Pemivibart for Prevention of COVID-19: Phase Il CANOPY Subset in Advanced HIV Infection 740

Kristin Narayan', Meredith Leston, llker Yalcin?, David Wilfret!2, Mark Wingertzahn'
Invivyd, Inc., New Haven, CT, USA; 2The Conjugate Group, Waltham, MA

INTRODUCTION RESULTS

* People Iivm.g with HIV remain at increa)se_d risk of severe outcomes from COVID-19 due to underlying Participants Figure 2: csVNA Titer Against JN.12 in CANOPY Cohort A and
immunologic vulnerability and comorbidities'2 * CANOPY participants were enrolled from September 2023 — Advanced HIV Subset Through Month 6
* Pemivibartis a recombinanthuman monoclonal IgG1A antibody that targets the SARS-CoV-2 spike protein November 2023 100000 KEY FINDINGS
receptor binding domain, thereby inhibiting virus attachment to host cells® * Atotal of 306 participants were enrolled in Cohort A —CohortA
; ; Cohort A HIV Subset
* Based on Phase 3 CANOPY data (NCT06039449), pemivibart was granted emergency use authorization * 27 (8.8%) were included in the advanced HIV subset (Table 1) & 10000 ’ 5 3514 for Advanced HIV Subset
(Mar 2024) for pre-exposure prophylaxis of COVID-19 in certain adults and adolescents with moderate-to- * Twenty-six (96.3%) participants in the advanced HIV subset reported '<Z? 1000
severe immune compromise*56 drug-management via antiviral/antiretroviral treatment 3 500
) ) 100
Here we describe a post hoc analysis of participants with advanced HIV infection in the CANOPY * Pnortodezrfllénoevn:béi?:% participants _‘t” the advanced lk_il\/lsu'lz‘set
open-label, single-arm immunocompromised Cohort A. received = -9 vaccing; majority were Seropositive to 10+ i
P 2 9 P! (74.1%) and S (96.3%) antigens but < 50% had measurable sVNA Day 1 (first Day 28 Month 3 Month 3 Month 6 CANOPY enrolled part

Table 1. Baseline Characteristics in CANOPY Cohort A and
Advanced HIV Subset

titers against historical/concurrent variants (Table 1). dose) (pre-infusion)  (end of with immune compromise
METHODS infusion)

(Cohort A); among these, 27
participants (8.8%) were in the

he time of af

Figure 1. CANOPY, A Phase 3 Study To Evaluate Efficacy and Safety of Pemivibart for the Prevention

