Evaluation of booster injections in maintaining peak immunity in a phase llb study evaluating HER2/neu peptide
GP2 + GM-CSF (GLSI-100) vs. GM-CSF alone after adjuvant trastuzumab in HER2 positive women with breast cancer
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DISCUSSION AND CONCLUSIONS

Administering GLSI-100 boosters at 6 month intervals to
patients produced a consistent nadir ISR approximately 20
mm lower than the maximum PIS ISR of 92.1 mm, which is
still larger than the maximum ISR in GM-CSF only patients
of 60.5 mm. A patient’'s immune response a month after
booster dosing would theoretically be the peak ISR, which

outcomes

6 Month « Monitor for any unexpected
DTH after PIS toxicities

RESULTS

Figure 1: After 5 years of follow-up, the Kaplan-Meier estimated that the 5-
year DFS rate in the 46 HER2 3+ patients treated with GLSI-100, if the
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patients were treated, followed, and remained disease free over the first six PIS Dose Number Associated with Maximum ISR will be measured in future trials by measuring T-cell
months of treatment, was 100% versus 89.4% (95% CI.76.2, 95.5%) in the response and DTH one month after booster injections,

o

4 5 6

i i _ - | i Figure 2: The median peak ISR during the PIS in GLSI-100 treated | ¢, hor helping to evaluate booster strategies to sustain peak
50 placebo patients treated with GM-CSF (p = 0.0338). Figure 1 describes oatients was 92.1 mm versus 60.5 mm in GM-CSF control patients, ping g P
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the median orthogonal mean of the ISRs over time. Each dose of GLSI-100 Peak ISR in GLSI-100 patients occurred throughout the 10-dose y gerp

generated a significantly larger ISR than the control group. Note that od. Th K ISR during the PIS dos od d bet
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