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7/15/2024 7/1/2024 initial Erop A Gfx
LD % At SUBJECT LAB DATA SHOWED HIGH LEVEL OF CPK 854 ON 7/1.
SUBJECT CLAIMED THAT HE HAD A WALK IN THIS MORNING FOR
ABOUT ONE HOUR AND HAD DRUNK ABOUT 400ML OF WATER.
SUBJECT PATIENT WAS THAN REFERRED TO ED AND ADMISSION
FOR FURTHER MANAGEMENT WAS ARRANGED.After admission, we
kept aggressive hydration for AKI and mild rhambdomyolysis. Fair urine
output without hematuria, myalgia were noted. Lab data also showed mildly
improved renal function. Due to the stable condition, he was discharged today
and OPD follow-up.
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AR BE Subject was admitted on 11Jul2024 for 4th cycle
chemotherapy.The chemotherapy arranged administered for 3
days on 11-13Jul2024.After admission,Cisplatin 120mg was
administered on 11Jul2024 and Fytosid 120mg was administered
on 11-13Jul2024.Under the stable condition,subject discharged
on 13Jul2024.
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follow up
7/31/2024 7/18/2024 initial WL A LR
FRERE A 61-year-old female patient with pancreatic cancer enrolled in the SLOG trial

on July 17, 2024, and was scheduled for her first neoadjuvant chemotherapy
with SLOG on July 19, 2024. However, she experienced sudden severe
abdominal pain on the night of July 18, 2024. An abdominal CT scan was
performed, which showed no obvious anastomotic site leakage. Elevated CRP
(C-reactive protein) and bilirubin levels suggested ascending cholangitis, with a
bile culture growing *Pseudomonas aeruginosa*. Antibiotics were switched on
July 22, 2024, to cover the bacterial bile infection. The patient did not
experience nausea, vomiting, diarrhea, fever, or chills. All surgical wound
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stitches and the Jackson-Pratt drain were removed to reduce drainage, and a
consultation with a digital subtraction angiography (DSA) doctor was arranged
for the removal of the PTCD (percutaneous transhepatic cholangiography and
drainage) tube on July 26, 2024. Given her relatively stable condition, her first
chemotherapy dose was administered on July 29, 2024. Following
chemotherapy, her condition remained stable, and she was discharged on July
30, 2024, with a follow-up appointment scheduled in the outpatient department.
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#ui ODRONEXTAMAB (REGN1979) #p it 452 BB 2 2 * 204 5 4]
/Eﬁi/r' RN B wmettP i £ N HT By —:Vm)% P
(OLYMPIA- 4)
X F B F 158406001 fz2cu% |7
il (]8> 4R S
IRB 41 p 3 $4p 9 Initial/ RV TET
follow up
8/1/2024 7/17/2024 initial HRR ViR
AR BT % %% 158406001 *+ 2024/7/3 % % I & % 4 » 75  screening # ¥ »
2024/7/17 F1Z " g & A e
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ki h o &#%$ﬁ°£ﬁpwfﬁéi@QW%’*xéiéiﬁﬁé
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A Pestk - Leftabdominal pain - s &2 2024/7/22 13 1138 5% © ¥ 5 F
A H o 3hE A FF A3 2024/07/17 st 2024/8/1 i 48 IRB - & 12 4
LRy T aATE MY -

SR SAEHEREFARE M I EE A KRk T
BRHE AR AN -

ERAE 0 f R B
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i * i
B 5 10
IRB %% KMUHIRB-F(1)-20210085
E A T-1201 ;i 57| (T-1201 Injection 100 mg Kit) * »> 868 § 48 "8 5% & & 2 Tk
-HE 2P ABELR EEY
L@EEWBE | 220 Lreuy W7
Vil (18 > 4R %t -
N - Initial/ %
IRB &3k p #F F2pH follow up *RF s
7/26/2024 7/22/2024 initial # i important medical event
PR At The subject is a 61-year-old male with Ampullary carcinoma who received the
first dose of T-1201 (200mg/m2) on 09Jul2024. He experienced Grade 3
Anemia on 22Jul2024 (C1D15) with no other obvious bleeding signs currently.
Due to a significant decrease in Hemoglobin in the 2 weeks following C1D1, he
received a blood transfusion at the outpatient department and is scheduled for a
safety follow-up next week.
Given that the Anemia is possibly related to the study drug, we are submitting
this important medical event as an SAE to notify the situation.
3aiLR 8/10/2024
-~ AEZ AT E GG R FE 220 % 2024/07/22 5 2 important medical
event » 3 FjE s 5 Grade 3 Anemia o ¥ & % % T-1201 Injection 100 mg
Kit > 2+ 3 4 35 4 > 2024/07/23 £ = x > 4F IRBo 274 2 F 2 g4
(RFFPLTRE) 2 BRI HT M -
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EEH TRt % CVM-1118 * v dp 4l (g ph A s h B 2 B TRk
8P 3 %
LR FRBE | ST04 TR E
I % BESE LT LR
N ., Initial/ %
IRB &% p #F F2pE follow up FRF R
8/1/2024 712312024 initial ERp A Ak
FRERE RFE3w 2024 877 19p PR LEREFGF TG F A LRGN
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-y 8/8/2024
- AR AF G5 % EF ST04 %t 2024/07/23 Initial » B0~ BR A PR
A RERI N R BT F RAS S MR X R RS 0 BT
2024/07/31 M o TR FEF F ¥ 0 - F A 4 2 2024/07/23 fE o >t
2024/8/1 8 4k IRB o & 272 2 F i H2L3pdy » F A E 2 4pRE o
S APFSAE R BEG U EM MREARE B HAAMEK
o RERUEE ~ KB
e * i i
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IRB %% KMUHIRB-F(1)-20220018
VR -~ FE 20 Mg R KRR LAEHE TP ek

