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Objectives: To investigate the clinical effectiveness and
cost-effectiveness of bulk-forming, stimulant and
osmotic laxatives, and also of adding a second type of
laxative agent in the treatment of patients whose
constipation is not resolved by a single agent.
Additionally, to define the meaning of constipation in
older people from the perspective of GPs and older
patients, and to investigate the use of prescribed and
non-prescribed treatments for constipation in older
people together with their adherence to prescribed
treatments.
Design: A multicentre pragmatic, factorial randomised
controlled trial with economic evaluation and
qualitative study using in-depth interviews and focus
groups with older people, GPs and community nurses.
Setting: General practices in north-east England.
Participants: People aged 55 years or over with
chronic constipation living in private households. 
Interventions: Six stepped-treatment strategies using
three classes of laxatives: bulk, stimulant and osmotic
preparations, singly and in combination.
Main outcome measures: The primary outcome was
the constipation-specific Patient Assessment of
Constipation – Symptoms/Patient Assessment of
Constipation – Quality of Life. Secondary outcomes
included EuroQoL 5 Dimensions, reported number of
bowel movements per week, the presence/absence of
the other Rome II criteria for constipation, adverse
effects of treatment and relapse rates.
Results: Recruitment to the trial was difficult and the
trial was closed after recruiting 19 participants. GP
participants provided patient-centred definitions that
focused on the idea of a change from the norm as

defined by the individual patient and ‘textbook
definitions’ that focused on reduced frequency of
defecation associated with a range of unpleasant
sensations and other clinical symptoms. Nurses’
definitions of constipation included both a patient-
centred perspective and the description of particular
symptoms associated with constipation. Older
participants defined constipation in terms of frequency
of bowel movements and changes in normal bowel
routine. Older participants perceived constipation as
follows: linked to specific diseases, medical conditions
or health problems; caused by the consumption of
specific medications or surgical procedures; caused by
diet or eating habits; part of the ageing process; due to
not going to the toilet when having the urge to
defecate; hereditary; caused by stress or worry; and
caused by environmental exposure. GP participants
suggested that constipation is due to changes in diet
and lifestyle; the physiology and degenerative processes
of ageing; and the iatrogenic impact of opiate
medications. Nurse participants identified that
constipation is linked to decreased mobility, decreased
food intake, decreased fluid intake and consumption of
certain medications. For many older people their
constipation emerged as a problem over a period of
time; for some the ‘condition’ had existed for many
years. Self-management of constipation had typically
been their first response to the symptoms and
continued once professional help had been sought.
Older participants had a wide experience of 
different management strategies and treatments for
constipation, and at the time of the study had firm
preferences about the laxatives they would use. 
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GP participants recognised the experience and use of
laxatives of their patients. They exhibited strong
personal preferences for different laxatives, often
prescribing them in combination. Nurses were more
likely than GPs to treat and prevent constipation 
using non-laxative measures; these included providing
advice on appropriate dietary changes, increasing fluid
intake and, if possible, encouraging exercise and
mobility.
Conclusions: There is little shared understanding
between patients and professionals about ‘normal’ bowel
function with little consensus in general practice of the
optimum management strategies for chronic constipation
and the most effective strategies to use. Chronic
constipation is seen as less important than other

conditions prevalent in general practice (e.g. diabetes)
because it is not an agreed management target within
national frameworks. Consequently, practitioners had
little interest in constipation as a research topic. Patient
preferences and the absence of patient equipoise formed
an enormous barrier to the recruitment of patients in
the implementation of this trial. Studies are needed to
investigate different methods of recruitment within the
constraints of current ethical guidelines on ‘opting in’ and
to identify barriers and facilitators to recruitment to
complex trials in general. Patient preference trials and
natural cohort observational studies are also needed to
investigate the effectiveness or cost-effectiveness of
different laxatives and treatment strategies in the
management of chronic constipation.

Abstract

iv



Health Technology Assessment 2008; Vol. 12: No. 13

v

List of abbreviations .................................. vii
Note ............................................................ viii

Executive summary .................................... ix

1 Background ................................................ 1
Introduction ............................................... 1
What is normal bowel function and what is
constipation? .............................................. 1
Formal definitions of constipation ............. 1
Lay perceptions of bowel function and
constipation ................................................ 1
Prevalence of constipation among older 
people ......................................................... 2
Impact of constipation on quality 
of life .......................................................... 2
Management of constipation ..................... 2
Summary .................................................... 3

2 Trial design ................................................. 5
Overview ..................................................... 5
Objectives ................................................... 5
Health technologies being assessed ........... 5
Study participants ...................................... 6
Sampling design and implementation ...... 6
Methods of data collection ......................... 9
Blinding of outcome assessment ................ 11
Development and piloting of data-collection
instruments ................................................. 11
Methods of data analysis ............................ 12

3 Implementation of the trial ....................... 13
Introduction ............................................... 13
Preparation and implementation of the 
trial protocol ............................................... 13
Regulatory approval ................................... 13
MREC approval .......................................... 13
Primary care trust R&D approvals and 
LREC site-specific assessments .................. 16
Recruitment of practices and 
practitioners ............................................... 18
Patient recruitment .................................... 20
Closure of the trial ..................................... 22
Summary and implications ........................ 22

4 Design of the qualitative study .................. 25
Background to the qualitative study .......... 25
Study objectives .......................................... 25
Study design ............................................... 25
Method ....................................................... 26
Participant characteristics .......................... 26

5 Understanding the meaning of 
constipation ................................................ 29
Overview ..................................................... 29
Older people’s experience of 
constipation ................................................ 29
Health professionals’ views on 
constipation ................................................ 34
Summary .................................................... 38

6 Perspectives on the causes of 
constipation ................................................ 39
Overview ..................................................... 39
Health beliefs and the causes of 
constipation ................................................ 39
GPs’ perspectives on the causes of 
constipation ................................................ 46
Nurses’ perspectives on the causes of
constipation ................................................ 47
Summary .................................................... 48

7 How older people manage constipation ... 49
Overview ..................................................... 49
Life-course perspectives on the 
management of chronic illness .................. 49
Seeking professional advice ....................... 52
Summary .................................................... 56

8 The management of constipation by GPs 
and nurses .................................................. 59
Overview ..................................................... 59
GPs’ perspectives on the management of
constipation ................................................ 59
Nurses’ perspectives on the management 
of constipation ............................................ 72
Summary .................................................... 75

9 Conclusions ................................................ 77
Understanding constipation ...................... 77
The need for evidence ............................... 77
Implementation of the STOOL trial ......... 77
Interpretations from the qualitative 
study ........................................................... 78
Conclusions ................................................ 81
Recommendations for future research ....... 82

Acknowledgements .................................... 83

References .................................................. 85

Appendix 1 Trial protocol ......................... 89

Contents



Appendix 2 Protocol amendments ............ 101

Appendix 3 Full patient information 
leaflet .......................................................... 103

Appendix 4 Brief patient information 
leaflet .......................................................... 109

Appendix 5 Proposed economic 
evaluation ................................................... 115

Appendix 6 Patient information leaflet
(qualitative study) ....................................... 117

Appendix 7 Health-professional 
information leaflet (qualitative study) ........ 119

Appendix 8 Topic guide for older-people
interviews (qualitative study) ...................... 125

Appendix 9 Topic guide for GP interviews
(qualitative study) ....................................... 127

Appendix 10 Topic guide for nurse 
interviews (qualitative study) ...................... 133

Health Technology Assessment reports
published to date ....................................... 141

Health Technology Assessment 
Programme ................................................ 157

Contents

vi



List of abbreviations
BNF British National Formulary

CHSR Centre for Health Services
Research

CONSORT Consolidated Standards of
Reporting Trials

COREC Central Office of Research Ethics
Committees

CRB Criminal Records Bureau

CTA clinical trial authorisation

DDX Doctors’ and Dentists’ Exemption

DFD discomfort-free day

EQ-5D EuroQoL 5 Dimensions

EU European Union

GMS General Medical Services

I interviewer

IBS irritable bowel syndrome

LREC local research ethics committee

MHRA Medicines and Healthcare
Products Regulatory Agency

MREC multicentre research ethics
committee

N nurse

NoReN Northern Primary Care Research
Network

OTC over-the-counter

P patient

PAC-QOL Patient Assessment of
Constipation – Quality of Life

PAC-SYM Patient Assessment of
Constipation – Symptoms

PCT primary care trust

PEG polyethylene glycol

PI principal investigator

PMS personal medical services

PW participant’s wife

QALY quality-adjusted life-year

R&D research and development

RCT randomised controlled trial

SfS Support for Science

SSA site-specific assessment

STOOL Stepped Treatment of Older
adults On Laxatives

WTE whole-time equivalent

Health Technology Assessment 2008; Vol. 12: No. 13

vii

© Queen’s Printer and Controller of HMSO 2008. All rights reserved.

List of abbreviations

All abbreviations that have been used in this report are listed here unless the abbreviation is well known (e.g. NHS), or 
it has been used only once, or it is a non-standard abbreviation used only in figures/tables/appendices in which case 
the abbreviation is defined in the figure legend or at the end of the table.



Note
In 1998 the HTA Programme produced a commissioning brief (HTA 98/32Rev) for a trial on the use of
laxatives as treatment for chronic constipation in older people. The brief was based on recommendations
of an HTA-commissioned systematic review which had found little evidence of the clinical effectiveness or 
cost-effectiveness of different prescribed laxatives in managing chronic constipation among older people. 

The review did not propose a simple head-to-head comparison of different types of laxatives, but 
rather proposed a trial design that compared different types of laxatives within a stepped-treatment
management protocol. The research questions identified in the commissioning brief (HTA 98/32Rev)
were: what is the comparative cost-effectiveness of different types of laxatives (e.g. bulk-forming versus
stimulant versus osmotic laxatives) in the treatment of elderly patients? And what is the cost-effectiveness
of a stepped approach to the management of chronic constipation in which a single agent is prescribed
alone before a combination of agents is tried?

In response to the commissioning brief the research team designed a complex randomised controlled
trial investigating the cost-effectiveness of the stepped treatment of older adults on laxatives
(ISRCTN11557289) (Chapter 2). In the research proposal the authors expressed concern about the
viability of the design and proposed a large pilot or feasibility study. In line with HTA Programme policy
at the time the researchers were commissioned to implement the full trial, but the HTA Commissioning
Board invited them to design a qualitative study alongside the trial to investigate the definition and
meaning of constipation among older people and health professionals and to investigate the use of
different treatments (both prescribed and over-the-counter or non-prescribed treatments) by older people
with constipation (Chapter 4).

Preparation for the trial (the development of research instruments; the production of documents and
protocols; applications for regulatory, ethics and research governance approval; and the recruitment of
practices to participate in the trial) started in September 2002. Ethics and research governance issues,
challenges in recruiting practices and the willingness of only a handful of patients to participate 
(Chapter 3) influenced the research team’s decision, made in consultation with HTA Programme, to close
the trial prematurely in July 2005.

This report is therefore somewhat different from standard HTA reports of primary research. The report
describes the background to the study and considers new evidence of the clinical effectiveness and cost-
effectiveness of laxatives that has emerged since the publication of the earlier systematic reviews. The
design of the trial and strategies used in its implementation to optimise practice and patient participation
are presented. The barriers to successful implementation are examined. The majority of the report that
follows is given over to the qualitative study that investigated the meaning of constipation and the use of
different laxative treatments by older people for their constipation.
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Background
Constipation may often be regarded as a trivial
medical problem, but for people with chronic
constipation the impact on their quality of life is
considerable and the burden on healthcare
resources, in terms of medical care visits,
gastrointestinal-related procedures, laboratory
tests and medications, is substantial. 

Objectives
Trial
The aims of the Stepped Treatment of Older
adults on Laxatives (STOOL) trial were:

● to investigate the clinical effectiveness and 
cost-effectiveness of bulk-forming, stimulant
and osmotic laxatives

● to investigate the clinical effectiveness and 
cost-effectiveness of adding a second type of
laxative agent in the treatment of patients
whose constipation is not resolved by a single
agent. 

Add-on qualitative study
The aims of this study were:

● to define the meaning of constipation in older
people from the perspective of GPs and older
patients

● to investigate the use of prescribed and 
non-prescribed treatments for constipation in
older people

● to investigate the adherence by older people to
prescribed treatments for constipation. 

Methods
Trial
Design
A multicentre pragmatic, factorial randomised
controlled trial with economic evaluation.

Health technologies being assessed
Six stepped-treatment strategies using three
classes of laxatives: bulk, stimulant and osmotic
preparations, singly and in combination.

Setting
General practices in north-east England.

Participants
People aged 55 years or over with chronic
constipation living in private households.
Participants were identified as patients who had
been prescribed laxatives three or more times in
the previous 12 months, or with a recorded
diagnosis of chronic functional constipation, or
who had been prescribed a laxative continuously
for the previous 12 months.

Outcome measures
The primary outcome was the constipation-
specific Patient Assessment of Constipation –
Symptoms/Patient Assessment of Constipation –
Quality of Life. Secondary outcomes included
EuroQoL 5 Dimensions, reported number of
bowel movements per week, the presence/absence
of the other Rome II criteria for constipation,
adverse effects of treatment and relapse rates.

Qualitative study
In-depth interviews with older patients (target
populations as for the trial) and their GPs, and
focus-group interviews with practice and
community nurses were undertaken using a
purposive maximum variation sampling strategy
(older people: variation by age, gender, 
socio-economic status, experience of constipation
and use of different constipation treatments;
health professionals: variation by age, gender,
professional training, specialist interest and
characteristics of the practice).

Results
Trial
Recruitment to the trial was difficult and the trial
was closed after recruiting 19 participants.

Qualitative study
GP participants provided patient-centred
definitions that focused on the idea of a change
from the norm as defined by the individual
patient and ‘textbook definitions’ that focused on
reduced frequency of defecation associated with a
range of unpleasant sensations and other clinical

Executive summary
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symptoms. Nurses’ definitions of constipation
included both a patient-centred perspective and
the description of particular symptoms associated
with constipation. Older participants defined
constipation in terms of frequency of bowel
movements and changes in normal bowel routine.

Older participants perceived that constipation is
linked to specific diseases, medical conditions or
health problems; caused by the consumption of
specific medications or surgical procedures; caused
by diet or eating habits; part of the ageing
process; due to not going to the toilet when
having the urge to defecate; hereditary; caused by
stress or worry; and caused by environmental
exposure. GP participants suggested that
constipation is due to changes in diet and lifestyle;
the physiology and degenerative processes of
ageing; and the iatrogenic impact of opiate
medications. Nurse participants identified that
constipation is linked to decreased mobility,
decreased food intake, decreased fluid intake and
consumption of certain medications.

For many older people their constipation emerged
as a problem over a period of time; for some the
‘condition’ had existed for many years. Self-
management of constipation had typically been
their first response to the symptoms and
continued once professional help had been
sought. Older participants had a wide experience
of different management strategies and treatments
for constipation, and at the time of the study 
had firm preferences about the laxatives they
would use.

GP participants recognised the experience and use
of laxatives of their patients. They exhibited
strong personal preferences for different laxatives,
often prescribing them in combination. Nurses
were more likely than GPs to treat and prevent
constipation using non-laxative measures; these
included providing advice on appropriate dietary
changes, increasing fluid intake and, if possible,
encouraging exercise and mobility.

Conclusions
Constipation means different things to different
people. There is little shared understanding
between patients and professionals about ‘normal’
bowel function. There is little consensus in general
practice regarding the optimum management

strategies for chronic constipation and there is
continuing uncertainty about the most effective
strategies to use.

Chronic constipation is seen as less important
than other conditions prevalent in general
practice (e.g. diabetes) because it is not an agreed
management target within national frameworks.
Consequently, practitioners had little interest in
constipation as a research topic.

Patient preferences and the absence of patient
equipoise formed an enormous barrier to the
recruitment of patients in the implementation of
the STOOL trial. The successful involvement of
patients and professionals in health technology
assessments requires obvious uncertainty about
treatment and management options and a clear
interest in the topic by all parties. 

The implementation of the Human Rights Act in
the post-Alder Hey Inquiry environment and the
increased stringencies resulting from the
enactment of the EU Clinical Trials Directive have
increased the barriers to health services research
more widely. The implementation of research
governance and ethical review processes in
response to this new research environment has not
allowed an appropriate balance between the rights
of the individual and the collective rights of
society, and typically does not involve a risk-based
approach. Ethical guidance that opting-out
recruitment strategies were too coercive and that
recruitment of all participants should use opting-
in strategies is a considerable barrier to study
recruitment.

Recommendations for further
research
The following studies could be undertaken in the
future:

● studies to investigate different methods of
recruitment within the constraints of current
ethical guidelines on ‘opting in’

● studies to identify barriers and facilitators to
recruitment to complex trials in general

● patient preference trials and natural cohort
observational studies to investigate the
effectiveness or cost-effectiveness of different
laxatives and treatment strategies in the
management of chronic constipation.

Executive summary



Introduction
Constipation may often be regarded as a trivial
medical problem,1 but for people with chronic
constipation the impact of the condition on their
quality of life is considerable2,3 and the burden on
healthcare resources, in terms of medical care
visits, gastrointestinal-related procedures,
laboratory tests and medications, is substantial.4 In
England and Wales constipation generated some
450,000 GP consultations per year in 1991–19925

at an estimated cost of £4.5 million per year.6 The
net ingredient cost in 2005 of prescriptions for
laxatives was approximately £50 million per year
in England.7

What is normal bowel function
and what is constipation?
In clinical practice, frequency of normal bowel
function ranges from three times per day to three
times per week.8 Stool consistency is associated
with whole gut transit time and is therefore
considered a useful indicator of normal bowel
function or the presence of constipation.9–11 Yet in
everyday life constipation means different things
to different people.12,13 Within clinical practice it
remains largely a subjective diagnosis.14

Formal definitions of constipation
There is no universally accepted definition of
constipation in clinical practice, although the
following working definition has been proposed:14

“straining at passing stools for more than 25% of
bowel movements” (p. 8). Others have used the
frequency of bowel movements (fewer than three
times per week) as an operational definition of
constipation in clinical and epidemiological
research.15,16 According to the Rome II criteria for
functional constipation,17 a diagnosis of
constipation requires two or more of the following
symptoms to be present for at least 12 weeks,
which need not be consecutive, in the preceding
12 months:

● straining in more than one in four defecations
● lumpy or hard stools in more than one in four

defecations

● sensation of incomplete evacuation in more
than one in four defecations

● manual procedures (e.g. digital evacuation or
support of the pelvic floor) in more than one in
four defecations

● fewer than three defecations per week.

Perhaps not surprisingly, there appears to be little
agreement between self-perceived constipation
and assessments based on the Rome II criteria.11

In North America a systematic review of studies of
the epidemiology of constipation18 reported that
the prevalence of self-reported constipation was
consistently higher than that defined by the 
Rome II criteria.17 It is estimated that, in addition
to the 63 million North Americans who meet 
the Rome II criteria, some 50 million North
Americans reported that they have constipation.
The authors of the review speculated that these
differences reflect lay perceptions of normal bowel
function, in particular the absence of a daily bowel
movement being described as ‘constipation’.

Lay perceptions of bowel function
and constipation
Frequency of bowel evacuation
Few studies have reported lay perceptions of
constipation, but infrequency in bowel evacuation
is an often used lay criterion. In an early clinical
study of 287 hospital outpatients in London,
almost half considered constipation in terms of
bowel movement infrequency. Women were more
likely than men to report infrequency, although
men were more likely to consider infrequency as
harmful. About one-quarter of patients believed in
the benefit of purgation.19 Multivariate analysis of
a recent Japanese population survey of bowel
conditions found that frequency of bowel
movements was of highest importance to older
people.20 Similarly, an Australian qualitative study
of 90 older people reported that frequency of
evacuation (not defecating for a number of days;
mode three or more days) was the most often cited
description of constipation by study participants.13

Other lay criteria of constipation
When describing constipation, lay people also
place emphasis on other symptoms such as
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abdominal pain, straining,21 bloating,22 lack of
satisfactory defecation23 and not being able to
defecate when feeling the urge.13 Both the
Japanese population survey and the Australian
qualitative study cited above highlight the range
of factors that people take into account when
defining constipation; they also indicate that the
importance afforded to different symptoms, or
combinations thereof, varies from patient to
patient.

Prevalence of constipation among
older people
Given the variation in definitions and perceptions
of constipation, both in clinical practice and
among the general population, it is not surprising
that there is little agreement on the prevalence of
the condition. Estimates of the prevalence of
constipation in the general population of the UK
range from 2% to 51.5%.9,10,24–26 In North
America estimates range from 1.9% to 27.2%.18

The wide range of estimates reported in these
studies reflects the variation in criteria used by
clinicians and the public to define constipation
and the different methods of data collection used
to assess different criteria of constipation.
However, there is some consensus that
constipation (however defined) is more prevalent
among older people, as reflected in consultation
rates in British general practice. Data from the UK
national survey of morbidity data in general
practice5 show that consultation rates per 10,000
person-years for constipation range from
approximately 75 for 45–64-year-olds, through
200 in the age group 65–74 years and 400 in the
age group 77–84 years, to 600 in the age group
85 years or over. Petticrew and colleagues1

conclude that “on the basis of surveys in the UK
and USA, possibly about one-fifth of older people
living in the community have symptoms of
constipation” (p. 3).

Impact of constipation on quality
of life
Studies reporting the relationship between quality
of life and constipation have shown that people
with constipation generally have impaired quality
of life compared with the general population. The
number of studies, particularly of older people, is,
however, limited.18 In a sample of older people in
the USA, functional bowel disorders, including
constipation, had a negative impact on well-being
and led to impaired daily living.2 In interviews

with frail older people living at home,
constipation was spontaneously mentioned by 45%
of participants and was considered by 11% to be a
major problem adversely affecting their quality of
life.16 A Canadian study that assessed health-
related quality of life [using the Short-Form (SF)-
36 and SF-12] found statistical associations
between health-related quality of life and the
presence of constipation, but the clinical
significance of these associations was unclear.27

Management of constipation
Proprietary laxatives are the most common
treatments for chronic constipation. Three classes
of laxatives are in common use in the UK for the
treatment of constipation: bulk, stimulant and
osmotic laxatives. As reported in the HTA
systematic review, there is limited evidence of
either the clinical effectiveness or cost-
effectiveness of laxatives prescribed for older
people or for different management strategies
combining classes of laxatives.1,28 The review
found that interpretation and extrapolation of
findings from clinical trials of the treatment of
constipation in older people was limited by the
lack of generalisability of existing studies; in
particular, study populations were predominantly
from long-term care institutions – hospitals,
residential and nursing homes – and were
therefore likely to be frailer and less ambulant
than older people living at home. Inadequate
sample size and probable lack of statistical power
further limited interpretation and generalisability.

Most of the laxative trials reported were of single
active treatments compared with placebo. Most
found non-significant trends in bowel movements
per week and non-significant trends in stool
consistency and pain. A trial of the use of a
stimulant laxative29 and another of the use of an
osmotic laxative30 found significant increases in
the mean number of bowel movements. Few
comparisons of different classes of laxative have
been made. However, in two good-quality
trials,31–33 a combination of bulk plus stimulant
laxative was found to be more effective in
improving stool frequency and consistency than
osmotic laxative alone. The review also
highlighted the lack of good cost-effectiveness
data: there was no evidence that the more
expensive preparations were any more effective
than less expensive preparations.

