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%3F WP | 7401503 T |
Y oA > 4R 5L °
- Initial/ %
IRB&ZEP FAPH follow up *RF i E
5/17/2023 5/16/2023 initial WaRop X dfa
EIL P At This time, according to himself, he was watching television at home last night.
All of a sudden he felt right chest tightness and progressive short of breath to
the extent that he could barely walk. He denied history of trauma history or
symptoms such as sharp chest pain, abdominal pain, claudication, or limb
weakness. Due to the reason above, he was brought to our ED (emergency
department) for further evaluation. At ED (emergency department) , hsi vital
sign was body temperature: 37.4 °C; heart rate: 86 bpm; respiratory rate: 18
cpm; blood pressure: 181/106 mmHg; SpO2 (pulse oximeter oxygen
saturation) : 97 %. X-ray and chest CT (computed tomography) suggested
right pneumothorax. Right chest tube insertion was done at ED (emergency
department) . Lab data showed leukocytosis with no elevated CRP (C-reactive
protein) . After placing chest tube, x-ray showed partial expansion of right lung
and his dyspnea improved. Now he is under nasal cannula 3I/min.
Under impression of COPD (chronic obstructive pulmonary disease) AE (acute
exacerbation) and right lung pneumothorax, he is admitted for further
evaluation and treatment.
c -5 A 6/13/2023
-~ AB7AEE %L R FE 7401503 »+ 2023/5/16 initial » Fe o0~ Br
P4 5 pneumothorax o ¥ 5 % 57 i * 0 3R F A 4F A 3 2023/5/16 &
T AR o A2 LR EHAFH o T H A E A M o~ ERA
o rEH A
s E Poad A
B 5 2
IRB %% KMUHIRB-F(1)-20210199
g B S g PR -WITPF - F2E - FPR KRBT S RRE - BE
PRI BnE - BLEECF gy
L@ WEF | 7401-503 Lreuw |z
& & > AR
- Initial/ .
IRB & &P # F4p follow up LI SRS
5/31/2023 5/31/2023 follow upl ERp A Al
AR BE Since x-ray on 5/17 showed progressed pneumothorax after pigtail insertion.

We changed connected bottle to EMERSON, keep pressure at -100mmHg.
Follow-up x-ray on the same day showed improved pneumothorax. We also
consulted chest surgeon for evaluation of operation. On 5/18, chest surgeon
came over and tappered down nasal cannula from O2 5I/min to 2l/min.
Thoracoscopic Pleurodesis was done on 5/23, and the operation was smooth.
Follow-up x-ray suggested lung expansion, no pneumothorax was found.
During this week, chest tube showed no air leakage and the patient kept
practicing triflow Il to two balls at the same time. We encourage him for
triflow I1 training and closely follow up with his x-ray. Due to his improved
clinical condition. He will be discharged today.
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):', 1 lf'l\' K
F4pE follow Up F RS

6/8/2023

5/24/2023 initial Eiop A Al

AR B

The subject 2-02003-0035 is a 76-year-old female with the underlying diseases
of left intra-hepatic cholangiocarcinoma with hepatic hilar invasion and
peritoneal seeding, NGS reported on 21Feb2022 : FGFR3 (17)-TACC (14)
fusion, KRAS G12D.

She signed KN-4802 ICF on 11-Apr-2023, and received 1st dose (20mg/QD)
on 03-May-2023. Grade 3 aspartate aminotransferase and alanine
aminotransferase increased were observed on C1D22 (24-May-2023). The
subject had no liver metastasis on the baseline CT scan done on 24-Apr-2023.
Her concomitant medication may not cause liver function elevated. She had no
hepatitis B & C and there is also no jaundice or any evidence of biliary tract
infection. Therefore, we judged the adverse event may related to KIN-3248
drug.

Due to the subject already took the study drug before she finished the visit on
C1D22, thus we suggested to hold the study drug since 25-May-2023 for safety
concern.

