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fInvivyd .Inc., Waltham, MA, USA: 2Clinical Pharmacology, Certara, Buffalo, NY, USA Phone: (786) 309-4278 A single dose of adintrevimab, up to 4500

mg IV, was well tolerated by healthy adults

INTRODUCTION RESULTS with no study drug-related AEs, serious
* Adintrevimab is an extended half-life, fully human IgG1 monoclonal * Adintrevimab is being assessed in two separate phase 2/3 clinical trials: Participants Table 2. Non-compartmental analysis of observed data AES,t.OI' |nject|<:tn-:|te or hypersensitivity
' ' ' ' ' t of COVID-197.8 - : : : reactions reporitie
antlfo?y (tr_nAb) ehglr;e;'g\;cjst%h?/vg hlgdh p?[ﬁtené:’x;gdlirogdv " the EVADE and STAMP trials for prevention and treatment of CO 9 - Overall, 30 participants were randomized to adintrevimab (n=24) or T Tmax Median  Crax mean (SD),  AUCopa, 021, mean P
g:zdr:rlnzii Is:t:rﬂiaa:lr:i ~LOV-2 andotner ke LOoVs wi * We previously reported preliminary results from the 300 mg IM, 600 mg placebo (n=6) (range), days ug/mL (SD), day*pg/mL
, - . . IM, and 500 mg IV cohorts in an ongoing Phase 1 single ascending-dose * Baseline characteristics were well balanced among cohorts (Table 1) Adintrevimab 1200
* In vitro, adintrevimab has demonstrated potent neutralizing activity study evaluating the safety, tolerability, and pharmacokinetics (PK) of a mg IM (n=8)? 6 (3-6) 191 (48.2) 3040 (602)
against most variants and sublineages of SARS-CoV-2. Adintrevimab single dose of adintrevimab in healthy adults® Table 1
. L . . . Adintrevimab 1200
d|splgys reQuced in vitro activity against Orr;gron BA.1/BA.1.1and lacks , Here, we report results from higher doses of adintrevimab assessed in this _ — _ _ mg IV (n=8)a 0.33 (0.042-1) 423 (105) 4610 (105)
activity against BA.2, BA.3, BA.4, and BA.5 study, given that emerging SARS-CoV-2 variants may have varying Baseline characteristics Adintrevimab a _ _ . . . o .
T . ' Includes only participants who received ADG20. AUC, area under the curve; C.,,,, maximum serum concentration The prellmlnary PK prOflle Was dose
susceptibilities to adintrevimab Characteristic Cohort4  Cohort5  Cohort 6 VNA tit sroportional compared with previous
(n=10) (n=10) (n=10) S Iiters l Wi viou
METHODS Age, years * Participants enrolled had a range of preexisting titers due to previous cohorts and consistent with the method of
Median (range) 34-50(204'46) 28-50(2(?'48) 35-00(201 -47) infections and/or COVID-19 vaccination administration
. . > 0
Figure 1. Phase 1 study design (cohorts 4, 5, & 6) Fe5rgélr;(r/:)(‘7) . (5(0 )O) 3 (3(0 )O) . (5(0 )O) * The addition of adintrevimab boosted titers rapidly from baseline with peak
Race " (%) ’ ' ' ' titers achieved for 1200 mg IV at Day 1 (BavPat) and Day 2 (BA.1) and for
cort soeegpeos Ny, silflbe N, G P 1 (10) 00) 2 (20) 1200 mg IM at Day 7 (BA.1 and BavPat) (Figure 3)
SRS Black or African American 1 (10) 4 (40) 2 (20) ¢ Adintrevimab-boosted geometric mean titers remained above baseline at
T o " Day 2 ooy 14 White 8 (80) 6 (60) 6 (60) Day 90 for 1200 mg IV: 136% (BA.1) and 1175% (BavPat); 1200 mg IM: _ _ _
e G Adiire bay 28101 agg,%s{;g%s%s onen Other 0 (0) 0 (0) 0 (0) 128% (BA.1) and 321% (BavPat) while geometric mean titers for placebo Adintrevimab provided a boost to
e - : Ethnicity, n (%) participants dropped below baseline by Day 90 for both variants (placebo: neutralizing titers compared to participants
o | » Hispanic or Latinx 3 (30) 5 (50) 3(30) 50% [BA.1] and 65% [BavPat]) (Figure 4) . L :
Cohort 6: s pogﬁi‘iset s:rie?:‘j:ﬁa Not Hispanic or Latinx 7 (70) 5 (50) 7 (70) receilving plgcebo and maintained tlte.rs
