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This is a Downgraded report. % F]f 7 #- radiation therapy &z s % { 5
Hor g T4 3F A K% SAE: SORETHROAT (Oropharyngeal pain) &2
radiation therapy(& * Z3)v it 4p R > % HE RHEF AP > P25
non-SUSAR > F1& 4 — & CIOMS Form » % 4% 48— &M > &id 3 TFDA
% |IRB -
On 13-Sep-2021, the patient experienced grade three sorethroat (preferred term:
Oropharyngeal pain). He came to ER for sore throat a week and had progressed
on 15-Sep-2021. The event(s) sorethroat became serious on 16-SEP-2021.He also
had symptoms of dysphagia and weight loss (61.5kg to 58.5kg) in 2 days. After
admission, we adjusted pain control medication. Symptoms subsided and no
further body weight loss was noted during the admission. His vital sign was
stable, and he denied other specific discomfort. Due to stable condition, he
discharged on 24-Sep-2021 and keep following up at our OPD (Outpatient
Department). Radiation therapy was temporary stop. At the time of reporting, the
event was improving.
The investigator considered that there was a reasonable possibility of a causal
relationship between the radiation therapy and the following event(s): sorethroat.
Summary of follow-up on 28-Mar-2023: Removed key ingredient of radiation
therapy and updated study treatment from yes to no.
BIL A e R E 2 4 p 5 16-Sep-2021 0 30-Sep-2021 ;‘#5&?@]}‘% i ATE
284 p 5 13-Sep-2021 > Fla& A 4 CIOMS Form » >t pt =t 3 — & { & o
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Z ~ FIRF #-radiation therapy KRR R L EH* B > Fla $ L HEr
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ZW#F RPE E7402019 FEERTE A
% mEERE UIE L
- Initial/ "
IRB &% P FLPp Y follow Up AR i E
4/26/2023 4/19/2023 initial HRopm 4 A
PRy At Mild cough with fever was noted since 4/18.Subject went to ED and blood lab
analysis disclosed CRP mild elevated. She was admitted to our ward for
furhther survey of suspected sepsis.
32 5/3/2023
-~ AB7AE B R L X3 ET402019 » 2023/4/19 Initial » o0 » Fr
a ek 5 Sepsis suspect community-acquired pneumonia o ¥ i % 5
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Update: medical treatment and OPD follow up wound healing good Contact
with subject on 14 Apr 2023, confirmed the subject condition was recovered to
baseline.

FaALA
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-~ AEZ AT RGLARE 219013 T2k S XFEEF AP
»+ 2023/03/26 » ¥ 5% % 5. VI16/PNEUMOVAX23 - 2 4 H 3R fife2 %
2 ¥ ¢ @ Worsening of Lumbar spondylosis - Medical treatment and OPD
follow up wound healing good Contact with subject on 14 Apr 2023,
confirmed the subject condition was recovered to baseline. = 3# ¥
2023/03/30 = 1% o
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This 80 y/o male developed dyspnea and brought by his friend. He lost
consciousness during transfer. He was found PEA at ER and expired after CPR.

- A
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-~ AEZAETRGLILFEEFTO8 80k ~ T P XBEFFAP D
*2023/02/24 > ¥ s & om oo 4 FIR2 2 L E £ 1 Mortality o
This 80 y/o male developed dyspnea and brought by his friend. He lost
consciousness during transfer. He was found PEA at ER and expired after
CPR. o % 3% 2023/02/24 5= (cardiovascular disease) o % 3% i3 41 3%
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- Initial/ "
IRB &% P F2p follow Up LN SR
5/3/2023 2/13/2023 initial R A Al
PRy At The 78 y/o patient was admitted due to uremic symptoms, anemia,
hyponatremia and pneumonia. He started dialysis on 2023/2/13 and received
AV shunt creation. Dialysis was stopped before discharge
32 5/5/2023
-~ AEZAFTRGILREFTOS5 78k ~ T XpEHF L p PR
2023/02/13 » ¥ 5% % 5. Forxiga » % 4 ¥R ez 2 2 F £ : temporary
dialysis - The 78 y/o patient was admitted due to uremic symptoms, anemia,
hyponatremia and pneumonia. He started dialysis on 2023/2/13 and received
AV shunt creation. Dialysis was stopped before discharge on 2023/2/23 -
Sy P EAFEA 2023040 28 p AT ARA AR 0 AR R
FEGUEHEARBT M) RF FIEM G AR ES T AP
RFHLFF A Agait e w{ A PG T hG(Z AWM 28
ARG E D m ) FRtaERUE o
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- Initial/ %
IRB %3 p 3F FLPp Y follow Up LN SR
5/3/2023 3/22/2023 initial 5=
PRy At The 78 y/o patient was admitted due to uremic symptoms and dyspnea. He
started dialysis on 2023/3/23. He also had pneumonia and then respiratory
failure on endotrcheal tube on 2023/4/4. However, shock and critical discharge
on 2023/4/22.
$al 5/5/2023
-~ A7 AFER "«wxgé—'g TOOS ~ 78 fk ~ § 42> X F w4 p I
2023/03/22 > v @ &R & o A WK A2 3 L F 1 sepsisand
mortality - He started dialysis on 2023/3/23. He also had pneumonia and
then respiratory failure on endotrcheal tube on 2023/4/4. However, shock
and critical discharge on 2023/4/22. - =< 3% % 2023/04/22 5+ = - < %43
1138 5%:2023/04/22 -
Sy E A 2023 # 040 28 p A E A ARA AR 0 WAR A R
iiﬂ%ﬁﬂ~/?W%Mﬂ“*ﬁﬁﬂﬁﬁﬁ&%w%OMFﬁx
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" Initial/ 44
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FLPH follow up Ll