A recent American systematic review of the efficacy
and safety of routinely used therapies for chronic
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constipation34 established that there was a paucity
of high-quality trials for the commonly used
laxatives. Many of the trials were based on small
sample sizes and lacked the power to establish the
efficacy of individual agents. The authors of the
review reported that intertrial comparisons or
pooling of results in meta-analyses were not
feasible because of the wide variations in
definitions of constipation and the outcomes being
assessed. The review did find good (grade A)
evidence to support the use of polyethylene glycol
(PEG) and tegaserod; PEG was more effective than
lactulose. It also found moderate (grade B)
evidence to support the use of lactulose and
psyllium. The review found a paucity of evidence
regarding other commonly used laxatives such as
milk of magnesia, senna, bisacodyl and stool
softeners.

A further conclusion of the HTA systematic
review1,28 was that there exists little evidence-based
guidance on what constitutes effective
management more generally of constipation in
older people. The authors of the review suggested
that laxatives may not be the appropriate
treatment for all people with constipation. In
particular, they expressed the view that changes
(“improvement”) in overall diet may be sufficient
to prevent and treat the condition. However, they
point to the lack of good-quality evidence showing
that dietary interventions are effective. Petticrew
and colleagues1 proposed a stepped approach to
the management of constipation. They suggested,
as an example of a stepped strategy, first
considering changes in diet. If unsuccessful,
dietary supplements could then be tried. If
changing diet and including dietary supplements
showed no improvement in bowel habits, then
cost-effective laxative treatments could be
prescribed.

Based on the findings of that review, in preparing
the original brief for the evaluation of the
management of constipation in older people, the
advisory panel to the HTA Programme proposed
an additional step in the treatment strategy. This
involved prescribing a single class of laxative (e.g.
bulk or stimulant) in the first instance. If a single
class of laxative failed to resolve the constipation
the prescription of a second laxative from a
different class was proposed (e.g. bulk plus
stimulant). Although such a management strategy
makes clinical sense, there existed limited
evidence of its clinical effectiveness or cost-
effectiveness or of its feasibility in clinical practice.
To improve the evidence base, HTA finally

commissioned two independent randomised
controlled trials (RCTs):

● to compare the clinical effectiveness and cost-
effectiveness of different classes of laxative
within a stepped management strategy (the
subject of this report)

● to compare the clinical effectiveness and cost-
effectiveness of practice-based educational
interventions to change the diets of older
people who have constipation with traditional
medical management using laxatives (LIFELAX
– Diet and lifestyle vs laxatives in the
management of chronic constipation in older
people; ISRCTN7388134).

Summary
In reviewing the meaning of constipation in the
medical literature it was found that, among health
professionals, there is little consensus on a formal
definition of constipation. Experts in
gastrointestinal medicine have produced formal
criteria and guidelines for the assessment and
management of constipation (the Rome II
criteria), but few practitioners appear to use them.
Moreover, constipation is viewed as a subjective
diagnosis. Among clinicians there is consensus that
there exists a wide variation between individuals in
the normal frequency of bowel movements,
ranging from three times per day to three times
per week. Lay perceptions of constipation, as
reported by a small number of studies, differ from
professional criteria although frequency of bowel
movements is a key component of constipation for
the majority of older people. A fundamental
question therefore still remains: what exactly is
constipation?

The treatment and management of constipation
have been both lay and professional concerns. The
few existing studies of the management of
constipation highlight the lack of good evidence
concerning the use of different treatments. The
HTA systematic review found that the clinical
effectiveness and cost-effectiveness of most laxative
treatments and management strategies were
unknown. A recent American systematic review of
the efficacy of different therapies for constipation
echoes the conclusions of the HTA review. Studies
investigating the meaning of constipation and
different treatment strategies and clinical 
trials to evaluate the clinical effectiveness and 
cost-effectiveness of treatments remain to be 
done.
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Overview
The Stepped Treatment of Older adults On
Laxatives (STOOL) trial was designed as a
pragmatic,35 factorial, multicentred RCT
conducted in the north-east of England to
investigate the clinical effectiveness and 
cost-effectiveness of different laxatives and
management strategies of chronic constipation in
older people. The outcomes for people aged 
55 years or more, registered with study practices,
experiencing constipation and using prescribed
laxatives, were to be compared for different
stepped-management strategies of three types of
laxative (bulk forming, stimulant and osmotic
laxatives). The original protocol commissioned by
the HTA Programme is reproduced in
Appendix 1.

Objectives
The primary objectives for the study were:

• to investigate the clinical effectiveness and 
cost-effectiveness of bulk-forming, stimulant
and osmotic laxatives when used singly

• to investigate the clinical effectiveness and 
cost-effectiveness of adding a second type of
laxative agent in the treatment of patients
whose constipation is not resolved by a single
agent.

In addition, a secondary objective for the study was:

• to describe the adherence by patients to
treatment protocols and to estimate its impact
on cost-effectiveness.

Health technologies being
assessed
Stepped treatment of constipation
Study participants were randomised to one of six
stepped-treatment strategies (Table 1). Those
participants who were not satisfied with their
treatment outcome during or after 6 weeks on
treatment had a second class of laxative agent
added at step 2.

In line with recommendations from the Rome II
group36 regarding the design and conduct of trials
in functional gastrointestinal disorders, a washout
period after randomisation but before initiation of
the first step laxative was initially proposed for the
STOOL trial. Patients would be withdrawn from
their current laxative for a period sufficient
(2 weeks) for the effects of that drug on their
bowel function to be negated.

Pharmacological agents
This study focused on three classes of laxatives:
bulk, stimulant and osmotic preparations. The
bulk laxative included in the study was isphagula
husk (e.g. Fybogel® or Regulan). The stimulant
laxative was senna and the osmotic laxative was
lactulose or PEG (e.g. Movicol®).

Within each class, the choice of actual preparation
(e.g. between Fybogel and Regulan) was at the
discretion of the individual practitioner. It was
envisaged that this latitude would encourage
greater compliance with the protocol, and would
allow GPs to comply with the recommendations of
any practice-level or local formularies. It also
allowed patients who were already taking a
laxative in the class to which they were
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TABLE 1 Individual laxative treatment strategies

Strategy Step 1 Step 2

1 Bulk laxative Combination of bulk + stimulant laxative
2 Bulk laxative Combination of bulk + osmotic laxative
3 Stimulant laxative Combination of stimulant + bulk laxative
4 Stimulant laxative Combination of stimulant + osmotic laxative
5 Osmotic laxative Combination of osmotic + bulk laxative
6 Osmotic laxative Combination of osmotic + stimulant laxative



randomised to continue with their recognised
formulation. Dosage was also at the discretion of
the prescribing GP; this was to mirror normal
clinical practice, whereby patients commonly
receive differing doses depending on their body
mass, age and frailty. Since STOOL was a
pragmatic trial, the range of doses used in normal
clinical practice was allowed. These decisions
regarding latitude with respect to the choice of
preparation and dosage were informed by
discussion with the clinical members of the team
(RB, RC and GR).

Study participants
Target population
The target population for the study comprised
people aged 55 years or over with chronic
constipation living in private households. The
choice of an age cut-off of people aged 55 or over
was made after due consideration of the morbidity
statistics from general practice,5 which indicated
that GP consultation rates for constipation take off
in the 45–64-year age group and rise steadily with
age. The exclusion of residents in long-term care
reflected the different morbidity and lifestyle
experience of long-term care residents. The 
study focused on a predominantly ambulant
population able to attend a primary care clinic
independently.

Inclusion criteria
The complexity of the Rome II criteria for
functional constipation17 militates against their use
in screening for chronic constipation. Moreover,
the Rome II guidance advises that new cases of
constipation (the ‘incident’ cases) should receive
extensive investigation to determine the
underlying cause of the constipation and rule out
more sinister causes, before a diagnosis of
functional constipation is made and laxatives are
prescribed.

As a result, only ‘prevalent’ cases were identified
and recruited. Participants were identified from
general practice computerised patient records
using search facilities in the practice software
systems (i.e. EMIS, Torex, etc.) to select patients
who fulfilled one or more of the following criteria:

● had been prescribed laxatives three or more
times in the previous 12 months

● had been prescribed a laxative continuously for
the previous 12 months

● had a recorded diagnosis of chronic functional
constipation.

Exclusion criteria 
The following patients were excluded:

● patients resident in long-term care institutions
● patients with inflammatory bowel disease,

intestinal obstruction/bowel strictures, known
colonic carcinoma, multiple sclerosis, significant
autonomic neuropathy, or any conditions
contraindicative to the prescription of any
laxative preparations included in the stepped
treatment protocol

● patients on morphine and other potent opiate
analgesics (as these are known to predispose to
constipation)

● those with an inability to complete outcome
assessments, even with assistance (e.g. major
cognitive impairment, lack of understanding of
English).

Consent
Multicentre research ethics committee (MREC)
favourable opinion was granted following a
number of iterations. For each individual centre
(primary care practice), a site-specific assessment
(SSA) was obtained from the appropriate local
research ethics committee (LREC). 

Written informed consent was obtained for all
participants recruited to the trial. A full patient
information leaflet (version 2, 5 March 2003) 
(see Appendix 3) and a brief information leaflet
(version 1, 1 November 2002) (see Appendix 4)
were provided to patients and their carers. Both
leaflets followed Central Office of Research Ethics
Committees (COREC) guidelines and included
details about the reason for the trial and its aims,
what participants would have to do if they agreed
to take part, potential disadvantages of
participation, and information about withdrawal
from the trial. Patients (and their carers) were
given time to consider the trial fully and ask any
questions about the implications of the trial.

Sampling design and
implementation
Recruitment
General practices in northern England were
invited by letter to participate. It was estimated
that the study would need to recruit 22–25
average-sized practices. The aim was to include
practices from existing research networks, such 
as the Northern Primary Care Research 
Network (NoReN), but owing to the low take-up
(see Chapter 3) other practices were also
approached.

Trial design
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Two methods of participant recruitment (incident
and prevalent cases) were considered during the
planning phase of the study. However, as outlined
above, it was decided that only prevalent cases
would be recruited. Experience in practice
suggested that there would be a risk of slow
recruitment of incident cases, owing to the small
number of such cases presenting per year in any
one practice. Moreover, as already noted, incident
cases, at least initially, were expected to be subject
to more intensive medical investigation for the
cause of the constipation (in line with Rome II
guidance), which would militate against their
inclusion in the trial. Therefore, the focus was solely
on prevalent cases, retrospectively identified through
computerised records of laxative prescriptions, as
described above. Patients were initially screened by
practice staff to remove identifiable study
exclusions. Eligible participants were then invited
to attend a nurse-led research clinic (led by a
practice nurse) to discuss entry into the study.

In the original protocol (see Appendix 1) the
nurse-led clinics were to be staffed by dedicated
research nurses. This was not possible in practice
because of resistance from general practice owing
to a lack of space and the impracticality of
research nurses being able to cover multiple
practices in which there were few available slots to
hold research nurse-led clinics. Under research
governance some practitioners perceived that the
research nurses would be employed within
practices and they were unprepared to take on this
additional responsibility.

Following informed consent, a base line assessment
was completed (mainly by the nurse) and patients
were randomised via the Centre for Health
Services Research (CHSR) web randomisation
service or telephone/secure fax alternative. Only at
this point were personal details of recruited
patients released to the research team.

Randomisation
Simple participant randomisation into one of six
treatment strategies was used. Following the end
of each baseline assessment session, practices were
asked to access the CHSR web randomisation
service, or to contact a designated member of the
randomisation service by telephone/secure fax,
and were informed about the allocated step 1
laxative treatment. The relevant GP or prescribing
nurse then issued a prescription which was handed
to the study participant.

To avoid GPs pre-empting the second step in the
treatment regimen, initially the practice was

informed only of whether the patient had been
randomised to receive a bulk, a stimulant or an
osmotic laxative. Practices were informed of the
second step treatment strategy only following the
5-week follow-up assessment or after a medical
decision that a second laxative was needed before
the end of step 1. Patients in whom constipation
remained unresolved at this point were
randomised to one of two ‘add-in’ laxatives
(Table 1), from a class other than their initial
medication.

Sample size
The study was powered to detect an effect size
(mean difference divided by standard deviation at
baseline) of 0.5 on a continuous measure of
condition-specific quality of life Patient Assessment
of Constipation – Symptoms (PAC-SYM) and
Quality of Life (PAC-QOL).37 This represents a
moderate effect in quality of life assessment.38

Participants were randomised to one of six
treatment strategies. To allow for multiple
comparisons, the sample size calculation was based
on a significance level of 2.5% (rather than the
usual 5%) and a power of 90% (rather than the
usual 80%). Using these assumptions, standard
sample size calculations indicated the need to
recruit and retain 100 participants in each arm of
the study (which yielded a total of 600
participants). In step 1, participants were being
randomised to one of three laxative classes. The
intention was to pool data from pairs of strategies
(e.g. strategies 1 and 2 in Table 1), and to conduct
three pairwise comparisons, to determine the
relative effectiveness of the three classes of
laxatives when taken alone. The intention was to
have increased power for these comparisons.

Attrition was estimated at 40% (including both
refusal to randomisation and loss to follow-up
post-randomisation), based on prior experience of
participation and loss to follow-up rates in other
trials of older people in primary care, particularly
those about ‘embarrassing’ topics. This meant that
the target number of patients to be recruited was
167 participants in each arm of the trial, a total of
1002 participants.

An average practice list size of 8000 patients was
assumed, with approximately 2800 patients in
each practice in the age range relevant to this
study. Estimates based on the most conservative
figures (2%) for the prevalence of
constipation24–26,39 and on applying a simple
search on prescribing data to the records of one of
the study investigators (GR) suggested that 40–45
patients meeting study eligibility criteria were
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likely to be identified in the average practice. This
suggested that 22–25 practices needed to be
recruited.

Minimising bias and improving
compliance
The risk of recruitment bias (i.e. patients being
unwilling to enter the trial because they may have
to change their laxative treatment) was recognised.
The minimisation of attrition post-randomisation
was given high priority by the research team. The
practice nurses were asked to reinforce the
importance of both adherence to treatment and
completion of questionnaires and diaries. Up to
two written reminders were used for participants
who failed to return postal questionnaires. Regular
telephone contacts were also used to remind
participants to complete and return questionnaires
and structured diaries.

An intention-to-treat analysis was proposed.
Concordance with or adherence to treatment is a
perennial challenge in the majority of intervention
studies and it was therefore important to be able
to estimate the extent of non-adherence by
participants. This issue was addressed by collecting
data about laxative use habits (including non-
prescribed treatment) as part of a structured diary
and in follow-up questionnaires.

It was envisaged that the commitment of GPs and
practice staff would be crucial to the success of the
study. At the beginning of the trial, educational
events were used to introduce the study, including
the stepped treatment protocol, to health
professionals (GPs and practice nurses) from the
participating practices.

Baseline and outcome measurement
Participants were followed up for 6 months from
the date of randomisation. Follow-up data were
captured through a daily self-completed structured
diary; and telephone interviews and self-
completed postal questionnaires at the end of step
1 (5 weeks post-randomisation), at the end of step
2 (9 weeks post-randomisation) and at 6 months
(Tables 2 and 3).

Quality of life and clinical outcomes
The primary outcome, and the criterion upon
which the sample size calculations were based, was
disease-specific quality of life. The chosen measure
of quality of life was the constipation-specific 
PAC-SYM/PAC-QOL,37 which has been
demonstrated to have good validity and reliability.
Permission to use this instrument was granted by
the owners of the scale (Janssen Pharmaceuticals)
with the proviso that anonymised patient data (i.e.
responses to quality of life questionnaires) be

Trial design
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TABLE 2 Baseline and outcome measures

Measurement method When Where

Primary outcome
Disease-specific quality of life: Self-completed postal End of step 1, end of step 2 and Participant’s 
PAC-SYM/PAC-QOL questionnaire 6-month reassessment home

Secondary outcomes
EQ-5D Self-completed postal End of step 1, end of step 2 and Participant’s 

questionnaire 6-month reassessment home

Number of bowel movements Self-completed diary Daily for 6 months Participant’s 
per week home

Other Rome II criteria: Self-completed diary Daily for 6 months Participant’s 
straining at defecation, stool home
consistency, perceived 
incomplete evacuation

Adverse events: abdominal Self-completed diary Daily for 6 months Participant’s 
pain, nausea, bloating, home
flatulence, diarrhoea

Relapse rates: including Self-completed diary; Daily for 6 months (diary); end of Participant’s 
repeat consultations GP records 6-month follow-up period home (diary); 

(GP records) general practices
(GP records)

EQ-5D, EuroQol 5 Dimensions.



submitted to them for the purposes of further
refinement of their instruments and development
of population norms. The condition-specific
measure of quality of life was supplemented by the
generic, utility-based EQ-5D40,41 (Table 2).

Secondary clinical outcomes included the reported
number of bowel movements per week, the
presence/absence of the other Rome II criteria for
constipation adverse effects of treatment and
relapse rates (Table 2).

For the purposes of the economic evaluation, the
researchers had also intended to assess the impact
of the treatment on costs and health state utility
(Table 3).

Methods of data collection
Table 4 shows participants’ pathways through the
trial, the clinical assessments completed and data-
collection methods used at different points on the
pathway.

Baseline assessment (T0)
The baseline assessment comprised a structured
assessment of participants’ health status through a
short face-to-face structured interview and self-
completed questionnaire. The baseline assessment
was designed to be conducted mainly by a
nominated practice nurse, and lasted for
approximately 30–35 minutes. Given that many
general practices were short of nursing time and
staff, the researchers also allowed (with MREC
approval) the use of a receptionist trained in the
study protocol, provided that appropriate
arrangements in terms of confidentiality and data
protection were in place. Before the face-to-face

interview, eligibility for the trial was confirmed
and written informed consent elicited.

The face-to-face interview comprised: questions
about bowel habits and Rome II criteria for
functional constipation;17 questions about use of
prescribed and over-the-counter (OTC) laxatives;
and a question about personal criteria for
successful outcomes (“What would be a successful
result of treatment of constipation for you?”).

At the end of the interview, participants were
asked to fill in a self-completed questionnaire to
collect baseline measurements. This questionnaire
comprised: questions about the participant’s
personal circumstances; the PAC-SYM/PAC-QOL
and EQ-5D; structured questions about levels of
mobility/physical activity and diet; and satisfaction
with different characteristics of laxative treatment.

During the baseline assessment, a daily self-
completion symptom and health diary (described
below) was distributed and explained to
participants. 

Health diary
To minimise recall bias, data on bowel habits and
symptoms based on the Rome II criteria17 were
gathered by a structured health diary completed
daily and returned monthly for 6 months. This
diary was developed and piloted in parallel with
the qualitative study. It was designed to capture
information on the number of bowel movements,
other Rome II criteria, adverse events, relapse
rates, adherence to laxative therapy, out-of-pocket
expenses associated with constipation and its
management (to inform the economic evaluation).
Based on experience from using similar diaries 
in research on falls in older people, it was
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TABLE 3 Measuring treatment impact

Impact Measure When Where

Costs to participants of the Telephone interview End of step 1, end of step 2 and Participant’s 
condition and its management 6 month reassessment home

Consultation rates and laxative GP records End of 6-month follow-up period General practices
prescriptions

Adherence with drug treatment Health diary; telephone Using different methods, at end of Participant’s 
interview step 1, end of step 2 and 6-month home

reassessment

Patient satisfaction Postal questionnaire End of step 1, end of step 2 and Participant’s 
6-month reassessment home

Health-related quality of life, Postal questionnaire End of step 1, end of step 2 and Participant’s 
including utility-based 6-month reassessment home
assessment of health state



expected that 90% of diaries would be returned
completed.42–44

Postal questionnaires
Follow-up self-completion questionnaires, with up
to two reminders for initial non-respondents, were
sent by post to arrive at T6–7 (end of step 1), T11

(end of step 2) and T27 (6 months post-
randomisation). These questionnaires contained
the same items as the baseline self-completion
questionnaire, notably the PAC-SYM/PAC-
QOL37,45 and EQ-5D.40,41

Follow-up telephone interviews
The follow-up telephone interviews were also
administered at the end of step 1 (i.e. at 7 weeks
post-randomisation), the end of step 2 (i.e.
11 weeks post-randomisation) and at 6 months
post-randomisation. They focused on the
participant’s perceptions of the outcome/success of
treatment, and on the use of healthcare resources,
and out-of-pocket expenses associated with the use
of those resources, including purchase of OTC

medication to manage constipation (the latter set
of questions was designed to inform the economic
evaluation). The interviews were conducted by a
trained member of the research team based in
CHSR.

To determine a participant’s need for step 2
(combination therapy) of the intervention and to
enquire about the extent to which their personal
criteria for successful outcome had been fulfilled
on the allocated single laxative treatment regimen,
the following types of questions were asked during
the step 1 reassessment:

● Do you feel that your constipation has been
successfully treated by now?

● Are you satisfied with the control of your
symptoms of constipation? 

The definition of ‘unsuccessful resolution of
constipation’ was based on the participant’s
subjective opinion at step 1 reassessment. Where
necessary, step 2 treatment strategies were

Trial design
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TABLE 4 Participants’ pathways through the trial

Time (weeks) Activity

Eligible participants (i.e. three or more laxative prescriptions in the previous 12 months and/or with a
recorded diagnosis of chronic functional constipation) identified from computerised practice notes

Initial screen by practice to identify exclusions

Invitation by practice to patient to attend nurse-led research clinic to discuss constipation; eligibility
criteria confirmed

T0 Nurse-led research clinic: informed consent completed; baseline assessment (baseline interview and 
self-completed questionnaire); start daily self-completed diary for 6 months

T0–1 Randomisation to treatment group using secure web-based randomisation service (or telephone/secure
fax)

T1 Collect prescription and start step 1 agent (single laxative). Provisional appointment made for follow-up
consultation

T7 Step 1 reassessment – conducted by a researcher based in CHSR:

• follow-up telephone interview 1
• postal questionnaire 1

If the participant was still experiencing symptoms of constipation (constipation unresolved), he or she
was randomised to a second additional class of laxative

T7–T8 Receive prescription and start step 2 (combination of laxatives) where constipation unresolved on
monotherapy

T11 Step 2 reassessment – conducted by a researcher based in CHSR:

• follow-up telephone interview 2
• postal questionnaire 2

T27 6-month follow-up assessment – conducted by a researcher based in CHSR:

• follow-up telephone interview 3
• postal questionnaire 3

Review of practice notes to abstract data on consultation rates and prescription patterns



implemented. For those participants proceeding to
step 2, the same questions were asked at the 
11-week follow-up (step 2 reassessment). To
determine whether a relapse had occurred, the
same questions were administered to all
participants at 6-month follow-up.

Although structured interviews are the gold
standard for the collection of a large volume of
complex data,46 the amount of data collected at
follow-up was minimised, to contain the cost of
data collection and to reduce respondent burden
as much as possible. The use of self-completion
questionnaires and telephone interviews to gather
these data also allowed some blinding of outcome
assessment, since the interviews and
questionnaires were administered by members of
the research team not otherwise involved in data
analysis and who could be blinded to treatment
allocation.

