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The subject had a traffic accident with head injury and admission for
management. During admission, the consciousness was clear with E4V5M6
without change of muscle power. Medications for pain control and symptoms
were prescribed. Plastic surgeon and ophthalmologist were consulted for further
evaluation of facial fracture and eyelid wounds. The plastic surgeon suggested
ORIF (open reduction with internal fixation) for facial bone fracture. Due to
recent cerebrovascular accident and high risk of cerebrovascular accident again,
operation was not advised now. Doctor Liu has well explained the condition to
subject and family. Under the SAE with SDH downgraded to gradel and stable
status, the subject was discharged from the hospital on 09/APR/2024 and
arranged follow-up at OPD. After discussion and OPD follow up, she decided
to have operation for her facial bone fracture. Due to above reasons, she was
admitted to plastic surgeon ward for further management. After admission,
transfusion therapy and operation for fracture fixation and wound debridement
was done. The condition improved and the fracture status was down to grade 1.
She was discharged on 29APR2024.
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PR At Gradually bradycardia with hypotension noticed since 2024/04/18 evening, and
we informed his family about very poor prognosis and critical status, they
understood and asked declared at hospital. Bedside EKG (electrocardiogram)
monitor showed flat rhythm with asystole at 20:42 without measured vital
signs, and there was no light reflex nor other response to stimulation. Therefore,
we declared this patient expire at 20:42, 2024/04/18.

3aiLR 5/27/2024
rAE g zg;g;&;h« BTl A BT g 0 ¥ O0h o TP AR B BR 2 B R
@ﬂﬁ%-“’%?éﬁ@*é%%# HAL R Ep o R AT
2R EE(Flprh g ) HFEREF M -

= ] i i

B 5 4

IRB %% KMUHIRB-F(1)-20200144

VR RH ~HFZY S EP AR B X ERER S PRI RB%R T
Durvalumab & & & {2 it 5 s 2 * 50 30 ~ @2 £ e g h g s
Bk v 2. R 4 (KUNLUN)

= :é;ﬁ 3&.,%;{—'5 E7402018 Fzrcuay |IPBE

Vi CJE > 4R S

IRB 43k p 3 F20 9 follows up AR i

4/30/2024 4/15/2024 initial Faop A Ak

FRERE Due to progressive dysphagia subject went to ER for nutrition supply since
2024/4/15.At ER, his conscious clear without fever and serum examination
showed elevated of CRP 143.11, empiric antibiotic Tapimycin post collected
blood culture. PPN also supply for total NPO with dysphagia.After transfer to
ward, PEG was done on 2024/4/18.

E I A 5/24/2024

-~ AEZ AT %G R FF ET402018 »t 2024/4/15 Initial » o0 » Fr A
4k 5 progressive dysphagia o ¥ 5 # 574 i * o ;L% d4F A
2024/04/19 T i 4F IRB - A2 % 2 F 2 H2Eapdy » 2 B AL 7 4p
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S~ AHIp e 2 B0 R E R F 4 £ P BT 5.6 Reference
Safety Information for Assessment of Expectedness of Serious Adverse
Reactions % *|%_- d *t & i eadysphagia & A 7|3t F A £ p ¢ 5 Fp
HZE AR EE o

