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BaCkgrOl,ln(,L o L : Table 2: Description of Adverse Events DTH Responses
* Checkpoint inhibitors (CPIs) may be more efficacious in treating e e
metastatic triple negative breast cancer (BC) when given concurrently Numl_aer of_Adverse Events, n 35 Patient 1
with vaccine therapy Re atlc_)n_shlp to Study Treatment, n (%) o
* SV-BR-1-GM: whole-cell immunotherapy composed of irradiated Definite 3(8.6) Patient 2 — Tnoculation Site
metastatic BC cells transfected with GM-CSF plasmid Probable 7(20.0) Patient 3 — DTH
«  We conducted a phase I/I1a trial evaluating safety and efficacy of Possible 8 (22.9) _ — Candida
combination SV-BR-1-GM/pembrolizumab in patients with Unlikely 2(5.7) Patient 4
metastatic/recurrent BC Unrelated 15 (42.9) Patient 5
Methods: Ad(\;/fgzi Iivent Grade, n (%) 18 510 Dot
* Patient selection: female patients with metastatic/recurrent BC having Grade 2 13 (37' 1) ) |
failed >1 line of therapy | Patient 7 -fe—
. Treatment: Grade 3 4 (11.4) |
 (Cyclophosphamide 48-72h prior to inoculation (?race 4 0(0.0) Patient 8 E . ........................................
e SV-BR-1-GM inoculation (10-40x10° cells/inoculation) Serious Adverse Event, n (%) ’ = - > >
* Interferon-alpha-2b on post-inoculation day (PID) 2 and 4 Yes 2(5.7) Largest Diameter, mm
e Pembrolizumab on either PID 2 or 4 No 33 (94.3) 1007 Target Lesion Best % Changes 100 Target Lesion Size vs # of Cycles
« Cycles repeated every 3 weeks and continued for up to 24 cycles if Description of Grade 3 Events, n (%) 80 80- — Patient 4
no evidence of progression or significant toxicity Fall 1(25.0) 60+ 60— ~ Patient8
« Imaging repeated every 8-12 weeks to monitor for progression Intermittent hyperglycemia 1(25.0) 40- 40— — ﬁZEZEﬁ
«  Endpoints: Weakness 1 (25.0) S
* Safety Fatigue 1(250) o
* Development of delayed type hypersensitivity (DTH) reaction Suspected Cause of Grade 3 Events, n (%)
* Disease progression Cyclophosphamide 4 (100.0) A N T
SV-BR-1-GM 0(0.0) - -40-
Results: Interferon-alpha-2b 0 (0.0) -60-
Table 1: Demographics Pembrolizumab 0 (0.0) -80-
Number of pati_ents enrol Ied’ N 11 199 Patilent 4 Pat}ent 8 Patilent 3 Patlient 1 0 0 5 lll é é 1I0
Qge (yrs),bmed:can (IQR) ved dian (IOR 6; (26’129) Table 3: Outcomes . . .
Ir:;tczglnsa?}cg: fect(:szinsetz:uigents received, median (IQR) (6,12) Clinical evidence of progression, n (%) 10 (90.9) COHCIUSIOHS: Comblnatlon SV'BR'I'
ER+, N (%) 6 (54.5) Disease-free survival (days), median (IQR) 183(62,306) — Y@\Y WoY211]10 g0 IVANN (1 BELIRTS Rl o MBI ) (R elel
PR+, 1 (%) 3(27.3) No C|Inl?a| evidence of progression, n (%) 1(9.1) : :
HER2+. N (%) 7 (63.6) Duration of follow-up (days) 143 pI’OdUCGS aDIH IreSponsc that may indicate

TNBC, n (%) 1(9.1) development of anti-cancer immunity