- [oLLEL YN Cohort A
Of COVID-19 Advanced advanced HIV subset
""""""""""""""""""""""""""""""""""" ! Parameter
| HIV Subset
COHORT A H ubEe
te-o- e Month 6 ' n =27
(visit) | Medi: X 59 [22-83] | 60 [39-77 +A
" Open oo I O odian age [range], years [223] | 60 [89.77] Pemivibart was well-tolerated
Vﬂ"“(’::_‘;% Subset Day 1 Month 3 Month 12} Female, n (%) 187 (61.1) | 4(14.8) .
CANOPY Partcpars e vnad (dosing) (redosing) st s | BMI, moan (SD), kgim? 205 (78) | 286 (96) in the advanced HIV subset as
STUDY B o H Participants with prior COVID-19 vaccinations, n (%) | 269 (87.9) | 23 (85.2%) | Safety and Tolerability measured by StUdy drug'
i - i
OVERVIEW - ':;;Z‘;ﬁ'(f’af L COVID-19 vaccinations, 511 | 30-6) |, Thiough Month 6, 66.7% of CohortA advanced HIV related TEAEs
ortn o >1 Concomitant medication 305 (99.7) | 26 (96.3) participants reported a TEAE (Table 2)
ronie e + - - Risk Factor for COVID-19° (%) * 7 (25.9%) were SAEs
Day 1 Month3 |\ intravenous  Month 12 Age (255 years) 58.5 66.7 + 2 (7.4%) were study-drug related, 1 (3.7%) of
(dosing) (redosing) (last visit) " N ’ - H
! ! g;ise'gs(?_w ;r:’jl_oz’)‘glmz) ?;2 275;‘9 which required treatment interruption but was not csVNA titers were elevated to
_ ) ) Chronic kidney disease 10.1 37 considered an SAE levels associated with
Trial Design and Subset Analysis Chronic lung disease 19.0 18.5 « Two all-cause mortalities were reported (Table 3) protection by pemivibart in
* CANOPY was a Phase 3 study that evaluated the safety, tolerability, pharmacokinetics, and efficacy of Cardiac disease 42.2 37.0 « There were no instances of anaphylaxis in the
i . J Sickle cell di 03 0.0 phy the advanced HIV subset
pemivibart for pre-exposure prophylaxis of COVID-19 in adults aged 218 years (Figure 1)456 Sloclideu?gan It?::z;e)lant reciplent 108 37 advanced HIV subset; 4 cases of anaphylaxis were
* CANOPY CohortA: open-label, single-arm cohort that enrolled adults with significantimmune compromise to Stroke or cerebrovascular disease 29 1.1 reported in the overall Cohort A
receive pemivibart (Figure 1 dashed box) Substance use disorder 2.0 7.4
* Primary and secondary objectives from CANOPY Cohort A included the following: Baseline serology, (%) Assessment of COVID-19 for Cohort A and Advanced
N-protein positive 49.0 74.1 There were no cases of RT-
* Primary N-protein negative 493 259 HIV Subset 3 i
« Evaluation of safety via study drug-related treatment emergent adverse events (TEAES), 2"’""9!" positive 907'7 936'3 * Following pemivibart dosing, advanced HIV subset PCR-confirmed symptomatic
serious adverse events (SAEs), and treatment interruption/discontinuation -protein negative 7 7 csVNAiters were elevated to levels associated with COVID-19 reported through
. . . . Baseli d SARS-CoV-2 sVNA it %P i - .
* Evaluation of protection against symptomatic COVID-19 based on calculated serum virus aS:EiNn;\eti:‘:;eagainst B.1(.J617.; ters (%4°) 853 48.1 ?hrotectloqlaé;ar\]nsrtgé)\rl:lp 19 aznd were comparable with Month 6 in the advanced HIV
neutralizing antibody (csVNA) titers against SARS-CoV-2 after receiving pemivibart msVNA titers against BA.4/5 69.0 44.4 e overalibono (Figure 2) bset
(immunobridging data reported previously*) msVNA titers against XBB1.5 412 222 * No cases of RT-PCR-confirmed symptomatic COVID-19 subse
« Secondary “Partcipants may be in more than one category, were reportedin the CohortA advanced HIV subset
*Baseline msVNA titer above detectable threshold through Month 6 (Table 3)
+ Evaluation of sVNA titers against SARS-CoV-2 after receiving pemivibart via csVNA and 84l body massidex:Nprten icleocapsidpocin. S-prten piko prtin; VA, measured soum
measured sVNA titers against relevant SARS-CoV-2 variants )
* Evaluation of pemivibart in the prevention of RT-PCR-confirmed symptomatic COVID-19 via Table 2. Safety for CANOPY Cohort A and Advanced HIV Subset Through Month 62

RT-PCR-confirmed symptomatic COVID-19

Overall Cohort A Cohort A Advanced HIV Subset CONCLUSION
* Evaluation of the immunogenicity and PK of pemivibart Parameter n=306 n=27
* Participants received a dose of study drug via intravenous infusion on Day 1 and then another equivalent dose TEAE, n (%) 204 (66.7) 18 (66.7) for Advanced HIV Subset
at Month 3 over 30 minutes SAE, n (%) 35 (11.4) 7(25.9)
« Infusion time increased to 60 minutes with 31 participants in Cohort A that received 2nd dose Study drug related TEAEs, n (%) 34 (11.1) 2(7.4)
* Participants were followed through Month 12; no additional doses were administered following the Month 3 dose -leading to death 0(0.0) 0(0.0) .
* The advanced HIV subset included Cohort A participants with advanced HIV infection at baseline (CD4 < 350 -leading to interruption 14 (4.6) 167y These data support pemivibart as a
cell/mms3) -leading to discontinuation 7 (2.3 0(0.0) preventative option against COVID-19
2Safet lysis set includes all particif ts wh ived any amount of study drug duri the stud) - - - - s
* Data are presented for both Cohort A and Cohort A advanced HIV subset that were analyzed through Month 6 »cZnizyraneyrsmwan-lg/;::;faﬁe’s;f:a;y oot ’,yniﬁ?eé Fiporaonsity (:ng:ge el (n = 2), infusion related reaction (n = 2), tachycardia (n = 1), tremor (n = 1). in this hIgh-I’ISk clinical group
“Cohort A advanced HIV subset cause of study n included: infusion related reaction (n = 1)
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