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Bisacodyl and ischaemic colitis
Introduction

Bisacodyl, is a locally acting laxative indicated for constipation and bowel preparation before diagnostic
tests or surgery. The drug is available in the Netherlands as an enteric-coated tablet and as a
suppository. After hydrolysis, bisacodyl stimulates the mucosa of the colon, resulting in increased
colonic peristalsis and accumulation of water and electrolytes in the colonic lumen. This stimulates
defaecation, reduces transit time and softens the stool [1]. Bisacodyl is available as an over-the-counter
drug in pharmacies and drugstores, but can also be prescribed by health care professionals. Bisacodyl
was granted marketing authorization in the Netherlands in 1966 as Dulcolax® and is nowadays available
as various (generic) brands.

Ischaemic colitis is a type of colitis that results after hypoperfusion in blood supply below the metabolic
needs of the colon [2]. This results in colonic mucosal ulceration, inflammation and haemorrhage.
Patients can present with abdominal pain, haematochezia and diarrhoea [3]. The scale of injury is
determined by the duration and severity of the hypoperfusion. Ischaemic colitis can have numerous
causes and risk factors, including various arterial and venous diseases, trauma, surgical procedures
(including colonoscopy), hypoperfusion, colonic obstruction, age, gender, long-distance running and
iatrogenic causes including bowel preparation media for colonoscopy [2, 4, 5].

Reports

In the period from 22 February 2018 until 21 September 2023 the Netherlands Pharmacovigilance
Centre Lareb received two reports of ischaemic colitis in association with the use of bisacodyl [6]. In
both cases, bisacodyl was used as bowel preparation for colonoscopy. First signs of ischaemic colitis
appeared within hours after ingestion of one single dose of bisacodyl.

Case A (NL-LRB-00270815)

This spontaneous report concerns a woman aged 60-70 years that experienced ischaemic colitis after
a sole ingestion of two tablets of bisacodyl 5 mg. Bisacodyl was used as bowel preparation for
colonoscopy. Colonoscopy was performed in the context of the national colorectal cancer screening
program, because the woman had a positive immunochemical faecal occult blood test (iFOBT).

The woman experienced severe abdominal pain with vomiting the night after the ingestion of
bisacodyl. After two days, ischaemic colitis was identified during colonoscopy and confirmed with
pathology. The woman has congenital long QT syndrome, but no history of colitis and signs of
vascular diseases were absent. No other laxatives or concomitant drugs were reported. The woman
recovered after a week.

Case B (NL-LRB-00912033)

This spontaneous report concerns a man aged 60-70 years that experienced ischaemic colitis after
ingestion of bisacodyl 5 mg for two consecutive days. Bisacodyl was used as bowel preparation for an
elective colonoscopy. The first signs of ischaemic colitis appeared hours after the ingestion of the first
tablet. Ischaemic colitis was identified during colonoscopy. The reporter stated that other causes were
excluded. The man also used macrogol and electrolytes as a concomitant drug. The patient recovered
after five days.

Other sources of information

SmPC

‘Colitis’ is mentioned as a side effect in the Dutch SmPCs of 7 out of 15 registered products of
bisacodyl, namely:

Dulcolax maagsapresistente tabletten 5 mg, maagsapresistente tabletten [1]

Dulcolax zetpillen 10 mg, zetpillen [7]

Leidapharm Laxeertabletten Bisacodyl 5 mg, maagsapresistente tabletten [8]
Kruidvat laxeertabletten bisacodyl 5 mg, maagsapresistente tabletten [9]

Trekpleister laxeertabletten bisacodyl 5 mg, maagsapresistente tabletten [10]
Bisacodyl laxeertabletten Sanias 5 mg, maagsapresistente tabletten [11]

Bisacodyl laxeertabletten Sanias 5 mg, maagsapresistente tabletten [11]
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The SmPCs state that colitis was not reported in clinical studies. The
frequency ‘rare’ was calculated based on the total amount of treated patients, in agreement with the
EU SmPC guideline (3/3368 = 0.0089, which corresponds with ‘rare’). However, colitis has not been

specified.

Literature

Several case reports and case series describe ischaemic colitis associated with bisacodyl use
attributed to colonoscopy and bowel preparation for colonoscopy (Table 1). In the majority of cases,
the first symptoms of ischaemic colitis appeared within hours after administration of bisacodyl. In two
cases, ischemic colitis was diagnosed two and six days after colonoscopy respectively. In two cases
there was a positive rechallenge. Risk factors for ischaemic colitis were present in most cases,
including chronic constipation, cardiovascular disease, colonoscopy, abdominal surgery, laxative

abuse and drugs associated with the onset of ischaemic colitis, such as macrogol.