Medical records
Previous experience suggested that data on
consultation rates and prescribed medication
could be gathered most accurately and reliably
from medical records. The intention, therefore,
was to abstract such data about all study
participants from practice-based medical records
to a laptop computer at the end of the 6-month
follow-up period. Based on experiences in
previous primary care trials,47,48 for efficiency in
data capture, it was proposed that this be done
practice by practice at the end of the data-
collection period. However, this activity was not
completed owing to the premature closure of the
trial.

Blinding of outcome assessment
Health technology assessment is essentially a
pragmatic activity conducted in normal clinical
practice, rather than an exploratory activity
conducted in highly controlled laboratory settings.
It follows that blinding doctors and study
participants to treatment may not be desirable
(even if practicable; which is not the case with
different classes of laxatives, since their
appearances and dosage mode are very different)
since it distorts normal clinical practice. In
contrast, blinding of outcome assessors is
important because it minimises subjective bias
towards a given treatment.

As a result, the research staff conducting the
interviews and processing the postal
questionnaires and diaries were not aware of the

participants’ treatment allocations. Participants
were encouraged to respond to questions without
describing their treatment regimen. The use of
self-completed and postal questionnaires assisted
in minimising subjective bias. Another potential
bias that was considered was the Hawthorne effect
on participants of continuing discussion about the
taking of medication. However, this was
considered as a positive effect. It was expected to
affect all strategy groups equally and to increase
participant adherence to treatment regimens. It
may, however, give a biased estimate of normal
participant adherence to drug therapy.

Development and piloting of 
data-collection instruments
The measures of outcome and impact listed in
Tables 2 and 3 were selected because they were of
known validity and reliability. These measures
were brought together in five kinds of data-
collection instrument: face-to-face interviews
(baseline assessment), self-completed postal
questionnaires (administered at the end of step 1 
and step 2 and at 6-month reassessment),
telephone interview (administered at the end 
of step 1 and step 2 and at 6-month reassessment),
self-completed health diary (completed daily for
6 months) and data-abstraction protocol (GP
records after 6-month follow-up completed). Only
the self-completed diary was a completely new
data-collection instrument that required
development, validation and piloting. Each of the
other instruments was formally reviewed
independently by two members of the research
team (JB and EM) and pretested with five
participants recruited for the qualitative study.

The self-completed diary was developed from first
principles. The qualitative interviews were used to
generate a list of terms used by participants to
describe symptoms of constipation. These were
found to be very similar to the symptoms
identified by the Rome criteria for constipation. 
A simple one-page diary for each day was 
created using the language of participants. In a
series of cognitive interviews49 participants were
asked to describe what they understood by
different diary items and iteratively refinements
were made to question wording. As with the other
research instruments, the final draft diary was
formally reviewed independently by two 
members of the research team (JB and EM) and
pretested with five participants recruited for the
qualitative study who completed the diary for up
to 28 days.
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Methods of data analysis
Since randomisation was at the level of the
individual patient, treatment groups were
regarded as independent samples and the
intention was to analyse them by using
appropriate methods. Given the pragmatic design
of the trial, an intention to treat analysis was
proposed.

As the primary outcome (PAC-SYM/PAC-QOL
score) was a continuous variable, linear modelling
procedures were proposed for the analysis of the
primary outcome.

Secondary outcome measures included binary,
count and continuous variables. These were
expected to be analysed using logistic, Poisson and
normal regression procedures as appropriate. The
analyses were intended to use standard methods
for handling missing values50 and to take into
account the repeated observations on each patient.
No interim analyses or additional subgroup
analyses were planned or undertaken. Since the
trial was closed with only 19 participants recruited,
neither the proposed statistical analyses nor the
proposed economic analyses (see Appendix 5)
were undertaken. 

Trial design
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Introduction
This chapter provides a narrative account of the
challenges faced by the trial team during the
implementation of the trial, which experienced
low participation by practices and poor patient
recruitment. In summary, some 367 practices in
total were approached and invited to participate.
Of these, 38 agreed to participate. However, only
26 practices participated in the training of
practice staff in the study protocol and only six
practices ever started to recruit patients to the
trial. Of these, only three practices were still
recruiting when the trial was closed. Figure 1 is the
CONSORT (Consolidated Standards of Reporting
Trials) diagram for the trial. The CONSORT
diagram is incomplete in that we were never able
to get all of the six recruiting practices to provide
accurate data about the number of eligible
participants identified through the electronic
search of morbidity and prescribing records, the
number excluded after applying exclusion criteria,
the number who did not respond to the invitation
to participate or who failed to attend the baseline
assessment clinic and the number who, at the
baseline assessment, did not give informed
consent to participate. As Figure 1 shows, of 19
participants randomised, nine withdrew from the
trial and one was lost to follow-up. Only nine of
the 19 completed the trial.

Preparation and implementation
of the trial protocol
The implementation of trials in general practice
has always been more challenging than have been
secondary care trials in hospitals or long-term care
settings, because of the larger number of
collaborating units necessary to achieve target
sample sizes and because they take place in
relatively uncontrolled environments. But the
preparation and implementation of the STOOL
trial also coincided with a period of considerable
change within the NHS, in terms of both the
emergence of a new research governance and
ethics framework and the implementation of new
primary care contracts.

Regulatory approval
This trial was initiated after publication of the
European Union (EU) Clinical Trials Directive, but
before its enactment into UK law. For that reason,
although the trial met the criteria for a clinical trial
of an investigational medicinal product, the
authors were able to avail themselves of transitional
arrangements with respect to obtaining regulatory
approval from the Medicines and Healthcare
Products Regulatory Agency (MHRA). Rather than
needing to submit a full application, with
supporting documents, for a clinical trial
authorisation (CTA), they were allowed to apply
instead for a Doctors’ and Dentists’ Exemption
certificate (DDX). The DDX was issued and was
then rolled over into a CTA on 1 April 2004.

MREC committee approval
An overview of the timeline for the trial is shown
in Figure 2. Initial ethics application was submitted
to the allocated MREC in February 2002. The
committee was unable to approve the application
without having sight of the finalised research
instruments. Following the appointment of a trial
manager in October 2002 the preparation of the
relevant documentation was completed and the
ethics application was resubmitted in December
2002. It was reviewed on 13 February 2003 and
conditional approval was granted on 20 February
2003, subject to submission of some additional
information and minor amendments to the trial
documentation.

The documents concerned were amended and
resubmitted to MREC for approval. On 15 April
2003, MREC considered the additional
information and the revised documentation which
had been submitted in response to the issues raised
by the committee during the initial review. The
committee then raised further concerns about the
way in which the initial invitation of potential
participants in the trial was planned. In particular,
the committee felt that a prebooked appointment
for participants to attend a practice-based research
clinic could be coercive and suggested that patients
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should be provided with a choice of whether or not
to attend the prearranged appointment. It was
suggested that participants should be given an
option to opt out from the clinic. Therefore, it was
agreed that a ‘Yes/No/Please change my
appointment’ response slip should be enclosed
with the invitation letter to potential participants.

The requested changes in the patients’
recruitment procedure were incorporated in the
study recruitment strategy and a favourable
opinion was finally granted on 29 May 2003, some
15 months after the initial application for review.

Some amendments to the protocol were sought
from and (with the exception of the last one)
approved by MREC (in some cases, only after
considerable correspondence) during the course of
the study (between December 2003 and March
2005): These comprised:

● Removal of the ‘washout’ period. Based on
findings from the qualitative interviews and
discussion at the first trial steering committee, it
was felt that patients would be unwilling to
undergo a 2-week washout period between
randomisation and commencement of step 1

Implementation of the trial
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Followed up (n = 5)

 Int. Qaire 

T0 5 5
T7 2 2
T11 2 3
T27 2 2

Followed up (n = 7)

 Int. Qaire 

T0 7 7
T7 4 5
T11 3 4
T27 4 3

Followed up (n = 6)

 Int. Qaire 

T0 6 6
T7 5 3
T11 5 4
T27 3 1

Lost to follow-up (n = 0)
Withdrawals (n =3)

Lost to follow-up (n = 1)
Withdrawals (n =3)

Lost to follow-up (n = 0)
Withdrawals (n =3)

Bulk-forming laxative
(n = 5)

Osmotic laxative 
(n = 8)

Number of eligible participants identified
electronically is unknown

 

Randomised (n = 19)

Patients’ homes 

CHSR

GP surgery

Stimulant laxative 
(n = 6)

Other reasons for exclusion, 
specify (unknown)

Refused to participate (did not 
give consent) during the 
baseline clinic (unknown)

Refused to attend or did not 
come to the initial baseline 

clinic (unknown)

Number of participants 
excluded after applying the 

trial exclusion criteria 
(unknown)

Completed trial (n = 2)

Took standard intervention
as allocated (n = 2)

Completed trial (n = 4)

Took standard intervention
as allocated (n = 3)

Completed trial (n = 3)

Took standard intervention
as allocated (n = 2)

FIGURE 1 CONSORT flowchart for the trial
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laxative therapy. The researchers therefore
decided to issue a 6-week prescription for the
step 1 laxative, with the first two weeks of
treatment being ignored in data analysis.

● Removal of T18 telephone interview (designed
solely to collect economic data) and
incorporation of the collection of these data
into telephone interviews at the end of steps 1
and 2 (T6 and T11) and at 6-month follow-up
(T27). 

● Allowing patients to set personal goals to
measure success, and to use these goals in
deciding whether to proceed to step 2 laxative.
Findings from qualitative research had shown
that patients vary in their assessment of
successful outcomes of the management of
constipation, suggesting that a person-specific
definition of ‘success’ would be most
appropriate.

● Allowing the use of a practice receptionist,
rather than a practice nurse, to recruit patients
and conduct the baseline assessment. Although
the general expectation was that a practice
nurse would take on this role, in practices where
staff workload precluded this approach, it was
proposed that a receptionist trained in the
study protocol could introduce the study, take
informed consent and administer the baseline
interview, provided appropriate arrangements
were in place to ensure confidentiality and data
protection.

● Allowing the use of district nurses, rather than
practice nurses, to recruit patients and conduct
the baseline assessment. This request was to
accommodate the particular needs of one
practice where workload precluded practice
nurses or receptionists from carrying out these
activities.

● In the original protocol, it was proposed to
carry out an assessment of the cognitive
function of potentially eligible patients. Since
the anticipated prevalence of cognitive
impairment was low, it was subsequently
decided that this assessment could be omitted
without detriment to the study, to reduce
burden on nurses and patients. 

● Amendment of trial exclusion criteria to
exclude patients with multiple sclerosis or
significant autonomic neuropathy, or those on
morphine or morphine derivatives. 

● Explicit recognition (following securing SfS
funding) that practices would receive
reimbursement for the time and out-of-pocket
expenses involved in patient recruitment and
assessment; this necessitated explicit mention of
this reimbursement in the patient information
leaflet.

● Submission for approval of final, piloted
versions of self-completion questionnaires,
telephone interview schedules and patient
diaries.

● Allowing practice or district nurses to follow up,
in a one-off short telephone call, the initial
invitations to participate in those patients who
did not return their response slip unprompted.
The purpose of the call was to determine
whether a prospective participant would or
would not attend the clinic. This amendment
was intended to minimise the incidence of 
non-attendance and to allow participating
practices to utilise the time slots they had
allocated for the trial activities in the most
efficient way.

These amendments were also submitted to the
MHRA, primarily for information.

Primary care trust R&D approvals
and LREC site-specific
assessments
Selection and recruitment of primary
care trusts
Primary care trusts (PCTs) in north-east England,
Yorkshire and Cumbria were allocated between 
the STOOL and the LIFELAX trials on the basis
of proximity to Newcastle upon Tyne, with
STOOL selecting the PCTs located somewhat
farther away from Newcastle, including those in
Cumbria, North Yorkshire and the East Riding of
Yorkshire.

Initially, PCT research and development (R&D)
approvals were sought from nine local PCTs:
Newcastle; North Tyneside; Sunderland;
Langbaurgh; Durham Dales; Easington;
Hartlepool; Middlesbrough; and Darlington.
Owing to poor GP response and consent rate, the
overall number of PCTs approached for
managerial approval was subsequently increased
from eight to 22. In total, PCT R&D approval was
sought, at two different stages, from 14 additional
PCTs: East Yorkshire; Yorkshire Wolds and Coast;
West Cumbria; Eden Valley, Carlisle and District;
Eastern Hull; West Hull; Selby and York;
Doncaster Central; Doncaster East; Doncaster
West; North Lincolnshire; North East
Lincolnshire; and Rotherham.

Obtaining approvals: which comes first,
the PCT or the LREC?
Favourable SSAs (from LRECs) and research
governance managerial approvals (from PCT R&D
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departments) were sought following the receipt of
the initial favourable opinion from MREC.
However, at the time of making these applications,
it was unclear to all concerned whether PCTs
should first give R&D approval for the study to
proceed within their area in principle (before
individual practices were approached) or whether
LRECs first needed to conduct SSAs on potential
practices (before the request for or granting of
PCT R&D approval).

This led to confusion and delays in obtaining
relevant approvals, as certain PCTs asked to be
provided with evidence of MREC and LREC
approvals before they would grant formal R&D
approval, and some LRECs insisted on having the
names and CVs of the local researchers [principal
investigators (PIs)] before they could progress the
site-specific assessments. Where PCTs did not wish
individual practices within their area to be
approached before R&D approval had been
granted, this led to an impasse.

Eventually, this issue was clarified and it was agreed
that MREC favourable opinion should be followed
by PCT approval, recruitment of general practices
and application to LREC for SSA (in that order)
before patient recruitment could commence. This
process, however, was time-consuming, resulting in
significant delays with respect to the study patients’
recruitment timetable.

Obtaining PCT R&D approvals
Obtaining R&D approval from participating PCTs
took from 1 month to up to a year. Although in
the majority of cases approvals were given within
30–40 days of application, disagreements with
respect to who should be responsible for provision
of indemnity for the study, long delays in issuing
honorary contracts to members of the research
team and, in one case, a request to sign a formal
confidentiality agreement which contradicted
some of the requirements of the research
governance framework, resulted in extensive
delays in obtaining approvals from several PCTs.

The excessive time required for issuing of
honorary contracts, the lack of common
conditions for their issue (e.g. lack of agreement
over precisely which members of the team
required an honorary contract) and the need for
Criminal Records Bureau (CRB) and occupational
health checks were all significant barriers to the
initiation of patient recruitment. Although many
trusts had granted their R&D approval before
honorary contracts were issued and a verbal
agreement was made to start the recruitment of

patients in a timely manner, on one occasion the
issuing of R&D approval was delayed for almost a
year until the honorary contracts with that PCT
were finalised. This prevented the timely start of
patient recruitment.

As should be clear from the description of the
study protocol (Chapter 2), it was never intended
that any members of the research team (with the
exception of the qualitative researcher) should
have face-to-face contact with patients. Indeed, the
majority of the team were to have access only to
anonymised data at most. Thus, the stipulations in
respect of honorary research contracts appeared
excessively cautious.

Obtaining LREC site-specific
assessments
The requirements for SSAs by LRECs led to
additional delays in the initiation of patient
recruitment. As advised by COREC, LRECs treated
each general practice recruited into the study as a
separate site and required the submission of a
separate SSA, accompanied by the CV of the GP
taking on the role of PI for that site. Moreover, the
process required that each local PI should himself
or herself apply for an LREC number, complete
and sign the relevant form and send it to the
appropriate LREC. These stipulations created a
number of difficulties as many GPs did not have
readily available CVs, were unfamiliar with the
LREC forms and processes and did not have
sufficient time to carry out these tasks. To facilitate
this process the authors therefore prepared and
submitted the relevant applications on behalf of
the participating GPs. However, it took a
considerable amount of time and numerous
reminders before the relevant CVs and signed
forms were received from participating GPs and
could be submitted to the relevant LRECs.

To reduce the time needed for SSA applications,
an innovative approach was subsequently adopted
using NoReN as a local research site for all
participating practices within the geographical
area covered by this network. The clinical director
of NoReN (GR, a PI of the STOOL trial) agreed
to act as PI for the purpose of the SSA.

To the best of the authors’ knowledge, they set a
precedent within the UK in using this approach,
which allowed them to speed up the SSA process
in the areas covered by NoReN. However, on one
occasion this approach was challenged by an
LREC as inappropriate and approvals were
delayed for several months as a consequence. In
addition, the directors of other GP research
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networks did not agree to take responsibility as PI
for the sites within their network’s geographical
area, which meant that the researchers had to
submit individual applications for each local
practitioner in those areas.

Recruitment of practices and
practitioners
Recruitment of general practices for the STOOL
trial proved much more difficult and slow than
originally anticipated. Between June and August
2003, a total of 129 general practices, from the
first five PCTs who approved the study, were
approached to join the study by an invitation
letter, followed by two reminders. Sixty-four
general practices (49.6%) responded to the study
invitation, of which only nine (7.0%) expressed
interest in participating. To compensate for the
poor GP response rate, a decision was taken to
expand further the study catchment area, as
described above. As a result, during the first year
of general practice recruitment, a total of 367
general practices was approached, in several
different waves. Only 15 general practices
expressed interest in joining the study over this
period, with only 12 (3.2%) providing formal
consent to participate. Three practices withdrew
immediately after receiving the full trial
documentation and a request to sign a formal
letter of agreement to recruit participants.

As a result of the extremely poor consent rate, a
managerial decision was taken in February 2004 to
suspend recruitment of practices to allow review
and refinement of the recruitment procedures.

Barriers to recruitment of practices
and practitioners
The researchers considered that it was imperative
to ascertain the obstacles to recruitment to the
STOOL trial in comparison to other studies and 
if possible to address these barriers. Feedback
about the study and perceived barriers to
recruitment were communicated through a variety
of channels:

● informal feedback from GPs invited to take part
in the study

● telephone interviews with GPs conducted by
CHSR

● feedback from GP champions and research-
active GPs

● feedback from health professionals, members of
the extended research team and members of the
trial steering committee

● feedback from PCT R&D managers and
facilitators

● feedback from UK Trial Managers’ Network
● telephone interviews conducted by NoReN staff

with GPs, focusing on potential incentives for
GPs to join the trial.

A wide range of interrelated factors that had
discouraged GPs from participating in the STOOL
trial was identified through these channels. Key
issues were:

● lack of nursing time to perform the initial
assessment, due to understaffing and heavy
workload, including the preparation for the
introduction of the new General Medical
Services (GMS) contracts

● overcrowded premises and lack of consulting
space for the initial baseline assessment

● lack of interest in research in general and in
this research question in particular

● lack of incentives (remuneration perceived
inadequate, lack of non-monetary incentives)

● changes in research governance regulations
(current guidelines on patient confidentiality
precluded the research team from approaching
and recruiting patients directly)

● paperwork and documentation required for
research governance purposes discouraged
practitioners from taking part in research

● protocol amendment procedures were a barrier
to flexible recruitment as changes and 
additions to the recruitment strategies were
considered substantial amendments and
required MREC favourable opinion before
implementation

● perceived difficulties with changing the
laxatives of long-term laxative users.

Results from telephone interviews 
with GPs
The detailed comments from GPs concerning
barriers to recruitment to this trial and to
participation in research in general are
summarised below. For the most part, they echo
the more general themes identified above, but
some more specific issues were also raised.

General reasons
● GPs were under time constraints and had a

heavy workload, resulting from pressure to meet
government targets and preparation for the
introduction of the new GP contract and other
reforms.

● GPs felt overstretched and needed to draw a
balance between their work commitments and
their own quality of life.

Implementation of the trial
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● Respondents had teaching and training
responsibilities, particularly for vocational
training practices.

● Respondents were involved in other research
activities and there was a lack of adequate
staffing to support such requests. GPs reported
that too many research activities were
happening and that practices were
overburdened with multiple requests to
participate in research studies.

● Some respondents reported that it was practice
policy not to participate in research.

● Respondents also reported that there was a lack
of consensus among practice GPs regarding
participation in this particular study, or in 
research more generally, or that they (as a
practice or as individuals) had no interest in
research.

Reasons related to the study topic and
design
● Respondents felt the trial would be very

disruptive to practice work.
● Respondents reported a shortage of nurses or

nursing time, and therefore that their practice
nurses were often overworked. They felt that a
decision to join the study would put considerable
additional strain on practice nurses. Some
respondents highlighted that their practice
could not spare any nursing appointments to
carry out the baseline assessments.

● Some respondents felt that their premises were
inadequately equipped to take on the additional
work of the trial, particularly because of the lack
of space for paperwork or of rooms for
conducting the baseline assessments, or because
of the inaccessibility of the premises to older
people.

● Respondents predicted that any study involving
older people would increase the practice
workload (since it might provoke additional, not
necessarily related, consultations). 

● The trial was perceived by many respondents to
be inadequately remunerated in relation to the
time and work involved. 

● Finally, a number of the respondents thought
that the topic of the research was not 
inspiring.

Strategies for improving the recruitment
of practices and practitioners
To compensate for the poor GP participation rate,
a variety of different strategies was adopted, which
included:

● expanding the study catchment area from eight
to 22 PCTs

● raising awareness, by:
– sending fliers about the study to relevant

primary care research networks and research-
active practices

– asking R&D facilitators and managers in the
participating PCTs to disseminate information
about the trial via PCT newsletters and,
where appropriate, by e-mail.

– presenting an overview of the study at some
of the relevant primary care research
networks’ conferences. 

– inviting simultaneously the senior partner,
practice manager and lead practice nurse to
join the study, to ensure buy-in by all
stakeholders in the practice

– identifying key research practices and
targeting GP champions with a request to
help with the study

● changing the protocol to minimise the extra
workload for participating practices associated
with trial activities, by:
– reducing the number of the practice-based

visits from two to one
– reducing the originally planned time for the

baseline assessment
– introducing flexibility in respect of the

conduct of the baseline assessment by
allowing a trained receptionist to be used and
by recruiting community nurses to help with
the study

– reviewing trial documentation used for
practice and patient recruitment, and
designing a shorter GP-friendly information
sheet and study protocol, emphasising
flexibility and reduced workload

– using NoReN staff to telephone GPs, to
identify opportunities for improving
recruitment and explore practitioners’
interest in payment per patient recruited
instead of lump sum per practice

– consulting and networking with professionals
perceived to be in a position to help with
recruitment (i.e. clinical advisors for the
study, primary care academics, primary care
nursing professionals, GP champions,
primary care research networks, etc.).

Payment per patient recruited 
The telephone interviews with GPs highlighted
that the remuneration to the practice for
participating in the study was inadequate with
respect to the time and efforts needed to dedicate
to the study. The researchers had initially provided
for a lump sum payment to practices of £510 to
recompense the practice for the time and out-of-
pocket expenses of identifying eligible patients
and approaching them to take part in the study.
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Members of the extended research team and the
trial steering committee also suggested that
providing and advertising financial remuneration
as payment per patient recruited might be a more
successful recruitment strategy. This was supported
by evidence in the literature and feedback from
UK Trial Managers’ Network.

In response, working through NoReN, the authors
applied for and obtained SfS funding (widely
known as ad hoc funding) from the Department of
Health to cover the true cost to practices of
patient recruitment. This allowed them to offer
£79 per patient recruited, a figure estimated on
the basis of full economic costs to practices of
recruiting and assessing patients and delivering
the trial intervention.

