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4/12/2024

3/29/2024 initial His 23413 & v B

SAE: 42 % 2 F i

*AFERER

This subject went to Dr. Ta-Chih Liu's OPD (previous Principal Investigator) at
Kaohsiung St. Joseph Hospital for second opinion due to previous SAE as
“acute infarction over right aspect of the pons” on 16MAR2024. The subject
refused to visit Dr. Yi-Chang Liu due to personal reasons. CXR was arranged
by Dr. Ta-Chih Liu for survey and Dr. Liu contacted Sub-Investigator Dr.
Hui-Hua Hsiao on 22MAR2024 with impression of suspect EMH
(extramedullary hematopoiesis masses %% ¢+ :¢ » *# 5.) noted by CXR. We
informed the subject immediately and arranged OPD visit on 25MAR2024 and
chest CT scan was arranged on 29MAR2024. The subject came to OPD on
02APR2024 after CT scan showed(report date on 02APR2024) “Consider
extramedullary hematopoiesis with multiple paravertebral mass, bone lesions
and lymphadenopathies”. Sub-Investigator Dr. Hui-Hua Hsiao judged that the
EMH was associated with B-thalassemia and Luspatercept. According to
protocol section 10.6.1.2 Asymptomatic EMH masses detected for the first time
in LTFU should be reported, including those with no serious criteria associated
with the event, as a Serious Adverse Event (SAE), within 24 hours.
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This subject had traffic accident while back home from work around
2024/04/03 17:00. She had loss of consciousness at that time and the first scene
she could remember was at emergency department of An-Tai hospital of
Pingtong. TBI (traumatic brain injury), lower lip laceration, left periorbital
hematoma and multiple abrasion wounds over limbs was noted and follow-up
brain CT showed (1) SDH (subdural hemorrhage/hematoma) at right parietal
site (2) right zygomatic bone and orbital floor fractures.

She was transfer to our emergency room on 2024/04/03 for further
management. In ER, her vital signs were stable with clear
consciousness(E4V5M6). Under the impression of traumatic brain injury
caused SDH and facial bone fractures, she

was admitted to neuro-surgery ward for further management.
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I At The subject suffered from sudden onset of chest pain and could felt tightness
with palpitation at the night on 12Apr2024 with general weakness. Due to the
sudden event of discomfort, she went to our emergency room for help.
At the triage, her vital signs showed tachycardia with heart rate over
150beats/min and Amiodarone was given once. Laboratory data showed
leukocytosis with mild elevated CRP, anemia, hyponatremia and troponin |
mild elevated. Chest X ray showed increased bilateral infiltration suspect
pulmonary congestion. Electrocardiogram showed atrial fibrillation with RVR.
Due to new onset of chest pain with atrial fibrillation, she was admitted to CV
ward for the further management.

E - A 5/10/2024
-~ AEFAF GG R FE 760-1002 ++ 2024/04/13 Initial » Fr 0~ PR A
A R o ¥ 5 % 5 Luspatercept - 3t F 4 4F 4 3t 2024/04/15 JE Fe b
W3R IRBe #2272 AT 2 B2 > P BRI F A4 - - v 2272 2%
PRl s WRRHRE,  FXFEROBIL LT E = 2
RULE ~ R A

i * i i

B 5 4

IRB % %L KMUHIRB-F(1)-20190088

PR - JEH Y 5 44c B s luspatercept (ACE-536) sk 385kt 32 K 327 £ §)
M2 % 3b B~ Bocl s H oot ¥R o

%%ﬁ;ﬁ‘sﬁﬁfu—‘ﬁ 760-1002 HZF e iR l@

T O&_» W3R g ¢
N , Initial/ ,

IRB &P ¥ F2 P follow up LI SRS

4/23/2024 4/18/2024 follow upl Eiop A Afx

AFE R After admission, Blood transfusion with PRBC was given. Cardiac echogram

on 15APR2024 revealed moderate tricuspid regurgitation, left ventricular
ejection fraction: 51.0%, and mild pulmonary hypertension. The symptoms
were improved with medication. Improving Atrial fibrillation after management
with downgrade to grade 2, therefore, she was discharged on 18 APR2024 and
keep follow up at OPD.
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5/6/2024 4/25/2024 initial FRop A ARk
*AFE R E The subject 019 started recived 1st C/T-SLOG on 2024/4/17 smoothly.

