Pemivibart for Prevention of COVID-19: Subset Analysis of CANOPY Kidney Transplant Recipients
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INTRODUCTION RESULTS

* Kidney transplant (KT) patients experience reduced vaccine protection and remain at high risk of severe Participants Figure 2: csVNA Titer Against JN.12 in CANOPY Cohort A
COVID-19 outcomes due to chronic immunosuppression’ * CANOPY participants were enrolled from September 2023 — and Kidney Transplant Subset Through Month 6
* Pemivibart is a recombinant human monoclonal IgG1A antibody that targets the SARS-CoV-2 spike protein November 2023 KEY F|N D| NGS
receptor binding domain, thereby inhibiting virus attachment to host cells? * Atotal of 306 participants were enrolled in Cohort A 100000 - — Cohort A
* Based on Phase 3 CANOPY data (NCT06039449), pemivibart was granted emergency use authorization * 23 (7.5%) were included in the KT subset (Table 1) 10000 - ~~___ - Cohort AKT Subset for Subset of Kidney Transplant Recipients
(March 2024) for pre-exposure prophylaxis of COVID-19 in certain adults and adolescents with moderate- * Median time from transplant to first pemivibart dose was 4 years 8 e et et < 3514
to-severe immune compromise34-° [IQR: 3-9.5] < 1000 - 500
=
.. . . >
Objective: Here we describe a post hoc analysis of exclusively KT participants in the CANOPY * All23 (100%) KT participants were concomitantly receiving | A 100 A
open-label, single-arm immunocompromised Cohort A Immunosuppressants, including 15 (65.2%) receiving corticosteroids o . . . . . CANOPY enrolled participants
. S . Dac}jlo1sé]c)lr8t oay 28 (prl\él-ci)mgs?on) I\(/leonnc;[hoi:"3 Monih With immune compromise
METHODS Table 1. Baseline Characteristics in CANOPY Cohort A and infusion) Cohort A): th 23
CANOPY Kldney Transplant Subset aJN.1 \{ariant was tﬁe predominant variant in th_e United States at the time of | ( O O )’ among ese’
Figure 1. CANOPY, A Phase 3 Study To Evaluate Efficacy and Safety of Pemivibart for the Prevention of il y.W Cohort A ?Zi’f’v’%ATZfefé%ié’lﬂiﬁi?@ ZZZ’eQdOJn‘iﬁé’f’si‘iﬂﬁféﬁféliﬁétniicgfmﬁ?élﬁ partICIpants (75%) were in the
Of COVID-19 Parameter KT Subset divided by IC50 value against JN.1 (74.6 ng/mL; pseudotyped VLP neutralization KT b t
assay). The dotted lines represent protection titer thresholds. A threshold of 3514 is Su Se
| = = = m == mm m e mm m m e — ————— — — e — o —— - - , n =23 based on historical data from the EVADE study (NCT04859517), which
I ivi . monstr. ini I % relative risk r ion vs.
: Mod tC?HORT A. A|r35eor8“rlfl1t;a|r\t/ Month 6 i Median age [range], years 59 [22-83] 64 [54-70] :flintoreifn?;%dfg; prceeligg:ﬁ/e(;:of)hjlf)iiseagzli(nsetizgtgeltasvglr?aclftbt(ljv)rooggh 3
oderate-to-severe immune = - months.®’ A time-varying Cox proportional hazards model developed using total
| compromise (N=306)? Open label R (visit) | Female, n (%) 187 (61.1) | 12(52.2) CANOPY efﬁcaiy N A o ot domanatatod & throehol of 500 was.
| A4 \e @ @ I BMI. mean (SD) kg/m2 29.5 (7.8) 30.1 (9.2) associated with an estimated efficacy of 50% (immunocompromised) and 70%
: KT Subset (N=23) Day 1 Montl? 3 Month_ 1.2 I ’ ’ (non-immunocompromised) for the protection against symptomatic COVID-19.8 00
CANOPY | Participants with medical (dosing) (redosing) (fast visit) Participants with prior COVID-19 vaccinations, n (%) | 269 (87.9) | 22(95.7) Pemivibart was well-tolerated
STUDY L _ Mistoryofkidney transplant L ___ ; Nur(;n_ber(of prio)r COVID-19 vaccinations, 5 (1-11) 6(2-9) Safety and Tolerability in the KT subset
» median (range
OVERVIEW h » Through Month 6, 60.9% of Cohort A KT participant
4500 mg IV Vonth 6 ; . gh Month 6, 60.9% of Coho participants
N (n=317) ((\)/7sit) =1 Concomitant medication 305 (99.7) | 23 (100) reported a TEAE (Table 2)
= = @ @ @ Risk Factor for COVID-192 (%)
Randomlzatlo:gay 1) (M(c;nth 3) V. intravenous ?/40’;"‘/7 15 ObeSIty (BMI S 30 kg/mZ) 379 391 o 2 (870/0) were SAES
osSin reaosin ast visi .
