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Double-blind controlled trial of amylopectin sulphate
(Depepsen) in the symptomatic treatment of duodenal
ulcer
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SUMMARY In a double-blind controlled trial amylopectin sulphate (Depepsen) had no significant
advantage over placebo in the symptomatic treatment of duodenal ulcer.

Most treatments of duodenal ulcer have attempted to
neutralise or diminish acid output or to increase
mucosal resistance; little attention has been given
to pepsin. Amylopectin sulphate (Depepsen, Searle)
has been reported to be effective in both gastric
and duodenal ulcer(Cayerand Ruffin, 1967; Zimmon,
et al., 1969; Sun and Ryan, 1970), though a negative
study has also appeared (Cocking, 1972). We report
here a double-blind trial of this agent in the
asymptomatic treatment of duodenal ulcer.

Methods

Patients studied were men with radiological evi-
dence of duodenal ulcer crater or deformity obtained
within the previous two years. They had a history
of six months to five years typical of duodenal ulcer,
with pain on three or more days in the seven days
before admission to the trial. There were no re-
strictions to entry into the trial because of age,
cardiorespiratory or renal disease, but those with
known gastric ulcer, hiatus hernia, gallstones, or
irritable bowel syndrome, and those receiving
anticholinergics, carbenoxolone, Caved-S, or gefar-
nate for their present relapse were excluded. In-
formed consent was obtained.
The patients were given their customary antacids

and either amylopectin sulphate 500 mg to be chewed
and swallowed with a drink two hourly for six
daily doses, or an identical appearing placebo tablet
containing dextrose 500 mg in place of the amylo-
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pectin. The patients were encouraged to take the
amylopectin regularly and the antacid as often as
required. They kept a diary card recording each day
the presence or absence of daytime and nocturnal
pain and the number of test tablets and antacids
consumed. They were asked to grade the severity
of the pain 0/1/2. They were advised to stop smoking
and, if dietary advice was requested, told to eat
normal meals. Each patient was seen at fortnightly
intervals for six weeks. At each visit the diary cards
were collected and new ones issued. The results of
treatment were analysed from data culled from the
diary cards. Duodenoscopy, which is now mandatory
for ulcer-healing studies, was not possible when this
trial was started.

Results

The records were analysed by one observer, who had
no clinical contact with any of the patients. Forty
patients were entered into the trial, 21 receiving the
placebo and 20 the active treatment. Eight patients
(five in the placebo, three in the treatment group)
defaulted from follow up, while the diary cards from
four patients (all on active treatment) were in-
complete and unsuitable for analysis. Diary cards
were completed satisfactorily by 28 patients, 12 of
whom received the active and 16 the placebo
tablets. Data culled from the diary cards and by
direct inquiry showed that all the patients appeared
to take the tablets regularly and at the prescribed
dose. The mean number of days and nightswith ulcer
pain per patient and the mean number of antacid
tablets consumed per patient for each week of the
trial period are shown in the Table. Depepsen had
no advantage over the placebo when judged on
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Table Mean number of days and nights of ulcer pain and antacid tablets consumed during trial period

Week of trial Mean number of nights with pain/patient Mean number of days with pain/patient Mean number of antacid tablets/Patient

Active Placebo Active Placebo Active Placebo
1 3-6 2-3 5-0 3-8 18 14
2 2-7 2-3 3-1 3-7 15 12
3 2-0 1-8 3-1 3-3 12 10
4 2-0 2-9 3-3 3-6 1 2 1 1
5 1*5 1*7 2-9 2-6 1 3 9
6 2-1 1-3 3-1 1-8 10 8

either of these two criteria, nor was there any
difference in the severity of pain. No side-effects
were noted with either amylopectin or placebo
tablets. The active and placebo groups were com-
parable in age, sex, and length of history.

Discussion

These observations show no advantage for amylo-
pectin sulphate compared with placebo in the treat-
ment of symptoms of duodenal ulceration. In both
treatment groups daytime and nocturnal pain and
antacid consumption decreased during the six weeks
of the trial-the decrease presumably representing
the spontaneous symptomatic remission in duodenal
ulcer.
These results differ from the significant benefit

with amylopectin sulphate 250 mg two hourly
reported by Sun and Ryan (1970) and Sun (1974).
However, in a trial using amylopectin sulphate
and propantheline, Cocking (1972) could show no
advantage for amylopectin sulphate 500 mg every
three hours over a placebo, and in a recent endo-
scopically controlled eight week trial Landecker
et al. (1976) also found no advantage for amylo-
pectin.
Although amylopectin sulphate has been shown

to inhibit gastric pepsin activity in man (Sun, 1967),
it did not, in the dose range used in the present

trial, produce significant relief of symptoms in
patients with duodenal ulceration.

We wish to thank Searle and Co. Ltd., for supplying
the active and placebo tablets.
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