LBA4143

Interim results of the Randomized Phase 2 Cohort of Study FW-2020-01 Assessing the Efficacy, Safety and Pharmacodynamics of CM24 in
Combination with Nivolumab and Chemotherapy in Advanced/Metastatic Pancreatic Cancer

Teresa Macarulla?l, Michael Cecchini?, Rocio Garcia-Carbonero3, Talia Golan#, Ruth Perets®, Erkut Borazanci®, Manuel Pedegral’, Mariano Ponz-Sarvisé®, Mohammed Najeeb Al Hallak®, Shubham Pant'9, Valentina Boni!!, Omar Saavedral?, Maria José de Miguel-Luken?3, Alexis D. Leal'4, Andrés J. Muiioz Martin!>, Tamara Sauri-Nadal¢, Michael Schickler'’

1. Hospital Universitario Vall d'Hebron, Barcelona, Spain, 2. Yale University, New Haven, CT, USA, 3Hospital Universitario 12 de Octubre, Madrid, Spain, 4. Sheba Medical Center, Ramat Gan, Israel, 5. Rambam Medical Center, Haifa, Israel 6. HonorHealth Research Institute, Scottsdale, AZ, USA, 7. START Madrid -FID, Hospital Universitario Fundacidn Jimenez Diaz, Madrid, Spain, 8. Clinica Universidad de Navarra, Pamplona, Spain, 9. Karmanos Cancer Institute, Detroit,

MI, USA, 10. MD Anderson Cancer Center, Houston, TX, USA, 11. NEXT Oncology, Madrid, Spain, 12. NEXT Oncology, Barcelona, Spain, 13. START Madrid-Centro Integral Oncoldgico Clara Campal, Sanchinarro University Hospital, Madrid, Spain, 14. University of Colorado, School of Medicine, Aura, CO, USA, 15. Hospital General Universitario Gregorio Marafidn, Madrid, Spain, 16. ospital Clinic de Barcelona, Barcelona, Spain, 17. Purple Biotech, Rehovot, Israel

BACKGROUND

Safety: Treatment-emergent adverse events (TEAEs) were manageable. ORR: Responses in the study included PR in 4/16 patients of the experimental arm and 1/15 patients

_ _ of the control arm.
Table 2: Grade 23 Treatment Emergent Adverse Events reported in 22 patients/arm

The novel monoclonal antibody CM24 blocks the activity of Carcinoembryonic Antigen Cell Adhesion
Molecule 1 (CEACAM1), known to have key roles in cancer progression, immune evasion, and metastasis. CM24/nivolumab+ Nal-IRI/5FU/LV