Resuming practice recruitment
Following this success in obtaining SfS funding,
the researchers reapproached all those general
practices that had previously refused to take part
or had not replied to the initial invitation. Within
a relatively short period (3 months in the summer
of 2004) there was dramatically increased interest
from general practices in taking part in STOOL.
This brought the total number of practices who
agreed to take part in the study to 38, of which 21
returned a formal letter of agreement to recruit
participants.

As a result of achieving the projected number of
practices needed for adequate patient recruitment,
it was agreed that approaching new general
practices from the geographically most distant
PCTs in South Yorkshire would be put on hold.

Patient recruitment
Although the trial managed to meet its objectives
in terms of number of general practices recruited
into the trial, setbacks were encountered with
negative implications for recruitment of patients.

During the period October 2004 to January 2005,
26 practices (out of the 38 who had agreed to
participate) were trained in implementing the
study protocol, and received the relevant study
documents and materials. The remaining 12
practices either explicitly dropped out of the trial
or repeatedly cancelled prearranged appointments
for training and asked if they could postpone
recruitment of patients to a later date.

A number of different strategies was tried to
encourage patient recruitment in those practices

trained in the trial protocol. These included
sending letters of encouragement to the relevant
GPs (and to the practice nurses and practice
manager, where appropriate) both from the study
team and from the GP member of the study team
(GR) who was also the clinical director of NoReN.
In addition, practice staff were telephoned to
discuss any problems they might be having with
initiating recruitment of patients, and to offer
help and support if needed.

However, these interventions did not achieve the
desired results. Out of the 26 trained practices,
only six started recruitment of patients, while the
majority of practices repeatedly postponed the
start of patient recruitment (albeit for a range of
plausible and persuasive reasons) or explicitly
withdrew from the study.

Reasons for delays in patient
recruitment
A wide range of reasons was given by general
practices for the delays in starting patient
recruitment and for withdrawal. Many of these
reasons reflected those provided by practices who
did not want to participate in the first instance, as
described above. They included:

● other commitments (e.g. heavy workload, flu
immunisation, meeting GMS contract targets)

● loss or absenteeism of staff; staff maternity or
sick leave; staff shortages or holidays

● moving premises or renovation of premises.

Lack of genuine interest in the trial also may have
played some part. The researchers tried to
encourage practices to start patient recruitment by
reminding them that each patient recruited
attracted a payment of £79 to the practice, and
asked about their preferred way of payment and
financial details. However, only six practices
responded to the letter, which may suggest that
the study was seen by some as low priority.

There were also some objective reasons for delays
in site initiations, the majority of which were
outside the authors’ control, which included:

● Ethical and research governance issues: SSAs
for two areas were delayed by 4 months owing
to disagreements about the director of NoReN
as the PI for all participating practices in those
areas.

● Additional time was required for implementing
changes in the recruitment strategy owing to
the substantial amendment processes demanded
by MREC.
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● There were delays (3 weeks) in printing new
trial documentation.

● There were numerous cancellations of
prearranged appointments for training sessions
(with dates agreed being postponed repeatedly).

● Negativity and reluctance were encountered in
terms of arranging protocol training sessions
for the remaining untrained general practices.

● A number of trained practices decided to
postpone recruitment of patients for several
months.

● Variable information technology (IT) skills and
support in practices hindered identification of
eligible participants.

Recruitment of participants
The first participant was recruited to the STOOL
trial in January 2005. Poor response and lack of
attendance at baseline assessment clinics were
experienced in all active sites, resulting in three
out of six active practices withdrawing from the
study.

Experience from all active practices indicated that
many eligible participants invited to attend a
baseline assessment clinic did not return their
response slip to indicate whether they would
attend the prearranged baseline assessment clinic
and did not turn up at the appointed time. For
example, one GP, from one of the biggest practices
taking part in the trial, reported that after setting
up two recruitment clinics he had a 75% non-
attendance rate, despite follow-up telephone calls
made by his practice staff to the invited patients.
The practice in question invited 15 patients in
total, of whom only one agreed (reluctantly) to
take part in the trial. Patient non-attendance with
respect to specific prearranged baseline
assessment clinics varied from 33% to 100% in
some of the active sites.

This trend made it difficult for some practitioners
to justify setting up subsequent clinics; they argued
that that the payment of £79 per patient recruited
did not cover the significant opportunity and
financial cost of non-attendance at scheduled
assessments and the subsequent ‘wasted’
appointments.

In an attempt to address the problem of low
patient response and attendance, practices were
advised to invite a few more patients per baseline
assessment clinic than originally planned, in
anticipation of less than 100% attendance rates,
with the exact number to be based on their
previous experience of non-attendance. It was also
suggested that, following their usual practice, they

could follow up the initial invitation with a short
telephone call to determine whether invited
patients were considering attending the clinic. The
follow-up telephone call option had not been
included in the original MREC application,
however, and the authors were advised to submit a
notice of substantial amendment. The MREC was
unable to give a favourable opinion of the
amendment for the following reasons:

● The committee had not been provided with a
telephone script that the nurse would use when
trying to contact patients (the authors had not
provided such a script, since they felt that the
content of the call should be at the discretion of
the nurse and in line with the practice’s normal
policy in respect of checking that patients were
going to attend a prearranged appointment).

● The committee was concerned that the nurse
would be unable to identify that he or she had
contacted the correct person without breaching
confidentiality.

● The committee was concerned that invited
patients would not remember the original
invitation letter and might therefore be
unfamiliar with the study.

General practices opting out from the study or
asking to postpone patient recruitment (often
repeatedly and by several months), delays in site
initiations, few eligible participants in some of the
smaller single-handed practices (but also in one
middle-sized practice), and poor patient response
and consent all contributed to the poor patient
recruitment.

The six active practices between them only
managed to recruit a total of 19 study participants,
of whom half withdrew from the study as a result
of dissatisfaction with their allocated laxative
treatment or side-effects associated with that
treatment.

Barriers to recruitment of patients
Formal (telephone interviews with GPs) and
informal contact with practices highlighted a
number of reasons why older people were not
participating in the trial. Although the following
explanations are based largely on practice
perceptions and accounts, some of these reasons
were reported to practices by patients themselves.

● Patients with resolved bowel problems (at least
by the patient’s own definition) were captured
by the trial inclusion criteria. These included
patients who were not currently on laxative
medication (but had had a diagnosis of
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functional constipation at some time in the past
or had a ‘standing’ repeat prescription for
laxatives, which could be activated on an ‘as
needed’ basis) and those who were settled on a
particular laxative, which controlled their
constipation to their satisfaction, and wished to
stay on it.

● Practices suggested that older people tend to:
lack interest in research in general; have poor
concentration and understanding of what is
required; have poor hearing; lack energy to fill
in forms, in particular keeping a daily diary
about their bowel habits for 6 months; have no
access to a telephone for initial contact and
follow-up interviews; be reluctant to or have
difficulty in attending the practice for baseline
assessment.

● Because of co-morbidity, a higher proportion of
patients than that originally estimated by the
research team failed to meet the trial inclusion
criteria.

● Practices were reluctant to recruit more than
25–30 patients to the trial.

On reflection and discussion of these issues, the
research team and the trial steering committee
members felt that some of these issues could have
been addressed if an enthusiastic and informed
individual, ideally a member of the research team
rather than a hard-pressed member of a primary
care team, had been able to explain the study to
potential participants and discuss the implications
of participation. They concluded that many of the
problems encountered were a direct consequence
of the changes in research governance and ethical
procedures that prevent members of the research
team approaching patients directly, but instead
place the burden of recruiting patients on busy
primary care professionals.

Closure of the trial
Once it was clear that it was going to be difficult to
recruit patients even within those participating
practices actively recruiting, the closure of the trial
appeared inevitable. Before making the final
decision, however, the researchers revisited the
sample size calculations. However, given the lack
of interest from the majority of practices and the
majority of eligible patients in the study protocol,
it was difficult to see how the trial could ever
recruit sufficient participants, even aiming at a
more modest target of 620 (original target 1004)
patients to be recruited, by accepting 70% power
to detect the effect sizes specified in the protocol
(see Chapter 2). Likewise, there was no evidence

that a simple head-to-head trial of the three
classes of laxative (or even of two out of the three),
and ignoring stepped management, would have
been feasible, given the apparent preferences of
patients for specific laxative types (in other words,
lack of patient equipoise). In a meeting of the trial
steering committee, it was accepted that it would
not be viable to proceed with the trial and the
formal procedure for closure (including
notification of MHRA and MREC) was initiated in
May 2005.

Summary and implications
The implementation of the STOOL trial appears
to have been unsuccessful for a number of reasons.
These are related both to procedural issues
resulting from changes in ethical review and
research governance processes, and to
disappointingly poor levels of interest and
response at both practice and patient level. The
STOOL trial was running at a time of considerable
change and uncertainty around ethical and
research governance issues, following the report of
the Alder Hey inquiry,51 the implementation of
the European Human Rights Act52 and
preparation for the enactment of the EU Clinical
Trials Directive. At this time of uncertainty,
guidelines for ethical committees became more
prescriptive and committees became more risk
averse. Guidance to researchers appeared
inconsistent and inflexible, and the process of
ethical review became increasingly bureaucratic
and unresponsive. The publication of the Research
Governance Framework53 created similar
challenges. Decisions at the local level often
appeared contradictory to national advice. The
imperative for researchers to have honorary
contracts was particularly challenging because of
the paucity of expertise and resources to
implement the policy efficiently. The experiences
in the STOOL trial are mirrored by those of other
researchers undertaking studies in primary and
community settings at a similar time.54–57

In addition to the inevitable delays created by
these developments, the STOOL trial found that
changes in the way that non-invasive clinical
research was to be implemented increased barriers
to patient participation. The provision that
patients should opt into the research, rather than
opt out,58 and the consequent transfer of
responsibility for recruitment and consent to
members of the primary care team, meant that the
nature and objectives of the trial were never fully
explained to many potential participants.
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Individual practices were apparently unable or
unwilling to take on the considerable extra
workload that the opting-in provision creates. At
the same time, ethics committees were not always
willing to think creatively about how to balance the
protection of the rights of potential participants
against the need to evaluate interventions of
unproven value, or to apply a risk-based
assessment in judging whether an opt-in or an
opt-out process would be more appropriate for a
given study. Evidence of the decreased response
rates and the biases resulting from opt-in as
opposed to opt-out approaches59,60 appear to have
been largely ignored by those responsible for
determining and implementing policy, although
debate persists58,61 on the adverse implications for
trials, epidemiological and health services
research.

The set-up of the STOOL trial also coincided with
the introduction of the new GP contract. During
the period of this trial practices were heavily

involved in setting up the necessary audit and
information systems required to meet the quality
targets associated with this contract. Moreover, the
contract has very minimal incentives for research,
and thus research-related activities were viewed by
many GPs and their practice staff as an unwelcome
distraction from the other demands of getting to
grips with the contract. This was indeed a
challenging period for any kind of research in
primary care.

Specific barriers to the conduct of this trial that
were identified by the GPs surveyed suggest that
the opportunity costs to practices of participating
in STOOL were too great in terms of time,
practice resources and nursing capacity. For some
the subject was insufficiently interesting. The
barriers for patients are unclear, but GP
participants suggested that their patients were not
in equipoise and would be unwilling to switch
from their preferred treatment regimen,
particularly if it was currently being successful. 
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Background to the qualitative
study
Examination of the epidemiological, medical and
social science literature highlighted few studies of
constipation that had investigated the definition,
meaning, experience and impact of constipation
from the perspective of older people. It revealed
that constipation as a chronic condition has not
been the focus of social research and much of our
understanding of constipation is drawn from the
medical and epidemiological literature.

To inform the design and facilitate the
implementation of the STOOL trial, the HTA
Commissioning Board funded an add-on
qualitative study which aimed to address the
following research questions:

● How do GPs and older patients define
constipation?

● What treatments do GPs routinely prescribe for
constipation in older people? When and why do
they prescribe different treatments?

● What are older patients’ views of different
treatments for constipation?

● How well do older patients adhere to prescribed
treatments and what are the barriers and
facilitators to adherence?

● What is the pattern of self-medication using OTC
preparations by older people with constipation?

Study objectives
The primary objectives of the add-on qualitative
study, therefore, were:

● to define the meaning of constipation in older
people from the perspective of GPs and older
patients

● to investigate the use of prescribed and non-
prescribed treatments for constipation in older
people

● to investigate the adherence by older people to
prescribed treatments for constipation. 

As a result of the early closure of the STOOL trial,
the focus of the analysis reported in the remainder
of this report is on the following questions:

● What does constipation mean to both older
people and health professionals? What are the
commonalities and differences in their
definitions and understanding of constipation?

● How do patients experience constipation and
how does constipation affect their daily lives?

● What are the likely barriers to participation in
trials of constipation for both patients and
health professionals?

Study design
This element of the research comprised a
qualitative analysis of in-depth interviews with
older patients and their GPs, and focus-group
interviews with practice and community nurses.

The original protocol for the qualitative study
proposed that only patients and GPs would be
interviewed. However, given the role that nurses
play in the management and treatment of
constipation, interviews with a sample of practice
and community nurses were also conducted.62

Target population
The target population was people aged 55 years
or over with chronic constipation living in private
households in north-east England, and the GPs
and practice and community nurses who provided
their care. The target population of patients
mirrored that of the main trial (see Chapter 2)
and focused on a predominantly ambulant
population able to attend a primary care clinic
independently. The exclusion of residents in 
long-term care reflected the different morbidity
and lifestyle experiences of long-term care
residents.

Inclusion/exclusion criteria
Patients aged 55 years or over with three or 
more laxative prescriptions in the previous
12 months and living in the community were
eligible for inclusion in the study. The exclusion
criteria included residence in a long-term care
institution and inability to communicate owing to
deafness, aphasia, severe cognitive impairment or
language difficulties. Participants were not
excluded on the basis of cognitive impairment or
ethnicity alone.
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Sampling strategy
To facilitate comparative analysis, a purposive
maximum variation sampling strategy was
adopted.63 The researchers aimed to recruit
approximately 15–25 patients and 15–25 health
professionals, since their experiences in other
similar studies suggested that data saturation is
typically achieved after 15–20.

The patient recruitment strategy aimed to achieve
sample variation by age, gender, socio-economic
status, experience of constipation and use of
different constipation treatments. Health
professionals were selected to achieve variation by
age, gender, professional training, specialist
interest and characteristics of the practice.

Participant recruitment
Patients were recruited from three practices in
each of an urban (Sunderland) and a rural
(Northumberland) area (i.e. six practices in total).
Participants were identified and contacted by the
practice from their patient lists, according to the
study eligibility criteria described above. An opt-in
recruitment procedure was used. Eligible patients
were sent a recruitment letter from their GP, an
information sheet about the research (see
Appendix 6), a consent form and a reply-paid
envelope (addressed to CHSR). Patients were
invited in batches of 25, to enable interviewing to
keep pace with recruitment and so that patients
were not invited unnecessarily once the interview
target had been achieved.

In total 101 patients were invited, of whom 28
(28%) consented, although four later asked to be
withdrawn. Interviews with the remaining 24
patients were undertaken between September
2002 and July 2003.

Health professional recruitment
GPs and nurses at each of the six participating
practices were identified and invited by letter
[accompanied by an information sheet (see
Appendix 7), a consent form and a reply-paid
envelope] to take part in the study. Reminder
letters were sent after 2 weeks and a follow-up
telephone call was attempted where no reply was
received. Altogether, 56 health professionals from
the six general practices were invited to take part.

GPs
Thirty-three GPs from six practices were invited
for an interview, of whom ten GPs from four
practices agreed to participate and provided
written consent. One GP later withdrew because of
time pressure. Altogether, nine in-depth interviews

with GPs were undertaken, between September
2002 and July 2003.

Practice/community nurses
Twenty-two nurses from the same six practices
were invited to participate; 17 agreed to group
interviews (two to five nurses per group), which
were undertaken between April and September
2003.

Ethics and R&D approval
Favourable opinion from the LRECs in
Sunderland and Northumberland LRECs was
obtained before recruitment of participants. PCT
R&D approval was also obtained.

Method
In-depth or group interviews with patients and
health professionals were conducted by an
experienced qualitative researcher (CS). The
interviewer used a topic guide, specific to the type
of participant (see Appendices 8–10), to elicit
systematically participants’ accounts with respect
to the main topics of interest. The interviewer also
encouraged participants to voice their own
concerns and thus identify new themes outside
those covered by the topic guides. Topic guides
were revised on an ongoing basis to reflect
emerging issues. All interviews were digitally
recorded and transcribed. The interview
transcripts formed the formal data for
interpretative analysis according to the precepts of
constant comparison.63 Transcripts were analysed
using a generative thematic approach64 aided by a
qualitative software package (Atlas ti).

The analysis presented in this report is a
descriptive analysis of the transcripts only. Since
qualitative descriptive data are not generalisable,
and given the small number of transcripts
available (particularly of GP interviews), caution
should be applied in generalising the
interpretations provided by the authors.

Participant characteristics
Patients
In-depth qualitative interviews were completed
with 12 women (median age 75 years, range
56–88 years) and 12 men (median age 72 years,
range 56–81 years). None of the participants was
in paid employment at the time of interview. Two-
thirds of participants were married and living with
their spouse at the time of the interview; in some



cases the spouse was present during the interview.
Five women and three men were widowed and
living alone.

General practitioners
In-depth qualitative interviews were completed
with seven male and two female GPs (years of
experience as a GP: 1, 3, 7, 8, 9, 13, 23, 29 and
31), working in four practices ranging in list size
from 6400 to 9500 patients. None of the GPs
interviewed described themselves as having a
particular interest in gastrointestinal conditions.
Two reported that they had a special interest in
older people.

Nurses
Nurses participated in six focus-group interviews
in six practices. The size of the focus group
ranged from two to five participants. Of nurses
participating in the focus groups, five were district
nursing sisters, seven were community staff nurses,
three were practice nurses, one was a student
nurse and one was an auxiliary nurse. They had
worked in their current general practices for an
average of 10 years (range 4 weeks to 30 years)
and had been in nursing for an average of 25
years (range 1–41 years). 
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Overview
In Chapter 1 the Rome II criteria for functional
constipation were reviewed.17 How do these
criteria relate to the way that older people
understand and describe constipation? Are these
the criteria used by health professionals in the
diagnosis, treatment and management of
constipation? This chapter presents an analysis of
the qualitative data, using the transcripts of
interviews and group interviews with participants
to explore these questions.

Two meanings of constipation were provided by
GPs: a patient-centred definition and a textbook
definition; neither fully reflected the Rome II
criteria. Patient-centred definitions focused on the
idea of a change from the norm as defined by the
individual patient, whereas textbook definitions
focused on reduced frequency of defecation
associated with a range of other unpleasant and
clinical symptoms such as difficulty passing stools
and hard stools. ‘Chronic constipation’ was not a
term that GPs tended to use.

Nurses’ definitions of constipation included both 
a patient-centred perspective and the description
of particular symptoms associated with
constipation. Person-centred definitions focused
on changes to people’s routines in terms of
reduced frequency of bowel movements and the
difficulties and discomfort experienced by older
people in passing stools. In contrast to GPs,
‘chronic constipation’ is a term used by nurses in
their practice.

The meaning of constipation to older patients 
was similar to the health professionals’ patient-
centred perspective. Frequency of bowel
movements and changes in normal bowel routine
were central to participants’ definitions. They were
very clear about what they perceived to be
abnormal. This included the size, form and
consistency of stools; difficulties and discomforts
in passing stools; feeling ‘blocked’; and 
unpleasant symptoms such as bloating and
flatulence. While these aspects of bowel function
are among those specified in the Rome II criteria,
neither patients nor the health professionals
caring for them were consistent or rigorous in

their perceptions of how frequently, for how long
or in which combinations these symptoms and
manifestations needed to be present to constitute
‘constipation’.

What clearly emerges, however, from the different
accounts of patients and health professionals is
some common understanding of the general
nature of constipation, but also considerable
differences of perception among both patients and
health professionals. Like many health problems
managed in primary care, constipation means
different things to different people.

Older people’s experience of
constipation
The majority of participants did not consider
themselves to be ‘constipated’ at the time of
interview. This perception was associated with the
view that their current use of laxatives and other
interventions for the management of their bowel
function had much improved their bowel habits
compared to past experience. The past experience
of constipation was extremely vivid in their
accounts and participants did not appear at all
inhibited in describing what being constipated
meant to them.

Health beliefs about constipation appeared very
consistent among this group of participants,
drawn from a particular generational cohort. For
most of these participants, achieving a daily bowel
movement was an important goal. For some, not
achieving a daily movement meant they were
‘constipated’ from their perspective, although
others were content with going every other day
provided there was no discomfort. Not
surprisingly, frequency, regularity and comfort of
bowel movements are important factors in
participants’ perspectives on constipation. In
addition to frequency and regularity, however,
participants associated a number of problems that
they had experienced over the years ‘with their
bowels’ with constipation. In their accounts, they
described both physical sensations and emotional
feelings. These descriptions of their experiences
provide different meanings of constipation that
are summarised in Box 1.
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The meaning of constipation to older
people
When asked to explain in their own words what
they meant by constipation, participants used a
number of terms, including: ‘not going’, ‘never
been’, ‘can’t go’, ‘could not go to the toilet’, ‘not
going as often’, ‘missing’, ‘not passing waste’ and
‘bunged up’.

Interviewer (I): “What does constipation mean to you,
how does it, if you say you’re constipated, what do you
mean by that?” Patient (P): “I mean I just can’t go to
the loo.” I: “You can’t go?” P: “No.”

(Patient 15)

I: “Right, right. OK, right, so I mean for you, you know
if I said to you right what do you mean when you’re
constipated what would you say, what does being
constipated mean to you?” P: [Laughs] “Obviously that
I’ve never been.” I: “That you just don’t go.”

(Patient 6)

P: “I just don’t go, that’s it.” I: “It’s more the fact that
you don’t go?” P: “I stop, aye.”

(Patient 1)

P: “It was mainly bouts where I didn’t go at all,
maybes 2 days, 3 days.”

(Patient 2)

P: “You can’t go to the toilet.” I: “You can’t go …” P:
“No and you go for days and days.” I: “Right, OK.”

(Patient 3)

“Well just you wanted to go to the toilet [a-ha], you
know, but you just couldn’t [you couldn’t go], that was
the main thing [mmm].”

(Patient 4)

“I basically wasn’t going. I wasn’t passing waste at all.”
(Patient 5)

I: “You know, when you say you’re constipated, if you
say ‘oh, I’m constipated’ what do you actually mean
when you say that?” P: “I can’t pass, my bowels aren’t
working properly.”

(Patient 23)

Most participants associated constipation with
decreases in normal bowel frequency, but at least
three groups of participants could be identified as
having distinctive experiences: those who were
unable to pass a stool despite having an urge to go
(‘can’t go’), those for whom there was an
infrequent passing of stools (‘not going to the
toilet’) and for those who missed a day without a
bowel movement (‘not going as often’).

