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Safet The most common ADRs were “diarrhea” in 38 cases (2.4%), "nausea” in 20 cases (1.3%), and “headache” in 18 cases (1.1%). No serious ADRs were observed.
y One case of pregnancy was reported and no ADRs have been observed. ADRs occurred most frequently 1 to 2 days after the start of administration, and
90.7% occurred within 5 days after the start of administration of ensitrelvir (Table 4).

Background and purpose

* Ensitrelvir fumaric acid (hereafter, ensitrelvir, Xocova®) is a novel anti-SARS-CoV-2 drug and an inhibitor of the
SARS-CoV-2 3CL protease which processes SARS-CoV-2 polyproteins essential for viral replication . Emergency Table 3. Frequency of ADRs by Table 4. Timing of Onset and Outcome of ADRs =3 events MedDRA version 26.0
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*Adverse Events were defined as any untoward medical occurrences in patients administered a medicinal product and which did not necessarily have a causal relationship with treatment
**Adverse drug reactions (ADRs), which could be an AE or SAE, were defined as reactions for which a causal relationship with the drug was suspected by either the reporting physician or
the sponsor.

1) Resolution of fever was defined as the first time when <37°C was maintained for 24 hours or longer. 2) Systemic symptoms include lethargy or fatigue, muscle or body pain, headache, chills or
shivering, hotness or fever, taste dysfunctions, and smell dysfunctions. 3) Respiratory symptoms include stuffy or runny nose, sore throat, cough, and shortness of breath (dyspnoea). 4) Gastro-

intestinal symptoms include nausea, vomiting, and diarrhoea. 5) Resolution of all symptoms was defined as the first time when none of fever, systemic, respiratory, and gastrointestinal symptoms S d I s 't t'
persisted for 24 hours or longer. * The lower bound of the 95% confidence interval (Cl) for the Kaplan-Meier estimate was above 50% just before the median, and the upper bound of the 95% Cl u m ma ry a n I m I a |O n

was below 50% just after the median, therefore the 95% Cl was not estimated.
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