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cyclophosphamide (300 mg/m?) on day -2/-3, intradermal SV-BR-1-GM inoculations (x4) on day 0, and interferon at inoculation sites (Days 1-3). CPI _ Table 2: Median PFS across all patient arms. E HR, 0.16; 95% CI, 0.05 to 0.49 (p = 0.001) ;é (<0.7 or>2.3)
(retifanlimab 375 mg) may be given between days -2 to 2. The regimen is administered every 3 weeks (Q3W). Pts randomized to the monotherapy 3 ) HR, 0.37; 95% Cl 0.16 to 0.86 (p = 0.02)
arm (Bria-IMT™ alone) may cross over to the combo arm upon disease progression. Response assessments are planned Q6W for the first cycle, and ‘% N=62 Median PFS 95% C|
then Q8W thereafter. Based on prior data, an interim HR of 0.6 at 144 events will constitute early success. Overall study design anticipates 404 % (Months) - ]
total pts. 2 ’ .
o b . = Overall . . I-|
gure 2: Study Design a 3.67 2.53-3.97
. . 8 All Arms ' ' ' ' '
> Bria-IMT Regimen + CPI (n=177) £ ( ) . .
Advanced MBC, . . . . 0 : , , o
failed all approved Inperlm Analysis at 14{4 events. If hazgrd re}tlo (HR) is 0.6, 0 5 10 15 0 M 10 15
regimens submit BLA. If > 06 contmue.to completion with HR target of 0.7 PFS (Months) PES (months)
Final Analysis: PFS, CBR, OS i 3
»—-( Treatment of Physicians' Choice (n=177) )7 i e,
: A : | Figure 7: Kaplan-Meier curve comparing patients with < 1 CTC vs 1+ CTC at Figure 8: Kaplan-Meier curve of PFS in patients with 25 CAMLs vs < 5 CAMLs
. e T, 1* available follow up. at baseline.
t é ' : ' 1.0 ' v ' ' 1.5 . L 51 GTC at 1st Follow Up ] i > 5 CAMLs at Baseline
] ! Upon PD : : | = | < 5 CAMLs at Baseline
Bria-IMT Regimen Alone (n=50) P -( Bria-IMT Regimen + CPI ) PFS (months) 100 L <1CTC at 1st Follow Up oo
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Patients with advanced metastatic breast cancer (MBC) who failed all approved regimens are randomized to receive either the Bria-IMT regimen = _
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