Real-world safety and effectiveness of ensitrelvir in COVID-19 patients with risk factor: a post-marketing surveillance in Japan
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Table 2: Baseline and Demographic Characteristics (Efficacy  Figure 2: Frequency of ADRs by Baseline Characteristics Effectiveness
Analysis Set)

Background and Purpose

Effectiveness Analysis Set, N=3638

The overall median time to resolution was 36.0 hours for fever and 156.0 hours for all symptoms.
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of ensitrelvir in real-world clinical practice in Japan.” This final analysis includes data Age, years Ristory of COVID-19 No 3299 249 193 1 - 0.2106 failure and subarachnoid hemorrhage, respectively; both unrelated to COVID-19 and ensitrelvir administration.
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History of vaccination No 324 27 8.33 . 0.6115 Gastrointestinal
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Pat|ent5 with risk factors as well as pat|ent5 without risk factors. No new Safety >065 432 (11 9) 0 (OO) 432 (478) COVID-19 (duplicate) Malignant tumors 31 3 9.68 ° *Resolution of fever was defined as the first time when <37°C was maintained for 24 hours or longer. **Systemic symptoms include lethargy or fatigue, muscle or body pain, headache, chills or shivering, hotness or fever, taste
Signals were identified. Chronic respiratory diseases 77 6 7 79 e dysfunctions, and smell dysfunctions. ***Respiratory symptoms include stuffy or runny nose, sore throat, cough, and shortness of breath (dyspnoea). *Gastro intestinal symptoms include nausea, vomiting, and diarrhoea.
_ _ _ TResolution of all symptoms was defined as the first time when none of the fever, systemic, respiratory, and gastrointestinal symptoms persisted for 24 hours or longer.
Sex Chronic kidney disease 15 2 13.33 o _ _ _ _ -
Diabetes mellitus 98 3 3.06 | - Figure 3: Time to Resolution of Fever and All Symptoms By Patient Characteristics
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Study population SARS-CoV-2-infected subjects Concomitant medications nge-n-tyt Oft pre leyémptomatlc 3(15 g6 225 5 170_2030 ] 09229 Presence of high-risk factors Ygs((H ) | 645 ¢ 36.0 0.0001 | 242 1* 1680 | 00003
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Yes 2671 (73.4) 1957 (71.6) 714 (79.1) . <72 2080 ° 36.0 3013 . 156.0
Ulie 150l Qe 1o Sl 72-120 98 ° 240 | 0.0099 | 234 ° 180.0 | 0.2778
of administration (hours) >120 5 ° 60.0 ' 14 o '
Severity before administration** Mild 2145 o 36.0 3204 . 156.0
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Abbreviations: 3CL, 3C-like protease; ADR, adverse drug reaction; BMI, body mass index; Cl, confidence interval, COVID-19, coronavirus disease 2019; CRF, case report form; HR, high risk; MHLW, Ministry of Health, Labour and Welfare; PMS, post marketing surveillance; QD, once daily; SARS-CoV-2, severe acute respiratory syndrome coronavirus 2; SD, standard deviation; SOC, system organ class; SR, standard risk.