m HZN-825 # »v g (0t gl it X 33 % i o~ & 2 fodd < 2
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IRB #&3E p #

) Initial/
#2p4 AR RS %
T2 0H follow up F Rt

8/2/2024

7126/2024 initial ERop A Alr

EIL W A

7126 * £ 1 % Abdominal pain, acute central moderate pain (4-7), pain index
4 points, feeling like vomiting

8/1 i

After admission, we kept him NPO (nothing per o0s) initial with adequate
hydration. Empirical antibiotics use with flumarin was also prescribed. We
explained current condition and informed the treatment option to him (surgical
intervention or ERCP (endoscopic retrograde cholangiopancreatography)).
After discussion, he prefered the ERCP (endoscopic retrograde
cholangiopancreatography) due to minimal invasive and possible previous
operation related intra-abdominal adhesion. Then enterolgist was consulted,
procedure of painless ERCP (endoscopic retrograde cholangiopancreatography)
with stone extraction was smoothly done on 2024/07/30. No fever nor
abdominal pain noticed after procedure, the following laboratory data showed
no evidence of pancreatitis. Then we kept him try diet step by step as tolerance.
Due to realtive stable condition, we discharged the patient today and furhter
OPD (Outpatient Department) would be arranged.

8/8/2024

T AEARFE G Gy TWAS-003 % 2024/07/26 Initial - f2 > » 1
4 3 5 Obstructive jaundice » s £+ 2024/08/01 21 [ o 7 5% % 53 i
* o 3hd A gE 43t 2024/07/26 o5t 2024/8/2 3 4F IRB o & 27 2 F
SEGECSE RN A i X

=~k SAE k%3 TR &Y {4 it (7 ERCP (endoscopic
retrograde cholangiopancreatography))ie 4 & f& i¥ x4 » 2385% 5 F L3
M RERE BXRFE A BRI RN o ERFFEHO
SN g R E L -
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IRB %% KMUHIRB-F(1)-20210126
A ~ﬁ%ﬁ¢v\$:ﬂ\ Vel RER 0 R A B & LR 2] e
e o A A ¥ % 0 A T S Pembrolizumab 4p i £ 0% 4
Pembrolizumab » & & * Z ML VB ITE 5 - RipF BB &4 B o
3 el
%:é—ﬁ 3#.,%;5,-;{ 210700004/ L IUETE A |
457114 Vil L& > i 3F st ¢
IRB # 3 B 3 CENE fo'lrl'(')fl'va:jp 3 AF uis %
8/2/2024 31712024 follow up?2 FRop A Alr
LR R Updates:
1) Revised SAE term from dyspnea to community-acquired pneumonia.
Because of this symptom is secondary to community-acquired pneumonia, to
reflect the underlying cause as per DEGs instructions, change the SAE term to
community-acquired pneumonia.
2) Revised end date to 18Mar2024. For pneumonia, decreased CRP
inflammation index was diagnosed on 15Mar2024 and normal X-ray on
18Mar2024.
AL 8/8/2024
-~ AE2AE 2GRS RFE 210700004/ 457114 =+ 2024/03/07 » 0 A =X
% 2 TEHO A PRk 5 Community-acquired pneumonia v s & 3t
2024/03/20 21 o Vs #E HA iR F 0 3 O 4F A 3 2024/07/30 E Av
2024/8/2 38 37 IRB & i 2 A% 2 I FH (X ZFHIFP LA FRAE ) 2
LENS Tl
= ~ A=t BEG L #7 SAE i community-acquired pneumonia ~ -2 & P #p
igecs 2024 £ 3% 18 p o
Z~EREE ~EF A o
i £ i il
B % 14
IRB %L KMUHIRB-F(1)-20230168
R A —FE 2 WP A P B R B % > = LBL-007 &
* Tislelizumab 4 2 i o % 3% 5 IRaLHp mE 22 ok A S g Bk e
b F T - SR e & 28
%:é‘ﬁ ?ﬂu%fu-’ﬁ’ 886001-003 a4 |7
Vi CJE > 4R S
IRB 3 p 3 F30 0 nitiall AR R
follow up
8/2/2024 712212024 initial Hu itg (v
LR RE Markedly impaired renal funcion, highly suspected AKI (acute kidney injury)

