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Background

Figure 1. RT Recommendation Pre- and Post DCISionRT Test Results

- Breast-conserving surgery (BCS) followed by adjuvant radiotherapy (RT) has been a mainstay DCISionRT Changed RT recommenadations Overall Impact, n=2012, p<.001
in the treatment of DCIS based on multiple randomized trials demonstrating a local recurrence - o -
el iIn 38% of women overall (n=2012)

* However, these studies have failed to identify subsets of patients who did or did not benefit from

adjuvant RT after BCS, raising concerns regarding both over and undertreatment. 400/0 Of women |n|t|a||y reCOmmended RT Pre-Assay
» Thus, better prognostic and predictive tools are needed to appropriately risk stratify patients and

understand their benefit from RT. | | | were NOT recommended RT after 0% et
- The 7-gene predictive DCIS biosignature provides a validated score (DS) for women undergoing . decrease
BCS to assess their 10-year risk of in-breast and invasive recurrence with and without adjuvant RT. DC I SlOn RT
- This trial was designed to evaluate the decision impact of the 7-gene predictive biosignature score Post-Assay 108
on DCIS treatment recommendations. . .- T RENS
34% of women initially NOT recommended
- The PREDICT study is a prospective, multi-institutional trial for patients who received DCISionRT DC I S|On RT
testing as part of their routine care.
- The registry includes females 26 and older who are diagnosed with DCIS, are candidates for BCS, 0% 25% 50% 79% 100%
and eligible for RT. | | - |
+ Treating physicians completed treatment recommendation forms before and after receiving test TABLE 1. Impact of the 7-gene predictive biosignature on adjuvant radiation recommend- Figure 2. DCISionRT Decision Impact on RT Recommendation
reports to capture surgical, radiation and hormonal treatment (HT) recommendations and patient ed overall and by clinicopathologic factors
preferences.

- Analysis was performed in 2,012 patients treated at 63 clinical sites.

Pre- to post-test Total
RT Recommended change in change in — g
Results RT recommended RT recommended né 41
| | | Pre- Post- Net Yesto Noto Overall Overall RS, O
* Median age was 62 years old with 32% grade 3 and 9% size 2.5 cm or greater. Clinical Factor N test test change  no ves change change - L )
- Post-test, RT recommendation changed for 40% of patients (p<0.001), with a net reduction of 20% AR A A A A (%)  (95% Cl) Value 8 wn
in patients recommended to receive RT(p<0.001). Overall 2012 71 51 20 40 34 38 36,40 <0.001 | O
- The DCISionRT test results had the greatest impact (OR 26.2, 95%CI| 19.1-36.4, when analyzed & %
categorically using DS>3 cut-off; 2.3 per DS, 95%CI 2.1-2.6, when evaluated continuously) on post- <50 339 80 45 -35 45 15 39 35,44 <0.001 Q. —
test RT recommendation in multivariable analysis when compared to all other factors including > 30 1673 69 52 -17 38 37 38 36,40 <0.001
patient preference, patient clinical and tumor pathological factors, patient race/ethnicity, treatment
facility, physician specialty. 1 or 2 1360 64 45 18 45 34 41 39,44 <0.001
» The post-test RT recommendation rate increased with increasing DS (0-2, 2-4, 4-10) on a .
Z?teglgrci;clestl_ ba;i_ls_, with oddls ratiqs of 6.? DS (2-4 vs (L—Z), and 35.0 for_ DS (4-1 Ofvs 0-2_). | <2.5¢cm 1796 69 37,41 <0.001 Q(Q)
R'Iterrecomréoer:\dat;[gf: resul, patient preerence was the second most Important factor in post-testing > 2.5 om 193 50 69 21 26 38 OG 9 4ke * - This analysis of over 2,000 patients demonstrates significant changes in recommen- gty
- There was also a significant change in the modality of RT recommended to 34% of those patients 'Good Risk! 1082 61 42 -19 49 33 43 40,46 <0.001 dations to add or omit RT based on the 7-gene predictive. The integration of
recommended RT pre-test and post-test by radiation oncologists (n=937), with intensified RT Not ‘Good Risk' 832 84 61 -23 33 37 34 31,36 <0.001 DCISionRT In’fo Cllnl_cal deC|S|or_1 processes has substantial impact on
modality for higher DS (p<0.001) and de-escalation for lower DS (p<0.001). *RTOG 9804-like criteria (nuclear grade 1 or 2, non-palpable, screening detected, negative margins) recommendations aimed at optimal management to prevent over- or under-treatment.
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