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Pemivibart for Prevention of COVID-19: Subset Analysis of CANOPY Participants with Solid Tumor or Hematologic Malignancies
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RESULTS

INTRODUCTION

* Due to the chronic immunosuppression associated with both their condition and treatment regimens, patients Participants Figure 2: csVNA Titer Against JN.12 in CANOPY Cohort A

with solid tumors or hematologic malignancies experience reduced vaccine protection and are at high risk of * CANOPY participants were enrolled from September 2023 — November 2023 and Cohort A Oncology Subset Through Month 6

. . . . _ 1,2

infections, including COVID-19 * A total of 306 participants were enrolled in Cohort A o @ CohortA  {it Cohort A Oncology Subse! KEY FI N D I N GS
* Pemivibart is a recombinant human monoclonal IgG1A antibody that targets the SARS-CoV-2 spike protein o 55 (18.0%) were included in the Cohort A oncology subset (Table 1)

receptor binding domain, thereby inhibiting virus attachment to host cells3 10000~
P J Y J * Eight participants (14.5%) were receiving immunosuppressants, including 6 \\\/\‘ for Cohort A Oncology Subset
* Based on Phase 3 CANOPY data (NCT06039449), pemivibart was granted emergency use authorization (Mar (10.9%) receiving corticosteroids

2024) for pre-exposure prophylaxis of COVID-19 in certain adults and adolescents with moderate-to-severe
ImMmuNe Compromise®® e NI A L et =30

received = 1 COVID-19 vaccine; the majority were seropositive to S antigen T
o Pemivibart has continued to demonstrate neutralization of contemporary dominant circulating variants? (98.2%) but less than half were seropositive to N (43.6%). Most had CANOPY enrolled partICIpants
measurable sVNA titers against historical variants (B.1 617.2 [92_7%] and 100 o 100 With sign ificant immu ne
BA.4/5 [80.0%]) but fewer against concurrent XBB.1.5 [45.5%];Table 1) _
compromise (Cohort A); among

arm immunOCOmprOmised Cohort A 10 Day 1 ' Day 14 ' Day 28 ' Month3 Month3 Month 6 = =
(first dose) (pre-infusion) (post-infusion) th es e 3 5 5 ( 1 8 . 0 o/o) p a rtl C I p a n ts

Table 1: Baseline Characteristics in CANOPY Cohort A and Cohort . | | - . | »
M ETH O DS JN.1 variant was a predominant variant in the United States at the time of analysis, n C h I‘t A = th
A Oncology Subset The plot displays GMT and 90% confidence interval at each time point. The sVNA N ono were In e

titers were calculated based on the serum concentration of pemivibart divided by

1000

* Prior to enrollment, 89.1% of participants in the Cohort A oncology subset

csVNA Titer

Here we describe a post hoc analysis of participants in the joint oncology subset (including
participants with solid tumor or hematological malignancies) of the CANOPY open-label, single-

