Clinical Utility of the 12-gene DCIS Score™ Result: Impact on Treatment Recommendations
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Figure 8. Distribution of the DCIS Score Result by Clinical and Pathologic (CP) Factors

BACKGROUND

« The incidence of ductal carcinoma in situ has dramatically increased over the past 30 years with the
advent of routine mammography starting at age 40 years for most women.’

Patients

Primary

Figure 5. Recommendations for XRT

« To estimate the proportion of patients for whom obtaining the DCIS Score result lead to a change in the
recommendation for XRT

122 patients were enrolled at 10 centers (RMCC 5 sites) throughout the US from September 2012 to

February 2014 Post-Assay N (%) « There was a range of DCIS Score results across the CP characteristics within each group - e.g. age >70y,

 The rate of invasive disease and breast cancer related death, however, has been relatively stable and
50-70y and <30y.

Pre-Assay N (%)
not increasing in incidence over the same time period.’

« 115ptswereevaluableforthe primaryanalysis. Excluded patients: no DCIS Score result(N=4), mastectomy

planned (N=1), declined Oncotype DX testing (N=1), no DCIS on final pathology (N=1) A. DCIS Score Distributions by Age Category

B. DCIS Score Distributions by Distance

« DCIS now accounts for approximately 20% of all breast cancers in the US.? _
from Closest Margin Category
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 Local recurrence (LR) rates with surgery alone range from 15—-60%; about 50% of which are invasive.®> « To determine whether the proportion of patients for whom physicians recommended XRT changed from ¢ The 115 evaluable pts were enrolled by 5 radiation oncologists (48 patients; 41.7%) and 5 surgeons (67

31 (27.0)

XRT, consistent with the overall risk assessment.

margin width, indicating that the CP factors alone are insufficient to fully assess LR risk.
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« Changes in recommendation were concentrated in patients with low and high DCIS score results:
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Figure 2. The DCIS Score 10-year Risk of LR

Figure 7. Individual Patient 10-year LR Risk Assessments - 25 of 27 changes in patients with low scores eliminated previously recommended XRT.
(Pre- and Post-DCIS Score result)

Any Local Recurrence Invasive Local Recurrence - 6 out of 6 changes in patients with high scores added XRT, where none had been previously

DCIS Score Report

i 1ab| iah (> recommended.
(DCIS or Invaswe) valabe  Mean DCIS Score result was 30.7 (SD: 22.1) and median was 29 (range: 0-85) o Low (<39) 70 70 High (255) . N _ o
§ * These results support the clinical utility of the DCIS Score result as an important tool for assessing risk
_ _ = N N of LR in patients with DCIS after surgical excision.
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o _ _ o - - The DCIS Score result reflects the individual patient’s underlying tumor biology beyond the traditional
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recommendation after receiving the DCIS Score result Total patients with change in

- Pre-assay assessments were based on clinical and pathologic (CP) factors
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« The first study to address clinical utility was initiated shortly after the assay became available for clinical _ _ - ' 99 : 3—259 - to 8.7% (2—259 t-
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- 10 patients changed from pre-score No-XRT recommendation to XRT post-score.  Average risk decreased in the low DCIS Score result group from 10.1% to 6.2%

Oncotype DX, DCIS Score, and Genomic Health are registered trademarks of Genomic Health, Inc.

« The study was designed to assess the impact of the DCIS Score result on the treatment recommendation
for XRT in patients that had surgical excision of their tumor.

NCCN and NCCN Guidelines are trademarks of the National Comprehensive Cancer Network. The guidelines do not endorse products or therapies.

- All of the patients with a high DCIS Score result had a recommendation for XRT post assay. * Average risk increased in the high DCIS Score result group from 13.1% to 15.2%
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