: _ Figure4: Percent change in tumor size
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g2wk, or gemcitabine (1000mg/m?) and nab-paclitaxel (125mg/m?), administered qlwkx3, or to the control Figure 2: Efficacy analysis, Overall Survival Figure 3: Efficacy analysis, progression Free Survival 9000 ;
arms with one of the chemotherapy regimens alone. Overall Survival Progression Free Survival 8000
o
This was a Bayesian design trial with a total planned sample size of approximately 60 patients with Overall 100 - T"" 100 - S 7000 - N
: . . L : . " . . " < 6000 -
Survival (OS) as the primary endpoint. Secondary endpoints include progression free survival (PFS), objective 90 - Group 0] - Group § c000 . .
. .. : 80 - — Control 80 — ' —C | §
response rate (ORR), disease control rate (DCR) and clinical and exploratory biomarkers. = § _— Ez;;,?memm = i . . Ez;:,?m&mm - 24000 -
Figure 1: Randomization scheme E‘ 7o ] E‘ 70 N L- : 3000 #
Nal-IRI/5FU/LV-based regimen '?_: 60 __ 'E 60 __ ————— | “
E_xerimentalarm: E 50 - =Ereesss : E 50 4 : 2000 - [ )
CM24+n|v0Ium;lil&‘é Nal-RI/SFU/LY ; 0 ] :. TI:- 10 B i 1000 - ®
Control arm: % 1 i_ % ] T"i 0 T T T T T T T ?
PDAC patients progressing on Nal_lﬁlﬁgww I.l:'.l 30 _' . I i Ig 3':} _' I----= 0 2 4 6 8 10 12 14 16 18
or after first line standard of ED — Median .T] ED ] Median: - = - Weeks
care chemotherapy c cabi b i L based regi 4 Experimental: 7.72 ( 95% Cl: 4.00-8.11) | -4 Experimental: 3.8 (95% Cl: 1.8-5.0) :
e emcitabine/na pac itaxel-based regimen 10 4 Control: 5.62 (95% Cl: 3.22-7.89) 10 4 control: 1.9 (95% Cl: 0.9, 3.6) ] — .
el o & e oo g ] MR 074(95%C1031-177) o ] HRi072(95%C:0.33-160 i o-Experiemental -e-Control
N-16 s L s e B s B B B s L L B S B B B s B B S B
Control arm: D 1 2 3- -4 5 E- T E 9 1 D 1 1 D 1 .2 3- 4 5 E- ? E 9
gem/nab-paclitaxel
=16 Number at risk Months Number at risk Months
Group: Control Group: Control
15 13 13 13 10 9 5 & 1 1 1 0 15 12 7 7 3 3 1 1 1 0
RESU LTS Group: Experimental Group: Experimental CONCLUSIONS
6 16 15 14 12 9 6 5 3 0 0 0 15 15 11 9 4 2 2 1 1 0
* The interim analysis demonstrates clinically meaningful benefit and risk reduction on OS and PFS:
Patients: As of May 8, 2024, a total of 31 PDAC patients were randomized to the Nal-IRI/5FU/LV-based study
regimen with a median follow up of 8.3 months. v A 26% reduction in the risk of death combined with median OS prolongation of 2.1 months
Table 1: Patient characteristics Table 3: efficacy summary v A 28% reduction in the risk of progression or death with median PFS prolongation of 1.9 months
Characteristic Experimental (n=16) Control (n=15) Parameter Experimental (n=16) Control (n=15) v" Over 3x increase in ORR
Age (median) 66 68 v" CA 19-9 consistent decrease in the experimental arm vs. control arm
Age 265 (n, % 8 (50.0) 4(26.7) 0S (mo, median; 95% Cl 7.72 (4.00-8.11 5.62 (3.22 -7.89 ,
Mg o (/) ) 10(625) 5 (53.3) o ::;O(gr:i é?)n ) ( i 074 (031.177) ( i v" CM24 plus nivolumab and Nal-IRI/5FU/LV were well tolerated
ale (n, % . . % . 31-1.
Female (n, %) 6 (37.5) 7(46.7) 6 mo OS (%) 52.7 38.9 e Biomarker analysis is ongoing (serum CEACAM1, CEACAM1+ lymphocytes, NET marker-MPO)
Race/ white (n, %) 15 (93.8) 14 (93.3) PFS (mo, median; 95% Cl) 3.8 (1.8-5.0) 1.9 (0.9-3.6) o _ _ _ _ _ _
- 23z 231 PFS HR (95% C) 0.72 (0.33-1.60) * Results support further clinical evaluation of CM24/nivolumab with Nal-IRI/5FU/LV in patients with
' : - — PDAC in the second line
ECOG (n, %) 0 5(31.3) 3(20.0) 3 mo PFS (%) 60.0 46.7
1 11 (68.8) 12 (80.0) 6 mo PFS (%) 19.0 10.0
Time from initial diagnosis (median, mo) 18 18 ORR (%) 25.0 6.7
Time from most recent disease progression (median, mo) 0.94 0.89 DCR (%) 62.5 40.0
CR/PR/SD to prior line (%) 43.8 60.0 P
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