She was admitted on 25-May-2023 night for complete workup, we will arrange
abdominal ultrasound and further examination during hospitalization.

6/19/2023

-~ AB7AE B % L R 3E 2-02003-0035 »+ 2023/5/24 initial » fx 0 »
Fe i e & Aspartate aminotransferase increased and Alanine
aminotransferase increased » s & ** 2023/05/30 1} fx o ¥ & # & KIN-
3248 > 3+ F A 4F £ 3t 2023/5/26 AT i 4R 0 Ak 2 AR IRB p# i
2023/6/8 (6/194F %) o *A%kd 2 it T3 T FFEF | ~ 5§ ¥
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" Initial/ 44
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FLPH follow up Ll

6/8/2023

5/24/2023 follow upl R A Al

AR R

The subject 2-02003-0035 occured grade 3 aspartate aminotransferase and
alanine aminotransferase increased were observed on C1D22 (24-May-2023).
The subject had no liver metastasis on the baseline CT scan was done on 24-
Apr-2023.

We assessed her concomitant medication may not cause liver function elevated,
and she had no hepatitis B or C and there is also no jaundice. Therefore, we
judged the adverse event may related to KIN-3248 study drug initially.

Due to the elevated liver function, she started hold the study drug since 25-
May-2023 for safety concern and she received hospitalization on 25-May-2023
night for complete workup, the abdominal ultrasound was done on 26-May-
2023 shows no obvious lesion noticed. However, the subject had fever and the
blood culture showed yield gram variable bacteria on 26-May-2023 afternoon,
thus we judged the liver function elevated and fever may possibly related with
biliary tract infection, unlikely related with study drug.

During hospitalization, we gave intravenous antibiotic for biliary tract
infection, the laboratory report and clinical condition was improved gradually.
Upon stable condition, the subject restart took the study drug on C1D28 (30-
May-2023) and discharged on the same day. She'll continue to perform C2D1
study procedures.

6/19/2023

-~ A3 AF B G R FE 2-02003-0035 *+ 2023/5/24 follow up » » Fx
A 77k 5 Biliary Tract Infection » 5 & *+ 2023/05/30 ) fx « 7 5% # 5
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27 4 7 (Radical subtotal gastrectomy) « % 3%+ 2023 & 05 * 07 p » Fe
BT LG

BEE?2F BREEERIFL T - =<

3K~ Fefs*t 2023 # 57 10 p #% Subtotal gastrectomy - fe £ i
AR TN IR L L N L T ENE T L = Lo

B R ERY R TR RRIRE L 50 100 BAeEE D
FB TS G EHEMK 5T 15 P ek EdRE T L BT ¥ 2 CF R
Fo B FE G FER TR 5 18p ER 2B G ARG E
CIRIREAR S o KA o L R EINX KB IR ER Y o T
A B SR E NPO X B0k 2 g v Ak S R 2P £ 2 PR -
57 2p g g DRBFAE BPRLIYFTMEE C
PRAETARS  RIRER 0 RE N6 T 260 Mk BRI DY
FBRH X TR IR AL RERE S AF RTEERE > B s S
FRE BRI DZAGAR L RAREE L L B KL 2
FRE® e FREE il BERP ERED LF BT CTFRPI(ER
Fit AfR) o e IRBUSFALEED L5 B+ -

FALA

6/14/2023

-~ AEZAE G KEE 99661006307 ~ 77 & - F 40 XEEH A
p #p >+ 2023/05/07 » ¥ 5% % 5-: Bemarituzumab/Placebo - % # # 3% @ fx
2. % 2% 2 : GASTRIC UNDIFFERENTIATED CARCINOMA -

S RHRAFAFRIBEFEIMRNALFERYELT Y TRRES
(Bemarituzumab/Placebo) % it g (MFOLOFX6) » #xid- 7 % $ i frie 7 &
e 3Rk p 50 5P BATHE CAEE CIRIETAS o AR
ToXFHE T 260 Mo BAMERLPLERC R LFAN
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2 p4 ?ALF RS F
FLRH follow up &

