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Purpose/Objective(s): The quest to identify women with DCIS, who receive no signiﬁcant beneﬁt 

from radiation (RT), continues despite several phase III trials demonstrating RT reduces the risk of 

local failure (LF). RTOG 9804 identiﬁed “good risk” patients based on the best pathology knowledge

of the time (mammographic detection, <2.5 cm size, margins ≥3 mm and low-intermediate nuclear 

grade). Women were randomized to RT or observation (OBS). Tamoxifen (Tam) for 5 years was 

optional in both arms.

Materials/Methods: Ipsilateral local failure (LF) was the primary end point; LF and contralateral 

failure (CF) were estimated using cumulative incidence and overall (OS) and disease-free (DFS) 

survival were estimated using KaplanMeier method. Treatment arms were compared by the log-rank 

test.With 1,790 patients, 80% power and using a 2-sided log-rank test at 0.05, 9,804 was designed to 

detect a reductionin 5 year LR from 6.0% to 3.5% with RT. Dose in the RTarm was 50 Gy in 25-28 or 

42 Gy in 16 fractions, with no boost allowed.

Results: Due to lower than projected accrual, the study closed early in 2006 with 636 patients, and 

585 eligible patients are included in this analysis. Median follow-up time was 7.17 years, with Tam 

used in 62%; mean age was 59. At 7 years, LF in the RT arm was 0.9% (95% CI: 0.0-2.2) versus 6.4% in 

the OBS arm (95% CI: 3.2-9.6), p=0.0005. In the OBS arm, 12 of 18 LF occurred in the same quadrant. 

The 2 LF in the RT arm were in distant quadrants. No failures involving skin were observed in either 

arm. With limited events: age, grade, margin status, and size did not correlate with LF. Rate of grade 

(G) 1-2 worst acute toxicity was 30% versus 76%; G3-4toxicities were 4.0% and 4.2%, 

respectively in the OBS and RTarms. The rate of worstlateRT toxicity was: G1 30%, G2 4.6%, and G3 

0.7%. OS and DFS were excellent in both arms.

Conclusions: In this “good risk” subset of DCIS, the LF rate was decreased signiﬁcantly with the 

addition of RT. Longer follow-up is planned, as late failures continue to occur.