’ B —— 7 Diabetes (T1 or T2) 17.6 26.1 * 2 (8.7%) were study-drug related and were not _
Chronic kidney disease 10.1 52.2 considered SAEs csVNA titers were elevated to
Chronic lung disease 19.0 8.7 _ . S . .
Cardiac disease 42 2 65.2 * Treatment interruption was warranted in 2 instances levels associated with
Trial Design and Subset Analysis Sickle cell disease 0.3 0.0 (8.7%), 1 of which resulted in treatment . =, .
. L . Stroke or cerebrovascular disease 2.9 0.0 discontinuation prOteCtlon by pemIVIbart in the
* CANOPY was a Phase 3 study that evaluated the safety, tolerability, pharmacokinetics, and efficacy of Substance use disorder 20 00 KT subset
pemivibart for pre-exposure prophylaxis of COVID-19 in adults aged =218 years (Figure 1)34° ' ' * There were no instances of anaphylaxis in the KT subset;
. _ . S . . Baseline serology, (%) 4 cases of anaphylaxis were reported in the overall
CANOPY Cohort A: o_pen-label, single-arm cohort that enrolled adults with significant immune compromise to N-protein positive 49 0 26.1 Cohort A through Month 6
receive pem|V|bart (Flgure 1 daShed bOX) N_protein negative 493 739
 Primary and secondary objectives from CANOPY Cohort A included the following: g-pro’;e?n positit\./e 907'77 945537 Assessment of COVID-19 for Cohort A and the Kidney
+ Primary ~Protein hegative b ' ' Transplant Subset
Baseline measured SARS-CoV-2 sVNA titers (%°) _ P
* Evaluation of safety via study drug-related treatment emergent adverse events (TEAES), msVNA titers against B.1.617.2 85.3 73.9 * KT SUPSGt CS_VNA titers were e!evated to levels No KT part|C|pants had RT-
serious adverse events (SAEs), and treatment interruption/discontinuation msVNA titers against BA.4/5 69.0 47.8 associated with protection against COVI_D'19 and were PCR-confirmed sym ptomatic
_ , , , _ msVNA titers against XBB1.5 41.2 34.8 comparable with the overall Cohort A (Figure 2)
* Evaluation of protection against symptomatic COVID-19 based on calculated serum virus » _ , COVID-19 throuah Month 6
o , ] ] o o 2Participants may be in more than one category, . . g
neutralizing antibody (csVNA) titers against SARS-CoV-2 after receiving pemivibart bBaseline msVNA titer above detectable threshold * No cases of RT-PCR-confirmed symptomatic COVID-
(immunobridging data reported previously4) BMI, body mass index; N-protein, nucleocapsid protein, S-protein, spike protein; KT, kidney transplant, 19 were reported in the Cohort A KT subset th rough
msVNA, measured serum virus neutralizing antibody
. s Month 6 (Table 3)
econdary
* Evaluation of sVN.A titers a_gainst SARS-CoV-2 after rece_iving pemivibart via csVNA and Table 2. Safety for CANOPY Cohort A and Kidney Transplant Subset Through Month 62
measured sVNA titers against relevant SARS-CoV-2 variants
_ o _ . . _ _ Overall Cohort A Cohort A KT Subset
* Evaluation of pemivibart in the prevention of RT-PCR-confirmed symptomatic COVID-19 via Parameter n=306 n=23
RT-PCR-confirmed symptomatic COVID-19
| | - N TEAE, n (%) 204 (66.7) 14 (60.9) CONCLUSIONS
* Evaluation of the immunogenicity and PK of pemivibart SAE. 1 (%) 35 (11.4) 2 (8.7)
* Participants received a dose of study drug via intravenous infusion on Day 1 and then another equivalent dose St | o | | for Subset of K|dney Transplant ReC|p|entS
. udy drug related TEAEs, n (%) 34 (11.1) 2 (8.7)
at Month 3 over 30 minutes
S -leading to death 0 (0.0) 0 (0.0)
* Infusion time increased to 60 minutes with 31 participants in Cohort A that received 2nd dose _ _ _
-leading to interruption 14 (4.6) 2 (8.7)°
* Participants were followed through Month 12; no additional doses were administered following the Month 3 dose . . . .
-leading to discontinuation 7 (2.3)° 1 (4.3)d Th dat rt ivibart
* The KT subset included Cohort A participants with a medical history of kidney transplant S . » . . €se Gata support pemivibart as a
aSafety analys:_s _set includes all participants Wh_o recglved_ any amoumf of study er_lg QUrmgi the study _ ) _ _ _ ) _ ) ) . . .
+ Data are presented for both Cohort A and Cohort A KT subset that were analyzed through Month 6 oA e M ot satses s T Bt OO s e Byt et oo 2ty =1 mor (=) preventative option against COVID-13
dCohort A KT subset pemivibart-related causes of study discontinuation included: tachycardia and tremor (n = 1) in th iS h ig h -ris k CI i n i cal g rOU p

Table 3. Incidence of RT-PCR—confirmed symptomatic COVID-19, COVID-19-related hospitalizations, and
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