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Results

Conclusions

_ _ o o Participants Clinical Efficacy - Additionally, among those participants with a baseline infectious viral titer 2200 PFU/mL and tested

* In the context of a changing COVID-19 landscape with lower-than-expected clinical event rates, obeldesivir - Study enrollment was stopped early, reflecting the evolving COVID-19 landscape with low rates of * 418 participants (ODV, 211; placebo, 207) who were randomized, received 21 dose of study drug, on Day 3 or Day 5, a greater proportion in the ODV group versus the placebo group had negative

treatment did not meet the primary endpoint of COVID-19—related hospitalization or all-cause death by Day 29 clinical events and were SARS-CoV-2 positive at baseline by central laboratory polymerase chain reaction were SARS-CoV-2 nasal swab infectious viral titer at Day 3 and Day 5 (Figure 3)
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IN nonhOSpItallzed partICIpantS with risk factors for progression to severe COVID-19 O\:ce:all, 46|5 partlcilpants were randomized, received =21 dose of StUdy drug, and were included in the COVID-A tad yt Ip ) | ; yth " y - Dav 99 od in 0/211 (0% Figure 3. Proportion of Participants With Negative SARS-CoV-2 Nasal Swab Infectious Viral Titer
- Obeldesivir treatment resulted in greater decreases in SARS-CoV-2 viral RNA copy number and infectious Sdiety analysis set - o o particip-ant;ri?] e ng/péf‘oﬁ;‘ o d°1r/20'70(30“§§/0) ‘;2 rticiprgrL}I’?s gl pla"(‘:’ggc:egﬁgzg ( ihriatd 6() °) With Value 2200 PFU/mL at Baseline and Tested on Day 3 or Day 5 (Virology Analysis Set?)

viral titer and a trend in faster time to symptom alleviation compared to placebo and was generally safe and * Demographic and baseline characteristics were generally similar between groups (Table 1) - | o e BODYV  HPlacebo

well tolerated — Overall, the median age of participants was 56 years, 135 (29%) were =65 years of age, « Among the 162 participants who completed the Symptoms of Infection with Coronavirus-19

262 (56%) were assigned female at birth, 343 (74%) were White, 78 (17%) were Hispanic or guestionnaire, there was a 2-day improvement in median time to symptom alleviation by Day 15 ok

