Figure 1. Eligibility Criteria for NATALEE and monarchE

Poster 245P I NTRODUCTION M ETHODS NATALEE> monarchE!!
- Despite standard-of-care adjuvant endocrine therapy (ET), short- and long-term risk of recurrence This retrospective analysis in patients from the ConcertAl Cohort 2
(<) Paolo Tarantino | Paolo_Tarantino@DFCI.HARVARD.EDU remains in patients with HR+/HER2— early breast cancer (EBC)4 Patient360 electronic health record database (January I |
- CDK4/6is have been studied in phase 3 trials in the HR+/HER2- EBC in the adjuvant setting 2015 to January 2023) used deidentified electronic medical B 3 B 1-3 positive ALNs
i : . - — records from patients treated at US academic and 24 positive  1-3 positive AND
. . — In NATALEE, ribociclib + a nonsteroidal aromatase inhibitor (NSAI) showed a statistically significant ) Me ALNS ALNS « Centrally tested
C h aracteristics Of invasive disease-free survival (iDFS) benefit over NSAI alone (HR, 0.75; 95% CI: 0.62-0.91; oAU EllRies | ﬁ Ki-67 220%
P=.003), sustained with an additional follow-up at 33.3 months (HR, 0.749), in a broad stage 1I/lll  [ERsCUCISHRUEN OV EIET A gREYWTlElE l II‘I‘;I‘C‘)’ILS:E;<5 cm
re al _W O r I d N AT A L E E_ HR+/HER2- EBC patient population at risk of recurrence55 diagnosis for BC (any recorded ICD-10 code for C50 or ! | Z |ff2|rlmg vz]; the grade<g
— In monarchE, abemaciclib + ET showed a statistically significant iDFS benefit over ET alone (HR, ICD-9 code for 174 or 175) were eligible Grade 3 Grade 2 g::gs )1( 2 J
= 0.75; 95% CI: 0.60-0.93; P=.01), sustained with an additional follow-up at 54 months (HR, 0.680), « Patients aged 218 years with a BC diagnosis who had - = « Tumor size 25
and monarchE-ell gl ble in select patients with node-positive HR+/HER2- EBC”# surgery and stage | to Ill HR+/HER2- EBC at initial i ghany of the following cmor
— In PENELOPE-B and PALLAS, no benefit with palbociclib + ET was noted in HR+/HER2— EBC®10 diagnosis and initiated adjuvant ET were included - Oncotype DX RS 226 or ngZdOeO:? -

 Prosigna/PAMS50 high risk or
« MammaPrint high risk or
» EndoPredict high-risk score

The eligibility criteria for the 2 positive adjuvant CDK4/6i trials were different.: NATALEE included a
broader EBC population than monarchE

A real-world analysis was conducted to understand the distribution and characteristics of HR+/HER2-
EBC patient populations eligible for NATALEE vs those eligible for monarchE

— NATALEE and monarchE eligibility criteria were used to
identify patients eligible for either trial (Figure 1)

— The data were analyzed at the date of first ET initiation v v v v

post-resection surgery (index date)

ALN, axillary lymph node; NO, O positive lymph nodes; N1, 1-3 positive lymph nodes. 2 Patients with N1 micrometastatic (N1mi) disease were not included.
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RESULTS

Patients who met selection criteria for NATALEE and
monarchE

« Atotal of 22,621 patients were diagnosed with BC, of whom 7060 met the

While NATALEE included all patients eligible for monarchE (except 22 patients
with N1mi), the proportions of patients with grade 3 disease, larger tumor size
(T3/4), and a Ki-67 score of 220% were lower in the NATALEE-eligible cohort,
reflecting the broader real-world HR+/HER2- EBC population who are at risk of
recurrence and eligible for NATALEE (Table 1)
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