Differences were noted between the majority of
participants who articulated their meaning of
constipation as ‘can’t go’ and those participants
for whom constipation was simply ‘not going to
the toilet’. The former group of participants
commonly described their experience as wanting
to go, having an urge to go and a sensation that
there is a stool there waiting to be passed, but
when they go to the toilet and try to pass a stool
nothing happens (‘unable to pass a stool’).
Alternatively, participants may pass inadequate
(‘very little’) amounts of stool which do not
alleviate the continuing urge to go and are often
associated with a feeling of incomplete emptying
of the bowels. Such unproductive attempts to have
a bowel movement are usually followed by a
constant urge or frequent urges to go. As a result
participants make repeated visits to the toilet,
vividly described as ‘going for tries’. These visits
are usually accompanied by excessive straining.
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• Changes in normal bowel habits in terms of frequency (less often than normal) and regularity. Described by participants as
“not being able to go to the toilet at all or as often as normal”. (Normal in this context being what has been typical for the
individual concerned.)

• Experiencing a continual and often urgent urge to pass a stool without being able to do so. Described by participants as
“can’t or couldn’t go”.

• Experiencing difficult or uncomfortable bowel movements, including the need for excessive straining, pain or soreness
during bowel movement or rectal bleeding. Described by participants as “difficult to pass or go”, “have to strain” or “sore
to pass”.

• Passing uncharacteristic stools that are too small, hard or compact. Described by participants as “just a little drop”,
“sheep’s droppings” or “hard”.

• Feelings of being blocked. Described by participants as “bunged up”, “not passing through” or “having a tight anus”.
• Feelings of inadequate or incomplete evacuation. Described by participants as “seems as though I can never finish”, “my

bowel didn’t empty” or “couldn’t finish emptying my bowel”.
• Feelings of bloating, hard stomach, abdominal pain or flatulence. Described by participants as “stomach swells”, “bloated

as if pregnant”, “hard stomach” or “stomach aches”.
• Feelings of tiredness and fatigue or general discomfort. Described by participants as “don’t feel right”, “feel sluggish”, “lack

of energy” or “you didn’t feel you were firing on all four [cylinders]”.
• Dependent on laxative to produce a bowel movement. Described by participants as “not being able to go without

laxatives”.

BOX 1 Older participants’ description or meaning of constipation



Eventually, participants manage to move their
bowels, but this is reported to be difficult and
often painful.

For example, one participant in this category
reported that, despite having the urge to go, when
he does visit the toilet he is not able to move his
bowels. The lasting urge to go prompts him to go
backwards and forwards to the toilet, something
that he describes as a nuisance. Eventually,
however the obstructions are resolved and then 
he may move his bowels up to three or four times
a day.

I: “Right, so you’ve got constipation, what do you get?
I mean, is it that you are not going to the toilet; is it
hard to go; how does it?” P: “Aye, you’re sitting here
and you are wanting to go [a-ha] and then when you
do go you cannot. [Right, right.] You cannot use it
and then you are back and forwards.” I: “Do you get,
when you say you want to go, are you getting the urge
to go? [Aye.] You get the urge to go?” P: “You get the
urge to go.” I: “But when you get there …?” P: “When
you get there nothing happens.” I: “Right, right, and
have you got a sensation that there is something there
waiting to be passed?” I: “Aye, yes, it’s there because
you do that maybe all day the day that could happen
[right] and tomorrow morning you could go and clear
the lot out [right, right, right]. In fact you might, the
next day you might go three or four times. [Right.]
Sometimes you might just need to go the once and
then the next day you might go to the toilet and then
back another couple of hours you are back again
[right]. It’s a bit of a nuisance. It depends where you
are, it’s a bit of a nuisance at times, but err … .”

(Patient 21)

In contrast, those participants (a smaller group)
who articulated their notion of constipation mostly
as ‘don’t go’ or ‘not going to the toilet’ described
their experiences not in terms of wanting to go or
trying to go, but rather in terms of the length of
time since they last had a successful bowel
movement. Not going to the toilet was often
associated with the absence of an urge to go. For
example, one participant, who reported being
dependent on laxatives for a bowel movement, felt
that there was a stool waiting to be passed, but
stressed that she does not have the urge to go. As
a result she does not strain, but rather waits to get
an urge to go before she visits the toilet to move
her bowels.

P: “But the second … for me to go a second time I
feel I need to go but now that’s the one that gives me
the bother. [Right.] How I describe it is that, you
know, people get an urge, oh I must go to the toilet.
Well I don’t. But I get a bearing down feeling and I
need the toilet but I don’t get that urge. So to me

without that urge I can’t strain. If you get the urge
you naturally strain at the same time. So I’m hanging
about waiting. I’m needing to go, needing to go. I’m
hanging about waiting to get an urge to actually go.”
I: “Right. So have you got a sensation that you’ve got
something there waiting to be passed? [Yes, exactly.]
Right, so you’ve got a sensation that there’s
something there waiting to be passed but you don’t
have the urge to go?” P: “That’s it, that’s it in a
nutshell.”

(Patient 22)

Such periods of bowel inactivity were associated
with abdominal discomfort described as ‘feeling
uncomfortable’, ‘being full’, or ‘having a bloated,
swollen or hard stomach’. Going for several days
without a bowel movement was associated with a
hardening of the stool and what some participants
described as a ‘blockage’.

Having a day or two without a bowel movement
was one of the key meanings of constipation. This
reflected the widespread perception among
participants of what constituted a normal bowel
routine and the preference for a regular (and
mainly daily) bowel movement pattern.

P: “I think I would know simply because I hadn’t had
a bowel movement and started to feel er a bit sort of
uncomfortable as though, you know, how it was all a
bit full.” I: “And when you say you hadn’t had a bowel
movement would that be for 1 day or missing 2 days
or could it go on longer than that?” P: “Err, well, em,
I would think of myself nowadays as constipated if I
don’t have a bowel movement for 1 day really, I always
have found that being on holiday or being away in a
different place tends to affect me in that way, I mean,
we’ve just been away and I was really surprised that I
had a day without a bowel movement and it was all to
do obviously with all this different surroundings.” I:
“With having been away. OK, to you, when you say
you’re constipated do you mean that you haven’t been
for … ?” P: “Well, I think, I think I’ve got to look back
rather a long way to when I would say I suffered more
from constipation, and I would say it would have gone
on 2 or 3 days in those days, but I think since we
started having so many vegetables and fruit and so on
really I have not had these long periods.”

(Patient 17)

Participants in general did not acknowledge that
variation in frequency of bowel movements may be
normal or may reflect changes in diet or
medication use. The strong imperative for having
a regular, preferably daily, bowel movement meant
for some participants that a day or two without a
bowel movement was ‘constipation’. This in turn
may prompt some participants to attempt a bowel
movement which may also be associated with
unproductive excessive straining.
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Difficulties with defecation were also strongly
associated with ideas about constipation.
Difficulties were predominantly described in terms
of uncharacteristic hard stools or excessive
straining. The passing of small sheep-dropping-
like, or normal-sized but hard and compact, stools
emerged as the main reason why participants
experienced difficulties with defecation. Such
stools were reported to be very difficult and hard
to pass (in both senses of the word); this resulted
in painful defecation and bleeding, which was
especially common when participants reported
that they had ‘piles’. These difficulties were often
associated with feelings of incomplete evacuation
and frequent urges to go.

I: “You know, when you say you’re constipated if you
say, ‘oh, I’m constipated’, what do you actually mean
when you say that?” P: “I can’t pass, my bowels aren’t
working properly.” I: “Right. And when they’re not
working properly is that that you can’t go at all or is it
difficult to go or how does it affect you?” P: “A bit of
both. I find it difficult to go and then, if I can describe
it, or my stools are more like sheep’s dottle.” I: “Right,
some little pellety things?” P: “Aye, little pellety things.
[Right.] Which are hard to pass. So that, you know,
that’s it really. And just that … and then sometimes
when I get the urge that I want to go and then
nothing happens. Because I have to strain.” I: “Right,
so you get an urge like you want to go to the toilet but
when you get there … ?” I: “It’s very difficult.”

(Patient 23)

Participants who described constipation in terms
of frequency and regularity and/or difficulty with
passing a stool gave further details in their
accounts of how they knew when they were
constipated. This broadens our understanding of
the meaning of constipation. A general feeling of
bowel discomfort was, for these participants, a
clear indication that they were constipated.

I: “I’ll come back to that. When you have been
constipated or you are constipated how have you
known when you’re constipated?” P: “Well, em, I
think I would know simply because I hadn’t had a
bowel movement and started to feel, err, a bit sort of
uncomfortable as though, you know, how it was all a
bit full.”

(Patient 17)

In their accounts participants described how the
experience of discomfort associated with delayed
defecation was linked to various bowel ‘symptoms’
such as abdominal fullness, bloated stomach and
‘feeling blocked’. Such ‘symptoms’ were used by
some participants to explain both what happens
when they are constipated and what constipation
means to them.

I: “So what we’re discovering is that constipation can
mean different things to different people, so if I ask
you what do you mean when you say you’re
constipated?” P: “Well, I feel sort of bloated and
probably haven’t been to the loo for several days.” I:
“Right, you get bloated and haven’t been for several
days? [Yes.] OK, and now would that be 2 days,
3 days, 4 days, 5 days, is there a usual number of
days?” P: “Two to three I should think [2–3 days].
Three days I would be getting worried about it.”

(Patient 10)

Feelings when constipated
Participants therefore reported experiencing a
wide range of feelings or ‘symptoms’ when they
were constipated (Box 2) and described how being
constipated made them feel in themselves. Both
physical sensations and emotions were included in
their accounts.

The details that older people gave to explain their
feelings when constipated often varied as much as
their descriptions of what constitutes constipation.
Sometimes they were vague, and feelings were
described as a general sense of unwellness –
feeling not right, out of sorts or uncomfortable.
Such descriptions seem to imply that participants
had difficulty in explaining exactly how they felt,
but nonetheless knew that something was not
right.

P: “I didn’t feel I didn’t feel right but
whether … whether that was a mental or a physical … .
I mean, I just [right], I just didn’t feel right about it.”
I: “You didn’t feel right.”

(Patient 5)

P: “Don’t feel usual self.” I: “Is there anything that
you find you do more of when you’re constipated than
when you’re not?” P: “Yes, be bad tempered. I am
probably worrying about what’s the matters with me,
which is again my nature, no apart from that it, yes
you don’t, you don’t feel your usual self, but I cannot
think that it puts me back too much in either
direction.”

(Patient 12)

At other times, accounts were more focused and
specific. The most common of these included
feelings of bloated stomach, abdominal pain, the
need for excessive straining and feelings of
incomplete evacuation.

P: “I tend to where I’ve got every 5 days I can get 
rid of it [right], but afterwards it never feels as 
though I’ve really complete evacuation [does it not?]
No, never [right]. I’ve managed OK, but [a-ha] I’ve
always got a feeling that [a-ha] there’s something 
else that wasn’t a good passage that.” I: “You never
feel completely emptied.” P: “Exactly.” I: “Right, you
feel that something there …” [talking both at the
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same time]. P: “I still something there to be passed
away … . But it’s never complete evacuation [no], I
always come out of there with I’m pleased with that
but [but yeah] I don’t feel like I’ve had a complete
evacuation.”

(Patient 6)

“Erm, you’re tired, you have the pain, pain’s the
worst. You can’t go out, or you don’t feel comfortable
going out. You tend to lie about more, you know.”

(Patient 3)

Other non-specific feelings reported by
participants included tiredness or fatigue and, to a
lesser extent, nausea.

“I think it did because, as I say, when you are that way
you feel well not down but you don’t feel as bright,
well I didn’t feel [a-ha] as bright and as up and
running as I normally would. [Yes.] It was like it took
the edge off you, you see, you were that bit lethargic
at times.”

(Patient 2)

“I’ve found that I feel very lethargic now and [do
you?] there’s jobs there’s quite a few job I’ve got to do
in the house, I say tomorrow [right] and tomorrow
never comes.”

(Patient 6)

P: “You just feel tired and … well you don’t feel right,
do you? If you don’t go to the toilet for 12 days?” 
I: “Right. So did you feel kind of sluggish or … .” 
P: “Yes. Just feel bad, I mean you feel sick, don’t you?”

I: “Uh-huh. And did it make you feel tired or was it
was it …” P: “Uh-huh. Tired and sick and fed up.”

(Patient 3)

Emotional feelings that were associated with
constipation included feeling agitated, worried,
anxious, depressed, miserable, down, suicidal,
apathetic, fed up, annoyed, grumpy and irritable.
These feelings appeared to be linked to a range of
health concerns and beliefs about the implications
of an abnormal stool frequency for their health.

I: “Right, OK then, and how do you feel in yourself
when you’re constipated?” P: “Ooh, very slow and
lethargic [do you?], can’t be bothered with doing
anything.” I: “Right, so you feel quite sluggish and
[ah yeah] lethargic, OK, and why do you think it
makes you feel like that?” P: “I think it’s just because I
worry about it [you’re worried] I know it’s not right
it’s just not, it’s abnormal really to be like that all the
time [right], but this has been going on years now
[right, right].”

(Patient 5)

“A couple of years ago I had a most dreadful, horrific
and I did feel suicidal because [right], because I
thought it was never, ever, and I this one particular
friend I rang her and I said if you don’t come and
talk to me here I, I just don’t know what I’m going to
do and I really felt, em that this was, and she, you
know talked, and then the next day, bless her, she
went through a dreadful carry on with her husband
and I was able to comfort her, you know.” I: “Right,
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Abnormal decrease in stool frequency (including missing a day)
General discomfort/uncomfortable feeling (general and/or abdominal discomfort) 
Bloating/swelling of abdomen/abdominal fullness 
Wind/flatulence
Sensation of stool building up/accumulation of stool and developing blockage of the colon
Abdominal pain/cramps, commonly associated with decrease in stool frequency 
Continual urge to go but unable to move bowels 
Straining (excessively) at stools 
Feeling stool could not be passed/blocked 
Anorectal sensation that stool is there waiting to be passed
Trying/going for tries continually 
Back-end discomfort/pain/soreness when passing (usually uncharacteristic and hard) stool 
Decrease in size of stool passed 
Uncharacteristic stools (e.g. sheep dottle, pelletted)
Hard/solid stools 
Feeling of incomplete evacuation/insufficient defecation
Bleeding from back passage 
Piles/haemorrhoids 
Loss of appetite 
Permanent or temporary loss of urge to go 
Feeling ill, sick, ‘yuck’ (nausea) 
Difficult to control and sudden/unexpected urge to go that may result in accidents/incontinence 
Diarrhoea (constipation alternating with diarrhoea) 
Physical sensation of tiredness and fatigue, lack of energy 
Impacted faeces needing hospital treatment 

BOX 2 Symptoms experienced when constipated



right and was it … ?” P: “I, I felt really, I could, if she
hadn’t come and it’s an awful, ‘cause I do think it’s a
weakness and people shouldn’t commit suicide, and
you shouldn’t, your life’s given to you, it’s not yours to
take sort of thing, you know [yeah], em, but em I felt,
um, I cannot go on like this [right], and yet, em, that
the pain then was really horrific, it was absolutely
shocking, I’d had it all day, all day I’d had it, all day
[right] and this this was about 10 o’clock at night
when I rang her, you know [yeah], fortunately she
doesn’t live too far away and she came but em it
didn’t subside till well right round till morning.”

(Patient 11)

“Well I think once you don’t go to the toilet that’s it,
well in my point of view [a-ha] if I don’t go to the
toilet I just can’t do anything until I’ve been to the
toilet [right], you know, I’ve got to go [right] because
I’m frightened now.”

(Patient 4)

I: “Right, OK, when you have been constipated in 
the past how has it made you feel in yourself?” P:
“Well when I’m occupied doing something you’re
mind’s has something else to think about, if you’re
sitting doing nothing then your mind immediately
latches on to I wish I could go to the lavatory [right,
OK], so it’s just, it’s just like anything when your 
mind isn’t occupied small things become major
things.”

(Patient 8)

Some participants initially reported that they did
not feel much different when constipated.
However, on reflection or in response to more
specific questions by the interviewer, these
participants often described the same kinds of
feelings and emotions as those spontaneously
articulated by others.

Health professionals’ views on
constipation
How do GPs define ‘constipation’?
From interviews with GP participants, two clear
categories of definition emerged: patient-centred
and textbook definitions. A number of GP
participants used a patient-centred definition
explicitly, stating that it was a change from the
norm for each patient that triggered their
definition and diagnosis of constipation. For the
other GP participants, a more textbook definition
underpinned how they defined constipation.

Patient-centred definition
The patient-centred definition centred on the idea
of a change from the norm, where the ‘norm’ is
interpreted as what is normal for that particular
person.

“Whatever is not normal according to the patient … .
So that they can be know still be normal but it’s new
for them and it’s completely different so you can have
what seems like a normal bowel habit but it’s new for
them, so it is a change or obviously diarrhoea is a
change or intermittent diarrhoea and constipation,
anything that changes really.”

(GP 5)

This definition also included an acknowledgement
that there is a ‘range of normality’ both among
patients and within each particular patient.

“Well I think again it’s relative to that person, so eh,
ehm, but I think within that person there is probably
a range of normality, ehm, which err, which should be
accepted. So, for example, for someone who goes
every day, ehm, I wouldn’t be that unhappy if that
frequency dropped down to three times a week
[mmm]. For example, if they were taking medication
for some undercurrent problem or if ehm, what I
wouldn’t accept is other hallmark symptoms, like pain
or like blood or a prolonged change [right] then one
might get a little anxious.”

(GP 13)

Textbook definition
The textbook definition centred on the frequency
of bowel movements. One GP participant
commented that normal bowel frequency is
anything from three times a day to once every
three days; a comment that reflects expert
opinion.65 But he also acknowledged that he
would take into account what is ‘normal’ for each
patient (thereby recognising a more patient-
centred definition, as described above). Others
defined constipation as being less than three
bowel movements per week, while others spoke of
‘loss of regularity’. In their definitions of
constipation, all GP participants referred to a
reduced frequency of bowel movement; in other
words, a relative rather than an absolute criterion.

Most also referred to stool consistency in their
definitions, commenting on the fact that, with
constipation, patients experience difficulties
passing stools or have stools that are hard.
Additional factors mentioned by GPs included loss
of regularity, increased pain, change in consistency
of the stool, discomfort, abdominal pain, patients
feeling sickly and bloated, and patients being
‘non-specific off legs, that is for want of a better
word … out-of-sorts, slight confusion,
disorientation’. But it would appear to be reduced
frequency of bowel movements that prompts the
majority of patients to visit the doctor.

“Well, they might have bleeding if they have passed a
hard stool [right, as well] or they might come in with
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abdominal pain. Usually when they come in about
that they come in with constipation and they just say
‘I’m constipated, doctor’ and it’s usually about how
often they’ve been.” [It’s usually about frequency?]
Yes.”

(GP 5)

Therefore, in their textbook definitions of
constipation reduced frequency was ‘often’
associated with discomfort, with stools becoming
firmer or harder in texture and more difficult to
pass from the body and requiring the patient to
strain excessively. However, the majority of GP
participants put this into the context of what is
and is not normal for each individual person and
so their definitions also encompass a patient-
centred element.

Chronic constipation
The commissioning brief for the STOOL trial
focused on the term ‘chronic constipation’ and this
term was therefore one that the research team
used. However, when GP participants were asked
whether ‘chronic constipation’ was a term they
personally used, a range of responses was received,
including that they did not use it at all or used it
only sparingly. Some purposefully avoided the
term ‘chronic’, while others used it only in relation
to specific manifestations of the condition. Some
commented that it was a term they associated
more with constipation in children.

In particular, ‘chronic constipation’ was not a term
they tended to use when speaking to patients. GP
participants commented that they felt other terms
were more appropriate, including: ‘long-standing
constipation’, ‘just gone on a long time’, long-term
constipation’ and ‘recurrent constipation’. Reasons
for not using the term chronic constipation with
patients varied. For some, constipation was not
regarded as a disease in itself, but rather was seen
as indicative of something else: another
underlying condition or the use of certain
medications. There was also a preference not to
label diseases in general as ‘chronic’, but rather to
try and move people on from this, while
recognising that this does not always work.

“I don’t usually talk to people about having chronic
constipation … . I think because starting off with
people who first present, you’re not expecting to get
into that sort of situation apart from specific
conditions. And you know, people who in a sense
already have it, it’s a matter of trying to educate and
change, but sometimes you can’t, but it becomes a
sort of fact of life, but I try to avoid that. I don’t think
it’s a disease in itself.”

(GP 4)

In some localities the term ‘chronic’ is perceived
by patients to be synonymous with ‘bad’ and
‘severe’ and is avoided by GPs for that reason.

“I don’t seem to use that term … very occasionally I
will say it, especially if somebody has come in and
they’ve said ‘Oh I’ve had constipation for ages’. I tend
to use a lot of plain English. I just say ‘had
constipation for years’ and things like that in my
notes I don’t tend to use many … [right, you wouldn’t
use …]. I mean ‘chronic’ if you say ‘chronic’ to a
patient they just think that means bad, they don’t
think it means a long time [ah, right] in place name.
‘Chronic, oh! It’s chronic doctor’ and it just means
severe, so you’ve got to be careful what you say really.
So I just tend to stick to long time; short time; bad;
painful”.

(GP 5)

Nonetheless, there were some situations in which
GP participants deemed that it was indeed
appropriate to use the term ‘chronic’. These
included in relation to patients experiencing
constipation for more than a year, or where it was
associated with impacted faeces.

“I think chronic constipation is only a term I would
use where it is causing problems from faecal
impaction, really.”

(GP 10)

GP participants also described people whom they
would describe as chronically constipated; these
seemed to be long-term users of laxatives who
were dependent on their laxatives to move their
bowels.

“Yes we do have and we do treat people with chronic
constipation. In some of those it’s a habit so perhaps
people have used laxatives all their lives, who require
laxatives to move their bowels, on an ongoing
treatment – I think they would come into that
category. Even though, perhaps for them the current
bowel movement is set in a pattern.”

(GP 13)

“I mean obviously there are people who we still 
have in the system who are long-term users of
laxatives, who have a chronic condition either 
because of whatever started it off or because they 
are habitual laxative users, but I mean I don’t 
usually talk to people about having chronic
constipation.”

(GP 4)

Sharing a definition of constipation with older
people
GP participants were asked whether they used a
similar definition of constipation to their patients.
Even before the interviewer posed this question,
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three GP participants had already commented that
they felt patients may well define constipation
differently from themselves as clinicians,
indicating an awareness of the difficulties inherent
in using the term.

“I think what I understand by it and what the patient
understands by it is often quite different.”

(GP 10)

“Em, well what I understand and what patients
understand are probably two different things.”

(GP 13)

Most GP participants felt that their own definition
of constipation would differ from that of an older
person in some way. Half of the GP participants
felt that older patients had an expectation
influenced by long-standing cultural beliefs that
they should move their bowels every day and
hence if they did not do so they may perceive
themselves as constipated. Older people were
referred to by these GP participants as a
homogeneous group and hence this perception
was applied to all older patients.

“ ‘Doctor I only go every two days.’ – ‘Does it hurt?’ –
‘No.’ – ‘Is it soft?’ – ‘Yes.’ – ‘Do you bleed? – ‘No.’ –
‘Would you be aware of it if you were not thinking
about it?’ ‘No.’ They think because their granny has
told them that is not enough … ”

(GP 13)

Other GP participants were less inclined to see
older people as a homogeneous group; this group
consequently suggested that older people may
have varying beliefs. Nevertheless, these
participants recognised that some older people
still believed that one should have a daily bowel
movement.

