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Background
Definition Infantile colic is defined as excessive crying
in an otherwise healthy baby. The crying typically starts
in the first few weeks of life and ends by age 4-5
months. Excessive crying is defined as crying that lasts
at least three hours a day, for three days a week, for at
least three weeks.1

Incidence/prevalence Infantile colic causes one in six
families to consult a health professional. One
population based study (409 breastfed or formula fed
infants) found the incidence of infantile colic to be 3.3-
17%, depending on the definition used and whether
the symptoms were reported prospectively or retro-
spectively. The incidence was 9% using the definition
given above.2 One randomised controlled trial (RCT)
(89 breast and formula fed infants) found that, at 2
weeks of age, the incidence of crying more than three
hours a day was 43% in formula fed infants and 16% in
breastfed infants. The incidence at 6 weeks was 12%
and 31% respectively.3

Aetiology The cause of infantile colic is unclear. It may
be part of the normal distribution of crying. Other

possible explanations are painful gut contractions, lac-
tose intolerance, gas, or parental misinterpretation of
normal crying.1 One large survey found that the social
factors that influenced reporting of infantile colic
included the age at which the woman had her first
child, the time she had spent in full time education, and
her occupation. Older women who had spent the
longest in full time education and in non-manual
occupations were the most likely to report infantile
colic.4

Prognosis Infantile colic improves with time. One
study found that 29% of infants aged 1-3 months cried
for more than three hours a day, but by 4-6 months of
age the prevalence had fallen to 7-11%.5

Aim To reduce infant crying and distress, and the anxi-
ety of the family, with minimal side effects of treatment.
Outcomes Duration of crying or colic, as measured on
dichotomous, ordinal, or continuous scales. Parents’
perceptions of severity (recorded in a diary).

Methods
Clinical Evidence update search and appraisal January
2001. We searched Cinahl, the Cochrane Library,
Embase, and Medline for publications using reduction
in crying or colic as the main outcome. Trials were
excluded for the following reasons: infants studied had
normal crying patterns, infants were older than 6
months, interventions lasted less than three days, trials
had no control groups or had low Jadad quality scores.6

Sometimes we pooled results from RCTs with different
but comparable outcomes; effect sizes were calculated
using a random effects model.

Question What are the effects of treatments
for infantile colic?

Option Anticholinergic drugs

Summary Two systematic reviews have found that
anticholinergic drugs (dicyclomine or dicycloverine)
significantly reduce infantile colic but may be
associated with more frequent minor adverse effects.

Benefits
We found two systematic reviews.1 7 The first systematic
review (search date 1996, 5 RCTs, 177 infants) found that
anticholinergic drugs (most frequently dicyclomine 5 mg
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four times daily) were more effective than placebo
(standardised mean difference of effect size 0.46, 95% confi-
dence interval 0.33 to 0.60; see comment below).1 The clini-
cal importance of this result is unclear. A second systematic
review (search date 1999, four of the same RCTs) found
similar results (3 of 4 RCTs found that dicyclomine was
more effective than placebo).7

Harms
Two of five RCTs8 9 in the systematic reviews1 7 compared
harms of dicyclomine versus placebo. The first RCT (cross-
over design, 30 infants) found more drowsiness with
dicyclomine than with placebo (4/30 v 1/30; P = 0.16).8 The
second RCT (crossover design, 25 infants) found more loose
stools or constipation in infants on dicyclomine versus pla-
cebo (3/25 v 1/25; P = 0.3).9 Case reports of harms have
included breathing difficulties, seizures, syncope, asphyxia,
muscular hypotonia, and coma.10

Comments
Most RCTs used dicyclomine; dicycloverine was used in
only one of the RCTs. Only one RCT stated measures to
make the control syrup taste the same as the drug syrup.8

The first review is limited because it pooled different
outcome measures from RCTs and included crossover stud-
ies.1 The crossover design is unlikely to provide valid
evidence because infantile colic is an unstable condition,
and the effects of dicyclomine may continue even after a
washout period.11

Option Simethicone

Summary Two systematic reviews of the same three
RCTs found no evidence that simethicone reduced
infantile colic.