This time, he sufferred from suddent abdominal pain on 4/25 and brought to our
ED, fever, chills, vomiting with coffee ground were noted.
At triage, anemia, elevated CRP and bilirubin, highly increased in pancreatic
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enzyme was noted. EGD was prefromed on 4/25 :chronic gastropathy with
much amount of blood clot in stomach. Under the impression of UGI bleeding
and intra-abdomen infection, the patient was admitted to our ward for further
survey and management.

After admitted, we prescribe antibiotics for suspect IAl. We arranged second
EGD on 4/26: still much amount of blood clot in the stomach, and blood oozing
was found. Abd CTA disclosed active bleeding from the hepatic artery into the
common bile duct, post TAE and stent over right hepatic artery on 4/26.
Intermittent high fever with hypotension was noted under antibiotics, so we
shifted antibiotics since 4/26 for septic shock. B/C yielded Citrobacter freundii
growth. High fever with chills episode, elevated CRP level and
hyperbilirubinemia were found. Radiologist and Infectious disease specialists
was consulted for PTGBD and antibiotic evaluation. His fever gradually
subside. we will keep monitoring his clinical condition afterwards.
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5/7/2024 4/25/2024 initial FRop A Al

AR RE SUBJECT HISTORY OF STAGE 3 BLADDER CANCER WAS ADMITTED
DUE TO COMPLICATED URINARY TRACT INFECTION. THEN
EMPIRIC ANTIBIOTICS WITH ERTAPENEM WAS GIVEN. BLOOD
CULTUTRE REPORT LATER SHOWED: KLEBSIELLA PNEUMONIAE,
ESBL (EXTENDED-SPECTRUM BETA-LACTAMASE), WE THEN KEPT
ERTAPENEM USAGE. INTERMITTENT HYPOTHERMIA AND
HYPOTENSION WAS NOTED ON 2024/04/26, BUT IMPROVED LATER.
WE TRIED TO RETROGRADE INSERT BILATERAL DJ (DOUBLE J) BUT
FAILED DUE TO MULTIPLE SITE URETHRAL STRICTURE. WE THEN
CONSULTED RADIOLOGIST AND BILATERAL PERCUTANEQOUS
NEPHROSTOMY AND DOUBLE J INSERTION WAS DONE ON
2024/04/27. Follow-up data showed improved infection parameter and renal
function on 2024/04/29. Followed by removal of bilateral PCN (percutaneous
nephrostomy). Atezolizumab treatment was then arranged on the same day.
Under relative stable condition, he was discharged today with OPD (Outpatient
Department) follow-up on 2024/04/30.
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IR % At SUBJECT HISTORY OF STAGE 3 BLADDER CANCER WAS ADMITTED

DUE TO COMPLICATED URINARY TRACT INFECTION. THEN
EMPIRIC ANTIBIOTICS WITH ERTAPENEM WAS GIVEN. BLOOD
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CULTUTRE REPORT LATER SHOWED: KLEBSIELLA PNEUMONIAE,
ESBL (EXTENDED-SPECTRUM BETA-LACTAMASE), WE THEN KEPT
ERTAPENEM USAGE. INTERMITTENT HYPOTHERMIA AND
HYPOTENSION WAS NOTED ON 2024/04/26, BUT IMPROVED LATER.
WE TRIED TO RETROGRADE INSERT BILATERAL DJ (DOUBLE J) BUT
FAILED DUE TO MULTIPLE SITE URETHRAL STRICTURE. WE THEN
CONSULTED RADIOLOGIST AND BILATERAL PERCUTANEOUS
NEPHROSTOMY AND DOUBLE J INSERTION WAS DONE ON
2024/04/27. Follow-up data showed improved infection parameter and renal
function on 2024/04/29. Followed by removal of bilateral PCN (percutaneous
nephrostomy). Atezolizumab treatment was then arranged on the same day.
Under relative stable condition, he was discharged today with OPD (Outpatient
Department) follow-up on 2024/04/30.
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4/22/2024 4/15/2024 initial = 5 7= k7] . Gastric
stoma adenocarcinoma with
peritoneal carcinomatosis
*RERE The patient received the last IP treatment on 10Jan2024.The new chemotherapy