5/4/2023

4/17/2023 initial Eropm A Alx

*REREE

After admission, we hold oral Doxycycline and prescribed IV antibiotics as
Moxifloxacin for left leg cellulitis. However, flare up of erythematous papules
on whole back, chest for weeks was noted according to the patient. So we
consulted Dermatologist for further assessment on 2023/4/18. Symptom relief
medications were prescribed and his skin lesion over trunk and extremities had
gradaully improved. Local heat and dark redness over his left leg was also
improving after few days of treatment. However, new onset desquamation over
forehead was noted, with flush over both cheeks. So we consulted
Dermatologist again on 2023/4/21. Seborrhea dermatitis was impressed and
topical agent for symptom relief was added. Under generally stable condition,
this patient was discharged today with oral medications and arranged OPD
(Outpatient Department) follow up.

5/8/2023

-~ AEZAAFEZRLR ;f:ﬂﬁ 586002 *+ 2023/4/17 Initial » 2 > > f i 3%
gk 5 leftleg cellulitis » o5 8.3+ 2023/5/4 fife o ¥ R ESF i > 343
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" Initial/ 44
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FLPH follow up Ll

5/5/2023

4/20/2023 initial Eiopm A Al

AR R

She was presented with acute onset of right lower limb numbness sensation
tonight (04/20). Other associated symptoms including slurred speech and right
lower limb weakness were also reported. Therefore, patient was brought to our
ED, where CT of brain was done and revealed no ICH;
hyperglycemia(567mg/dl) was also found. Neurologist was then consulted and
NErevealed grossly intact cranial nerves, decreased pin-prick sensation, right
lower limbs mild weakness, left side weakness as baseline. Under the
impression of suspected ischemic stroke, patient was admitted on 4/20.Blood
tests revealed poorcontrolled DM complicated with HHS (hyperosmolar
hyperglycemic state), impaired renal function. Urine routine revealed pyuria.
MRIof brain revealed old infarct at the right putamen, arteriosclerosis in the
bilateral parasellar internal carotid arteries and vertebrobasilar

system, no evidence of acute ischemia infarction. Patient's symptoms improved
with treatment. We prescribed antibiotics for patient's UTI. Patient had mild
numbness which might be caused by DM neuropathy. As patient was in relative
stable condition, patient was discharged on 2023/04/26. OPD follow-up was
scheduled.
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Subject complained of abdominal pain since 2023/04/29. Associated symtpoms
included vomiting 2 days before onset of abdominal pain and abdomen
fullness. For defecation, he had no stool passage after his liquid diet initiated on
2023/04/30. He denied fever or chillness. Tracing back his history, he had
vomiting and abdominal bloating and fullness episode on 2023/04/21 before
discharge. After discharge, his symptom once paritially relieved by LMD's
prescription. However, he came to our ED on 2023/04/29 due to abdomianl
pain with vomiting episode, and AAD that midnight. He then tolerated liquid
diet, but started vomiting and abdominal pain again after normal diet (rice,
dried noodle). Due to above reason, he visited our ED again. At triage, his vital
signs were stable. Physical exam showed hyperacitve & high-pitch bowel
sound, diffuse mild tenderness and tympanic on percussion. Laboratory data
revealed leucocytosis with normal CRP level and serum potassium level.
Abdominal CT revealed mechanical ileus, with transition zone at the distal
jejunum or proximal ileum, with distal loop collapse, Suspect due to adhesion.
Under the impression of mechanical ileus, he was admitted to our ward for
further management.
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