CEEHEE 0 E RS -

il i

= ]
B 5 5
IRB %% KMUHIRB-F(1)-20230168
b B —IE R 2 AP s B ES R B % =F LBL-007 #
* Tislelizumab r2 % b o > % 3 5 IRaLdp g iE vk A G Bk e
HEE T 5 - Mip L prrrx 2
-3 :é—'ﬁ 5#.,%;{-;{ 886001-003 2zcuwk |IBZ
Y (IR 37 e
IRB 25 P # $49 9 ;mw& RV TR
5/7/2024 4/20/2024 initial WRop A Ak
AE BT SUBJECT SUFFERED DYSPHAGIA AND CAN'T SWALLOW ANYTHING
ON 4/19 MORNING AND WENT TO OPD FOR HELP. THEN
TRANSFERRED TO ER FOR NG TUBE INSERTION BUT FAILED DUE
TO PEDIATRIC SCOPE CAN'T PASS. NPO AND INTRAVENOUS FLUID
WAS GIVEN. SUBJECT WAS TRANSFERRED TO WARD FOR FURTHER
MANAGEMENT ON 4/20.After admitted to our ward, we consulted chest
surgeon, and arrange jejunostomy creation on 4/23, the operation went
smoothly and no complication has occurred. Then, we started keep jejunostomy
with D5W since 4/25, and shift to full-strength milk since 4/26, since 4/28 we
keep full-strength milk bolus, he denied abdome pain or any discomfort. Now,
his clinical condition relatively stable, we arrange he discharge under stable
vital signs/stable status and OPD follow up.
2aLA 5/19/2024
-~ A3 AFE GG LR 886001-003 *+ 2024/04/20 Initial » Fx o » Fr
a PRk & dysphagia o gp &3 2024/04/29 difk o T R E S Y 0
3 4% A 20 2024/04/20 g ar i s IRBe A 22 A E 2 BIFH (R B A i3
-2 IR I S O 0
SR SAE B A LA TIH (S E R A B IH R (% A1)
Z~ERUEE ~EH G
= E i iE
B 5 6
IRB % %L KMUHIRB-F(1)-20210208
i - EREFZPEWAS - X FAER TR RE% 0 T b R
(sGC) 1l ] Vericiguat/MK-1242 % v oo & 1) (]2 554 5 2 BoM s 1%
A A AT X >
= :ié—ﬁ éﬂu%fu—‘,!{ 385600016 27zcid% |z

i []E 0 3R et .
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, Initial/ ,
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5/13/2024

5/7/2024 initial FRop L Lk

*RF RE

This time, he had acute onset consciousness noticed at 03:00 on
2024/05/07.The last normal time was 05/06 23:00. Other symptoms included:
abnormal breathing, generalized tonic posture with intermittent legs myoclonic
movement. Due to the reason above, he was brought to our ER on 2024/05/07.
The brain CT: suspect intracerebral hematomas in the left cerebellum (Se/Im:
300/10, 301/32, 302/29). Differential diagnosis: Metastases or other calcified
lesion; Encephalomalacia in the right parieto-temporal lobes, right insular lobe
and right external capsule. The neurologist was consulted and the exam
showed: Coma, E1VeM4; Pupil: 3/1; muscle power > 4. Due to suspected
seizure, antiseizure medication with levetiracetam 1500 mg intravenous was
prescribed. He was admitted to neuro intensive care for further

management .After transfered to neuro intensive care unit, progression of
neurologic deficit(right pupil 3->6, muscle power 1) was noticed. The emergent
multiphaise brain CTA showed: Basilar artery tip thormboembolism with right
posterior cerebral artery P1 involvement; Left vertebral artery V3
thromboembolism. The endovascular therapy was completed at 13:00 with
Thrombolysis in Cerebral Infarction 3.

[

5/24/2024

~ v A% AE R L% 3E% 385600016 *+ 2024/05/07 Initial » Fx 0 1
ERER Suspect intracerebral hematomas in the left cerebellum - # 5
HE AR > 3hd 0 4F A 2024/05/13 EarF i 4F IRBe A iE A A E (2
B2LTEH > P AT R AT A o

- j"k B R GRE P FIER Y AR § B R A LA B s (Coronary
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Z o ERUEE 2 EH A
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il 3§

B 5

IRB $a%e

KMUHIRB-F(I)-20210035

oA

& * S-1, Leucovorin, Oxaliplatin ¥2 Gemcitabine (SLOG):q & 5 2% % % &

£ E R

019 CEIEETE S |
B 0L

AR YoFl -

IRB %% p #

' Initial/ "
4p3 3 UF Bl E
FLEW follow up &

5/16/2024

4/25/2024 follow upl FRop A Lk

I e

Afterward, his clinical condition were stable, we arranged 2nd C/T
(chemotherapy) with Gemcitabine 800mg/m2 + Oxalplatin 85 mg/m2 on
2024/05/07 and TS-1 with Leucovorin(D1-D7). We also consulted Radiology
Department for remove PTGBD (percutaneous transhepatic gallbladder
drainage) on 2024/05/10. Now, he had stable condition, we arranged he
discharged on 2024/05/11 and OPD (Outpatient Department) follow .

