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INTRODUCTION and prevention of COVID-19
« ADG20 is a fully human IgG1 monoclonal antibody engineered to have « The spread of SARS-CoV-2 and the emergence of new variants of « This study is ongoing, and data are presented in a blinded manner Figure 2. Mean ADG20 concentration over time
high potency and broad neutralization against severe acute respiratory concern represent ongoing global public health issues; the search for . . (non-compartmental analysis observed data) .
syndrome coronavirus 2 (SARS-CoV-2) and other SARS-like CoVs with therapies to treat or prevent COVID-19 remains a matter of urgency* Participants 1000 A smgle"dolse of g[;Gzho’ l:[;to flolo mg. I::’I’
o o . o . o o ° H H H — — w w r
pandemic potgn’qal by bIhC!Ihg to a hlghly consgr:/ed epitope in + In vitro, ADG20 displays high binding affinity and potent neutralization Overéll, 30 partlupﬁathS were randomized to ADG20 (n=24) or placebo (n=6) ~ as well tolerated by healthy a. ults wit
the receptor-binding domain of the spike protein against all SARS-CoV-2 variants tested, including variants being . Baseline characteristics were well balanced among cohorts (Table 1) Q % o no study drug-related AEs, serious AEs, or
« The Fc region of ADG20 has been modified to provide an extended monitored and variants of concern (B.1.1.7/Alpha, B.1.351/Beta, Lz —_— injection-site or hypersensitivity reactions
half-life' P1/Gamma, B1.617.2/Delta)>” : . L. < s i —
. S o o Table 1. Baseline characteristics as ° reported
« ADGZ20 is currently in clinical development and is being evaluated « Here, we report preliminary results (up to 6 months of follow-up) from 2 g
for the potential treatment and prevention of COVID-19%3 an ongoing Phase 1 single ascending-dose study evaluating the safety, Characteristic Cohort 1 (n=10) Cohort 3 (n=10) & & —— ADG20 300 mg IM (n=8)°
tolerability, and pharmacokinetics (PK) of a single dose of ADG20 in § e . . .
healthy adults Age, years S —— ADG20 600 mg IM (n=8 The preliminary PK profile was dose
Median (range) 37.5 (18.0-48.0) 40.5 (20.0-54.0) 34.0 (18.0-55.0) N | | | | | , proportional and consistent with
>50, n (%) 0 2 (20.0) 2 (20.0) 0 30 60 90 120 150 180 BT
METHODS Time Since Dose (days) an extended half-life monoclonal
Male, n (%) 4 (400) 4 (400) 6 (600) Treatment T__. median (range), C,omean  AUC_  ..,mean AUC, ... mean AUC, . ..mean T, (SD), anti bOdy' The Observed geometrlc
Figure 1. Phase 1 Study design Female, N (%) 6 (600) 6 (600) 4 (400) days (SD), pg/mL  (SD), day*ug/mL  (SD), day*ug/mL  (SD), day*ug/mL  days mean sVNA titer at 6 months was 327
ADG20 300 mg IM (n=8)* 13 (6—20) 50.0 (14.9) 843 (259) 3260 (836) 4990 (1140) 96.8 (13.8)
ADG20 Cohort 1: : : i Race, n (%) 0.0417 (0.0417-0.0417) 169 (29.1) 1870 (294) 6360 (1230) - -
—> Screening period Day 1 Day 4 Day 14 Follow-up period . I B s ~ ~
A[_)G.2O 300 mg I_M Day -28 to -1 SRC data review Asian 1 (100) 0 0 ADG20 600 mg IM (n=8)* 13 (3-20) 85.6 (19.2) 1480 (371) 6060 (1160)
Hea'lthy adult (n=8); placebo (n=2) Black or African American 1(10.0) 1(10.0) 1(10.0) “Includes only participants who received ADG20. AUC, area under the curve; C__, maximum serum ADG20-associated sVNA titers the day
participants v White 6 (60.0) 9 (90.0) 8 (80.0) concentration; t,_, half-life. . . . . .
gl;l=305)§ged °’- e 50 ma v () N following dosing were similar to or higher
toS0years o —> mg IV (n=3); Figure 3. ADG2 rum concentration/sVNA relationshi . . .