9/5/1901

47712023 initial RO 4 Afk

EIL PN At

SUBJECT UNDERLYING TEH DISEASES OF DM (DIABETES
MELLITUS), CKD (CHRONIC KIDNEY DISEASE) , PEPTIC ULCER AND
NSTEMI (NON-ST-SEGMENT ELEVATION MYOCARDIAL
INFARCTION) HISTORY. THIS TIME, HE IS ADMITTED TO OUR
HOSPITAL DUE TO HYPERGLYCEMIA. LABORATORY DATA
SHOWED NOT MET DKA (DIABETIC KETOACIDOSIS) AND HHS
(HYPEROSMOLAR HYPERGLYCEMIC STATE) CRITERIA.
HBA1C(GLYCATED HEMOGLOBIN) ON 2023/04/07 SHOWED 8.8%.
AFTER ADMISSION, INSULIN PUMP WAS USED AND FOLLOW UP
BLOOD SUGAR SHOWED IMPROVED. WE SHIFTED DM (DIABETES
MELLITUS) MEDICATIONS FROM ACTOS TO TRAJENTA AND KEEP
REPAGLINIDE WITH DAPAGLIFLOZIN USE. HOWEVER, WE SHIFTED
TRAJENTA TO ACTOS DUE TO INSURANCE ISSUE. UNDER SMOOTH
BLOOD SUGAR LEVEL, THE PATIENT WAS DISCHARGED WITH
DAPAGLIFLOZIN + REPAGLINIDE AND ACTOS AND WILL FOLLOW
UP AT OUR CV (CARDIOVASCULAR) OPD (OUTPATIENT
DEPARTMENT) FOR FURTHER MANAGEMENT.

FALA
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5/24/2023 follow up?2 Fiop L Ak

AR R

The SAE form - follow up 2 was update these informations for queries:

1. Correct the participant’s age to 76 years on page 1 of the SAE report form.
2. The event met SAE criteria on 24May2023, adding an additional criterion of
medically significant.

3. Please refer to attachment for reference ranges of the laboratory results.

FaALA
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According to her father, she fall off from 70cm height and suffered from Head
injury with scalp contusion, she was then hugged by her father to our ED
(emergency department). The father denied initial loss of conscious and kept
crying, no vomiting, skull X-ray showed right temporal bone fx (fracture),
Brain CT (computed tomography) showed suspecting right petrous and
temporal bone fx (fracture), while right clavicle fracture was noted.
Neurosurgery was consulted and suggested closely follow up, inform the risk to
famiy member. Orthopedics suggested observation / care with lifting. Due to
above, she was admitted to our ward for closely observation.

After admission, we kept conservative care with lifting for right clavical
fracture. Furthermore, we also informed the family about the brain image, and
educate the family to observe the neurogenic symptoms in the following days.
Under the relatively stable condition, we let the patient discharge at 28-Mar-
2023.

FaLA

6/22/2023

-~ AE7 AT %L R FE 12302037 »+ 2023/3/26 Initial » fr 0 » Frd
& % Head injury with suspected right petrous and temporal bone
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- Initial/ "
IRB 3£ p 3F FLPp Y follow Up D N*R
6/20/2023 6/18/2023 initial WiRop X dfa
*ALFE BF The pain in the patient’s left shoulder intensified, and the MRI examination was
performed on 09Jun2023,physician assessment suggested tendon repair,she was
admitted for operation treatment
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*AERFEE He suffered from milk leakage from tracheostomy tube associated with fever,

chills, copious sputum, dyspnea, blood clot in sputum.

He first went to ENT (ears, nose, and throat) OPD (Outpatient Department) for
help and NG (hasogastric) tube was inserted with impression of fistula
formation. However, milk leakage from tracheostomy tube was still noted
afterwards. He then came to our ED (emergency department) for help.