5/24/2024

-~ AP AF B L X FEE 019 3 2024/04/25 »~ 0 A=t 4 follow up -
» P A g sk 5 Upper gastrointestinal hemorrhage » s & % 2024/05/11
2 o ¥ 5 % % Gemcitabine,Oxaliplatin, TS-1,Leucovorin » 3+ & 4 4% A 3%
2024/05/13 v 7 F IRBo A 72 2 F 2 H2Lapy) » P A $ 2 %
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2024/05/11 #fx

S EELE R
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IRB %%

KMUHIRB-F(I)-20210084

X

—IE 5 ¢ R A oG R E S H R ES% T Abelacimab (MAAB868)
Fap A E Ap s B ocde Rivaroxaban o s 5 FEE & chE 2 M ot
1+
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7003009 1y [WF
i & BESE 2 )%

IRB & p ¥

, Initial/ "
4 v 4
G follow Up FRES

5/20/2024

4/22/2024 initial R RS

EIL W A

He suffered from traffic accident at 4/22 afternoon. Loss of consciousness, right
chest pain, right back pain, multiple abrasion and right hand laceration was
noted. He was first sent to the i +'% % ¥ k= and X-ray and CT were
showed Right 3rd~7th rib fracture. Due to above reasons, he was transferred to
our ED. At ED, the vital signs showed BP:153/99mmHg, HR:47 =x/%,RR:20
=< /4 ,BT:36.5C, SpO2:97% in room air.Under the impression of right 3rd to
7th ribs fracture, he was admitted to our ward. 4/22-4/26

After admission, due to still severe pain under the conservative treatment, we
arranged operation on thoracoscopic-assisted surgical stabilization of rib
fractures: right 4-7 ribs and decortication on 4/26. Around 2000 ml hemothorax
and blood clots were noted during the operation.

4/27-4/30

Relative hypotension was noted since last weekend. Lab survey showed anemia
(11.9 -> 7.1), suspect hemothorax related blood loss induced. Therefore,
transfusion of pRBC 2 units was done on 4/27. Recheck hemoglobulin level on
4/29 was 8.3, and another pRBC 2 units were done on 4/29. Due to decreasing
amount and acceptable color of chest tube, we removed chest tube on 4/30. Due
to the stable condition, vital sign stable and tolerable pain, The patient was
discharged on 2024/05/01.

5/24/2024

-~ A RE 5 E 3 7003009 >+ 2024/04/22 Initial » i R
SRk 5 4T g5 B3 2024/05/01 Hipk o TR E S G %% # 4
% 2024/05/20 f vt ¥+ 2023/7/18 {47 IRB = & it 4 L E i 2ap g > ¥
BATHEARM -

S EHRHE B -

il i

B 5

IRB $a%e

KMUHIRB-F(1)-20230149

P h A

FiE R L TR R T 5 Hp @ * ceftazidime-avibactam J5 % 0 B2 iR B 2 ¥ 2
3 1S BN AR BRI A R R R R
iR e AR BE T R K 21 32 % (RAPID)