was started on 29Jan2024. The patient was just discharged on 28Mar2024 after
chemotherapy. This time since 05Apr2024, fever up to 38.3'C was noted.
Associted symptoms included diarrhea and anal oozing. Anal tenderness was
also complained. Due to above reason, the patient was sent to our ED on
06Apr2024, At ED, his initial vital signs were blood pressure 111/70mmHg;
heart rate 123/minute; respiratory rate 20/minute; temperature 37.8'C; oxygen
saturation 96%. Lab data showed mild pyuria with elevated CRP(C-reactive
protein). Hypernatremia and hypokalemia were also noted. For intra-abdominal
infection needed to be excluded, the patient was admitted to our ward. After
admission, prophylatic antibiotic therapy with Cefepime. We gave the piece bag
for Jejunostomy wound poor healing and oozing. K supplement, SMOF 1904,
Albumin, Furosemide and record abdomen circumference. Due to irreversibility
of disease, we discussed about palliative care and consulted family medicine for
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co-care, keep hospice care. On 15Apr2024, blood pressure drop and
bradycardia were noted. Then asystole showed up. We checked light reflex(-)
and heart sound(-). And we declared the time of death on 15Apr2024 03:22.
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The patient received chest X-ray on 04Jan2024 due to falling

down. A right lung lesion was noted with the diagnosis of

suspect malignancy. After the computed tomography exam on

08Jan2024, patient was admitted to the ward on 26Feb2024 and

will received surgery for the lung lesion on 27Feb2024.

After admission on 26Feb2024, the patient received operation of

the lung ( VATs RS3 segmentectomy and lymph node dissection

(LND)) on 27Feb2024. Lung cancer at right upper lobe was

diagnosed and he was discharged on 06Mar 2024. The pathology

report on 05Mar2024 showed T2aNOMO, combined small cell
carcinoma(mixed small cell carcinoma(90%) and

adenocarcinoma(10%)), without lymph nodal metastasis. Per

subject's statement on 22Mar2024, chemotherapy was advised

by surgeon for lung cancer and will discussion at next visit on
29Mar2024.0n 29Mar2024 visit,chemotherapy was arranged on
11Apr2024.

On 11Apr2024,subject was admitted for chemotherapy.Port-A implantation
arranged on 12Apr2024 and then chemotherapy will be administered for 3 days.
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LR R On 11Apr2024,subject was admitted for chemotherapy.Port-A implantation
arranged on 12Apr2024 and then chemotherapy will be administered for 3 days.
After admission on 11Apr2024,subject received Port-A implantation on
12Apr2024.0n 13Apr2024,the chemotherapy of 4 cycles of cisplatin and
etoposide were planned to be given.The first cycle of Fytosid 140mg was
administered on 15-17Apr2024.He was discharged on 18Apr2024.
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He was admitted due to Right pneumothorax, post catheter thoracostomy with
pigtail insertion on 2024/2/16, and Sepsis, focus on community-acquired
pneumonia.

After admission, empiric antibiotics with moxifloxacin was added (2/17-).
Follow-up CXR (chest X-ray) revealed improving pneumonia patch and PTX
(pneumothorax) . Less air bubbles for chest bottle (one bottle system) was
noted these days. Night BiPAP (bilevel positive airway pressure) was kept.
However, desaturation with increasing oxygen demand from nasal cannula to
NRM (non-rebreathing mask) full was noted on 2/23 morning. He denied
choking episode, chest tightness. PE (physical examination) revealed bilateral
wheezing sound. After discussing with he and his daughter, he refused DNR
(do not resuscitate) and intubation was done on 2/24. He will be transferred to
ICU (intensive care unit) for further care. (2/23 F]Aa B E -2 g2 L e 6374
T i =F trial)

2/23 #& ~ ICU ;5%

Expired on 2024/04/08 23:35
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