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Abstract: ARTDECO study is to compare the efficacy of standard dose and escalated dose radiation in
patients with esophageal cancer receiving definitive chemoradiotherapy. Patients were stratified by his-
tologic type and by T stage, and were randomly assigned using a minimization technique. In addition
to two interim analyses, the study did not involve multiple main study endpoints, or multiple compar-
isons such as multiple group or subgroup analyses. The O’ Brien—Fleming distribution method was used
to determine the significance level. No positive results were obtained from the two interim analyses and
the study was not terminated halfway. In this study only one main endpoint, local progression-free sur-
vival, was preset and the results of other endpoints were only exploratory analysis. The results indicat-
ed that in the definitive chemoradiotherapy of esophageal cancer, dose escalation of the primary tumor
to 61.6 Gy did not significantly improve the local control, but increased the incidence of toxicity,
while there was no improvement in overall survival. Adding new treatment methods or precisely screen-
ing patients to tailor radiotherapy dose might be the future direction of treatment development.
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Figure 1 Local PFS by(A) arm and (B) histologic subtype™’
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Notes : PFS ; progression-free survival ; HD :high dose;SD:standard dose

Figure 2 Locoregional PFS by arm™
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Figure 3 OS by arm™
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Table 1 Adverse events grades according to CTCAE
by treatment arm(%)

Toxicity Standard dose ~ High dose Total
(n=120) (n=118) (n=238)
Grade 1 33 0 1.7
Grade 2 25.8 14.4 20.2
Grade 3 55.0 63.6 59.2
Grade 4 12.5 144 13.4
Grade 5 3.3 7.6 5.5

Note : CTCAE : common terminology criteria for adverse events
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