18




%gﬁﬁ.@ﬁn%‘,—ﬁ RAND-05-30009 | £ 2 i |7
ik [JE_ > W 47 gl
N ., Initial/ %
IRB #%3& p ¥ F2p¥ follow Up LN SR
5/15/2024 5/7/2024 initial 7= > Ju %] : Hypercapnic
respiratory failure
PR A =% %% RAND-05-30009 *+ 2024 # 4 % 26 p FIpc € #7A @ 4425 & » foo
6 RFJBp A9 (302024 # 5% 6 p 4> 2% Al HRie
(Standard of Care) » d *tpF &t 2 efex 2B > 522024 £ 5% 7 p 7= >
Fik R 23 47 IRB o
3ALR 5/19/2024
-~ A7 AE GG X EF RAND-05-30009 *+ 2024/04/26 Initial &fx
» A PR B B E AR A R L £ 32 0 2024/05/06 & F % K
PR e r 38k 0 X 2024/05/07 7= - VR EEAFEF o PF A
$#F 432 2024/05/10 w3 IRB o & 272 L F 2 {2558 » ¥ &7 &3
ER A
S A SAE S BE FIREITEL 2 R R mE R S B F AR R
(R4 R e RRFF) -
S EREE - EH D
A & |u®
B 5 10
IRB %% KMUHIRB-F(1)-20170090
R RH - FEHEA R B R DR AT BRI R g flps
(BTK) #r+#]#& lbrutinib & * Rituximab - fpf>t=% & & *  Rituximab
257 EE AR B X FAEEOY 3 W%
i:éﬁ&ﬁu%fu—‘ﬁ 1256-005 Fz22u% |7
Vi CJE > 4R Sl
IRB 33 p # 499 %mﬁ& RV TR
5/30/2024 5/17/2024 initial ERop A Al
AR R The subject was brought to ER due to shortness of breath since 17/May/2024.
According to his son, he had sore throat since 01/May/2024 and went to local
medical clinical. COVID-19 rapid test was performed then. Due to positive
result, Molnupiravir was prescribed from 01May2024 to 05May2024 with
improvement of symptoms. However, he had fever up to 39 degrees on 14th
May 2024 and COVID-19 rapid test showed positive again. Antipyretics was
prescribed and fever subsided later.
This time, no fever but shortness of breath with desaturation under room air
(SP0O2:93%) in ER. Covid-19 rapid test revealed positive with chest X-ray
showed pneumonia over right lung field. Under the impression of pneumonia,
antibiotics with Brosym and antiviral agent were prescribed, and he was
admitted to isolation ward for further treatment.
3ain 5/31/2024

1. 222 2 F 2% 5 % #F 1256-005 4~ =t df £ o < 3FF 3+ 2024/5/1
COVID-19(+) » i 1 46 R A s L #2553 » ftaish o 7 5 % & Ibrutinib »
AT iR B e A2 AT BRI 0 D AT A AN -

2. ZZRAE > ~EH A o
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R - WAL B X ERER - 5P R TR
e FABAER T TQI230 iy (3 HEA v FE B2
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£ 3B F %k 16546006 FEREE I E

i BESE S50 %

IRB 42 p CENE fo'lrl'(')fl'va:jp 3 AR K%

5412024 4/4/2024 initial R A At

EIL A % At Subject traffic accident & admission to KVGH on 04APR2024 with left
tibial-fibular fracture s/p ORIF ,discharded on 15APR2024.

- A 5/31/2024
1 A#E 72 AF 2% 5 <% 1256-005 4> 4F £ - % ;'féi”“ 2024/0404 F) &

Ml PR AT R R AR FIRA R X ER £ 3 2024/04/15
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2 - ERZE S S SRR R REHE o BRI ERILRE T
FEARTHTRBALEREARIFLGAHFEIALLFFI N 2
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X F B F 42105006 fzcuax [WF

i SRR
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4/23/2024 4/15/2024 initial Fiop L Az

AR REH X R E 3 2024/04/15 B e TIeE e FIEE 0 sk @ 7 odcrE LA 4 fRed e T
oo AFES & B»]f e B H s By o H kPR R TP 2024/04/18 £
D FRERE T2 T Gk FR (B9RCT) 4 p CT# fg&% R IR
[ RN %H#fﬁ;{* (L) "2 skfghiais » 4% 54 - 48R 35.8
& C~ Sp02 95% -
A A RF A GFA K ’V“’vfi% EF2ddmA A2 2] ik 5 Grade 2 2 2 1+ 4p
B2 BEE» s A LA PR EREFUFFERR BRI EF
- HiFR e

