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BACKGROUND

m Abemaciclib, an oral cyclin-dependent kinase 4 & 6 inhibitor, dosed on
a continuous schedule, is approved for the treatment of women with
hormone receptor positive (HR+), human epidermal growth factor

BASELINE CHARACTERISTICS

Table 1. Baseline participant characteristics

KEY RESULTS

Table 3. Summary of investigator-assessed confirmed best

overall response

RESULTS

Figure 2. Best overall response of pooled endocrine naive
cohort participants

CONCLUSIONS

" Primary analysis of confirmed ORR in EN

receptor 2 negative (HER2-) advanced breast cancer (ABC), in
combination with endocrine therapy (ET).
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m Here we present the ORR from EN participants with measurable
disease in MONARCH 2 who were treated with abemaciclib plus
fulvestrant

Abbreviations: EN = Endocrine naive, N = number of participants in pooled EN cohort, n =
number of participants.

Study Design

MONARCH 2 MAIN STUDY
Women with HR+, HER2-, ABC:

® Pre-/peri- or postmenopausal
= Only 1 prior ET for ABC and no prior chemotherapy for ABC

MONARCH 2 ENDOCRINE NAIVE ADDENDUM

= Women with HR+ HER2—- ABC who:

response; SD = stable disease.

" Independent review resulted in confirmed ORR of 60 (54.5%) and
CBR of 87 (79.1%) which are consistent with investigator-assessed
outcomes.

Table 2. Baseline disease characteristics

Pooled EN Cohort N=110

Baseline Disease Characteristics

participants in the pooled EN cohort. Percent change from baseline refers to the
change in tumor size with regards to measurable disease. Summary data shown in
table 3. CR = Complete response, PR = partial response, SD = stable disease, PD
= progressive disease.

Adverse Events

Table 4. Overview of adverse events

Pooled EN Cohort N=110 Pooled EN Cohort N=110

previously reported in the MONARCH 2 main
study.

Treatment Emergent AEs

Table 5. Treatment emergent adverse events (occurring 220%)

who received =1 dose of any study drug (n=108).

ORR was defined as the proportion of participants with confirmed best overall response (BOR) of complete (CR) or partial response (PR), as defined by RECIST Version 1.1

Safety and tolerability assessment included adverse events (AEs; using Common Terminology Criteria for Adverse Events [CTCAE] Version 4), and serious AEs (SAES)

Median follow-up was 9.8 (0.03 — 73.05) months
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a Other summarizes disease sites detected below 18% including pleura, soft tissue, other
viscera, skin and peritoneum. Abbreviations: EN = Endocrine naive; ER = estrogen receptor;
HR = hormone receptor; N = number of participants in pooled EN cohort; n = number of
participants; PR = progesterone receptor.
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