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Objective
T6 determine the effectiveness of radio-
therapy after curative surgery in patients
with locally advanced rectal cancer.

Design
Randomised controlled trial with
median 85-month follow-up.

Setting
13 centres in Europe.

Patients
172 patients (median age 59y, 60% men)
who had had complete excision of Dukes
B or C rectal cancer. Exclusion criteria
were age > 70 years, Karnofsky index
< 60, previous treatment for other
cancer except basal cell skin carcinoma,
geographic remoteness, need to delay
radiotherapy for > 8 weeks after surgery,
or any chronic disease.

Intervention
Patients were allocated to radio-
therapy after surgery (n = 84) or to

Commentary
Although much of the real excitement about
colorectal cancer research has been in the
stampede of advances in molecular genetics,
for patients who have rectal cancer, the real
concern is how to diminish die risk for re-
currence after surgery. One quarter of pa-
tients with Dukes stage B disease and about
one half of those with stage C disease can
expect local recurrence. These high rates
explain why the overall mortality rate of rec-
tal cancer has been stable at 40% for several
decades.

The purpose of radiotherapy after surgery-
is to reduce the rate of local recurrence. By
giving adjuvant therapy after surgery, it is
possible to target this treatment only to pa-
tients who have more advanced disease. The
study by Arnaud and colleagues and another
recently reported study (1) have contributed

surgery alone (n = 88). Radiotherapy
was begun within 8 weeks of surgery
at a total midplane dose of 46 Gy.
Patients were treated 5 days/wk for 30
to 38 days at a daily dose of 2 Gy.

Main outcome measures
Disease-free survival, local disease-
free interval, and overall survival. The
Kaplan-Meier technique was used to
estimate survival curves.

Main results
The study power was reduced to 60%
to detect an increase of 50% in disease-
free survival: Only 120 events (recur-
rence or death) were observed instead
of the required 192 events for a power
of 80%. Patients who received radio-
therapy did not differ from patients who
received surgery alone for disease-free

Radiotherapy vs surgery alone*

survival (relative risk [RR] 0.95,95% CI
0.66 to 1.36, P=0.81); local disease-free
interval (RR 0.82, CI 0.48 to 1.39,
P = 0.46); or overall survival (RR 0.88,
CI 0.60 to 1.29, P = 0.52). Recurrence
and mortality data are in the Table.
Long-term adverse effects in the radio-
therapy group included chronic diar-
rhoea (20%), chronic cystitis (12%), and
small bowel obstruction (5%).

Conclusion
Radiotherapy, began within 8 weeks
of curative surgery for rectal cancer,
did not prolong survival.
Source of funding: U.S. National Cancer
Institute.
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NNT, and CI calculated from data in article.

to our understanding of the actual value of
radiotherapy. Results of the trial by Arnaud
and colleagues showed no decrease in local
recurrence and no survival advantage in pa-
tients treated with radiotherapy compared
with those who had surgery alone. This study
was relatively small (172 patients). In con-
trast, the Medical Research Council Rectal
Cancer Working Party (1) reported on 459
patients who were randomly assigned either
to surgery alone or to surgery fpllowed by
radiotherapy. This study also found no dif-
ference in overall survival between the 2
treatment groups, but radiotherapy signifi-
cantly reduced the number of patients with
local recurrence. When reviewing the results
of these 2 studies and those of 4 previous
trials of radiotherapy given after surgery
(2-5), 2 clear messages emerge: First, radio-

therapy after surgery is safe and has a low
complication rate; second, although some of
the studies suggest that the risk for local
recurrence is reduced by radiotherapy, no
beneficial effect of treatment is found on.
overall survival.
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King's College Hospital;
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