“I think there’s a wide spectrum of views of older
people. Some of the people have, you know, the old-
fashioned view that you must go every day and that
everything else is not normal, and some people will
have being going once a week all their lives and
consider that perfectly normal, and everything in
between.”

(GP 5)

The use of the term ‘old-fashioned view’ in this
quotation contrasts with the perspective of another
GP participant who suggested that there had been
a change over time away from the perception of
the daily need for a bowel movement.

“I think there seems to be a lot less [sic] people coming
along saying because I haven’t been every day.”

(GP 4)

How do practice and community nurses
define ‘constipation’?
Accounts by practice and community nurses (nurse
participants) of their definitions of constipation
were similar to those of the GPs. Nurse
participants’ definitions were less likely to have
any grounding in the Rome II criteria, and the
distinction between a patient-centred definition
and textbook definitions was less clear-cut in this
group of participants. Rather, their accounts
focused on changes in a patient’s bowel routine
(reduced frequency of bowel movements) and
different ‘symptoms’ of constipation, such as hard
and difficult to pass stools.

I: “Right, OK then, thanks, and just moving on to,
ehm, looking at constipation, what, ehm, do you
understand by the term constipation?” Nurse 1 (N1):
“Now, come on, you’ve got that ehm nice little”
[laughing]. N2: “Ehm, when you find out what their
normal pattern is and then if it’s abnormal to that
pattern and also description of the stool itself.” [I:
Right, OK.] N2: “So it is not a sort of definition as
such, but it is if they haven’t had their bowels moved
for several days [right] and whatever the bowel content
was beforehand.” I: “Right, OK, so you are looking at
kind of stool consistency. [Yeah.] And would that be in
terms of it being harder than usual or just different
from usual?” N2: “Harder. We tend to use the Bristol
Scale here.” I: “Ah, right, the Bristol Stool Form Scale?
[Right, OK]. And you’ve mentioned not as frequent
passage [of stool], so how [pause], have you got any
idea how long somebody would have to have not been
for before they would be considered constipated?” N2:
“Well, it depends on them.” I: “It depends on what’s
normal for them?” N2: “What’s normal for them.”

(Practice 2)

I: “No, no, OK thanks [papers shuffling], and what do
you kind of understand by the term constipation? You
know somebody, if that term is used, what do you
understand by it, what do you think or what does it
mean to you?” N1: “It usually means absence of a
bowel movement.” I: “Right for a certain length of
time or … ?” N1: “Ehm well everybody classes
constipation as different [yes], so some people can go
3 days and be normal and others can go, you know
miss a day going to the toilet, and they say they’re
constipated [right], so we just tend to go by what the
patient [right] what the patient classes themselves
as … .” I: “Classes themselves as, so if it not the norm
for them [yeah] that would be the definition, but it’s
usually centred around frequency, is it of going?” N1:
“Usually, I mean, the more complex cases they will
ring and say I haven’t been for 8 days and I mean
obviously 8 days is too long to go.” I: “Right, right,
OK. And I mean is your, I mean would your
definition be any different to that?” N2: “No.” I: “It’s
similar? [Mmm.] Right, OK. And have you yourself
got an opinion on what, ehm, is constipation, you said
evidently 8 days would be too long, I mean would it,
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when would it … you know, is 1 day OK but 2 isn’t or
is 2 OK or 4 isn’t or does it depend?” N1: “It just
depends and again if the bowel motion is changed
and it is hard – hard for them to push out and
obviously to me that’s constipation as well.” I: “Right,
so even if it was just a hard bowel movement without
having missed a day that would still be … ?” N1: “I
think you can start to think about it.” … N1: “It’s
where somebody can’t pass a stool comfortably [right]
and it isn’t acceptable for them because constipation
for one person might be different, you can’t really put
a time on it because somebody might just normally go
every 3 days, 4 days [a-ha, a-ha], but it’s when it’s
uncomfortable for them to pass it and they have to
strain [right] and, you know.” I: “So you’ve got an
element of frequency in there and also, ehm
[consistency], consistency and uncomfortableness
passing a stool. Alright, is there anything else
anybody would add to that?’

(Practice 3)

I: “Right, thanks for that, thanks. Ok, and I mean to
you, what’s your definition of constipation? How
would you define constipation?” N2: “Constipation is,
em, when a person isn’t, is out of their normal bowel
habit, routine [right], routine, when they haven’t had
a bowel motion, you know, in a, in a different way to
what they would normally do [right, OK]. If, if they
had their bowels open every 3 days and it’s gone to
every 5 or 6 days [mmm], well then … .” N1: “Like a
change to the norm.” N2: “… I would consider that a
change, change to the norm” (N1/N2 speaking
together). I: “And is that, is that your definition?” N2:
“A change. Some, some people go twice a day, some
people go once every 2 days or whatever [right], 
e-em … .” I: “So a change to what’s normal?” N1:
“Like a body change [for them?] For them, that’s
right.” I: “In terms of becoming less frequent?” N2:
“Yes, less frequent, yes.” I: “Right, so a change in
terms of becoming less frequent?” N2: “But, unless,
unless there’s the alternative where they’ve suddenly
become having loose stools and are incontinent, of
loose watery stools and then I’ve got to think, hang
on here, are they constipated, and, truly constipated
and are they having em, a by-pass of faecal overflow
[right]?”

(Practice 6) 

Chronic constipation
In contrast to the GPs, nurses commented that the
term chronic constipation is one that is used in
their practice. For some nurse participants,
‘chronic constipation’ is a long-standing problem
that is not resolved after lifestyle advice and
months of treatment, or is something that
happens recurrently.

I: “Right, OK, and what would like chronic
constipation mean to you – what would … ?” N1:
“Somebody who has the problem over a long period
of time – it’s not just an acute thing that’s happened
as a one-off – it happens recurrently.” I: “Right, so it

happens recurrently and would that be for like a
certain number of weeks or months or … ?” N2: “It
could be, sometimes we get patients who are
constipated for maybe 3 or 4 weeks at a time and
then they are OK and then you don’t hear from them
and then they come on the books again.” I: “Right,
OK, then, thanks.” N2: “All depending on what their
illness is.” I: “Right then, OK, thanks, right.” N2:
“You know, it could mean that they are always prone
to this problem.”

(Practice 3)

For others, ‘chronic constipation’ was where the
potential cause cannot be identified and the
bowels are not likely to get better. Patients who
were perceived as dependent on laxatives were
also described as having ‘chronic constipation’.

N3: “I think if it maybe had been a long-standing
problem. [N1: mmm, mmm”] and even with advice
and things it’s still not.” I: “Right.” N3 and N2
(talking together): “Yeah, yeah, I would I … yeah is
that … .” N1: “It could be dietary, it could be
somebody who, it’s their diet and they just will not
change [mmm], you know, and I think even
sometimes elderly people in particular who have,
ehm, you know got into the habit of taking
medications, often are resistant to them as they get
older, the ones who took them for a clean-out when
they were younger, you know, and things.”

(Practice 6)

For some nurses the term ‘chronic constipation’
equals severe constipation.

N58: “It tends to be lactulose [right], but I have on a
couple of occasions suggested Movicol for patients
who I've thought had chronic, really bad constipation
and for example, a lady with, em, dementia who, who
was having really hard stools and was taking senna
and lactulose with very little sort of … , but the, but
the … what the thing was with this lady was that she
was, em, frightened to sit on the toilet and frightened
to pass this hard stool, so it was in a bit of a, em … .”

(Practice 4)

Sharing a definition of constipation with older
people
Like most of the GP participants, the majority of
nurse participants felt that their own definition of
constipation appeared to differ from that of their
patients. The following unanimity of response was
experienced in most of the group interviews:

I: “Ok, thank you, right, I mean from your experience
do you think an older person uses the same definition
as you do when they’re talking about constipation?”
N1 and N2 (talking together): “No.” I: “No, neither
of you do?” N2: “No”.

(Practice 2)
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Some of the nurse participants commented that
when old people speak to them about being
constipated they usually use terms such as ‘bunged
up’, ‘haven’t been’ ‘not going’. The vast majority
of nurses, however, seemed to agree that for older
people, constipation tends to focus around the
notions of infrequency and, to a lesser extent, on
difficulties passing stool, usually because the stool
is hard, but also because of excessive straining or
the need to strain.

I: “So do you find that older people are describing
the constipation of not having gone for a day?” N1
and N2 (together): “Yes.” I: “So it tends to be the
frequency that they’re focusing on [yes] rather than
the stool consistency or anything like that?” N1 and
N2 (together): “Yes.”

(Practice 2)

I: “OK, right, OK thanks, OK. And if an older person
is saying to you that they are constipated what kind of
things can they mean by that?” N1: “Well usually they
mean that they haven’t been for their regular
routine.” I: “Right, right, so is it usually about not
having gone at all rather than hard stools or pain, or
does that come into it as well?” N1: “They don’t often
mention they’ve got hard stools, it is usually a case of
‘I haven’t been’.” 

(Practice 3)

N1: “Some, some people go twice a day, some people
go once every 2 days or whatever [right], e-em … .” I:

“So a change to what’s normal … ?” N1: “Like a body
change …” I: “ … for them.” N2: “For them, that’s
right.” I: “In terms of becoming less frequent?” N2:
“Yes, less frequent, yes.”

(Practice 6)

Summary
What emerges from these different accounts of
patients and health professionals is a common
understanding of the general nature of
constipation, but also considerable differences of
perception among both patients and health
professionals and between the various groups. Like
many health problems managed in primary care,
constipation means different things to different
people. Even when health professionals are aware
of formal methods of defining constipation, such
as the Rome II criteria or the Bristol Stool Scale,
they tend not to apply these methods in their
clinical practice. Rather, they accept and work with
patient-centred definitions. The implications of
this diversity of perspectives for the
implementation of constipation intervention
studies are considered in Chapter 9. But first, this
work turns to the question of what patients and
professionals understand to be the causes of
constipation (Chapter 6) and their management of
constipation (Chapters 7 and 8).
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Overview
As shown in Chapter 5, there is considerable
diversity of views about the definition and
meaning of constipation within and between older
people and health professionals. A similarly wide
range of beliefs about the cause of constipation
was apparent in the interviews with older people
and health professionals.

Through the analysis of the interview transcripts, a
number of broad categories was identified from
the interviews with patients. They variously
believed that constipation is: (1) linked to specific
diseases, medical conditions or health problems;
(2) caused by the consumption of specific
medications or the result of particular surgical
procedures; (3) caused by diet or eating habits; 
(4) part of the ageing process; (5) due to not going
to the toilet when one has the urge to defecate; 
(6) hereditary; (7) caused by stress or worry; and
(8) caused by environmental exposure.

GP participants provided a more focused but not
dissimilar subset of explanations. They focused on
the increased prevalence of constipation with age
but suggesting that this was variously due to
changes in diet and lifestyle, the physiology and
degenerative processes of ageing, and the
iatrogenic impact of opiate medications.

Nurse participants provided explanations for the
causes of constipation that had commonalities with
both the older people’s perspectives and the more
focused GP perspectives. They suggested that
constipation is linked to decreased mobility,
decreased food intake, decreased fluid intake and
the consumption of certain medications.

Health beliefs and the causes of
constipation
Within the behavioural and social sciences,
particularly health psychology and medical
sociology, a range of understandings and models
has emerged to investigate the way in which
individuals perceive their own health and the
factors that they believe contribute to health and
illness; see, for example, references 66–75. As

highlighted by one review,76 a clear distinction has
emerged among the lay population between
health and disease and how ideas about causation
of illness or disease are separated from lay
perspectives on the maintenance of health.71

There is an apparent recognition that lifestyle
behaviours are important for maintaining health,
but lay understandings typically emphasise
biological rather than behavioural causes of
illness.66,67 Older people’s accounts of health and
illness in general (and in the focus of this report,
constipation) are diverse because they are
individual and social beings77 and consequently
are influenced by cultural, medical and social
ideologies. Thus, for example, Chapter 5 showed
how social mores of older generations influenced
participants’ perspectives of what was the ‘normal’
frequency of bowel movements. How did older
participants explain the causes of their
constipation?

Older people’s beliefs about the causes
of constipation
Older participants were asked to think about the
causes of constipation and other bowel problems.
For a minority, their initial reaction was that they
were unable to specify a cause.

“No, no, none whatsoever. I just couldn’t understand
it myself how it just hit us like that [a-ha out of
nowhere], I mean it had of been like a couple of days
and trying to go [a-ha] and I couldn’t [a-ha] I was just
[a-ha] it hit us.”

(Patient 4)

P: “Phew, no, I can’t, I’ll be honest, I just wouldn’t.” I:
“You don’t know? [No.] There’s nothing when you
look back you think on I wonder if it was that or I
wonder if it was this?” P: “No, I’ve never. In fact I’ve
never thought much about it really.” I: “No, no. So
you’re not sure where it might have come from?” P:
“I’ve no idea.”

(Patient 13)

I: “OK then, right, thanks and do you have any, em,
like idea that you might suffer from constipation?” P:
“No, none, ‘cause I eat, I think I eat a fairly healthy
diet, lots of vegetables, fruit and salad and things like
that.” I: “Right, right, OK, have you ever asked the
GP that you see why you might be constipated?”
P: “Yes, well I don’t know about why, I just tell him I
am, you know, yes.” I: “You are, right, right, does he
give you any indication as to why? [No, no,] No, so
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you’ve no real idea why this might have happened?”
P? “No, not particularly.”

(Patient 10)

This last interview extract shows an example of a
participant who was unable to suggest a cause for
his or her own constipation, but was nonetheless
able to offer an understanding of what might
prevent bowel problems in general. In contrast the
majority of older participants were able to offer a
number of explanations of the causes and for
some it was described as a combination of factors.

For example, a man aged 59 offered several
different causes for the onset of his bowel
problems. He thought that his “appalling” dietary
habits during his working life were to blame for
his problems with constipation and seemed to
believe that not eating properly and regularly were
the main reasons for his problems.

P: “Ehm, when I was working, again when you look
back at the problems that I’ve got now, ehm, my diet
habits were absolutely appalling. I mean I could be
out of the house maybe 5 o’clock in the morning to
travel across the west coast to work for a day, I’d have
a cup of tea and during the course of the day I would
rather work and get finished and get back home
[right]. I would have half a sandwich, half a cup of tea
and that would be it all day [right] until I got back
[right]. So really speaking I didn’t do myself any
favours in that respect [a-ha, a-ha] but, ehm … It
could have been about ten … ” I (overlapping): “could
have been about ten?” P: “ … ten but I used to put it
down to the lifestyle, not eating properly [right] and I
thought it is possibly my fault [right], dodging meals
and not taking regular meals and one thing and
another, but er … . Ehm, as I say again, at the time I
didn’t put it down to being out of the norm. I just
thought it was lifestyle and the fact, you know, the fact
that I wasn’t eating regularly or properly. … As I said
the only thing I can think of as I say for 24, 39, – I
was 25 year [a-ha] as a field service engineer. As I say
my diet was very poor, I used to eat basically to fit the
job [yeah]. If I wanted to get back home at any time I
would skip lunch, just get on with the job, finish the
job and drive back home.”

(Patient 2)

However, he also wondered whether ignoring the
urge to go due to the nature of his work (a crane
worker) and lack of available toilet facilities on site
may also have contributed to his bowel problems.

P: “A lot of the times where you worked, i.e. you could
be working on a crane stuck in the middle of nowhere
[yes], there was no toilet facilities to use [right]. So the
times when you wanted to go, you couldn’t go [a-ha]
and whether that was part of the problem I don’t
know.” I: “Right, right. Do you think that might have

something to do with it that you sometimes you
wanted to go but you had to kind of just ignore the
urge did you?” P: “Well you had to basically, I mean
as I say a lot of the places that you went to where
cranes were on construction sites, and I mean I am
going back about 20 year ago, you didn’t have the
toilet facilities that you have now [right]. You know,
things have moved on vastly in the industry [right],
those times as I say you know if you wanted to go for
a pee sort of thing there was no problem, I mean if I
wanted to use the toilet and there wasn’t one there
[yes] you basically had to override the idea and just
try and get on with it like. … And you know [a-ha] and
when you did go obviously it was difficult but at the
time you never, I never put it down to being like a
medical complaint [no, no], I just thought it was the
way I was running my life.”

(Patient 2)

This participant linked his more recent bouts of
constipation to his diagnosis of irritable bowel
syndrome (IBS) and the consumption of certain
medications that have constipating side-effects.
This belief appeared to have been influenced by
the opinion of medical professionals trying to
investigate the underlying causes of his various
health problems. This individual had been
diagnosed with various conditions that may
manifest themselves in terms of intermittent
periods of constipation (e.g. IBS) or may cause
stomach pain and discomfort (e.g. duodenal
ulcer), symptoms which in the participant’s mind
are symptoms of constipation.

I: “Over the years, I mean looking back at the bowels
now, how have your bowels been over the years?” P: “I
went through a bad spell, ehm, again it must have
been maybe 5 year ago and I used to get bouts of
constipation, chronic diarrhoea and again they sent
me for blood test and they found out the liver
enzymes were high [right]. They referred me to
hospital who reckoned the problem was I was taking
eight co-codamols [a-ha] a day for the pain for the
arthritis and that was affecting the liver and was
causing the problem, so they’ve stopped the tablets,
but to be on the safe side they sent me in for, ehm, to
get the cameras down to look through the back body
[right] and they found out I had duodenal ulcers [ah,
right], so they cured those. But even then after that I
used to go through bouts of constipation, bloatedness
[a-ha], you could sit down at a night time and your
tummy could be out here! [Would it, right] And again
went back to the doctor’s and went back through the
notes and he seemed to think it could be irritable
bowel. … and he said, well obviously they seem to
think you could have you know a touch irritable bowel
so we’ll go down that road and treat it [yes], if it
doesn’t work we will refer you back to the hospital. If
you find you’ve got comfort we will just leave it as it is
and I felt, you know, reasonably well.”

(Patient 2)
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Finally, this individual also felt that his general
anxiety and worry had contributed to the
deterioration of his constipation and aggravated
existing bowel symptoms. This case example
illustrates a common experience of older people
and the variety of explanations that they may have
for their constipation.

Among the older participants bowel problems and
constipation rarely existed in isolation. Co-
morbidity and the use of several medications were
not uncommon. Participants were particularly
likely to highlight painkillers and anti-inflammatory
medications as one cause of their constipation.

There was also some uncertainty in some
participants’ minds about what caused
constipation. This resulted in participants offering
multiple, and sometimes contradictory,
explanations during the course of an interview. For
example, one man in his seventies had undergone
various operations (apparently related to his
bowel) for cancer, but exactly what sort of cancer
he had been treated for remained unclear. When
asked whether he had any idea as to the cause of
his constipation he replied:

“Well, it’s just because I have had cancer isn’t it? It
must have been, yeah.”

(Patient 1)

However, later on he contradicted himself and
said that he did not think that his cancer and
constipation are related:

I: “Right, OK, right … so you mentioned before that,
did you think the cancer that you had affected the
constipation … do you think that was the cause of it or
do you think the two weren’t related?” P: “No, I don’t
think they were related, no.”

(Patient 1)

Eventually it became clear that he had been
diagnosed with cancer about 4 years before the
interview. However, he felt he had been suffering
from constipation since his thirties. This example

highlights potential difficulties that participants
may have in recalling the chronology of the 
events that led to their constipation. It may also 
be the case that, when participants speculate 
about the cause of constipation, they refer to 
more recent bouts of symptoms as opposed to 
the original onset of constipation in the past.

Box 3 summarises participants’ accounts of the
causes of their constipation.

Links with coexisting disease or other
health problems
Colon cancer, encephalitis, IBS, diverticular
disease, bowel polyps and piles (haemorrhoids)
were all mentioned by participants as a potential
cause of their constipation and bowel problems.
This is perhaps not surprising given that many
participants reported experiencing these diseases
or health problems.

“… and then it was only in, well in the latter years,
well again I had a long period when things were fine
[ah-ah], and then of course, I blame em
haemorrhoids, I blame myself for haemorrhoids for
me, don’t I, because obviously I must have put on
weight, I must have aggravated something, I’ve, I’ve
started something off haven’t I?”

(Patient 11)

Another woman in her seventies had been
diagnosed with diverticular disease (diverticulitis)
and assumed that this was what caused her
constipation:

“I have no idea … ah well, because I have bowel, what
is it, diverticulitis … so that causes it.”

(Patient 3)

When asked whether she was told that this was the
cause of the constipation she replied:

“Well I think it must because it’s not normal, is it?”
(Patient 3)

It is interesting to note the link between 
having haemorrhoids and suppressing the urge 
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to go made by the same female participant. She
used to avoid straining and put off her urge to
pass a stool because of painful haemorrhoids and
fear of being hurt. This, in her opinion, is how 
her constipation had started. This example
illustrates how lay strategies to manage
haemorrhoidal pain, such as avoiding straining
and suppressing the urge to go, may lead to
constipation; this is a somewhat different
experience from ignoring the urge to go due to
social inconvenience or lack of readily accessible
or acceptable toilets (see below).

“A-ha, I think it must have been when I had
haemorrhoids and I was putting off when I went to
the toilet because it hurt you then, I think that was
part of it. [Right.] You know, you wouldn’t go because
when you were straining, you were pulling them down
and then they would hurt you [yeah], so I think that’s
how I think that started.”

(Patient 3)

Another female participant wondered whether she
had a tight anus which led to difficulties in passing
stools:

P: “Well 2 days I would be constipated at 2 days [at
2 days] if I didn’t do anything about it [right, right,
OK, that’s fine], I would have the greatest difficulty in
evacuating it after that day [together].” I: “Right,
because it would be a lot harder?” P: “Hard, yes, and
I sometimes wonder if I’ve got a very tight anus.” I:
“Ah, because you find it difficult to pass the waste
through? [Yes, yes.]”

(Patient 19)

Medication side-effects
Constipation and bowel problems were also
commonly believed to be caused by a number of
different medications taken by study participants.
General medicines, pain killers (e.g. codeine, co-
codamol), anti-inflammatory drugs such as
Voltarol®, the cholesterol-lowering medication
Lipitor®, insulin and medications containing
calcium were all mentioned among those believed
to have led either to the onset or exacerbation of
participants’ constipation.

“So, of course, I’ve been seeing the doctor and then
had an X-ray and they discovered that was where what
was causing all the acute pain. And also at the same
time they discovered that there was a certain amount
of osteoporosis which I never knew I had, you know,
and of course then I was on such a high dosage of
painkillers, that’s when I became so constipated. I
mean I did have slight problems beforehand but
nothing like that and of course with the painkillers
they can be very constipating.”

(Patient 23)

One participant reported that at one time he used
to take 20 different medications and suggested
that taking too many medications may also
explain part of his constipation.

Wife of participant (PW): “But I remember at the start
you took so many pills, he was taking about 20.” P:
“They blamed them at first.” PW: “And I think that
that helped cause some of the constipation.”

(Patient 14 and wife)

Some participants connected the adding-on of or
changes in their prescribed medication for
another health condition with the exacerbation of
symptoms of constipation.