3ain 5/31/2024

1 A7 2F %5 % EF 42105006 47 = 47 2 o 5 3% *t 2024/04/15 @
e Pl FEE o L AFEL mAF R EH 5 B ¥ - 2024/04/18 CT #2
FEERRFFE L ERSGR (TR )W AERE L5 0 .
B Rt B Y s Grade2 B E 4 Ap M2 129 > 4p
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IRB #3& p 4 F2pY follow Up LI RS
4/25/2024 4/20/2024 initial Fropm A AR
EIL N 7 A £33 E FLUTIE 3 20Apr2024 zic G fx o 325 B F5 © 5t 20Apr2024 iz3+ 4 2
F.Z_w Sponsor i€ 3F SAE.
E - AL 5/31/2024
1o A3 AF %5 %% TWI1000120621 4 =x 47 £ o & & & 3
2024/04/20 F1 2 £ @ 4 2 MREDRYL > LU ,»fjlz;kir\ A& H pra
JE o ie Ry (63 2024/04/23 D Fe g A G R BR ST 0 & TAR-200(%
ﬁ%%%%%iﬁ%%iﬁ%ﬁw’?“*%Liwwo
2. EFRAE > » K B o
A % |uw%
B %5 14
IRB %% KMUHIRB-F(1)-20230026
PEEH FHEFRIEBAFL RS B 4o~ HBeAg 1A ¥ & * P13 (Bh)#E i dr o
Jp 2o XK G € * Bepirovirsen jpfy 2 o BT X 2y 3~ 5 ¢
S B R (B-Well 1)
X #H B 002862 12cux |[WlF
ikl BESEEE L
N - Initial/ %
IRB &3 p # F2P Y follow up EI N NEE
5/8/2024 3/9/2024 initial FRp LAk
RFRER Subject suffered from dizziness and spin sensation at night on 09Mar2024.He
went to emergency of Kaohsiung Municipal Ta-Tung Hospital for further
treatment. The symptom released after medications used then he discharged at
morning on 10Mar2024.
The cause of the dizziness was unknown and no related medical history.
- A 6/4/2024

- ~ %3 002862 *t 2024/03/09 20:15 £ A 0 A *’%E_H’“ ;; Dizziness » %
WEE Y 2024/03/10 754 B £V - AR X FEH A Lo TR
34 4 4% 4 4 2024/03/09 EAer 3t 4E IRBo A& 127 2 rﬁ; a o 2Lg g o
TR EAARH -

R REARIRBUEERE > LiREKTE IR B E T
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R FHEEF REBIAPFU RS B Ag ~ HBeAg £ 12T i * f 3 (B) % 4 i
T 2o R K R € * Bepirovirsen oy 2 ot X 2 s 3~ 50w
s~ B R (B-Well 1)
X F S F 002863 2zcuw |[WF
i BESE S50 %
N ., Initial/ %
IRB #3& p 4 F2pY follow up LI RS
5/21/2024 5/14/2024 follow up5 Erop A Gfx
EIL N 7 A Per subject's statement,he was admitted to Kaohsiung Veterans
General Hospital on 14May2024 for second cycle
chemotherapy.The chemotherapy arranged administered for 3
days during 15-17May2024.
After admission,the 2nd cycle of cisplatin 120mg was
administered on 15May2024 and Fytosid 120mg was
administered on 15-17May2024.Antiemetic were used to prevent
vomiting.Folliculitis was noted on his head which dicloxacillin
was used for treatment.Subject was discharged on 17May2024.
i - 5/29/2024
1 A2 2 %5 23EF 002863 5 7 KRS o BREWRHRP R
2024/02/26 R R ‘"‘1?3“ s D Hﬂ% P I FE ?‘a&u e e ™
=% % i #F 2024/05/14 *t 7 2% Mgrmn }‘m R WERT R X H
e VABERIRF o A LFE E R ip?ﬁ'—ﬁ};’”"t’j‘”'inﬁrﬁ‘g"
2. BHAE > » GRS -
i e i il
BB 16
IRB 3%t KMUHIRB-F(1)-20210085
R A T-1201 /3 54| (T-1201 Injection 100 mg Kit) * > 5t #p 5 48 "6 % & % 2 TR0
- X rPaELRES FEY
%:ik—‘ﬁ éﬁu%‘u—“ﬁ 218 22241 W
ik ESRUEE L
N - Initial/ %
IRB&JEP ¥ F2pE follow up *RFE K E
4/29/2024 4/20/2024 initial BEAL ERBA AR
LR RE The patient, Subject 218, diagnosed with spindle cell sarcoma, initially received