Benefits
We found two systematic reviews (search dates 1996 and
1999, same 3 RCTs, 136 infants with infantile colic), which
found no evidence that simethicone was more effective than
placebo.1 7 One RCT was of unsatisfactory quality. The
second RCT (double blind, crossover, 83 infants) compared
0.3 ml of simethicone against placebo before feeds.12 It
found no significant difference for colic when rated by
carers (28% improved with simethicone, 37% with placebo,
20% with both; effect size for simethicone versus placebo
− 0.10, − 0.27 to 0.08). The third RCT (double blind, crosso-
ver trial, 27 infants) compared simethicone with placebo
and found no improvement as rated by parental interview,
24 hour diary, or behavioural observation (effect size 0.06,
− 0.17 to 0.28).13

Harms
None reported.

Comment
The crossover design limits the validity and clinical utility of
the RCTs.

Option Replacement of cows’ milk with soya

Summary One small RCT has found that soya
replacement of standard formula milk reduced crying
time.

Benefits
We found two systematic reviews (search dates 1996 and
1999, 1 RCT).1 7 The RCT (19 infants) found that soya milk
compared with standard milk formula reduced the duration
of crying (4.3-12.7 hours with soya milk v 17.3-20.1 hours
with formula milk; mean difference 10.3 hours, − 16 to
− 4 hours).14

Harms
None reported.

Comment
Mothers were not told which milk the babies received, but
differences between the milks could be detected by smell
and texture.

Option Replacement of cows’ milk with
casein hydrolysate

Summary Two RCTs comparing cows’ milk formula
against casein hydrolysate found insufficient evidence.

Benefits
We found two systematic reviews (search dates 1996 and
1999, identified the same 2 RCTs).1 7 The first RCT (double
blind, crossover, 17 infants) studied the effect of each of three
changes of infant diet for four days.15 Colicky, bottle fed
infants received casein hydrolysate and cows’ milk alterna-
tively. By the third change there was no notable difference in
the incidence of colic between groups, but 47% of infants left
the study before completion. The second RCT (122 infants)
compared bottle fed infants given casein hydrolysate versus
cows’ milk formula. It also compared breastfed infants with
mothers on a hypoallergenic diet against controls on an
unmodified diet.16 Thirty eight infants were bottle fed, but the
RCT did not report how many of these babies received the
active diet. This RCT pooled the results of breastfed and bot-
tle fed babies and found that the active diet reduced infant
distress as measured by parents on a validated chart. The
number of bottle fed infants was too small to establish any
important effect in the bottle fed subgroup.

Harms
None reported.

Comment
None.

Option Replacement of cows’ milk formula
by whey hydrolysate

Summary One RCT found limited evidence that
replacing cows’ milk formula by whey hydrolysate
reduces infant colic.

Benefits
We found two systematic reviews (search dates 1996 and
1999)1 7 and one subsequent RCT.17 The systematic reviews
found no RCTs of adequate quality. The subsequent, double
blind RCT (43 infants) found that whey hydrolysate formula
(23 infants) compared with standard cows’ milk formula
reduced the time that babies cried each day, measured by a
validated parental diary (crying reduced by 63 (1 to 127)
minutes a day).17

Harms
None identified in the RCT.

Comment
Parents may not have been blind to the intervention. When
asked, six indicated that they were aware, but two of these
falsely identified the formula. When these infants’ results
were removed from the analysis, the calculated reduction in
crying time with whey hydrolysate formula versus standard
cows’ milk formula was 58 minutes a day (P = 0.03).17

Option: Low lactose milk

Summary We found insufficient evidence from RCTs
on the effects of low lactose milk.
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Benefits
We found two systematic reviews (search dates 1996 and
1999, 2 RCTs),1 7 and one additional small RCT.18 The first
RCT in the systematic reviews (double blind, crossover, 10
weaned infants) compared four options: bottle feeding
using pooled breast milk, lactase treated breast milk,
formula milk, and lactase treated formula milk.19 It found no
evidence that low lactose milk reduced the time, severity, or
duration of colic, as recorded by parents. The second RCT
(12 breastfed infants) compared lactase against placebo
drops given within five minutes of feeding; it found no
differences in the duration of time spent feeding, sleeping,
or crying. The additional small crossover RCT (13 infants)
compared lactase treated milk against milk with placebo
drops added.18 It found that the lactase treated milk reduced
crying time (1.1 (0.2 to 2.1) hours a day).

Harms
None reported.

