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Results

Advanced triple negative breast cancer (TNBC) is a highly chemo-

sensitive disease displaying a dismal short-term prognosis with

more than three quarters of patients in progression 12 months after

the initiation of conventional chemotherapy. Approximately 2/3 of

TNBC are expressing EGFR. Breast cancer, including TNBC, is a

disease highly sensitive to anthracylines. We have developed an

anti-EGFR targeted nanocontainer drug by inserting anti-EGFR

antibody fragments into the membrane of pegylated liposomes

(anti-EGFR-ILs-dox). The payload consists of doxorubicin, a

standard drug for breast cancer, including TNBC. Data from a

phase I trial1, in 26 patients with different solid tumors, shows low

toxicity and some signs of efficacy of anti-EGFR-IL-dox.
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Prospective, proof-of-concept, open-label, one-arm, multicenter

phase II trial.

48 patients, whose cancer expressed EGFR by immuno-

histochemistry assessed centrally, were treated with anti-EGFR-

ILs-dox 50 mg/m2 i.v., on day one of a 28 days cycle until

progression. The primary endpoint was progression-free survival at

12 months (PFS12m). For the statistical analysis, we tested the null

hypothesis PFS12m ≤25% against the alternative hypothesis

PFS12m ≥40%. The reference for the PFS12m of 25% for the null

hypothesis was the TNBC subgroup of the ATHENA trial2.

The Kaplan-Meier estimate for PFS12m was 13% (95% CI: 5-25%).

The median PFS was 3.5 months (95% CI: 1.9-5.4). Thus, the trial

has not reached its primary endpoint. The observed PFS12m is

comparable to the one observed in a trial with Nab-paclitaxel in

TNBC (17.7%).

Based on these results, anti-EGFR-ILs-dox should not be further

developed for TNBC. It remains an open question whether anti-

EGFR-ILs-dox would offer more opportunities in other EGFR-

expressing malignancies, where targeting EGFR has already

shown anticancer effects.

Poster presented at ESMO 2021

Background

Conclusion

Study design

References

Variable Total (N=48)

Progression-free survival rate at 12 months 13%

One-sided 90% CI (lower bound) 7%

Two-sided 95% CI (5%,  25%)

The primary endpoint of the trial is:

• Progression-free survival at 12 months

Secondary endpoints of the trial are:

• Objective response rate 

• Duration of response

• Time to progression

• Progression-free survival

• Overall survival

• Adverse events
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Tab. 1: Primary endpoint 

Fig. 1: PFS in the full analysis set.

Fig. 2: PFS according to EGFR expression (IHC).

Over the whole course of therapy, treatment-related grade 1, 2, 3

and 4 AEs were observed in 18.8%, 25.0%, 31.3% and 8.3% of the

patients, respectively.


