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Use of oral sodium cromoglycate in persistent
diarrhoea
T D BOLIN*

From the University ofNew South Wales, Gastrointestinal Unit, Prince of Wales Hospital, Randwick,
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SUMMARY Twenty patients with persistent diarrhoea participated in a randomised, double-blind
trial of oral sodium cromoglycate and placebo. Eight patients noted significant improvement in
their diarrhoea while taking sodium cromoglycate and this did not correlate with the presence of
other atopic diseases, a history of food intolerance, or the presence of lactase deficiency. The results
suggest that some patients with diarrhoea of unknown cause may have food allergy as a major
contributing cause for their diarrhoea.

It is usually accepted that 50% of patients presenting
to a gastrointestinal clinic with chronic diarrhoea
have no organic cause for their symptoms.' This
situation is virtually unique when the aetiology of
other important non-gastrointestinal symptoms is
considered and may well reflect our poor under-
standing of the pathogenesis of some gastrointes-
tinal symptoms.
The concept that food allergy can provoke a

variety of diverse symptoms has recently received
increasing support. There is very little evidence that
gastrointestinal symptoms, such as diarrhoea have
their basis in allergy to certain foods if conditions
such as gluten sensitive enteropathy, cows milk, and
soya protein intolerance are excluded.

There is, however, recent evidence that treatment
with oral sodium cromoglycate protects against the
development of asthma and eczema after an oral
allergen challenge.23 It was therefore decided to
examine the possibility that some patients with
persistent diarrhoea without obvious cause (irritable
bowel syndrome) may be symptomatically improved
with oral SCG. If this was beneficial it would lend
some support to the concept that food allergy may
play a role in certain patients with unexplained
diarrhoea.

Methods

PATIENTS
Twenty patients were chosen from a group of 100
patients participating in a prospective study of
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persistent diarrhoea, when a final diagnosis of
irritable bowel syndrome had been made. Persistent
diarrhoea was defined as a change in bowel habit,
resulting in alteration of the consistency of stools,
in that they became sloppy or liquid. Investigation
of their diarrhoea had included a full blood count,
biochemical profile, stool microscopy and culture,
sigmoidoscopy, barium enema, small bowel series
and a small bowel biopsy with disaccharidase assay
and examination of duodenal juice for Giardia
lamblia trophozoites. Furthermore, each patient had
been given an empirical therapeutic trial of either
metronidazole (400 mg eight hourly for seven days)
or tinidazole (2 g statim; repeated in 48 hours) to
exclude occult giardiasis as the cause of their
diarrhoea. Symptoms had been present for a mean
of 14 years (range three to 30 years). In no patient
was there a history of intolerance to milk or any
obvious specific food intolerance; 12 patients,
however, described a general intolerance to a wide
variety of foods without being able to specify any
that precipitated diarrhoea. A personal and family
history of allergic and atopic disease was obtained.
No patient was on medication which might cause
diarrhoea.

Patients entered into the trial began by recording,
on a chart, their symptoms, particularly in relation
to frequency and consistency of bowel motions,
abdominal pain, and bloating. After four weeks they
were randomly allocated to treatment with either
oral SCG or placebo for a four week period, given
on a double-blind basis. At the end of four weeks
they changed to the alternative treatment. Daily
recording of symptom severity continued throughout
each treatment period. An assessment of symptom
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Table Response to treatment with sodium cromoglycate

Duration of History
symptoms
(yr)

Response to treatment* Comment

Food Atopic Pretreat- Placebo SCG
intolerance disease ment

+ + 4
_ 4

_ + 3
+ - 3
+ 4
- -t 3
++ F 3
++ ++ 4
+ t- 3
+ + 2
_ - 2
_ _ 4
_

- 4
+ _ 3
+ + 4
+ _ 2
_ + 2
_ - 3
+ _ 2

4
4
3
3
4
3
3
4
3
2
2
4
4
3
4
2
2
3
2

4
4

33

2
1
1
4
3
2
2
1

2
1
2

2

Stopped placebo-side-effects
Lactase deficiency

Indigestion if taken without water

Lactase deficiency
Side-effects with both
Neutropenia while on placebo

Lactase deficiency

Dry mouth and bloated with placebo
Lactase deficiency

Jaundice due to gallstones while on SCG-cholecystectomy
Abdominal pain, skin rash, jaundice-due to gallstones-

while on placebo

*Stools per day: 1: one-two formed. 2: one-two unformed. 3: three-four unformed. 4: more than four unformed.
Improvement with SCG was significant-005 > P>0 01, McNemar's test (corrected for small numbers).

severity was made by both patient and clinician
at the end of each treatment period. The dosage of
oral SCG was 200 mg four times daily. Placebo
capsules contained an equivalent volume of glucose.
Significant improvement was judged to have occur-
red if there was a reduction in frequency of stools
by 50 %, associated with an increased firmness of
consistency.

Results (Table)
Twenty patients completed the trial. Eight noted sig-
nificant benefit from the use of oral SCG with a

reduction in frequency and firmer consistency of
their motions. Two patients who were socially
disabled because of the severity and urgency of
their diarrhoea dramatically improved on SCG
and resumed their normal activities.
The remaining 12 patients found no benefit from

either medication or, alternatively, improved with
both (three patients). There was nothing to suggest
continued activity ofSCG into the placebo period.
The presence of a positive history of 'food intoler-

ance' or of atopic disease bore no relationship to a

beneficial response to SCG nor did a family history
of atopic disease. Three responders described
intolerance to food which was neither specific nor

predictable; five responders had a history of rhinitis/
asthma but this did not help in predicting a bene-
ficial response.

Lactase deficiency was present in four of the 12
patients who had a small bowel biopsy and this did

not correlate with a response to SCG. In none was

the jejunal histology abnormal.
Only one patient described side-effects attributed

to SCG and this consisted of 'indigestion' when the
drug was taken without water. Gallstones were
noted during treatment in two patients; one on
SCG and another on placebo. Three patients des-
cribed side-effects while taking the placebo and
neutropenia was detected in another patient on
placebo. In this patient placebo therapy antedated
that with SCG and neutropenia spontaneously
returned to normal.

Discussion

The use of oral SCG has been described in food
allergies ;4-8 these studies, however, were primarily
directed towards a wide variety of allergic reactions
including angio-oedema, rhinitis, cough, headache,
and fatigue, rather than being primarily concerned
with gastrointestinal symptoms. This present study
was concerned solely with diarrhoea as a possible
manifestation of allergic reactions of the gut to food
in general. The finding of symptomatic improve-
ment in 40% of the patients who had in the past
tried a multitude of symptomatic measures, suggests
that oral SCG has a role to play in treating persistent
diarrhoea without an obvious organic cause. As no

single food could be identified as the offending
substance by patients who responded, oral SCG may
be a simpler alternative to exclusion diets, provided

Patient Age (yr)
and sex

2
3
4
5
6
7
8
9
10
11
12
13
14
15
16
17
18
19

35 M
33 M
35 M
62 M
49 M
64 M
60 F
52 M
36 F
71 M
53 F
66 F
39 M
41 F
63 F
64 M
37 M
39 M
63 M

7
3
10
20
20
30
3

20
8

20
20
4
26
15
20
20
4
22
7

20 58 F 15 - - 3 3 3
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due regard is paid to the need for tailoring the dose
of SCG for individuals, depending on the severity
and timing of their symptoms.

Fisons Pty. Limited kindly supplied the sodium
cromoglycate.
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