Comment
The RCTs are too small to allow confident conclusions to be
drawn. The babies were not selected on the basis of a history
of confirmed lactose intolerance.

Option Sucrose solution

Summary We found limited evidence from one small
RCT that sucrose solution may benefit infantile colic.

Benefits
We found one systematic review (search date 1999, 1 RCT).7

The small crossover RCT (19 infants), compared 2 ml of
12% sucrose solution against placebo given to babies when
they continued to cry despite comforting.20 Parents, blind to
the intervention, scored the effect of the treatment on a scale
of 1-5. Treatments were crossed over after 3-4 days and
again after 6-8 days. The RCT found that parents were more
likely to rate improvement with sucrose than with placebo
(12/19 (63%) with sucrose v 1/19 (5%) with placebo;
absolute risk increase (ARI) 58%, 10% to 89%; number
needed to treat (NNT) 2, 95% CI 1 to 10; RR 12, 3.0 to 19).

Harms
None reported.

Comment
Publication bias has not been excluded.

Option Herbal tea

Summary One small RCT found limited evidence that
herbal tea is effective for infantile colic.

Benefits
We found two systematic reviews (search dates 1996 and
1999, 1 RCT 21).1 7 The RCT compared herbal tea containing
extracts of chamomile, vervain, licorice, fennel, and
balm-mint in a sucrose solution (33 infants) against sucrose
control (35 infants) given by parents up to three times daily
in response to episodes of colic. Coding was known only to
the pharmacist, and the taste and smell of the tea and
placebo were similar. Parents rated response using a symp-
tom diary. The RCT found that, at seven days, herbal tea
eliminated colic in more infants than sucrose controls
(number of infants free of colic: 19/33 (58%) with herbal tea
v 9/5 (26%) with sucrose; ARI 32%, 7% to 53%; RR 2.2, 1.3
to 3.1; NNT 3, 2 to 14).

Harms
None reported.

Comment
One additional RCT, evaluating herbal drops, was not
considered suitable for inclusion. The possibility of
publication bias has not been excluded.

Option Behavioural modification

Summary Two systematic reviews found conflicting
evidence from four small RCTs of the effects of behav-
ioural modification of parents in response to their
baby’s crying.

Benefits
We found two systematic reviews (search dates 1996 and
1999, 4 RCTs).1 7 Focused counselling versus non-specific
reassurance: One RCT (22 infants) assessed maternal anxi-
ety and the hours of crying each day by questionnaire. It
found no evidence that counselling mothers about specific
management techniques (responding to crying with gentle
soothing motion, avoidance of over stimulation, using a
pacifier, and prophylactic carrying) was any better than
reassurance and support.22 Focused counselling versus car
ride simulation: The same RCT also allocated 16 infants
(mean age 6.8 weeks) to car ride simulation for up to one
hour. There were no important differences between this
group and the control group (11 infants) for crying times or
maternal anxiety.22 Focused counselling versus elimina-
tion of cows’ milk protein: One RCT (20 infants) found
that counselling parents to respond to their baby’s cries by
feeding, holding, offering a pacifier, stimulating, or putting
the baby down to sleep decreased duration and extent of
crying more quickly than substitution of soya or cows’ milk
with hydrolysed casein formula. Mean decrease in crying as
recorded by parent diary was 2.1 hours/day with
counselling versus 1.2 hours/day with dietary change.23

Increased carrying versus general advice: The third RCT
(66 infants) randomised mothers of babies with colic to
carry their infant, even when the infant was not crying, for at
least an additional three hours a day or to a general advice
group (to carry, check baby’s nappy, feed, offer pacifier, place
baby near mother, or use background stimulation such as
music). The first group carried their babies for 4.5 hours a
day compared with 2.6 hours a day in the general advice
group. There was no effect on daily crying time (mean
difference − 3 minutes, − 37 minutes to 32 minutes).24

Reducing stimulation versus non-specific interview: The
fourth RCT (42 infants, median age 10 weeks) allocated
mothers of infants to a low stimulation group (mothers were
advised to reduce stimulation by not patting, lifting,
winding, or jiggling the baby, or by reducing auditory stimu-
lation) or a group that was given an empathetic interview.
For infants under 12 weeks, advice to reduce stimulation
versus no advice improved a change rating scale for more
infants (after 7 days 14/15 (95%) improved with advice v
6/12 (50%) with control; ARI 43%, 8% to 49%; RR 1.9, 1.2 to
2.0; NNT 2, 2 to 13).25 Improvement in the change rating
scale was defined as a score of + 2 or better on a scale from
− 5 to + 5 that was meant to indicate perceived change in
crying since the start of the trial. It is unclear if this scale has
been validated (see comment).

