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In high-risk ambulatory patients with mild to
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moderate COVID-19 due to non-Omicron SARS-
CoV-2, treatment with adintrevimab reduced the
relative risk of COVID-19-related hospitalization or
all-cause death by 66% compared with placebo

INTRODUCTION

* Peak SARS-CoV-2 viral replication occurs in the upper respiratory tract in early .
symptomatic phases of infection'.2

RESULTS

Adintrevimab can be administered intramuscularly (IM) and has been evaluated in
2 separate phase 2/3 clinical trials: the STAMP trial for treatment of COVID-19 and the
EVADE ftrial for prevention of COVID-19 in both post-exposure and pre-exposure settings’:8

Baseline Characteristics

Of 336 participants who comprised the non-Omicron mFAS efficacy analysis population,

In the STAMP trial, treatment with a single IM dose of adintrevimab significantly reduced the 261 received adintrevimab (n=133) or placebo (n=128) within 3 days of symptom onset
risk of COVID-19—related hospitalization or all-cause death through day 29 compared with °

Figure 4. COVID-19-related hospitalization or all-cause death
through day 29 across key subgroups in participants treated within

* Administration of a monoclonal antibody (mAb) may be most beneficial in the early stages
3 days of symptom onset (early treatment)

of infection, immediately after symptom onset, especially for patients who are at high risk of

disease progression3+4 Baseline characteristics were generally balanced between treatment groups (Table 1)

randomization participants with a missing WGS result were classified as suspected non-Omicron. PEarly treatment denotes treatment

adintrevimab group (Figure 3)
administration within 3 days of symptom onset.

* A standardized risk difference of —8.0% (95% ClI, —14.11 to —1.86; nominal P<0.05)

Standardized RRR Adintrevimab Placebo

. Adintrevimah i - : : lacebo in high-risk ambulatory patients with mild to moderate COVID-19 due to non- : r " ey, Subgroup (95% CI) 300 mg IM M Among a subgroup of patients who received
Adintrevimab is a fully human immunoglobulin G1 mAb designed to have an extended half- gmicmn S A,-S,S_Cov_z (NCT02/8%5671)9 Table 1. Baseline characteristics of participants treated within 3 days All participants —r 716 (16410903) 4133 (3.0) 151128 (11.7) g a subgroup ot p
life and improved potency and broad neutralization against SARS-CoV, SARS-CoV-2, and of symptom onset (efficacy subgroup; early treatment) Age groups, years therapy within 3 days of symptom onset,
other SARS-like CoVs with pandemic potential5.6 * Here, wde rep:ort clinical, virf):]c')gigacll, and ?afety outcomes in ahsug_:ls_ztl\;); pa.rtlicipants who ‘ Py Tr—— p— 12;65 — 9703.67((298.01 t?0992548)) :1”;% g’l; 1;;2‘7‘ 81;; adintrevimab reduced the relative risk of

received early treatment within 3 days of symptom onset in the tria Characteristic n=133 n=128 >65 : -— 797 (-75.01097.7)  1/36 (2.8) 4/34 (11.8) COVID-19-related hospitalization or all-cause
Medi 22— 21— > - i
St e Fia L 10 oz 29 (22.2) death by 74% compared with placebo
METHODS Female, n (%) 80 (60.2) 68 (53.1) Male W I 669 (-13910904)  3/53(5.7) 10/60 (16.7)
Race, n (%) Female : . 83.1 (-41.3 t0 98.0) 1/80 (1.3) 5/68 (7.4)
. . . = . . ! ¢ Baseline VL on NP swab central

STAMP Trial DeS|gn and Part|C|pants AnaIyS|s Populatlon ‘é\:;"ctsor e A 1312(?2')2) 128 (()100) >5 log,, copies/mL — 78.3 (26.2 to 93.6) 31110 (2.7) 13/107 (12.1)

* Multicenter, randomized, double-blind, placebo-controlled, phase 2/3 trial * The full analysis set (FAS) included all .randomized participants (n=399), regardless BMI, mean (SD), kg/m? 29.25 (4.7) 30.71 (4.9) ;2;?13 copies/mL - 52.3 1/2?)/(14-5) 2121 0(9-5)