I: “And if you look at your bowels over the years, so if
you go back many years to childhood and your
adulthood, did you have any problems with
constipation then?” P: “I don’t think so, I can’t
remember.” P: “And can you remember how long ago
the constipation started?” P: “Well, I won’t say it was
as soon as I took insulin but obviously before that,
don’t know about constipation, but I found it more
difficult sometimes to pass, but it certainly came on
worse when I had the insulin.”

(Patient 20)

Participants also reported laxatives taken for
constipation and the side-effects of prescribed
medication taken for another disease may have
opposite effects with respect to bowel activity. This
was often seen as a balancing act between treating
certain important health conditions with
medications that may have constipating side-
effects and trying to maintain normal bowel
functioning and prevent constipation.

“Again I mean when you look at the two tablets they
do different things for different complaints, I mean
they seem to oppose each other but by keeping it the
way it is [a-ha], taking those and the Fybogel, I’ve
found it seems to keep things in check.”

(Patient 2)

P: “You see, when I got the codeine, the doctor says
mind it might bung you up! But it was OK, it’s been
alright, was it last week, I said or not long ago anyway,
that I had a bit of difficulty, but I was taking codeine
then of course. But the idea was to have a little bit
stronger than the paracetamols for my toe, because I
was having difficulty, but I don’t always, you see in the
morning, I take an aspirin, so I don’t take codeine in
the morning, I took one paracetamol and an aspirin.
I take the aspirin because I had two slight strokes a
long time ago now, 10, 12 years ago, and I still take
them, but I don’t take them all together, you see.” I:
“But you take your codeine when you want a little bit
more of the pain relief?” P: Well it was at night
mainly. I don’t know whether, it worked I suppose.” I:
“Do you notice that when you do take the codeine,

Perspectives on the causes of constipation 

42



you do get a little bit more bunged up?” P: “I hadn’t
really … but last week, it could have been that,
because that’s when this left toe started, well was a bit
painful.”

(Patient 20)

Diet and eating habits
Participants associated constipation with diet and
poor eating habits. Specific dietary behaviour
reported by participants as causes of their
constipation included not eating much in the past,
an irregular diet and missing meals, and a diet low
in foodstuffs containing sufficient roughage.
Others referred to the effects of particular foods
on the bowel function.

P: “More loose, that’s the way to put it – more loose
than it should have been anyway really. I thought, oh,
by gum. But I did have the orange yesterday. I think
another thing it depends on what your diet is it must
be mustn’t it? Do you think it could be?” I: “It could
be what you’re eating.” P: “I don’t know. I think
sometimes you take, eat something and you think,
you know, and the next day you haven’t been very
much at all. Like I say, touch wood, I go the once, you
know, like in the morning.”

(Patient 7)

“But, um, that might be due to the fact that, um, I ate
slightly different things last week, um, I don’t know,
and but other times, hopefully, if, you know, if I’ve
taken medication on time, that I, I will have a bowel
moment of sorts, yes, you know.”

(Patient 8)

“Aye, well I think it is a lot to do with what I’ve eaten.
I think I should really – I’ve not mentioned it to the
doctor X, I was going to see a dietitian and see if I
could be put onto a diet [right]. You see the day
there, I get my breakfast and sometimes I will not eat
no more until 5 o’clock at night [yes]. You see if you
are not eating regularly you cannot expect to be on a
regular basis [right, right, a-ha]. You see, that’s what I
said, the daughter said the same, if I could make it
breakfast time, sort of lunch time [a-ha] and night
time … . Because when I was coming in at night I was
only eating my dinner I was only eating half of it or
maybes some night I wouldn’t eat it at all [not at all?],
aye, I think on the whole I was really doing a bad
thing because we were living on sandwiches all the
time – see we were on the tractors and when I was out
contracting and you are self-employed [a-ha], I mean
you are going to bash on and we were driving [yeah]
and we used to have a box of sandwiches and a flask
of tea in the cab and, er, we used to just eat the
sandwich or a cup of tea as we were driving [a-ha] and
I think that was not a good idea [right, right]. I think
that would start nearly everything off.”

(Patient 21)

Diet poor in fibre was another common theme
that emerged from the data and may reflect

participants’ awareness about health-promotion
messages with respect to constipation.

I: “Right, right yeah, and when you look back into 
the past maybe when you were in forties and fifties
did you have any idea then why you were getting
constipated?” P: “Em, no, no, not really I felt it’s 
em perhaps it’s just one of those things [those things],
I thought I might not be eating enough roughage
[right, right] and that sort of thing.” I (picking up 
on an earlier comment): “Ah, ah, but more recently
you think it’s because you’re perhaps less active?” 
P: “I’m much less active, yes I was a very active
person.”

(Patient 19)

It appears that most participants were aware about
the current professional advice and health-
promotion messages regarding the benefits of a
fibre-rich diet for maintaining healthy bowel
functioning.

“Because of the food, you see, which though
everything was wholesome and, er, well cooked but in
those days it was always pies and puddings and home-
made dinners and big stews and things, pies, pie
crusts and all that see, and we were very well fed and
very well looked after, I’m sure, but possibly we should
have had less and more of roughage or more of
cereals, or more of whatever they tell you to have now,
yeah.”

(Patient 11)

As a consequence of these messages, a number of
participants had made certain adjustments in their
diet and perceived that their current diet was
healthier as compared to the distant past. For
example, one female participant commented that
years ago people used to have unhealthy diets.
She become a vegetarian later in her life; in her
opinion this change was a great help and had
made a big difference to her more recent
experience of constipation.

P: “Well, I have wondered that, I mean, em, I mean
years ago I think people had rather unhealthy diets
and when I look back [laughing] at the kind of food
we had I don’t know whether it was anything to do
with that, I mean my father I remember was
constipated, yes, and he at one time had these
charcoal biscuits, I don’t know whether you’ve ever
heard of those, but he brought home these charcoal
biscuits one time, that’s sort of stuck in my mind that
he was taking them because this was supposed to
happen, and, em, I don’t know really I mean my
father was person who had quite a few problems and
might been a bit sort of nervous type of person, and
whether that affected it I don’t know really, eh.” I:
“Right, right, I mean would you say it would be more
the diet-type factors than the family history, or, or do
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you think it may be both?” P: “Well I mean in view of
fact that it seemed to be greatly helped by my
changing to a vegetarian diet when I was obviously a
lot older, I think diet could have been relevant.”

(Patient 17)

Advancing age
Advancing age was believed by some participants
to be the cause of their constipation or
deterioration in bowel health. Some felt that with
advancing age there had been a slowing down of
their overall body functioning and in particular
their bowels.

P: “I mean, I don’t, I try not to worry about … . I
mean, I don’t worry about it, but every now and again
you think, oh dear me, you know. I mean I realise as
you get older you know things tend don’t work as well
as they did when you were in your twenties or thirties,
but I mean that’s just a fact of life, you know.” I: “So
it’s not causing you kind of undue worry or concern?”
P: “Oh, no, no, life’s too short for things like that you
just get on with it and I just think well, you know, it
could be much worse.”

(Patient 23)

I: “Have you got any idea why you suffer from
constipation?” P: “I think, well it’s just opinion, that
I’m getting older and my bowel’s getting a bit lazier
and isn’t working as efficiently.” I: “So you do see this
as part of the ageing process?” P: “I do, I may be
wrong on that.” I: “Why do you think you see it as
part of the ageing process?” P: “I suppose because
everything was normal as I say, up until I was about
50 and then just suddenly gradually gets not so good,
you know? … I sometimes have difficulty especially at
the minute, clearing my system. I go in the morning
alright, then later in the morning and then probably
later again in the day, you know, so when you’re
younger, you can go and clear your system and that’s
it, but I’m everything kind of sluggish.”

(Patient 24)

Several participants linked the decline in their
normal physical activity, due to ageing and ill-
health, to the onset of their constipation or
deterioration in their bowel habits. One man, for
example, described himself as having been
‘regular’ all his working life and believed that 
his problems started after he retired. He felt that
the fact he lost his daily routine and became 
less active may have contributed to his
constipation.

“I can’t think of anything really, I’ve never been a
good breakfast eater, but whether it was the activity of
work itself or whether it’s just, er, getting into a habit
of going every morning and maybe that helped,
getting up and getting ready and getting out to work,
maybe that, er, I’ve lost that routine, you see.”

(Patient 6)

A female participant connected the onset of her
constipation in the past with having inadequate
roughage in her diet, but linked her more recent
bowel problems with becoming less active and with
getting older.

P: “Yes, I think it was there wasn’t anything abnormal
except a diverticulum, but I mean it wasn’t bothering
me. [it wasn’t?] No.” I: “No, right, did they say that,
were they able to give you any causes as to what was
causing the constipation?” P: “Emm. No I can’t say
they did, I had no conversation with the, eh, surgeon
afterwards and, eh, I think probably just getting older
and not as active as I used to be you see I couldn’t go
at the same pace.” I: “ah, ah, what do you think’s
caused it, is it the less activity, I mean have you got
any idea why you might suffer from constipation
yourself?” P: “Em, I think probably partly because I’m
not as active as I was, I mean I used to do an awful lot
of walking and running and I cared for my mother,
[she] was 94 when she died with Parkinson’s disease
and I was up and down the stairs like a machine
[yeah, yeah] and that sort of thing [right], so even if it
wasn’t exercise outside it was inside.” I: “Right, right,
yeah, and when you look back into the past maybe
when you were in forties and fifties did you have any
idea then why you were getting constipated?” P: “Em,
no, no, not really I felt it’s em perhaps it’s just one of
those things [those things], I thought I might not be
eating enough roughage [right, right] and that sort of
thing.” I: “Ah, ah, but more recently you think it’s
because you’re perhaps less active?” P: “I’m much less
active, yes, I was a very active person.”

(Patient 19)

One male participant suggested that with
becoming older he was not eating so much and
thought that this may also have played a part in
his more recent problems with constipation.

“I think that be a lot of causing my bowels not
functioning every day. You see I used to go, when we
were working steady and that, without fail you went
every day [right] but since you stop and I’ve not eaten
much [mmm]. I say to myself, well, if you are not
eating well you cannot go to the toilet.”

(Patient 20)

Ignoring the urge to go
A number of participants believed their
constipation may be due to the fact that they
suppressed their urge to pass a stool. For some
this was to avoid haemorrhoidal pain (as discussed
above), while for others it was because of the
inaccessibility of suitable toilets owing to the nature
of their work or a preference towards using their
own toilet. One participant described it as laziness:

P: “The only thing I could think was laziness, you
know, putting off going.” I: “Did you find that was
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something you did in the past, like lack of time to go
to the toilet?” P: “Well, it shouldn’t have been, you
should always find time, but I don’t know it just
seemed to creep up on me.” I: “So did it gradually
get worse over the years?” P: “Oh yes, I think so.” I:
“It wasn’t like a sudden thing that came up on you all
of a sudden?” P: “No, oh, no.” I: “It was building up
over time?” P: “Yes.”

(Patient 15)

Earlier in this chapter, the problems of the crane
operator who attributed his constipation to the
lack of toilet facilities at work were described.
Other participants connected the start of their
constipation with the suppressing of the urge to go
while at work. For example, one woman described
how she delayed going until she returned home
because she was reluctant to use the toilets at work.

I: “Right, OK, thanks. I mean going back, kind of
going back a little while first, go back to childhood,
now you’ve mentioned already about when you were a
child you didn’t seem to have any, no problems with
your bowels. In young adulthood, which I think
you’ve mentioned, you started work. Do you think, is
that when you see this pattern as having started?” P:
“Definitely. That’s when I feel it started.” I: “Right,
and why do you think you can link the two?” P: “Well
my only reason is that I would put off going at work
until I got home at night.” I: “Was that because you
didn’t like using the public toilets?” P: “Using the
public toilets, using the toilets at work.” I: “Is that any
public toilets? You only like your own, because some
people do, you only like your own toilet or can you
use toilets in other people’s houses, but not toilets in
the town or toilets in the shops?” P: “Well, I’m like
that I think in other people’s houses.” I: “So you
really just like going on your own?” P: “I do
really.” … I: “Yeah, right, OK. So when you started
work were you getting, I mean I don’t know if you can
remember but would you get an urge to stool but
suppress it?” P: “Yes, I suppose I did. That’s what I
think happened.” I: “Yeah, right. And do you see that
as having contributed to the problem, to the
constipation, the fact that you were putting it off?” 
P: “Yeah, that is my reason for it.” I: “That’s what you
think was the cause of it?” P: “Yeah.” I: “Right, OK,
that’s fine. Right. Have you ever explored that as a
possible cause with the GP?” P: “Well, as I say, I did
once say to him about that, but he thought that there
was more to it than that.”

(Patient 22)

Heredity
A number of participants linked their constipation
to a hereditary predisposition or a ‘faulty gene’.

“Well, I was concerned, you know, I don’t want to
sound like a martyr, I thought I’ll put up with the
pain, but em, really it was because I knew that there
was a history in the family of bowel problems and

knew how my mother had suffered and I knew how
she used to tell me my, her father, my grandfather,
suffered and so I thought well if this is a hereditary
thing I had better get it checked, you know.”

(Participant 8)

I: “All the time, OK then, right, thanks. Why do you
think you might suffer from constipation, or have
suffered, have you got any idea?” P: “Well me family
has, me father was the same.” PW (overlapping): “His
father always was … .” I: “Right, right [yes]. Right, so
do you think it’s in your family?” P: “I think so.”

(Patient 9)

Another male participant speculated that perhaps
a “little faulty gene” in his system probably led to
his constipation:

“Well I presume it’s a little faulty gene somewhere
[laughs] [right] in the system, there’s a little something
in the system, er, these kind of things that creep up
on you and I suppose thinking back the first couple
or three times it happens to you, you think what’s
going on here [right] and then gradually you accept it
as being the normal [right] the norm.”

(Patient 12)

Worry and stress
A few participants linked their constipation to
psychological causes such as worries and stress. A
male participant who suggested various causes for
his bowel problems, including having IBS, felt that
during periods when he was uptight or was
worried his bowel problems become worse.

“I don’t know whether it could be me, but I get the
impression that if I got uptight, if I had a lot of worry
[a-ha] that could make the problem worse as well
[right]. Now I don’t know whether that is part of
being constipated or part of something else [a-ha]
which could have linked with what they thought was
the, ehm, irritable bowel [right, right], but that’s
something else I’ve found, if I had major problems
whereby where work was going wrong or things like
that [a-ha] that would sometimes [right] throw me.”

(Patient 2)

Another man recalled that his doctor suggested
that part of his bowel problems might be illness or
stress related:

“You know, I mean, he did say, he said all along any
of these problems I’ve had... could have been related
to the illness [yeah] or stress related.”

(Patient 5)

Environmental exposure
Other less prominent suggestions about the cause
of constipation included exposure to occupational
hazards such as “chemicals”:
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“Another thing that could have been wrong with me
was that we were working with some funny chemicals
[right] and there were some fellows died with them.”

(Patient 21)

GPs’ perspectives on the causes of
constipation
As illustrated above, older participants’ beliefs
about the causes of constipation are varied and
complex. In contrast, the views of GP participants
were more focused. From the interview transcripts,
three main factors were identified as causing
constipation in older people: diet and lifestyle,
physiology and degenerative processes, and
concomitant medication.

Diet and lifestyle
GP participants commented that the diets of some
older people may be poor, in that they may not
eat foods that are regarded as helpful to the bowels
or they simply may not eat very much at all. It was
also recognised that older people may not drink
adequate quantities of fluids as they may be
concerned about getting to the toilet in a timely
manner. Fluid intake was sometimes mentioned
separately from diet. In terms of lifestyle, they
deemed exercise as important to healthy bowels,
but recognised that some older people may
become less mobile because of other health
problems. Reduced mobility was identified as a
contributory factor in the causes of constipation.

“I think it’s dietary and I think it’s exercise. I think
that, especially if they live alone they don’t cook
properly for themselves. I think that even if they do
cook properly for themselves that they naturally look
for convenience foods that they can prepare easily
that are often very low fibre. I think that they take less
exercise … . I mean, I think that, I don’t think there is
an illness causing this. I think it’s about, you know,
timing again when you go into it, you know, they’ve
never eaten vegetables in their life.”

(GP 6)

I: “Do you think more fluid and diet or do you think
both play a part?” GP: “Both play a part. But I think,
I don’t think a lot of older people eat just as well as
younger people so when I am the question sort of was
‘Well as people get older why does it develop?’ and I
think often, some people eat badly you know, if they
cannot prepare vegetables, they eat out of tins. A lot
of the time younger do that as well, whereas I think
younger people drink more than older people do.” I:
“Right, so fluid is obviously an important one, right
OK then, thanks. I mean do you try to establish what
the cause is as a kind of … ?” GP: “It depends on how
new it is. If they say ‘Look I’ve been constipated all
my life and it’s got a bit worse’ – no. But if you know

it’s just been the last month or so, you always ask
them well has anything changed in the last month
and you … diet habits mainly they’ve changed.”

(GP 5)

Physiology and degenerative processes
A number of GP participants felt that as people got
older so the bowels ‘slowed down’ and the slower
transit time could be a factor in constipation.
Other health problems may also come into play
and either add to the bowel problems or result in
the prescription of medication which has a
constipating effect (see below).

“Well, maybe bowel pathology, it may be, it may just
be sort of physiological almost in that the bowel slows
down as they get a bit older. There may be bowel
pathology such as diverticular diseases or bowel
cancers, or it may be metabolic problems such as
hypothyroidism.”

(GP 10)

“Normal pattern of ageing … and part of the ageing
process giving them osteoarthritis and etc., etc., hence
medication … . But normal part of the ageing
process.”

(GP 5)

“They tend to get slower bowel transit time, whether
that counts, but again sometimes that isn’t
constipation that you can sort of say well that’s a
change, but if they’re not getting hard motions that
doesn’t necessarily matter.”

(GP 4)

Medication
The majority of older participants were taking
prescribed medications for other health problems.
As we have seen above, concomitant medication
use was an important explanation for older
participants and one that was also recognised by
GP participants. There was an acknowledgement
that medications, whether prescribed or bought
OTC, could contain ingredients known to
contribute to or exacerbate constipation.

“Other medications that we put people on, all sorts of
things. Usually some of them use codeine, plus other
things, if they’re on anticholinergic, unstable
bladders, all cause constipation.”

(GP 5)

“Yes I wouldn’t say I always succeed but I do try and
find out [the cause] because often it is about, you
often again, find out about over-the-counter
medications, that people are saying ‘Oh, I’m taking
Solphadol, ever since I found Solphadol, a wonderful
thing.’ Which paracetamol and codeine preparations
they are buying themselves and that they are not
realising that this is what is having an effect.”

(GP 6)
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In addition, one GP participant commented that
there is a tendency to get older people off non-
steroidal medication in order to avoid potential
heart or renal failure. As a result, GPs tend to
prescribe opiate-based analgesics accompanied by
a prescribed laxative to counteract the expected
constipating side-effects.

“We would rather have them on an opiate with a
laxative than we would on a non-steroidal and get
heart failure and renal.”

(GP 5)

Nurses’ perspectives on the
causes of constipation
Nurse participants had a clear and unanimous
view about the causes of constipation in older
people. Four causes were consistently mentioned
in each of the focus group interviews: a poor diet,
insufficient fluids, a lack of exercise or immobility
and the constipating effects of medicines taken for
other conditions. The following extracts from the
focus-group interviews clearly illustrate the views
of nurse participants and provide explanations of
why older people experience poor diets, consume
insufficient fluids and have insufficient exercise,
and detail about the constipating influences of
different medications.

Diet
N64: “But it is getting them to go … , use the senna
but, again they become dependent on, then it’s … ,
they’re not eating the right foods. If they were to eat
maybe a healthier diet and more fluid in their diet,
then they wouldn’t have constipation. So, it comes
down to education but, you know, to take it in … .”
N61 (talking over): “But it’s quite difficult for the
elderly though that’s at home because I mean they
cannot boil pans of brussel sprouts and things, home-
helps are going in and they’re just doing em, things
into the microwave you know so the diet’s … , is em,
not probably as good … ” N58: “… I think a lot of
convenience foods they use now.”

(Practice 4)

Fluids
I: “I mean, do you see constipation in older people as
being something which can be alleviated, or do you
see it as a chronic condition in the older age group?”
N59: “In the age group I see it’s … .” N60: “Well, to
me I … to me it’s, a lot of it is fluids.” I: “Right, and if
you can get the fluids right do you … ” N60: “Really,
everyone is, has got a moderate dehydration.”

I: “Right, right. And I mean is that something that
you see you can, you can tackle or does it tend to
persist, that that’s the way you know that they are?”
N60: “Well, it’s it’s all down to em expectations. My

expectations are that someone can have fluids you
know every hour, every hour and a half but the reality
is we have people living in the community who will
have three visits a day by carers, if they’ve got
problems with a slight incontinence problem they
stop drinking after 5 o’clock at night, they haven’t got
up till 9 o’clock in the morning and they’ve virtually
had three drinks in a day.”

I: “Yeh, so it’s a, it’s a realism side … to get yeah,
sure.” N60: “It’s the, you know this is care in the
community but I, yeah, … .” I: “No, I know, … so the
ideal this is reality, you could, you can tell them.”
N60: “That’s, that’s right.” 

I: “To drink eight glasses but you can’t, there’s no
way.” N60: “That, that’s right, I mean [yeah, I
understand] … am I going to be there at night to help
them onto the commode? To make them a drink and
you know.”

(Practice 6)

Exercise
Lack of exercise was mentioned by all focus groups,
but there was little discussion on this topic because
of a high level of consensus between participants.

“And they don’t move around as much, they’re … ,
you know, they’re reliant on cars and … ”

(Nurse 64, Practice 4)

N60: “Because if they can manage to be mobile, they
can manage to make themselves a cup of tea, they can
go to the toilet, you know, so … .” N59: “They can go
for a walk, so they’re more active … .” N60: “That’s
right, they can get to the chemist … .” I: “Okay, so it’s
related to them, that their health.” N60: “It is to their
health, rather than their age.”

(Practice 6)

But the following comment puts immobility and
lack of exercise into another context – the inability
to use the toilet in concert with the urge to
defecate.

“N12: “Well that’s right, and then you’ve got a lot of
people who, you know, if they are disabled and they
are relying on a home-help to go in, and I mean you
have to think, you know if you had to … you know, if
somebody was taking you to the toilet and you had
10 minutes to perform or 5 in fact, then you were
stressed and sat in a chair and couldn’t move, you
know there is a lot of constipation caused that way as
well [right, right, ok], you know, mmm. I mean, you
cannot go to order and I think that is a big … that is a
big thing in today’s world [right, right] – it’s the
everybody is in a hurry and a rush and even I think in
nursing homes, rest homes, you know, if you don’t
give people privacy and comfort and enough time to
move their bowels then you are going to get
problems, you know.”

(Practice 3)
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Medication
Medications implicated in causing constipation
were discussed more fully in each group, as the
following example illustrates.

N60: “Well, a lot of them are on er, on painkillers
[constipating medication?], so anything with the
codeines in, it em … [right]”. N59: “The MSTs are
another one.” N60: “… the opioids, the opioids
[right], em, we’re going a step further then [right],
you know, they, they have to be on a strong
stimulant.” I: “Right, and what did you mention, MST
there … ?” N60: “Morphine sulphate, I did … it’s one
of the … opioids [overlapping voices] for certain
severe pain … intractable pain or terminally ill.”