Harms
None reported.

Comment
Mothers given advice to reduce stimulation were also given
permission to leave their infants if they felt they could no
longer tolerate the crying. It is unclear whether the
improved change score represents a true change in the
hours that the baby cried, or altered maternal perception.

Competing interests: None declared.

Clinical review

439BMJ VOLUME 323 25 AUGUST 2001 bmj.com



1 Lucassen PLB, Assendelf WJJ, Gubbels JW, Van Eijk JTM, Van Geldrop
WJ, Knuistingh Neven A. Effectiveness of treatments for infantile colic: a
systematic review. BMJ 1998;316:1563-9.

2 Canivet C, Hagander B, Jakobsson I, Lanke J. Infantile colic—less
common than previously estimated? Acta Paediatr 1996;85:454-8.

3 Lucas A, St James-Roberts I. Crying, fussing and colic behaviour in breast
and bottle-fed infants. Early Human Development 1998;53:9-19.

4 Crowcroft NS, Strachan DP. The social origins of infantile colic; question-
naire study covering 76 747 infants. BMJ 1997;314:1325-8.

5 St James Roberts I, Halil A. Infant crying patterns in the first year: normal
community and clinical findings. J Child Psychol Psychiatry 1991;32:951-68.

6 Jadad AR, Moore RA, Carroll D, et al. Assessing the quality of reports of
randomized clinical trials: is blinding necessary? Control Clin Trials
1996;17:1-12.

7 Garrison MM, Christakis DA. A systematic review of treatments for infant
colic. Pediatrics 2000;106:184-90.

8 Hwang CP, Danielsson B. Dicyclomine hydrochloride in infantile colic.
BMJ 1985;291:1014.

9 Gruinseit F. Evaluation of the efficacy of dicyclomine hydrochloride
(“Merbentyl”) syrup in the treatment of infantile colic. Curr Med Res Opin
1977;5:258-61.

10 Williams J, Watkin Jones R. Dicyclomine: worrying symptoms associated
with its use in some small babies. BMJ 1984;288:901.

11 Fleiss JL. The crossover study. In: Fleiss JL, ed. The design and analysis of
clinical experiments. New York: Wiley, 1986.

12 Metcalf TJ, Irons TG, Sher LD, Young PC. Simethicone in the treatment
of infantile colic: a randomized, placebo-controlled, multicenter trial.
Pediatrics 1994;94:29-34.

13 Danielsson B, Hwang CP. Treatment of infantile colic with surface active
substance (simethicone). Acta Paediatr Scand 1985;74:446-50.

14 Campbell JPM. Dietary treatment of infantile colic: a double-blind study.
J R Coll Gen Pract 1989;39:11-4.

15 Forsythe BWC. Colic and the effect of changing formulas: a double blind,
multiple-crossover study. J Pediatr 1989;115:521-6.

16 Hill DJ, Hudson IL, Sheffield LJ, Shelton MJ, Menahem S, Hosking CS. A
low allergen diet is a significant intervention in infantile colic: results of a
community based study. J Allergy Clin Immunol 1995;96:886-92.

17 Lucassen LB, Assendelft WJ, Gubbels LW, van Eijk JT, Douwes AC. Infan-
tile colic: crying time reduction with a whey hydrolysate; a double blind,
randomized placebo-controlled trial. Pediatrics 2000;106:1349-54.

18 Kearney PJ, Malone AJ, Hayes T, Cole M, Hyland M. A trial of lactase in
the management of infant colic. J Hum Nutrition Dietetics 1998;11:281-5.

19 Stahlberg MR, Savilahti E. Infantile colic and feeding. Arch Dis Child
1986;61:1232-3.

20 Markestad T. Use of sucrose as a treatment for infant colic. Arch Dis Child
1997;77:356-7.

21 Weizman Z, Alkrinawi S, Goldfarb D, Bitran C. Herbal teas for infantile
colic. J Pediatr 1993;123:670-1.

22 Parkin PC, Schwartz CJ, Manuel BA. Randomised controlled trial of three
interventions in the management of persistent crying of infancy.
Pediatrics 1993;92;197-201.