* Eligible participants were non-hospitalized adults aged =18 years or adolescents of whether they received study drug (Figure 2) Antibody serology status,® n (%) Day 1 COVID severity Early th ithin the first 3 d Iso led t
aged 12 to 17 years weighing 240 kg at screening who had not received a SARS- * The non-Omicron modified FAS (mFAS) included all randomized f;leg_?_tive 11158 (1818.37) 11089 (1845.12) mlcl)(;erate : = 567.(; (1—(1022.?;349;.)2) ggz gg; 1‘11;22 2?65)7) arly t erapy ‘_Nl _m _ e 1irs ays aiso e_ oa
CoV-2 vaccine, mAb, or convalescent plasma and who had a positive SARS-CoV-2 participants with COVID-19 due to whole genome sequencing (WGS)- M?:;i'r\]'g (0 ) 1 Eo.é)) , , , , : T ' ' greater reduction in viral load compared with
diagnostic assay within 5 days before randomization and at least 1 risk factor for confirmed or suspected non-Omicron SARS-CoV-2 variants, regardless of Disease severity, n (%) -150 =100 -50 0 50 100 150 placebo and shorter time to sustained symptom
disease progression based on age or comorbidities (Figure 1) whether the participant received study drug Mild 78 (58.6) 62 (48.4) Favors placebo +— Favors adintrevimab resolution in patients who are at high risk of

* Participants had mild or moderate COVID-19 not requiring oxygen supplementation * The safety population included all randomized participants who received a single Moderate 55 (414) 66 (51.6) Subgroups with fewer than 5 total events are summarized descriptively. The size of the square marker is proportional o the total number of disease progressi on
at baseline (severity categorizations were adapted from the US Food and Drug IM dose of adintrevimab or placebo (Figure 2) Select risk factors for disease progression, n (%) 58 (53,1 participants meeting the criteria for the composite endpoint. NP, nasopharyngeal; VL, viral load.

. . . Age > 55 years 71 (53.4) 53.
Administration COVID-19 Guidance for Industry™) A subgroup of participants received early treatment within 3 days of symptom onset Obesit 2
. y (BMI 230 kg/m2) 79 (59.4) 76 (59.4) . . . . .

 Dosing was initiated in August 2021. Enrollment was suspended on January 11 SRR ’ ’ e DIEIEES (B9 U O e 2) 2001 U ({10 Figure 5. Adjusted mean change from baseline in SARS-CoV-2 viral
2022, because adintrevimab demonstrated lower in vitro potency against Omicron Figure 2. Patient disposition Days from symptom onset to drug administration load (log,, copies/mL) assessed by RT-qPCR from saliva samples in
compared with other variants. Primary efficacy data are presented for the non- o : J 14 (109) 17 (139) participants treated within 3 days of symptom onset (early treatment)

: . . . Adintrevimab (FAS, all randomized) 1 21 (15.8) 19 (14.8) . .
Omicron population. Long-term follow-up for safety is ongoing n=198 2 54 (40.6) 49 (38.3) Adintrevimab was well tolerated.
> 44 53.1) 43 (33.6) The most frequently reported adverse events
aMm total antibodies to SARS-CoV-2 “N” antigen. _ i i . . . . - -
g Cjicluded  who : c TR A e A ) 1 - nedmat W were mild to moderate injection-site reactions,
Figure 1. STAMP study design study drug Interim Analysis of Efficacy £ - aeene which occurred in 12.7% and 9% of patients
_ o Efficacy 4 : Y * In the overall non-Omicron mFAS population, the study met the primary endpoint, = % who received adintrevimab or placebo,
Screening and randomization Follow-up Long-term follow-up non-Omicron Safety demonstrating a 66% relative risk reduction (RRR) in COVID-19—related hospitalization or S E g 17 respectively
(5 days) (29 days) (+13 months) mFAS? n=192 all-cause death through day 29 with adintrevimab compared with placebo (Figure 3)° 805 |
=169 55 o
. ' ' N * Astandardized risk difference of —8.7% (95% CI, —14.71 to —2.67; P=0.0047) o
Efficacy, Safety, * Among the subgroup of participants who received early treatment, adintrevimab was § 7 ‘ O N ‘ L l l S I O N S
N early treatment AT R associated with a clinically significant reduction in the risk of COVID-19-related 4 . . . . =3.43
»  Symptom onset within Single dose adintrevimab 300 mg IM Ll n=155 hospitalization or all-cause death through day 29 compared with placebo (4 [3.0%] vs Baseline Day 3 Day 5 Day 7 Day 11
5 days before e_ alf baseline WGS data were missing, WGS data from post-baseline nasopharyngeal or saliva sample were used. Any 15 [1/I '70/0])’ a 74% RRR in favor of adintrevimab. There were no deaths in the Time point

