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Objective
To compare the effectiveness of stan-
dard surgery (cholecystectomy and
common bileduct exploration) with
endoscopic sphincterotomy (ES) for
treatment of bileduct stones in high-
risk patients.

Design
Randomised controlled trial with a
mean follow-up of 17 months.

Setting
University-affiliated hospital in
Barcelona, Spain.

Patients
98 high-risk patients (mean age 80 y,
69% women) were included who had
symptoms that were likely caused by
bileduct stones or a recent episode of
biliary pancreatitis. Exclusion criteria
were previous surgical or endoscopic
interventions on the biliary tree, or
severe cholangitis or biliary pancrea-
titis that required urgent ES. 89 pa-
tients (91%) completed the study.

Intervention
48 patients were allocated to open cho-
lecystectomy, operative cholangio-
graphy, and bileduct exploration, if
needed (surgery group); SO patients
were allocated to ES with the gall-
bladder left in situ (ES group).

Main outcome measures
Mortality, recurrent biliary symptoms,
and hospital readmission.

Main results
The procedure was successfully done
in 94% of the surgery group and
88% of the ES group. Immediate
morbidity was similar in the surgery
and ES groups (23% vs 16%, P = 0.4)
as was immediate mortality (4% vs
6%, P = 0.5). Post-treatment hospital
stay was shorter for patients in the
ES group (5 vs 11 d, P < 0.001) as
was total hospital stay (16 vs 22 d,
P < 0.001). Recurrent biliary symp-
toms developed in 10 patients (21%)
in the ES group compared with 3
patients (6%) in the surgery group
(P = 0.04). (This absolute risk differ-
ence of 15% means that during a
mean of 17 months' follow-up, 1 ad-
ditional recurrence of biliary symp-
toms developed for every 7 patients
who received ES (rather than stan-
dard surgery), 95% CI 3 to 1134; the

relative risk increase was 212%, CI
0.5% to 906%.}* Readmissions be-
cause of biliary symptoms were also
less frequent in the surgery group
(4% vs 23%, JP= 0.01) {absolute risk
difference 19%; 1 additional read-
mission because of biliary symptoms
occurred for every 5 patients who
received ES, CI 3 to 19; relative
risk increase was 414%, CI 38% to
1903%}*. In a multivariate analysis,
ES was an independent predictor
of recurrent biliary symptoms (odds
ratio 6.9, CI 1.46 to 32.54).

Conclusion
Open surgery led to a lower rate of
recurrent biliary symptoms and hospi-
tal readmissions with similar morbid-
ity and mortality than, did endoscopic
sphincterotomy with the gallbladder
left in situ in elderly high-risk patients
with bileduct stones or nonsevere bil-
iary pancreatitis.
Source of funding: Spanish Health Ministry.

For article reprint: Dr. M. Trias, Service of
Surgery, Hospital Clinic, Villarroel 170,
08036 Barcelona, Spain. FAX 34-3-412-4717.

*Numbers calculated from data in article.

Commentary
Treating high-risk elderly patients who
have symptomatic common bileduct stones
with the perceived less invasive procedure
(ES) has not proved to be more effective than
traditional open surgery. The trade-off in
these high-risk patients was an expected
lower initial mortality and early morbidity
in the ES group at the potential cost of re-
current biliary symptoms.

The well-done, randomised controlled trial
by Targarona and colleagues has confirmed
that recurrent biliary symptoms are more
common, with ES with the gallbladder left
in situ than they were with open chole-
cystectomy and exploration of the common
bileduct. The recurrent biliary symptoms,
however, were successfully treated with

minimal morbidity and mortality. The in-
teresting finding of this study is the compa-
rable and acceptable mortality and morbidity
associated with open cholecystectomy and
exploration of the common bileduct. There-
fore, the results of this study question the whole
premise of using the less invasive pro-
cedure . In an unusual twist of rapidly devel-
oping technology, the role of laparoscopic
cholecystectomy with exploration of the
common bileduct is now a third treatment
alternative for these high-risk patients. Pro-
tagonists will promote the lower recurrence
of biliary symptoms with standard surgery
when compared with ES, and the potential
lower morbidity and mortality of laparo-
scopic compared with open surgery. The

dilemma is that technologies are developing
more rapidly than the time it takes to com-
plete good randomised controlled trials, and
this can threaten the generalisability of trials
that take several years to complete.

Despite these problems, this trial shows
that open cholecystectomy and exploration
of the common bileduct can be done with
comparable and acceptable mortality and
morbidity, and this procedure has the added
benefit of decreasing recurrent biliary symp-
toms more than does ES alone.
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