23 Taubman B. Parental counselling compared with elimination of cow’s
milk or soy milk protein for the treatment of infant colic syndrome: a
randomized trial. Pediatrics 1988;81:756-61.

24 Barr RG, McMullen SJ, Spiess H, Leduc DG, Yaremko J, Barfield R, et al.
Carrying as a colic “therapy”: a randomized controlled trial. Pediatrics
1991;87:623-30.

25 McKenzie S. Troublesome crying in infants: effect of advice to reduce
stimulation. Arch Dis Child 1991;66:1416-20.

Clinical Evidence is
published by BMJ
Publishing Group.
The fifth issue is
available now, and
Clinical Evidence will
be updated and
expanded each
month on the
website. Individual
subscription rate,
issues 5 and 6
£75/$110;
institutional rate
£160/$240; student
rate £55/$80. For
more information
including how to
subscribe, please
visit the Clinical
Evidence website at
www.clinical
evidence.org

Glossary
Behavioural modification—Changing the way in
which parents respond to their babies crying from
colic
Hypoallergenic diet—In bottle fed infants, a
hypoallergenic diet uses a casein hydrolysate formula.
In breastfed infants, a hypoallergenic diet involves a
maternal diet, free of artificial colourings,
preservatives, and additives, and low in common
allergens (milk, egg, wheat, nuts, etc)
Jadad scale—This measures factors that impact on
quality of the trial. Poor description of the factors,
rated by low figures, are associated with greater
estimates of effect. The scale includes three items: was
the study described as randomised? (0-2); was the
study described as double blind? (0-2); was there a
description of withdrawals and drop-outs? (0-1)6

Reassurance—Informing the parent that infantile colic
is a self limiting condition resolving by 3-4 months of
age, and is not caused by disease or any fault in
parental care.

A memorable patient
“Let’s wait and see”

It happened on a Saturday morning. I was on call for
the intensive care unit when I received the referral of a
potential admission. The patient was an elderly man
with an acute exacerbation of his chronic obstructive
airways disease.

On my arrival on the medical ward, I immediately
saw that he was in extremis. Very little information was
available to provide the basis for an informed decision
as to his suitability for intensive care admission and
ventilatory support. The only option was to admit him
to the intensive care unit.

After he was anaesthetised, intubated, and
ventilated, a helpful colleague commented on some
lung function tests in the medical record of which I
was unaware. The results were dismal, and my hopes
of successfully weaning the patient from mechanical
ventilation were dashed. I was filled with the horror of
this man being ventilated week after week and the
implications of this for him, his family, and my
standing on the intensive care unit.

Later that day, his relatives visited. During my
discussions with them, I learnt that he was an active
man involved in heavy gardening. This was not, in my
opinion, in keeping with those infamous lung function
tests. I thus adopted an attitude of “let’s wait and see.”

As the week progressed, he improved, requiring less
ventilatory support until he was successfully weaned
from the ventilator. He even avoided the need for
tracheostomy, which had been predicted. When he was

ready to be discharged to the medical ward I went to
see him and his wife. He thanked me for taking him to
the intensive care unit when he needed it most. His
wife was delighted with his recovery.

This case shows the unpredictability of medicine. We
cannot always correctly predict how our patients will
respond to our interventions, and we must always
consider the individual rather than the collective. Test
results are important, but so is taking a full history.
With increasing demand on critical care services, this
case illustrates some of the difficulties in setting rigid
admission policies based on patient groups. I felt guilty
about my reluctance to take him to intensive care at
the outset, but I’m glad that I did.

Christopher Sharpe specialist registrar in anaesthetics,
West Suffolk Hospital, Bury St Edmunds

We welcome articles of up to 600 words on topics such
as A memorable patient, A paper that changed my practice,
My most unfortunate mistake, or any other piece
conveying instruction, pathos, or humour. If possible
the article should be supplied on a disk. Permission is
needed from the patient or a relative if an identifiable
patient is referred to. We also welcome contributions
for “Endpieces,” consisting of quotations of up to 80
words (but most are considerably shorter) from any
source, ancient or modern, which have appealed to the
reader.
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