At ED (emergency department), fever was noted. Lab data showed no
leukocytosis but marked elevated CRP (C-reactive protein) level,
hyponatremia. CXR (chest X-ray) showed bilateral lower lungs increased
infiltration. Pneumonia/bronchitis in right lung and left lower lobe of the lung.
Tazocin and Cravit were prescribed as empiric antibiotics.His vital signs
seemed relatively stable now under oxygenation 2L/min without fever. He will

be admitted for further evaluation and management.
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After admitted, we keep antibiotic with Tazocin and Cravit use, hold
radiotherapy on 6/13 and keep CPT (chest physical therapy) for pneumonia,
follow chest x ray was done on 6/15, it showed improve of pneumonia, so re
start radiotherapy on 6/15. Now, the general condition stable, so discharge and
keep OPD (Outpatient Department) follow up.
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*AFRBEE Radiograph showed Osteoarthritis of left knee and patellofemoral joint with
intraarticular loose bodies. Due to no effect for conservative treatment. After
discussion with patient and family, they decided to the procedure with left total
knee arthroplasty. Now, she is admitted to our ward for surgical intervention.
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Presented with dyspnea for 3 days and was brought to KMUH (Kaohsiung
Medical University Hospital) ED (emergency department). Lab data showed
elevated CRP (C-reactive protein) level and AKI (acute kidney injury). Echo
showed bilateral hydronephrosis, and chest X-ray showed pulmonary edema.
Due to suspicious post-renal AKI (acute kidney injury) and associated fluid
overload, bilateral PCN (percutaneous nephrostomy) insertion was done.
Robot-assisted radical cystectomy + bilateral pelvic lymph node dissection +
neobladder was done smoothly on 2023/05/29. After operation, abdominal
fullness was noted. Thus, abdominal CT (computed tomography) was arranged
and showed paralytic ileus. Foley was removed on 06/09.Cystostomy removed
on 06/10. JP (Jackson-Pratt) tube was removed on 06/11. Due to general
condition improved, patient was discharged today and Outpatient Department
follow up.
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= ~ Emergency department). Lab data showed elevated CRP (C-reactive
protein) level and AKI (acute kidney injury). abdominal CT (computed
tomography) was arranged and showed paralytic ileus. Foley was removed
on 06/09.Cystostomy removed on 06/10. JP (Jackson-Pratt) tube was
removed on 06/11. Due to general condition improved, patient was
discharged today(2023/06/13) and Outpatient Department follow up.
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The subject 012 sufferred from dizziness with syncope episode and hit her head
on 5/7. She was admitted to Gl ward during 5/8-5/15 due to upper GI bleeding.
After discharge, she felt dizziness occasionally due to previous head injury
episode. In recent days, progression of right headache and slow response was
noticed, with easy loss of balance. She visited -|- /& Hospital ER on 6/9. Brain
CT on 2023/6/9: suspect mix-staged SDH in the left frontal and right fronto-
parietal regions with mass effect. Due to personal reasons, the patient and
family request for transfer to our hospital. Upon arrival at emergency
department, vital sign showed stable and GCS: E4V5M6. Neurosurgery was
consulted and bilateral chronic SDH was impressed, need to rule out metastasis
and brain MR1 was suggested. Due to above reasons, the patient is admitted to
our ward. MRI of brain show subacute bilateral frontoparietal SDH with mass
effect. After explanation to patient, patient has agreed to surgery. Bilateral burr
hole and drainages*2 insertion was performed on 6/14. It was uneventful.
Patient reported mild dizziness after surgery but within acceptable parameters.
CT follow up has shown improvement, then drainages will be removed. Due to
stable condition, he is then discharged on 6/18 with follow up.
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knee arthroplasty) on 2023/06/20. During hospitalization, we keep wound care,
pain control, prophylaxis antibiotic with Cefa 1vial Q6H (every 6 hours) for 1
day was given and keep rehabilitation exercise (muscle strengthening and
ambulation training).Due to the acceptable wound condition and general
condition stable, the patient got discharge at 6/23.
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