the first dose of T-1201 (240mg/m2) on December 27, 2023. However, starting
from Cycle 2 Day 1 (C2D1), the dosage was reduced to 200mg/m2 due to
dose-limiting toxicity (DLT) of pneumonia with shock. After completing four
cycles of treatment, a scheduled CT scan on April 12, 2024, reported stable
disease. However, on April 20, 2024, he experienced massive epistaxis at home,
immediately transfer to the emergency room. Upon evaluation, tumor invasion
into a pseudoaneurysm at the left lingular artery and an aneurysm at the left
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internal carotid artery was identified. Emergency neurointervention for left
carotid stenting was performed on April 21,2024, along with blood
transfusions. Following a series of emergency treatments, his vital signs
stabilized smoothly, and he will be transferred to the Intensive Care Unit for
close monitoring.

Due to his unstable condition, his family signed a Do-Not-Resuscitate order on
April 21, 2024.we will continue to monitor the subject's condition closely, and
the planned C5D1 on April 24,2024 ,will be suspended.

6/4/2024

-~ AEZ AT GG R FE 218 »F 2024/04/20 Initial » o0 » PR A PRRE
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5/14/2024

4/20/2024 follow upl BE A Faop A ik

?RFRFE

Subject 218 experienced massive epistaxis at home on 2024/04/20 and was
immediately transferred to ER. CT scan reported tumor invasion into a
pseudoaneurysm at the left lingular artery and an aneurysm at the left internal
carotid artery. Emergency neuro intervention for left carotid stenting was
performed on 2024/04/21 along with blood transfusions. After the emergency
treatments, his vital signs stabilized smoothly and transferred to ICU. After
admission, we consult ENT on 04/23, regarding removing a blood clot. During
bronchoscopy, we noted dirty sputum in the left lower lobe and left upper lobe
so the physician prescribed antibiotics and hemostatic agents to manage the
condition. Afterward, he underwent extubation, demonstrating a smooth
respiratory pattern throughout the night in ICU. With his condition relatively
stable, we transferred him to the general ward on 2024/04/25.Continued
monitoring revealed a stable bleeding tendency, with the tumor hemorrhage
downgraded to CTCAE grade 2. Lab reports also return to baseline levels.
Following the Pl assessment, he successfully underwent C5D1 on 5/6. He was
observed for two days which his spirits lifted and appetite returned.
Consequently, he was discharged on 2024/05/08, with plans for a safety
assessment scheduled for 2024/05/16.

5/24/2024
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5/10/2024 1/2/2024 follow up3 H v : IMPORTANT
MEDICAL EVENT
3 AF R | g0 QT AR O FiRsk £ 305 A7 carboplain % pachtaxel LE* B (R
product role : suspect) » F]1& 4 — 3 CIOMS Form » 3 adF:id 3F - R4 > il
3% IRB 2 TFDA -
Summary of follow-up information received by AstraZeneca/MedImmune on
27-Apr-2024: Updated product role of carboplain and paclitaxel from suspect to
concomitant medication. Narrative updated.
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Summary of follow-up information received by AstraZeneca/MedImmune on
03-May-2024: Adverse event stop date added and outcome updated from not
recovered

to recovered and narrative updated.
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