with a body placebo (n=2) Pacific Islander 2 (20.0) 0 0 gure 3. ADG20 serum concentration/s elationship than titers achieved by a full dose regimen
mass index >18.5 8:2 v : Multiple o) 0 1(10.0) 12,5007 y = 43.20x ° ° of AZD1222. By Day 7, ADG20 sVNA
ahd <3OO kg/m2 COhOI‘t 3: . . Day 1 . AdJ R#=0.832 o ° y.0 °
Placebo ADG20 600 mg IM (n=8): Screening period Sinale dose Day 4 Day 14 Follow-up period Ethnicit titers S|gn|f|cantly exceeded peak titers
_> placebo (n=2) Day-28to-1 /' il PEIEGEE /SIS CRmmaEsT /(b imenting o 3 associated with AZD1222 and mRNA-1273
= (2 injections) Hispanic or Latino 1(10.0) 6 (60.0) 5 (50.0) 9
M, intramuscular: IV, intravenous: R, randomization: SRC, safety review committee. Not Hispanic or Latino 9 (90.0) 4 (40.0) 5 (50.0) : and were maintained at comparable levels
. o . < through Study Month 6
Study design and participants Endpoints and assessments Mean (D) body mass o
. Randomized, double-blind, placebo-controlled, single ascending-dose ~ « Adverse event (AE) monitoring, clinical laboratory and vital sign index, kg/m 23.5(31) 237 (1.8) 24.9 (3.4) 5
study initiated at a single center in the United States in February 2021 assessments, and physical examinations were performed throughout SD, standard deviation. = ' '
) ) h tud Scan the QR code to download an electronic version of the poster.
« Follow-up through 12 months (February 2022) is ongoing and the the stuady d  The QR code is intended to provide scientific information for individual
study remains blinded « Injection site tolerability was self-assessed using a diary through Day 4 Safety and tolera bility 0 & i - - . o : reference. The PDF should not be altered or reproduced in any way.
o Ellglt?le participants Werg hea.lthy adult§ aged 13 to 50 yearg at « Serum PK samples were collected at specified visits for up to 6 months . No study drug—related AEs, serious AEs, discontinuations, deaths, ADG20 Serum Concentration (ug/mL)
low risk of SARS—CO\{—Z mfechon anc! with no evidence of prior-or « Serum ADG20 concentrations were determined using a validated injection-site reactions, or hypersensitivity reactions were reported Gray line = mean linear regression: gray shading = 95% CI: black circles = individual time matched ADG20
current SARS—C.O\(—2 infection (negatlye SARS,_COV_Z quantltatlve hybrid Iigand binding “qUid chromatography—mass SpeCtrometry ° Through a minimum of 12 weeks pOSt dose, 11 AEs were reported in serum concentration and MN50 s\}NA titer measurementst Linear regression excluded samples that were
reverse transcription polymerase chain reaction and serology tests (MS)/MS assay 7 participants (2/10 [20%] Cohort 1: 3/10 [30%] Cohort 2: 2/10 [20%] taken following SARS-CoV-2 vaccination from participants who received vaccination during the trial. ‘ O N ‘ l ' S I O N S
[nucleocapsid as antigen, detecting both IgG and IgM] at screening) « PK parameters were estimated using standard non-compartmental Cohort 3); all were mild in severity and considered unrelated to study drug Fi 4. ADG20 . d sVNA ti d with K
« 3 cohorts (n=10 per cohort) were randomized (8:2) to receive ADG20 methods (WinNonlin) and summarized using descriptive statistics PK il igure . -associated s titers compared with pea
) rofi . ) . ..
or placebo (Figure 1) « Serum viral neutralizing antibody (sSVNA) titer samples were collected profile . _ o responses following AZD1222 and mRNA-1273 vaccination
- The primary objective was to evaluate the safety and tolerability of a at specified visits for up to 6 months » The observed PK profile through Day 180 for a single 300 mg IM injection . = . o Taken together, ADG20 was well tolerated and
single dose of ADG20 . . o of ADG20 and through Day 90 for 500 mg IV and 600 mg IM doses of 100004 | o ! 2 Dose e .
* As anon-prespecified exploratory research analysis, the 50% ADG20 was dose proportional and consistent with an extended half-life 1 | o | Azblez the preliminary PK and sVNA titer data support the
neutralization (MN50) sVNA titers were determined using a plaque monoclonal antibody (Figure 2) 1 | x| | ) Dose : : ,. :
reduction assay against SARS-CoV-2 strain D614G (BavPat). sVNA T yH9 . | ] | = S 1oa MRNA-1273 potential for a single 300 mg IM injection of ADG20
titers following administration of ADG20 were compared with peak » The median time to maximum concentration (T, ) was 13 days (range: 6-20) o 1 Injection to provide protection from symptomatic COVID-19
responses following AZD1222 and mRNA-1273 vaccination after a single 300 mg IM injection 1000 327 326 ADG20 300 mg IM ..
. Based on 6-month data collected from participants who received for a minimum of 6 months

300 mg IM, the estimated half-life of ADG20 was 96.8 days
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