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After delivery, this neonate was admitted to baby room for further care and
evaluation. After admission, we closely observed the newborn's vital sign and
body weight. The newborn was active and had strong suction power during
breast feeding. Defecation and urination occurred normally. Microbilirubin
was checked and showed 13.6 mg/dl at 4-day-old and 16.2mg/dL at 5-day-
old. The highest body weight loss compared to birth body weight was 6.2%
on 4-day-old, and the latest body weight was 2755gm. Both of his parents
denied G6PD (glucose 6-phosphate dehydrogenase) deficiency family history
but his mother is Hakka descendant. His mother's blood type is AB and his
father's is O. Due to neonatal jaundice, the newborn was transferred to
complete nursing unit for further survey and management.
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7 RERE This 59-year-old female had underlying disease of right breast cancer post
breast conserving surgery. She followed up regularly at our breast outpatient
department. The patient suffered from both knees pain for several years,but
Left knee was worse recently. After orthopedic physician discussed with the
patient,she decided to surgery for left total knee arthroplasty. She was
admitted for further management on 28/APR/2022. Then left total knee
arthroplasty was performed on 29/APR/2022 smoothly. Under the stable
conditions,she was discharged on 03/MAY/2022 and arranged for outpatient
department follow-up.
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The subject’s family informed the site for this SAE on 14May2022. The
subject had painful micturition and fever which can not be relieved by taking
OTC, thus he went to the ER in Kaohsiung Municipal United Hospital on
13May2022. The subject was diagnosed with URINARY TRACT
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AR RE After admission to baby room, we closely observed the newborn's vital sign
and activity. Blood sugar was checked at 1st and 4th hour after birth due to
preterm, and hypoglycemia 42 mg/dl was found,so regular formula was given.
Hepatitis B 1st dose vaccination, Vitamin K1 and Erythromycin ointment for
bilateral eyes were given. However, intermittent oxygen desacturation(91%)
under room air was noted since this noon(5/25). SpO2 (pulse oximeter
oxygen saturation) was about 88-89% during feeding for a few minutes and
would improved to about 96% under oxygen 3L/minute supplement. Physical
examination showed respiratory distress sign such as tachypnea and grunting.
Under the impression of preterm with respiratory distress, the patient was
transferred to our complete nursing unit for further evaluation and
management.
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On 13SEP2021 (also reported as 24SEP2021), the subject developed urinary
tract infection (CTCAE Grade 3, Severe). On 20SEP2021, the study drugs
Tafasitamab/Placebo and Lenalidomide/Placebo were discontinued. On
21SEP2021, the subject developed diarrhea (CTCAE Grade 3, Severe). The
investigator reported that the subject suffered from fever and watery diarrhea
several times since 21SEP2021, accompanied with general weakness and
poor appetite. On 24SEP2021, the subject went to the emergency room and
was admitted to the hospital for further management and treatment under the
impression of urinary tract infection and colitis. The action taken regarding
the study drugs Tafasitamab/Placebo and Lenalidomide/Placebo was reported
as Drug withdrawn, and regarding study drug R-CHOP was reported as Not
applicable. The outcome of events diarrhea and urinary tract infection were
reported as Not resolved. The investigator assessed the Diarrhoea as related to
study drug Tafasitamab/Placebo, Lenalidomide/Placebo, and R-CHOP.
Sponsor assessed the causal relationship between Tafasitamab/Placebo,
Lenalidomide/Placebo, and R-CHOP and the Diarrhoea as related. The
Diarrhoea is assessed as unexpected for Tafasitamab/Placebo, as per 1B v14.0.
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# & F g% & | Study therapy started on 14-MAR-2022 for esophageal squamous cell
carcinoma.

On 16-May-2022, the patient experienced grade three worsen dysphagia
(preferred term: Dysphagia). The event worsen dysphagia became serious on
18-May-2022.

The event occurred during the treatment period of this study. Subject's body
weight had loss 6 kg in recent 2 weeks. He could not eat any food, included
water due to dysphagia.Then he was admitted to our Gl (gastrointestinal) ward
for further management. Action taken with Durvalumab/placebo, Cisplatin and
Fluorouracil was temporary stop and with Radiation therapy was not applicable.
At the time of reporting, the event was improving.

The investigator considered that there was a reasonable possibility of a causal
relationship between the study therapy Durvalumab/placebo, Cisplatin,
Fluorouracil and radiation therapy and the following events: worsen dysphagia.
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