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IRB %% KMUHIRB-F(11)-20230184

R EH SUNRAY-01 > - 78 -4 KRAS GI12C % % h Rt 8p & & 43 (4210 e
k2 DI IR R 0 vt i PD-L1 & R>50%:5 & ¢ LY3537982 &
Pembrolizumab 2_ % — ;5% 4p #&° % & #|¥7 Pembrolizumab > & 7 %
PD-L1 # ZPF LY3537982 &7 Pembrolizumab - Pemetrexed ~ Platinum #p #&>%
% [ 22 Pembrolizumab ~ Pemetrexed ~ Platinum

2R E Yo F 10884

IRB £ p ¥ SRR Initial/ RN YR

follow up

2025/07/03 2025/06/06 follow upl ERop A Al

FRE R Update 23Jun2025: Additional information was received from the study
investigator on 16Jun2025 and 20Jun2025. Added laboratory results, corrective
treatments, hospitalisation associated details and relatedness assessment
between SAE diarrhea and study procedure. Narrative and corresponding fields
were updated, accordingly.
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k2 2T s 0 v A PD-L1 & R250%:5p5 & ¢ LY3537982 ¢
Pembrolizumab 2_ % — ;5% 4p #&3° % & #| 7 Pembrolizumab > & 7 3%
PD-L1 % Z.PFF LY3537982 27 Pembrolizumab - Pemetrexed ~ Platinum #p &>
% [ 22 Pembrolizumab ~ Pemetrexed ~ Platinum
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arpes |DABEREE R REFAT T F R RRE,
FURA R, LR e AR ey AR L ¥ F TSR A

E X LA 2025/06/27
-~ AEAREEHRLEX ’;éi—ﬂ(10884)"“ 2025/06/06 Initial » fx > > B 3%
FHFEEE R MALES ‘" gl iT* 3 Mo A=t R 5 follow-up 1 >
= f;f:i—ﬂ I FreT & 3 2025/06/17 Sk o 32 3F 4 4% A 3 2025/06/19 i Fv a3t
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EESMELSE SR ?}E’—‘}% R - Ao R

= :é-?‘f kS TW100100002
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IRB & p # F4pi AR s %
follow up

7/2/2025 6/30/2025 initial %i{}ﬁs SEN S
fever since 6/30, sent to "Taitung MacKay Memorial Hospital" and data
revealed high CRP, he received chemotherapy during 6/18-6/21; come to ED

EIL N 7/1 today for evaluation. Denied voiding pain, abdominal pain, skin lesion,
TOCC(travel,occupation,contact,cluster) , chest pain, dyspnea
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- ~AEZ ‘fii = "f e é—*‘ TW100100002 *+ 2025/06/30 Initial » fx > »
P i sk & ¥ 4% % ¥ oxaliplatin + leucovorin + 5 fluorouracil > 3+ &
a4 2025/07/01 Zéfrl WA RBe 222 2 X 2 BEHGEFI/A#
AEPPE/ZFERRLE) D EATRRTAIM 0 o~ AIFES R
Frya2gicr o SPFTE = 2RAE 2 EH S
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IRB ¥%%. KMUHIRB-F(11)-20240236

R - BEEH A fe ~ Bl s % 3% 0 5 737 Amivantamab fr
mFOLFOX6 # FOLFIRI #p#** Cetuximab f= mFOLFOX6 &t
FOLFIRI i*5 KRAS/NRAS % BRAF %4 A|¥ 5 2 ] ~ &2 & jiv7 ",%
BRI E YR SE Y DY - Wik

3 :é-?‘f S5l TW100100002

IRB £ p § ¢ Initial/ 5 "

08 T2 0¥ *RE RS &
follow up

7/8/2025 7/7/2025 follow upl %i{}ﬁs SEN 9
After admission, we prescribed empirical antibiotics with brosym and adequate
nutrition support with somfkabiven. Extremities edema with dyspnea on
exertion was noted, the lab data also showed hypoalbuminemia, then we

7 eF RE R prescribed albumin with rasitol for him. Mild improved dyspnea was noted
under above management. The following lab data and CXR (chest X-ray)
showed favorable recovery status. Afebrile without specific discomfort were
noted currently. Under the stable condition, we arranged him discharge today
with outpatient follow up.
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~ SAE % ¢ % A K 2_ 16 & 4 Neutropenic fever: G o< s % 0%
EEe 2 tee MEFI N o BBV M D Y > 2R F AR
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R EH SUNRAY-01 > - 38 4" KRAS G12C % % h 0oL 8p & & 45 (24| ‘e
B k2 23RBS 0 R PD-L1 & 3>50%:5 & ¢ LY3537982 &
Pembrolizumab 2. % — 458 40 &3 % & #¥7 Pembrolizumab » & 7 %
PD-L1 # ZL.pF LY3537982 £2 Pembrolizumab ~ Pemetrexed ~ Platinum #p $iz >+
% |22 Pembrolizumab ~ Pemetrexed ~ Platinum

3 :é-?‘f S5l 10884

IRB £ p § ¢ Initial/ 2 "

08 T2 0¥ FRE RS &
follow up

7/21/2025 6/6/2025 follow up2 L RN e
Update 04Jul2025: Additional information was received from the study
investigator on 30Jun2025 and 03Jul2025. Updated: relatedness of SAE
transaminase elevation to study drugs, outcome of SAEs.
Added: lab tests, discharge date, study drug restart status, EU trial number and

EIL N concomitant medication. Added update on liver biopsy, risk factors. Narrative

and corresponding fields were updated, accordingly.

Lilly Analysis Statement: Lilly Company Assessment of Relatedness
(08JUL2025): Additional information received from the study investigator
updated the relatedness assessment between the serious adverse event (SAE) of
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transaminases increased and the study drugs from not reported to related;
however, the previous relatedness assessment remains unchanged.
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