Table 1: Literature cases of ischaemic colitis and bisacodyl

Reference

Ajani et al. [3]

Baudet et al. [12]

Shamatutu et al.
[13]

Tomer et al. [14]

Theorode et al. [15]
Lopez et al. [16]

Vaizman et al. [17]

Dholakia et al. [18]

Woreta et al. [19]

Patient
sex, age

F, 54Y

M, 68Y

F, 57Y

F, 69Y

F, 66Y
F, 66Y
M, 73Y
M, 70Y
F, 53Y
F, 42Y
M, 67Y
F, 69Y
F, 69Y
F, 33Y

M, 19Y
M, 56Y

F, 78Y

F, 37Y

F, 71Y

Indication for
bisacodyl use
Chronic constipation

Laxative therapy prior
to hip surgery

Bowel preparation for
follow-up colonoscopy
(1Y after polyp
removal)

Bowel preparation for
colonoscopy for a
positive iFOBT
Bowel preparation for
surveillance
colonoscopy

Bowel preparation for
elective colonoscopy
Bowel preparation for
elective colonoscopy
Bowel preparation for
elective colonoscopy
Bowel preparation for
elective colonoscopy
Bowel preparation for
elective colonoscopy
Bowel preparation for
elective colonoscopy
Bowel preparation for
elective colonoscopy
Bowel preparation for
elective colonoscopy
20 year history of
laxative abuse
Constipation
Constipation

Bowel preparation for
colonoscopy

Bowel preparation for
elective colonoscopy

Bowel preparation for
colonoscopy for
evaluation of rectal
condylomata

Constipation

Time to onset

6 hours

2 hours

2 days after
colonoscopy

6 days after
colonoscopy

6 hours
Few hours
Few hours
6 hours
Few hours
Few hours
Few hours
Few hours
Unknown

6 hours

Few hours

Few hours after
administration of
bisacodyl and
polyethylene
glycol
preparation

Few hours after
administration of
bisacodyl and
polyethylene
glycol
preparation

One day after
administration of
bisacodyl and
polyethylene
glycol
preparation

Few hours

Time to recovery

10 days

Not reported

6 days

7 days

Not reported
Not reported
Not reported
Not reported
Not reported
Not reported
Not reported
Not reported
Unknown

2 days

2 days
Not reported

Not reported

Not reported

Not reported

Rechallenge

Not reported

Positive
rechallenge, (2x)

Not reported

Not reported

Not reported
Not reported
Not reported
Not reported
Not reported
Not reported
Not reported
Not reported
Not reported
Not reported

Not reported
Not reported

Not reported

Positive
rechallenge

Not reported
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Behzadi et al. [20] F, 64Y Bowel preparation for Few hours Several days Not reported
colonoscopy for
colorectal cancer
screening
F: Female; M: Male; Y: Years. Two additional case reports based on literature listed in Eudravigilance could not be found and
are not added to the Table 1 [21, 22].

Moreover, a database study by O’Reilly et al. revealed that use of four bisacodyl tablets in addition to
MiraLax/Gatorade preparation prior to colonoscopy resulted in a 7-fold increased incidence of
ischemic colitis [23].

Other databases
Table 2: Reports of ischaemic colitis (PT) associated with bisacodyl in the Lareb, Eudravigilance and WHO database [6, 24, 25].

Database Number of reports ROR (95% CI)
Lareb 2

Eudravigilance* 42 40.5 [29.8-55.0]
Vigibase* 46 57.5[43.0-72.0]

“Including the reports received by Lareb.

In Eudravigilance, 42 reports were received of ischaemic colitis in association with bisacodyl [24].
These include 21 cases that are based on literature cases [3, 12, 14, 16-22]. Some of the reports
derived from literature are duplicates.

Prescription data

Table 2: Number of patients using bisacodyl in the Netherlands between 2018 and 2022 based on prescription data [26].
Drug 2018 2019 2020 2021 2022
AO6ABO2 Bisacodyl 55,296 57,697 49,306 53,191 51,501

It is unknown how many patients used bisacodyl as an over-the-counter drug.

Mechanism

Bisacodyl is a locally acting laxative from the diphenylmethane derivatives group [7]. The increased
colonic motility causes higher pressure within the colon, which can hinder and even disrupt blood flow.
This can result in ischaemic colitis [12]. Another hypothesis is that ischaemia can occur when the
elevated oxygen demand due to the increased colonic motility cannot be met.

Discussion and conclusion

The Netherlands Pharmacovigilance Centre Lareb received two reports of ischaemic colitis associated
with the use of bisacodyl. In both cases, the first signs of ischaemic colitis appeared within several
hours after intake of bisacodyl. Several similar cases are presented in literature and Eudravigilance.
A possible mechanism for ischaemic colitis attributed to bisacodyl use is that bisacodyl increases
colonic peristalsis. This may increase colonic pressure and thereby hinder or even disrupt blood flow,
resulting in colonic ischaemia. Another hypothesis is that ischaemia can occur when the elevated
oxygen demand due to the increased colonic motility cannot be met. Since ischaemic colitis has
multiple risk factors, it is possible that patients with these risk factors are predisposed to the effects of
bisacodyl, which may increase the risk of ischaemic colitis in these patients. As an example, the
patient in case B used macrogol and electrolytes as a concomitant drug, which can reportedly
increase the risk of ischaemic colitis in patients with risk factors of ischaemic colitis or when used in
combination with bisacodyl [27].

Even though ‘colitis’ has already been described as a potential adverse drug reaction in various
SmPCs of bisacodyl, it is warranted to elucidate that type ischaemic subtype of colitis can also occur
after bisacodyl use. After all, ischaemic colitis can develop within several hours after intake of a single
dose of bisacodyl and can have serious consequences for patients if not recognized in time. In
conclusion, attention for this potential adverse drug reaction is warranted.
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This signal has been raised on April 22, 2024. It is possible that in the meantime other information became
available. For the latest information, including the official SmPC’s, please refer to website of the MEB
www.cbg-meb.nl
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