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total knee arthroplasty. She is admitted for further management on 28/APR/2022.
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On 10-FEB-2022, the patient experienced grade two fever (preferred term: Pyrexia).
The event fever became serious on 12-FEB-2022. The event occurred during the
treatment period of this study. Patient received Cycle 1 Day 15 FLOT treatment on
10-11 Feb2022. Fever, consider hepatitis: BodyTemperature(39.6-40 degree
Celsius)on 10-11 Feb2022, WBC 14180/uL,GOT/GPT 163/191 IU/L on 11Feb2022.
Keep symptomatic treatment, supportive care, and pain control. After P1 evaluation,
5-FU was hold on 11 Feb 2022 8:00am until fever episode subsides. Fever was
recovered to Grade 1 on 11 Feb 2022pm but PI decided to discontinue the rest of
5-FU infusion, and patient will continue hospitalization. No action was taken with
respect to Durvalumab/placebo, Leucovorin, Docetaxel and Oxaliplatin and with
5-FU was temporary stop. The patient recovered from the event(s) after 2 days on
11-Feb-2022. The investigator considered that there was a reasonable possibility of a
causal relationship between the study therapy Oxaliplatin and the following event(s):
fever.

Summary of follow-up information received by AstraZeneca/Med Immune
23-Mar-2022: Updated outcome from recovering to recovered. Added event stop
date. Updated narrative.
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