROM 29MAY2023.
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