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Background: : Exposu-re/ Safety: . . . :
 IMMBG6O is a synthetic derivative of alpha galceramide formulated into a liposome Liposomal BlOOd BIOma rke IS: 21 infusions were administered to 5 patients ( median 4 per patient ( 3,5)

. No SAEs, no DLTs were observed,

encapsulated IMMG6O is also referred to as PORT-2 . ) :
. . . . . . . L . All patients report one or more grade 1 or 2 AE’s that were deemed at least possibly
« IMMBG6O is a potent agonist of invariant natural killer T-cells (iNKTs) which leads to activation of the . : : , , o _ o
) 4 adaotive 44 \ation of th ) Serum cytokines were measured prior to treatment and then at 4 hrs , 24hrs and 1 week related: pain, fatigue, edema, dizziness, weight loss, nausea, vomiting, itching, weakness,
Innate and adaptive Immune systems and down regulation of the suppressive tumor * MCP-1 and IP-10 showed increases in most subjects, no increases in IL-6, IL-4 and IL-10 pleural effusion, hypertension, and hair loss

microenvironment +  The best by RECIST was PD in all 3 patients at the 1mg/m? dose. One of the 2
* In preclinical studies, IMM-60 has demonstrated monotherapy activity in PD-1 resistant models e. est Fesponse by was .|n a patients at the tms m 058 . ne o : ©
patients treated at 3mg/m? had a mixed response ( melanoma patient previously failed

e IMMG60 upregulates PD-L1 expression on cancer cells and can overcome resistance to anti-PD-1 _ )
. anti-PD-1 and targeted therapy) , see images below
antibody therapy.
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? iNKT agonist (IMM60) stimulates both the adaptive and innate ihmune system and corrects the TME for an anti-cancer response
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iINKT’s down regulate their TCR when the agonist. binds to the receptor, Indicates activation
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. . \ \ of the iNKT. Tends to return to baseline at 1 week
ki Y \ INKT cell %.,‘ 4 3 out of 4 patients had increased number of NK cells
increased PD-L1 0 S é ‘ Increase in CD69 activation marker on NK cells, increased CD86 on dendritic cells (DC)
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Tumor Microenvironment: & 4 x v infusions q3w@MTD }
* Repolarize macrophage . é §- n=10 PD-1 refractory
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g : Phase 1/2 Trial ( . PORT-2+ PD-1 Cross over
- _ 4 x iv infusions q3w @ CMTD
[ Melanoma N—SO k n=10 PD-1 naive patients :;‘Z;osg’:e osws ’r:?
sensitization of
tumors after
Methods: \ PD-1 resistance to
Ph . . . . 5 q3wk iv infusions PD-1
. ase 1is a 3 + 3 design starting with IMM60 monotherapy at doses 1mg, 3mg and 9mg/m n=10 PD-1 naive patients antibodies
. IMMG60 will also be evaluated in combination with pembrolizumab at 3 and 9mg/m? C I . .
. IMMG60 was administered IV every 3wks x 6 cycles M | |
. Patients were evaluated for safety, biopsies and blood were taken before and during treatment o p) - PORT-2 Soroy ot Blopsy@
’ PD-1 + PORT-2 | Wk4-6
e e oo Tact o At 1 and 3 mg/m? so far, IMMG60 is well tolerated One dose GTD 14 PORT2 |
* Pharmacodynamic measurements support
Demographics: m— — activation of iNKT cells, DC and NK cells
umor type elanoma
. . . .« . PORT-2 + PD-1
3 NSCLC There is evidence of single agent activity at the 4 xivinfusions G3w @ CMTD Cross over
64 (41 79) n=24 PD-1 naive patients atPI"', 09",' ession
age ) . . - . could show re-
— , mid dose, and the trial is moving to evaluate censitization of
Median prior therapies 5(3,7) : : : : : . tumors after
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