A Mean (SD) bOCiy mass index at 23.95(2.1) 2556 (1.8) 25.62 (1.5) Figure 3. Adintrevimab-associated sVNA titers for BavPat and above baseline out to 90 days for Omicron
e e e e 473 £ ot it ware e o o 2 s P st baseline, kg/m Omicron BA.1 BA.1
SD, standard deviation
Study design and objectives Endpoints and assessments BA.1 BavPat1
 Randomized, double-blind, placebo-controlled, single ascending-  * Adverse event (AE) monitoring, clinical laboratory and vital sign Safety and tolerability ) a8
dose study conducted at a single center in the United States assessments, and physical examinations were performed throughout * No study drug-related AEs, serious AEs, discontinuations, deaths, Jons. | 8192 ﬁﬁﬂ:ﬁ\l
* Follow-up through 12 months is ongoing and the study remains the study injection-site reactions, or hypersensitivity reactions were reported é i C O N C L U S I O N S
blinded * Injection site tolerability was assessed through Day 4 in the IM PK profile é 20481 4
* Eligible participants were healthy adults aged 18 to 55 years and cohort * The observed PK profiles through Day 21 for 1200 mg IM and 1200 mg 5 5124 |
had a negative SARS-CoV-2 RT-PCR test on day prior to dosin * Hypersensitivity reactions were monitored throughout the i i in Fi o : : .
gP e yP J duration of the study %Of ad(':t"e‘;_'ma? are shown In F'g”rte 2t Ty was 033 ¢ e o1 . « Asingle dose of adintrevimab 1200 mg IV or IM
* Participants were dosed regardless of serostatus 3 . . e median time to maximum concentration (T,,,) was O. ays g | : : _ :
. 3 cohorts (n=1O oer COhOI’t) were randomized (82) o receive * Serum PK Samples were collected at SpeC|f|ed visits for up to 3 (range: 0042_1) for 1200 mg I\ versus 6 days (range: 3_6) after a ? T - Placebo C4-C6 prOVIded rapld deveIOpment Of neUtraIIZIng tlteI’S that
adintrevimab or placebo (Figure 1) ' months single 1200 mg IM injection (Table 2) O | - 1200mg IV A persisted against omicron BA.1 above baseline out
 Participant Id : - t least 14 d ior to dosi * Serum adintrevimab concentrations were determined using a validated * IM and IV comparison of 1200 mg from lower dose 600 mg IM and 500 128-- 8- o meMAdevmab to 90 days
ata;rlglliaori]n? (C:J:Slrjingrtehcee:‘\;i:wvigcpl)neeris q eas ays priorio dosing hybrid ligand binding liquid chromatography—mass spectrometry (LC- mg |V cohorts indicates dose proportionality of C,., and exposure . ~ - . - -~ -
' MS)/MS assay AUCpay21 ° ’ ? Time Since Dose (Day) A single dose of adintrevimab up to 4500 mg was
* Objective of this analysis was to: : : : : : : _
Jectiv ! ysis W - * PK parametgrs we!'e estimated u5|_ng staqdard non_—cc_)mpartr_ne_ntal Figure 2. Mean adintrevimab concentration over time F|gur_e 4. Adintrevimab-associated sVNA percent change from well tolerated. These pre||m|nary safety and PK data
° Evaluate the safety and tolerability of all cohorts methods (WinNonlin) and summarized using descriptive statistics baseline support the potential use of higher doses of
* Evaluate PK of a Single dO*SG of adintrevimab in cohorts 4 and AS an exploratory research analyS|S for Cohorts 4 and 5, the 500/0 /E\ 1000-5— BA.1 BavPat1 adintrevimab as needed to address emerging
5 up to 21 days post dose neutralization (MN50) sVNA titers were determined using a plaque ER 100, 20004 | SARS-CoV-2 variants
* Evaluate serum viral neutralizing antibody (sVNA) titer reduction assay against SARS-CoV-2 strain D614G (BavPat) and 5
L . § i Placebo C4-C6
samples for up to 3 months for cohorts 4 and 5 Omicron BA.1 £ 100+ 2 1200 ma 1V Adintrovimab
8 L T_) - mg Intrevima
*Analysis was not complete for cohort 6 at time the data for poster was analyzed § §300- 2000 t —o— 1200 mg IM Adintrevimab
E :
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