was found by blood test during 7/19 OPD (Outpatient Department)
follow-up.Subject had severe watery diarrhea 5 times a day since last
chemotherapy on 11JUL2024.He claimed that though severe diarrhea, he
maintained hydration with milk and water up to 2000 ml through his
jejunostomy.And refered to our ED after visit OPD.After admission, we keep
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IV fluid supply for acute kidney injury and adjusted milk feeding to X 4= for
diarrhea.After hydration, his renal function improved gradually and diarrhea
subsided, we tried 4> feeding via jejunostomy on 7/30.

2588 8/8/2024
-~ AEFAFE R R EF 886001-003 *+ 2024/07/22 Initial » Fr 0 > Fr
3 e & acute Kidney injury o ¥ i 2 5 Clsplatln 5-FU » 2+ 4 4 45 4 »
2024/07/23 @3t F IRBe A 22 2 F EHIFH(F T Lo iTr)
TraAGET M -
-~ A SAE VK ER Clsplatln sldez_ @ iv* (B %"?Exﬁ%#fw}
ifpi%;!i) VORI AR E o *w#ﬂ /%‘Af*#w Cisplatin ¥ » ¥ A R FE P ¥
F M2k s R JIRAHLLE) -
S ERAE  f R B -
e * i
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IRB %% KMUHIRB-F(1)-20210085
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- rHE BRI Ry
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8/6/2024 7/30/2024 follow upl # i important medical event
AR REE The subject experienced Grade 3 anemia and received a blood transfusion in the
outpatient department on July 22, 2024 (C1D15). One week later, he returned
for a safety follow-up on July 30, 2024 (C1D22). The laboratory report showed
that his hemoglobin levels had recovered to Grade 2, and the stool occult
blood test was negative; Therefore, we speculate that the study drug may have
caused the anemia. Although the subject still feels fatigued, his overall spirits
have improved compared to last week.
FELA 8/9/2024
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7/26/2024

5/4/2024 initial ¥R A AR

LI % At

SUBJECT CAME BACK TO CLINIC TODAY AND INFORM THAT HE
WAS HOSPITALIZED IN OTHER HOSPITALS DUE TO LEFT HIP AND
FEMUR FRACTURE. SUBJECT ONLY BROUGHT THE DIAGNOSIS
CERTIFICATE TO US AND INFORMED IT’S REALLY DIFFICULT TO
HIM TO APPLY THE MEDICAL RECORD FOR THIS HOSPITALIZATION
EVENT. SUBJECT WAS HOSPITALIZED FROM 04-08MAY?2024 DUE TO
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LEFT HIP AND FEMUR FRACTURE, SUBJECT WAS UNDERLYING
INTERNAL FIXATION ON 04MAY?2024. AS OBSERVED FROM
TODAY’S OPD VISIT, SUBJECT STATUS IS STABLE AND HAS
RECOVERED FROM THE SURGERY.
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4/20/2024 follow up3 Fiom 4 Ak
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A comprehensive review of the subject's medical records and CT scans was
conducted following another Grade 2 hemoptysis event on 2024-05-26. The
medical monitor concluded that the tumor rupture on 2024-04-20 might be
secondary to tumor progression or related to the therapeutic effect of the study
treatment. Consequently, the causality of the SAE of Grade 4 tumor
hemorrhage was revised to "possibly related” on 2024-06-17 and the
investigator was informed of this assessment. Following further discussion
between the medical monitor and the investigator, the investigator concurred
with the causality assessment of the medical monitor and a follow-up report
was filed. So we submitted the SAE form for tumor hemorrhage to update the
relationship of the investigational product to "possibly related” after discussing
it with the medical monitor and study team. We assume the tumor hemorrhage
could be caused by the underlying disease, but the potential role of the
treatment effect could not be completely ruled out, as angiogenesis is an
influential factor. Therefore, we have updated section 27 regarding the
relationship of the investigational product and made minor amendments to
sections 21 and 24 to clarify the information on this SAE Follow-up-2 form.
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