 Obeldesivir remains a promising oral antiviral with the potential to reduce the burden of COVID-19 in the event Latino, and the median body mass index was 28.2 kg/m? in the ODV group compared to the placebo group (ODV, 7.3 days; placebo, 9.3 days; = 2 100
ina indivi on i ' ' ' ’ ' nominal P = 0.086; Figure 1 =
of waning individual and population immunity or the emergence of more virulent variants __ Most participants (352 [76%]) had a duration of symptoms <3 days prior to the first dose of g ) 25 .
study drug, and 196 (42%) had never received a COVID-19 vaccination prior to enroliment Figure 1. Kaplan-Meier Estimate of Time to COVID-19 Symptom Alleviation by Day 15 ‘2 = 80-
o — 426 (92%) participants were seropositive for SARS-CoV-2 anti-spike or anti-nucleocapsid (Full Analysis Positive Set?) 8 O
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« People with certain risk factors, like obesity, older age, and cardiovascular disease, have a higher rate of Table 1. D it Bacaline Characteristics (Safetv Analvsic Sefs &2 60- ” — o £
hospitalization and death following SARS-CoV-2 infection compared to those who do not have them able 1. Demographic and Baseline Characteristics (Safety Analysis Set’) 72 50- £ < 20-
: - : : : . : : : : .. o L 7 Q=
« This clinical study aimed to find out if obeldesivir was safe and effective in treating COVID-19 in participants at . oDV Placebo Total ST £ 30- S o
) _ ) _ Characteristic (n = 234) (n =231) (n = 465) Qo o O
high risk of developing severe disease _ S&® 20- z O |
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— This may be because most people had antibodies against SARS-CoV-2 and were vaccinated against Baseline 1 2 3 4 5 6 7 8 9 10 M1 12 13 14 Participants With Negative oDV Placebo Nominal
 There was no significant difference between the obeldesivir and placebo groups in the proportion of participants 27510 <85 22 (9) 20 ) 42 ) ) OE;V jo: joz :43 ﬁ gé §§ ‘g‘g %‘é % %3 §§ §§ §§ gé 5;8 55 Saseline 0/69 0/70 /A
who were hospitalized for COVID-19 or died 285 3 (1) 3 (1) 6 (1) e 0 0 4 7 10 16 25 32 36 37 41 41 42 44 44 44 Day 3 35/44 (80) 18/37 (49) 0.005
+ However, this study showed that obeldesivir treatment is generally safe, reduces levels of SARS-CoV-2 virus Sex a birth n (%) O B RSy DAY 67167 (100) 56/69 (81) <0.001
Compared tO p|aCebO, and may reSUIt |n a faSter tlme tO Sym ptOm rellef Compared tO placebo Female 147 (63) 115 (50) 262 (56) %QYE‘%@%%@;&%;E%aﬁzféegﬁg%gwho wtere rangict)mized,lreceived 21hd.ose Ofts'tUdyS(lj(r)u% andtwere ?,lb\l?s-t_CoV-thﬁcgitive at.basilsi)ne as confirmed by RT-PCR at the central laboratory. Day 10 47/49 (96) 40/41 (98) 1000
, Nazara ratio; , opelaesivir; - , reverse transcriptase—polymerase cnain reaction; , Oymptoms Of1 Infection wi oronavirus-19.
Race, n (%) Virologic Effi Zf!?'rtféii on rc‘?lrf%?{grt&etrzésﬂf{t'%32%25_52?2 I%il‘?fﬁ;%iﬁé?”.‘nf}d‘éi?itéi’élffi{éﬁ‘%fgf!‘iv”a‘l_s"fs‘;i‘é‘éle“ﬂtgp’}?é’;éé&”.é’;ﬁifaﬁbi‘V%QE‘Zii?rﬁSifse ﬁi?ﬁ?iﬁéﬁ%ﬁ?%%%%ﬂ%ge?%?%kggzgmi.V\I/i Spta“rﬁcllﬁfénﬁésv‘v'ﬁﬁ; p[l)t5
Infectious vira sa_usa aseline, additional testing was cpn uc_e on posibaseline samples IT bay o or bay o swab samples were avallable, independent Or vira COpy numbper value. ay o or vay
American Indian or AIaSka Native 21 (9) 19 (8) 40 (9) I:;’SOSOQItC . ::c?g[y)v 193 I b 192) h d . d d _ d 1 d f t d E\?i%icl)zlsyvgﬁ;yi\i?g;?li(ral,c:?t{?j%;(;)):Ei;%\zl;n\;t\éa\i/r?lcl?s\?vé?:t%jgc\;jo?r:/ti?%?I?éqeived =1 dose of study drug, and had a baseline SARS-CoV-2 viral RNA copy number above the LLOQ.
, * partcipants : , PIaCepo, WNhO were randomized and received 2 ose Of stuay  OWErTIMEE o QUAnTiation, TR, Ot applieable;, T, Obeldeshl
Aslan 24 (10) 32 (14) 96 (12) drug had a baseline SARS-CoV-2 viral RNA copy number greater than or equal to the lower limit of
|ntrod u Cti on Black 9 (4) 10 (4) 19 (4) quantitation and were included in the virology analysis set Safety
Native Hawaiian or Pacific Islander 0 2 (1) 2 (<1) . There were greater reductions in least squares mean viral RNA copy number from baseline to * The safety profiles of ODV and placebo were comparable, with similar rates of AEs, serious AEs,
- - - - - " Day 5 in the ODV group compared to the placebo group (treatment difference [95% CI] and AEs leading to discontinuation of study drug (Table 2)
 The risk of severe COVID-19 increases with age and certain comorbid conditions™* White 179 (76) 164 (71) 343 (74) y Jroup par P1e Jroup (re: o
« Early antiviral therapy in nonhospitalized individuals with COVID-19 has been shown to prevent severe disease progression*° —0.58 [70.83 t0 =0.33] logy, copies/mL; nominal £~ <0.001; Figure 2A) Table 2. Incidence of Treatment-emergent AEs and Most Common (25 Participants)
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Study drug d|Scont|nuat|On 4Risk factors were dpefined i the Tnalusion crigt]eria of the protocol. y drug 9 P y “Virology analysis set included participants who were randomized, received 21 dose of study drug, and had a baseline SARS-CoV-2 viral RNA copy number 2LLOQ. AEs were coded using the Medical Dictionary for Regulatory Activities Version 26.1. Severity grades were defined using the Division of AIDS Table for Grading the Severity of Adult and Pediatric Adverse Events
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