» At high risk of disease
progression?

Baseline is defined as last non-missing measurement prior to dosing. The bars represent standard error. *P<0.05.

Endpoints and Assessments « Early therapy with a single dose of adintrevimab

N=399 - . PUNT . . T . = .
* The primary endpoint was COVID-19—related hospitalization (for 224 hours) or :::r:gure I?-dCO\legD("l ngglate(;j hOISP::ta"iatlor::)or all-cause death Interim Analysis of Safety and Tolerability 300 mg IM provided a statistically significant reduction
all-cause death through day 29 in the non-Omicron mFAS population rou a m and ear reatmen . : TP E :
I I * A population-level sta?wdardxi/zed risk was estimated using a logistic regression ° ! g * Inthe safety subgroup (as of March 28, 2022), no study drug-telated serious adverse I sk @ COWILRE-eize hOSpltallzatlon o £l
; 25 B Adintrevimab, mFAS (n=169 events (SAEs), including deaths, and no hypersensitivity reactions were reported (Table 2 I I
model predicted by treatment and baseline prognostic factors including continuous Admzrevimab earlytrfeatmen)t . " (tf ) ) 9 e et yp o y s (TEAE )p _(. i ) cause death through day 29 Compared with placebo IN
Dosing Primary efficacy age, BMI, and baseline viral load) and categorical (sex, baseline serostatus | * Ihe mostirequently reported treatment emergent adverse events S) were injection- e . : . :
(day 1) endpoint (day 29) f/agziables” ) ° ( ) g v Placebo, mFAS (n=167) site reactions (ISRs), all of which were mild or moderate in severity (Table 2) hlgh risk unvaccinated ambulatory patlents with mild
e - . ] Placebo, early reatment (n=12°) to moderate COVID-19 due to non-Omicron
aAt high risk defined as age >55 years or age 18 to <55 years with 1 or more of the following pre-existing medical * Secondary endpoints included symptom resolution/improvement and reduction in g b I ” Table 2. Safety summary of participants treated within 3 days of symptom onset
conditions: obesity (body mass index [BMI] 230 kgi), diabetes (type 1 or type 2), chronic kidney disease, chronic lung viral load (logo copies/mL) from baseline assessed by reverse transcription- 5 Uik 10.9% SARS-CoV-2
ISease, caralac disease, SICKie ce ISease or thalassemia, Solla organ or plood stem cell transplant, other . . ' . . o 10 Safet b -Omi FAS
immunodeficiency.due to underlying iIInesg or immunosuppre.ssa.nt ngedication, Down syndrome?stroke or quantltatlve polymerase chain reaction (RT—CIPCR) from saliva samples g . . a e.y v .group (non-Omicron m )
cerebrovascular disease, substance use disorder. R, randomization. « Safety and tolerability were also assessed (data cutoff date: March 28, 2022) Z ; Adverse events, n (%) Adl(r;t:ﬁ\ég;\ab I(°|I1a=c3Ie£_,b5;> Patlents treated Wlthln 3 days Of Symptom Onset had .
o Participants with any TEAE 38 (25.3) 50 (32.3) i i ) ) )
REEERENCES DISCLOSURES : Unsofcitod TEAE 25 (16.7) 0 (252 lower relative risk of COVID-19-related hospitalization
COVID-19-related . . .
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