Figure 1. CANOPY, A Phase 3 Study To Evaluate Efficacy and Safety of Pemivibart for the Prevention Caliial i IC50 value against JN.1 (74.6 ng/mL; pseudotyped VLP neutralization assay). The oncolo subset
g y y y
’ Oncology dotted lines represent protection titer thresholds. A time-varying Cox proportional
Of COVID-19 _ Parameter Subset hazards model developed using total CANOPY efficacy and csVNA titer data
Ir I demonstrated a titer threshold of 500 and 100 was associated with a predicted
l COHORT A Pemivibart ' n =35 efficacy of 50% & 40% (immunocompromised) and 70% & 58% (non- . .
: Mogg:s;er:r%-isseev(el\nﬁ;rgg;gne 45(00 :;?)%)IV Month 6 : Median age [range], years 59 [22-83] | 64 [35-83] immunocompromised) for the protection against symptomatic COVID-19.7 Pem|V|bart was We"-tOIQrated
= n= . .
! Open label | . (V’;’t) . i Female, n (%) 187 (61.1) | 25 (45.5) in the Cohort A oncology
: Oncology Subset (N=55) 5)ay1 Mgntf?3 /\lﬂo?th' 1.t2 ! BMI, mean (SD), kg/m? 29.5(7.8) | 28.1(6.2) Safety and Tolerability SUbset as measured by Study
i~ i i reaosin ast vis
CANOPY : Pa“'cfra:;fng'tg}:;'c'glt”mor (dosing) redosing) fast st | Participants with prior COVID-19 vaccinations, n (%) | 269 (87.9) | 49 (89.1)  Through Month 6, 58.2% of Cohort A oncology subset
STUDY | RO S | Number of prior COVID-19 vaccinations, 5 (1-11) 6 (2-8) participants reported a TEAE (Table 2) drug-related TEAEs
OVERVIEW B e LT ’ median (range) 5 (9.1% SAE idered d lated
Pemivibart =1 Concomitant medication 305 (99.7) | 49 (89.1) © 5 (9:1%) were > NONE Were onsiaered arig-relate
4?293T%|v ,V,(Onth)@ Risk Factor for COVID-192 (%) O 5(9.1%) were study drug-related, 1 (3.7%) of which
| = visit ' ' | infusion site -
21 Age (=55 years) 58 5 80.0 required treatment interruption due to infu
Randomization,, . 1 Mon?h 3 . N Mof:th 12 Obesity (BMI > 30 kg/m?) 37.9 36.4 extravasation and tachycardia csVNA titers were elevated to
_ : , intravenous ! : =
(doging) (redoging) (fast visil Diabetes (T1 or T2) 17.6 16.4 « In the Cohort A oncology subset, one all-cause mortality = protective levels from
Placebo IV (n=160) Chronic kidney disease 10.1 5.5 ted (Table 3 - -
Trial Design and Subset Analysis Chronic lung disease 19.0 20.0 was reported (Table 3 symptomatlc COVID-1 9 AL the
g y Cardiac disease 42.2 49.1 « There were no instances of anaphylaxis in the Cohort A Cohort A oncology subset
* CANOPY was a Phase 3 study that evaluated the safety, tolerability, pharmacokinetics, and efficacy of Sickle cell disease . 0.3 0.0 oncology subset; 4 cases of anaphylaxis were reported
pemivibart for pre-exposure prophylaxis of COVID-19 in adults aged =18 years (Figure 1)*® Solid organ transplant recipient 10.8 5.5 in the overall Cohort A
_ _ S _ . Stroke or cerebrovascular disease 2.9 7.3
* CANOPY Conhort A: open-label, single-arm cohort that enrolled adults with significant immune compromise to Substance use disorder 20 0
receive pemivibart (Figure 1 dashed box) : 0 Assessment of COVID-19 for Cohort A and Cohort A
Baseline serology, (%)
* Primary and secondary objectives from CANOPY Cohort A included the following: E-prote?ﬂ pOSitit\(e jgg gig Oncology Subset There were no cases of RT-
-protein negative . . . : i : : : - -
o Primary S-p , 9a Following pemivibart dosing, csVNA titers in the Cohort A PC R_confl rmed sym ptomatlc
protein positive 97.7 98.2 , ,
| N o _ o . . oncology subset were elevated to levels historically
= Evaluation of safety and tolerability of pemivibart in all treated participants S-protein negative 0.7 0 associated with protection against COVID-19 and were CcCOVID-19 repOrted th I'Ollgh
. . . . . . . Baseline measured SARS-CoV-2 sVNA titers (%P) , _ -
= Evaluation of protection against symptomatic COVID-19 based on calculated serum virus neutralizing antibody msVNA titers against B.1.617.2 85 3 927 comparable with the overall Cohort A8 (Figure 2) Month 6 in the Cohort A
(csVNA) titers against SARS-CoV-2 after receiving pemivibart (immunobridging data reported previously®) msVNA titers against BA.4/5 69.0 30.0 + No cases of RT-PCR-confirmed symptomatic COVID-19 oncology Subset
O Secondary MsVNA titers against XBB1.5 41.2 49.5 were reported in the Cohort A oncology subset through
= Evaluation of sVNA titers against SARS-CoV-2 after receiving pemivibart via csVNA and measured sVNA titers bZZZ;‘;‘,’ﬁZ},ZZ% 2felrn£g\f§ ?jg;;’ﬁ,;’i,iiii,ﬁ{;,d Month 6 (Table 3)
against relevant SARS-CoV-2 variants (i_e_’ pseudotyped JN.1 SARS-CoV-2 Variant) BMI, bod¥ n7_67§s ind?;(); /(\jl-protein, nucleocapsid protein, S-protein, spike protein; msVNA, measured serum
virus neutralizing antiooqy
= Evaluation of pemivibart in the prevention of reverse transcriptase polymerase chain reaction (RT-PCR)-
confirmed symptomatic COVID-19 Table 2: Safety for CANOPY Cohort A and Cohort A Oncology Subset Through Month 62
* Participants received a dose of study drug via intravenous infusion on Day 1 and then another equivalent dose Overall Cohort A Cohort A Oncology Subset
at Month 3 Parameter n=306 n=55 C O N C L U S I O N S
o Participants were followed through Month 12; no additional doses were administered following the Month 3 dose TEAE, n (%) 204 (66.7) 32 (58.2) for Cohort A Oncology Subset
. . . . . . . 0 5 (9.1
* The oncology subset included Cohort A participants receiving active treatment (agnostic to duration/choice of SAE, n (%) 35 (11.4) 1)
therapy) for solid tumor or hematologic malignancies or those with acute leukemia, chronic lymphocytic Study drug related TEAEs, n (%) 34 (11.1) 5(9.1)
leukemia, non-Hodgkin lymphoma, or multiple myeloma -leading to death 0 (0.0) 0 (0.0)
* Data are presented for both Cohort A and Cohort A oncology subset that were analyzed through Month 6 -leading to interruption 14 (4.6) 1 (3.7)° These data support pemivibart as a
_ - - - - b . . .
leading to discontinuation | 23 0(0.0) preventative option against COVID-19
aSafety anaIyS/_s _set includes all participants Wh'O rece_lved_an)_/ amount of study er_Ig _dur/ng the study _ _ _ _ ' i § _ _ ..
bCohort A pemivibart-related causes of study discontinuation included: Hypersensitivity (n = 2), anaphylaxis (n = 2), infusion related reaction (n = 2), tachycardia (n = 1), |n th |S h |g h -rls k CI | n I cal g rOU p

tremor (n = 1)
¢Cohort A oncology subset pemivibart-related cause of study interruption included: infusion site extravasation and tachycardia (n = 1)
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