(Practice 6)

Summary
The accounts of participants in this chapter have
described the different perspectives of older

people, GPs and nurses on the causes of
constipation. There was a lot of commonality
among the three groups of participants. Diet and
lifestyle and the iatrogenic effects of medications
were common themes in all participants’ accounts.
As with understanding the meaning of
constipation, an understanding of different
perspectives about the causes also helps us to
understand the challenges of managing
constipation from the perspectives of older people
and the health professionals involved. In the next
chapter, older participants’ accounts are used to
describe the complexity of managing constipation
in this age group, including how older people
themselves self-manage their condition. Chapter 8
reviews the accounts of GP and nurse participants
regarding their management of constipation in
older people. 
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Overview
This chapter reports older participants’ accounts
of their experience of self-management and
medical management of constipation. For many
older people, their constipation emerged as a
problem over a period of time and for some the
‘condition’ had existed for many years. Self-
management of constipation had been their first
response to the symptoms and continued even
after professional help had been sought. Older
participants had a wide experience of different
management strategies and treatments for
constipation and at the time of the study had firm
preferences about the laxatives they would use
(irrespective of whether they were completely
effective).

Life-course perspectives on the
management of chronic illness
Like most chronic illness, the management of
constipation is a process and not an event. Using a
life-course approach, this process was examined
from the perspectives of older participants,
starting with their recalled experiences of
constipation during childhood and the ways in
which it was managed.

Childhood constipation
Several older participants recalled early episodes
of constipation. Occasional bouts of constipation
in their childhood were usually managed by
parents and significant others, who administered
predominantly herbal and stimulant OTC
laxatives. Syrup of figs, senna (boiled senna leaves)
and chocolate-covered Ex-Lax® appeared to be
the most commonly used OTC laxatives to address
childhood constipation. Other OTC laxatives used
in early years of life included castor oil, cascara
and liquid paraffin. These medicines were usually
taken occasionally on an as-needed basis. Contact
with health professionals for childhood constipation
was never mentioned by participants, although
this may be due to poor or selective recall.

I: “Right, right, but I mean was there any particular
reason in the past why you decided to stick to your
own over-the-counter … ?” P: “No, this was when I

was young, I think my mother probably bought them
for me too.” I: “Right, right, was, I mean was it
something that you kind of associated with going to
see the GP about or not, or was it something … ?” P:
“Not really, no.” I: “No, you would just manage to
take something yourself.” P: “Yes, exactly.”

(Patient 10)

“I can remember on the odd occasion being
constipated and my mother giving me a dose of syrup
of figs, much to my horror [right], which seemed to
do the trick or a dose of liquid paraffin, but I mean it
wasn’t a constant thing.”

(Patient 19)

“No. I think the name senna, it would maybe be
something that would be taken years and years ago,
you know I’m going back 60 years, I seem to
remember my mother putting leaves in something
and boiling them up or something like that. And I
remember it was senna, and having senna tablets, it
seems a bit more customer friendly than anything
that’s manufactured, like Ex-Lax or something like
that.”

(Patient 20)

P: “Oh I can remember as a child, I remember when I
was staying with my grandparents in London, I think
I went for 6 days, and of course it was like an atomic
bomb when I went, you know, everybody in the house
was pleased, you know [right, right, right], but em, it
wasn’t usually as bad as that [no, no, no].” I: “But if
you look back over your life can you, do you feel that
you were constipated as, as a child or adolescent?” P:
“Just as a child I think, in adolescence it was better, in
my teenage days it got better.” I: “It got better? [It got
better, yes.] Right, OK, and in those years was it
managed by, you know your mother just buying over-
the-counter stuff or home remedies, or were you
actually getting any regular medication?” P: “No, I
don’t think so, I think I used to take Ex-Lax of all
things, if you’ve ever heard of it, chocolate [chocolate
laxative], that’s it, I used to take that, yes.” I: “Right,
OK, was that as a child?” P: “I think so, yes, and then
I tried Senokot, you know, like tea.” I: “Right, OK,
right, em, so after childhood and teenage-hood were
you, and you said you had your children, and your
bowels were all right then?” P: “Ah, ah, absolutely
fine.”

(Patient 10)

I: “And when you look back over the years, you know,
if we look right back like to childhood, how were your
bowels when you were a child?” P: “From what I can
remember I was constipated.” I: “You were
constipated? [Yes.] And did you use any remedies at
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that point, when you were little?” P: “I used to get
syrup of figs, or castor oil occasionally, but the taste of
that, I mean, that’s how I remember it I suppose, I
don’t suppose I got it that often.” I: “Did you get like
a weekly dose of it or fortnightly dose? Can you
remember? P: “Oh, I don’t think so, I mean it’s just
…” I: “Now and again?” P: “Now and again.”

(Patient 16)

“Well, that isn’t the reason that I wouldn’t try the
chemist. I think you hear about syrup of figs and
things like that, but I suppose, in the far past, we 
had syrup of figs, you know when I was just a laddie,
that was a long time ago, I seem to remember that,
but when you’re younger, not normally, you don’t
have problems like that, of course some people do,
but I hadn’t really, I can’t remember ever being that
bad.”

(Patient 20)

While most participants who recalled using OTC
laxatives during their childhood reported that
they were used just occasionally (when required),
some reported that they were given a weekly
laxative dose by their parents. One female
participant, for example, recalled that after an
incident of undefined bowel problems she was
given a laxative regularly every Sunday. Such a
regular weekly administration of a laxative by
parents may have been linked to the popular
belief at that time that regularly cleaning the
bowels carries health benefits and is good for
general health.

“Oh, I daresay, now I can tell you this that when I
was, just before I started school, I had trouble then,
and I said to my mother, there’s something wrong you
know I can’t, and she said oh you’re alright, there was
quite a few of us in the family of course, and she said
just lie on the bed and I’ll have a look, which she did
and she said oh you’re alright, and I can remember
saying you’re alright [right], and I thought I’m alright
[and was that], I shall have to be alright [and was that,
was that piles again?] that was, well I don’t know I was
5 year old, how do I know? … How do I know, 5 year
old what it was and I didn’t, and it’s funny [hm-hm]
because 5 or 6 year old, I remember going to school
that particular day and not being able to sit down
[no] and I stood at the back of the class [right] and I
thought there’s something wrong you know [and
between that] and then she used to give me, um, oh
some horrible abrasive thing er in water, I don’t know
what it was, I know it was pretty foul [right], she used
to give me that every Sunday morning [so it was a
weekly dose of laxative], it was, it was [right] every
Sunday morning, but I can remember from then on
suffering like that [uh-uh] and then, em, things seems
to settle down [uh-huh] now whether or not because
you suddenly [hm-hm], your taste buds change [uh-
huh] you know what you can eat [and what you can’t]
and what you can’t eat, your mother says eat that and

you do [yes, yeah] and [hm-hm] then you think, when
you’re older [right], I don’t really like that.”

(Patient 11)

Another female participant also mentioned that
she probably had a weekly dose of syrup of figs in
the past. However, she was unsure and admitted
that it was difficult for her to recall that long ago.

I: “That’s right, OK. Right. That’s fine. And you
mentioned that you always kind of kept senna in
anyway. Is that over the years?” P: “Well, that’s right.
You start off, you know syrup of figs, then it was
Cascara Evacuant. So I mean just one of those things
that you grow up with.” I: “And did you find, you know,
like all these, you know the ones like syrup of figs and
senna, did you used to kind of use them regularly in
the old days? Did you have a weekly dose or anything?”
P: “I can’t remember. Probably got a weekly dose of
syrup of figs. I honestly can’t remember.” I: “That’s
alright. But, I mean, you know, in your adult life you
haven’t taken a weekly dose?” P: “Oh no, no, no, no.
I’ve even got some castor oil. Or liquid paraffin.” I:
“That was the other one, that’s right.” P: “So I’ve got
some liquid paraffin in the medicine cabinet.” I: “Are
those the sort of things you would consider taking
now? The syrup of figs and liquid paraffin or do you
tend not to buy … ?” P: “I think occasionally I’ve
taken liquid paraffin but I can’t remember what the
result was. I just have it in the house.”

(Patient 23)

Constipation during adulthood
During early adulthood, constipation or bowel
problems tended to occur rarely or may not have
been perceived as a health problem requiring
medical attention. Occasional constipation
appeared to have been tolerated, without
significant impact on daily life, and more or less
‘successfully’ managed with occasional use of OTC
laxatives.

“And you know [a-ha] and when you did go obviously
it was difficult, but at the time you never … I never
put it down to being like a medical complaint [no,
no], I just thought it was the way I was running my
life … . You used to get the feeling as if your stomach
was hard, you felt as if you wanted to go to the toilet
but you couldn’t [right] and, ehm, eventually you start
to get stomach aches – that’s when I used to go to see
the chemist and get laxative and take it, and normally
that used to do the job. Ehm, as I say again at the
time I didn’t put it down to being out of the norm. I
just thought it was lifestyle and the fact, you know, the
fact that I wasn’t eating regularly or properly.”

(Patient 2)

“I suppose thinking back the first couple or three
times it happens to you you think what’s going on
here? [right] And then gradually you accept it as
being the normal [right], the norm.” I: “Do you think
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that’s what you did, you got used to that happening
and, and … ?” P: “The thing was it’s never been, its
never been a sort of enormous pain or anything like
that, it’s been a huge inconvenience, it’s been painful
for a short period of time [yeah] and upset my bottom
[uh-huh], and, but no, that’s apart from that … .”

(Patient 12)

Use of OTC laxatives
It is important to note that many common
laxatives, including stimulant, bulk-forming and
osmotic preparations, are readily available as OTC
medication from pharmacies and (in some cases)
health food shops. Therefore, individuals with
constipation do not need a GP or nurse to act as
gatekeeper as would be the case with prescription-
only medication. Of course, there may be a
financial benefit to those aged 60 and over, who
are exempt from prescription charges, having
laxatives prescribed rather than purchasing them
OTC. This potential cost saving needs, however, to
be set against the opportunity cost of consulting a
GP or practice nurse, and should be viewed in the
broader context of factors facilitating or inhibiting
consultation.

Older participants reported that, during early
adulthood, the use of OTC laxatives was again
mainly on an ‘as required’ basis. They also
reported that they tended to use one OTC laxative
at a time instead of a combination of various
laxative medications.

“The only time I have ever taken anything I have
bought from a chemist was when I have actually
needed it [right]. Ehm, since been on er the Fybogel.
I just take them as a matter of course [right]. Every
day on a morning, one a day, and truthfully I have
never tried to come off it [no], I just took it as being
something there [yes], just like a preventer which
means it will keep it in check.”

(Patient 2)

Participants reported that they typically used OTC
laxatives during early adulthood and during
middle age to address occasional bouts of
constipation or the slowing down in bowel
functioning. For most participants this meant
when they had gone for a day or couple of days
(up to maximum of 3 days) without a bowel
movement, or to relieve symptoms of constipation
such as stomach cramps or bloating. It was
sometimes difficult, however, for participants to
remember and explain why and under what
circumstances they used OTC laxatives during
early adulthood. Some speculated and gave less
specific explanations such as “I wouldn’t have
been to the toilet” or “I was not going very well”.

I: “Just the chocolate ones, OK – and what was the
reason you tried that one?” P: “This was a long time
ago, well I wouldn’t have been to the toilet so you try
anything, you know.”

(Patient 3)

I: “OK, then. The Ex-Lax that you’ve got how did you
come across them? Because you’ve bought them
yourself, haven’t you?” P: “I’ve bought them before
and occasionally when I was a bit, well I wasn’t
constipated, but I wasn’t going very well and I just
bought some of them. Oh, years ago now.”

(Patient 14)

Others were more specific and suggested that
missing a certain number of days without a bowel
movement and the discomfort that this caused
were the main reasons that made them to go to
the chemist and buy an OTC laxative.

“Well, if you miss a couple of days you just think, oh
I’ll buy some of this, you know [right, OK], like you
do at the chemist.”

(Patient 3)

“Once, you know like, I wouldn’t go more than 2 days
[right], I wouldn’t let myself go for more than 2 days
to go to the toilet [right], I would take something [you
would take something], yeah.”

(Patient 4)

Another participant recalled that after 3 days
without a bowel movement in the past he would
not feel particularly well and would usually get
stomach pains and a hard stomach. This would
make him go and buy OTC laxatives to ‘sort
himself out’ and get ‘back on form’. He recalled
that at the time this self-management strategy was
usually sufficient to resolve his bowel problems.

“Just the fact, as I say, I’d never been for maybes
3 days and you used to get pains in the stomach and
you didn’t feel particularly well, you didn’t feel
particularly hunger [right], and I used to go and pick
something to get myself like sorted out and get myself
somewhere back on form … . You used to get the
feeling as if your stomach was hard, you felt as if you
wanted to go to the toilet but you couldn’t [right] and,
ehm, eventually you start to get stomach aches –
that’s when I used to go to see the chemist and get
laxative and take it and normally that used to do the
job.”

(Patient 2)

However, it emerged from participants’ accounts
that not everyone tried self-management with
OTC laxatives before they discussed the problem
with their GP. Some participants reported that
they had never bought OTC laxatives, but instead
always relied on professional advice when they
became constipated. These individuals had
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concerns about the potential harmful effect of self-
treatment and trusted to professional expertise.

“I think that, er, you should, you shouldn’t put things
into your body if you don’t know what you’re putting
in [right, OK], I mean, you know [right], you wouldn’t
put stuff on your body if you didn’t know what it was,
would you, you wouldn’t, so why put it in? [OK] No, if
the doctor thinks you need it in [right] that’s fine with
me [but you wouldn’t do it yourself], no, no, no, no,
no.”

(Patient 11)

I: “Why do you think you’ve chosen to go the medical
route, rather than the over-the-counter route? Maybe
there isn’t a reason but … .” P: “There isn’t, if you
have a problem, you go to the doctor’s.” I: “So that’s
your kind of thinking, you would rather go to the
doctor’s than … ? [Definitely, yes.] Is there any reason
why you would feel happier going to the doctor’s than
buying something yourself?” I: “I’ve always been a
believer in taking professional advice.”

(Patient 24)

Some participants worried that self-management
using OTC laxatives might have had a negative
effect on other chronic conditions. One male
participant, for example, articulated his worries
about the effect on his diabetes. When he became
constipated he went to his GP rather than buying
something himself. In this case, reliance on
professional expertise and avoiding the use of OTC
laxatives seemed to be influenced by his desire to
avoid any potential nutritional or medication risk.

“I’m a diabetic, you see. But I know you can’t 
just have anything. So that would be the reason.
[Because of your diabetes.] It’s the same with
everything, when you’re diabetic, you tend to think
that way a bit.”

(Patient 20)

Self-management of ‘uncontrolled’
constipation
Some patients described how they managed
periods of ‘uncontrolled’ constipation (i.e.
constipation not responding satisfactorily to an
initial self-management strategy). This often
involved experimenting with different OTC
laxatives and/or changing the laxative dose to find
the right balance between being constipated and
‘going too much’. Stimulant OTC laxatives
appeared to be the most common type of laxatives
used at such times, although participants reported
unpleasant side-effects such as frequent urges to
go, which were difficult to suppress, stomach pain,
loose stools or diarrhoea. Despite this, some
participants continued to be reluctant to seek
medical help and instead persisted in
experimenting with OTC laxatives.

“I struggled on for years with bad stomachs rather
than go to the doctor’s and actually, when I went, it
was the camera, a month’s antibiotics and like anti-
acid tablets and things were cured [yeah, yeah]. And
you think, years of suffering for what?”

(Patient 2)

Seeking professional advice
Eventually, all participants had sought advice from
their GP about their constipation. [Of course, only
those individuals with multiple prescriptions for
laxatives were included in these interviews (see
Chapter 4), so by definition, all were consulters;
other individuals with similar symptom
experiences may have continued to self-manage
and never consulted.]

The decision to consult may have been triggered
by an alarming symptom (such as bleeding or
pain), an unusually long time without a bowel
movement or a realisation that OTC laxatives were
no longer helping. For some, bowel problems were
first raised in the context of a consultation that
was (ostensibly at least) about something else.
Contact with the GP often led to investigations for
the underlying cause of the condition and
experimentation with different laxatives to
determine the optimum treatment.

I: “OK right, thanks, and how often do you see your
GP now about your bowel condition? I know it is very
difficult that when you see him about a lot of things
to separate them, but … .” P: “At the moment, um, er,
I’m not seeing him, I don’t have any review
appointments coming up [right] because we’ve
reached the stage where, er, I’m not going to see any
more specialists, you know [right], but prior to that, of
course, I was, not that I would say I was never away
from the place, but it was regular appointments, and
of course, in-between trying out, different you know
medications [right, right] and things.”

(Patient 8)

For many participants there was no real ‘crisis
point’ precipitating consultation, but for others
constipation developed relatively rapidly, for
example following an operation or changes to
other medications, and this sudden change was a
trigger for action.

I: “Did, em, did the doctor suggest constipation
might be a side-effect before the constipation had
actually happened?” P: “As soon as the hospital had
given me these they said that constipation can result
from these, I was warned in advance.” I: “Right, right,
warned in advance, OK, right, thanks.”

(Patient 18)
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“Well that started over 18 months ago now. It was
discovered that I had two crushed vertebrae at the
bottom of the lumbar regions, 1 and 2, I think they
described them as. And I think that was caused by a
few months previously – I sat rather hard on me
bottom on my front doorstep, there was some ice, and
I was making sure my husband was OK because he
had a stroke 7 years ago, and I said be careful, I think
it’s slippery and the words weren’t out of me mouth
before I went down, like that on my bottom, feet
straight out. At the time, apart from cutting me head
on the porch corner, I didn’t feel anything. [Did you
not?] No, not a thing. And then as I say, a few months
afterwards I started getting sciatica and then it just
got worse and worse until the pain became so acute I
just didn’t know what it was. So, of course, I’ve been
seeing the doctor and then had an X-ray and they
discovered that was where what was causing all the
acute pain. And also at the same time they discovered
that there was a certain amount of osteoporosis which
I never knew I had, you know, and of course then I
was on such a high dosage of painkillers that’s when I
became so constipated. I mean, I did have slight
problems beforehand, but nothing like that, and of
course with the painkillers they can be very
constipating.”

(Patient 23)

Changing laxatives
Older participants reported that they rarely
remained on the laxative initially prescribed by
their GP or a hospital doctor. Prescriptions were
changed by GPs or by hospital doctors because the
laxative did not work to their satisfaction,
produced unacceptable side-effects or did not
match the preferences of participants. Their GPs
tried participants on various different types of
laxative (with duration of therapeutic trials
ranging from trying them only once to prescribing
the laxative for periods of up to 4 months) to see
which product or combination of products worked
best for that particular patient. Altering the dose
upwards was reported to be common practice.
This sometimes resulted in participants going too
often or having loose stools, and the need for
subsequent downward readjustment or a change to
another laxative.

Once the initial approach to their GP had been
made, participants appeared to feel more
confident in contacting the doctor if treatment was
perceived as inadequate for whatever reason. They
also seemed to have overcome any initial
embarrassment and concerns that they had about
seeking professional advice.

I: “In the past does it tend to be you asking them to
change it, rather than them saying we’ll change it?” P:
“It would have been me.” I: “It would have been you?

[Yes.] For reasons like … .” P: “Probably pained or
didn’t work or wasn’t happy with it for whatever
reason.”

(Patient 22)

I: “So how long did you try that for, can you
remember, was it a few weeks or a few months?” P:
“Oh I would say 3, 4 month [3 or 4 months] it wasn’t
working I could tell, so I told them [right] and then
he prescribed Senokot [Senokot, right so] and the last
time [a-ha] was the suppositories, that was the only
thing that worked [that’s working right], after an
effort, mind.”

(Patient 6)

I: “Yeah, I mean did you go back to the doctor’s if
you’d been hadn’t gone for 8 or 9 days?” P: “Ah,
yeah, and that’s when they prescribed Senokots.” I:
“And they gave you the Senokot, right, and so did you
take the lactulose … ?” P: “Well, it made it a little
easier for a while [right, a-ha] but it was still 7, 8, 9
days you see [right, right, OK], it was easier but there
was still that gap of time.” I: “Big gap, so did you take
the lactulose and the Senokot together or just one or
the other?” P: “I ended up taking them both
together.”

(Patient 6)

I: “Right, right. So has the doctor ever changed the
laxative?” P: “No, he hasn’t. Except when he couldn’t
get this orange stuff he changed us to senna.” I:
“Right. So have you only had the two, you’ve had the
orange stuff and the senna and the lactulose you’ve
had for a long time? [Yeah, yeah, yeah.] Right, and
have you had other ones apart from those three? Any
other laxatives apart from those three? [No, no, no.]
Just those three?” P: “That’s right, yeah.”

(Patient 7)

I: “And what happened after 4 months?” P: “And, em,
I was, it was, em, I was going to, I think it was the
hospital that changed it actually, yeah. I know yes, I
was on, I think I was having to take Fybogel three
times a day and lactulose twice. [Right.] And on
another appointment, you know, the doctor said, and
I said well I can’t stop, and he said I think we’re
giving you too much Fybogel here, he said, em,
reduce the Fybogel and continue with the lactulose,
he said, and see what happens, well then, of course I
went not back to square one, but things became
difficult then again. [Right, right.] And then after that
I was put on co-danthrusate.”

(Patient 8)

I: “Were you on that for a little bit, were you, or quite
a while?” P: “For a while I would say. And all of a
sudden when I’d come to order a bottle, then said, oh
well, there’s a change, you don’t get that now, and you
get this, and that was the senna.” I: “And did you ask
your GP at all why they’d changed it?” P: “I don’t
think I did. Because you see, then I could ring my
surgery and they’d telephone the prescription
through to [name of] chemists and I just went and got
it . … It hasn’t been my custom just to go down to the
doctor’s for anything, but obviously when you’re
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diabetic you do have things, that not exactly go
wrong, but that you may be thinking about and
wondering if this has anything to do with diabetes
and should you go? You know, here people say you
should go to the doctor’s.” I: “Yes, you’ve got to be a
bit more careful haven’t you? [That’s right] … .”

(Patient 20)

P: “Aye, no, there was a different one as well [right],
there was lactulose and different ones. And that’s
where Dr [name] said if they are no good try
something else and he was trying different things
[right] and they didn’t seem to be working.” I: “No –
how long were you trying all these different things for
– were you trying them for a few weeks at a time or a
few days at a time?” P: “Oh, maybe a month.” I:
“Right, on each one?” P: “Each one, that’s what Dr
[name] says, we will give it time to see if … try it for at
least 14 days, he says [right], really, or 15 days to let it
go through your system [a-ha], but I used to be on it
for about a month and then it just got to back usual
again [yeah, right, right, OK].”

(Patient 21)

Controlling constipation
At the time of the study, the vast majority of
participants perceived that their constipation was
adequately controlled, or they were not
constipated (at least according to their own
definitions), despite unanimously admitting that
they needed laxatives to maintain their bowel
functioning. They had identified acceptable and
‘effective’ (if not always optimal) solutions for the
management of their specific bowel problems.
Their main aim was to maintain, what was for
them, ‘normal’ regularity of bowel movement and
of stool consistency and avoidance of unpleasant
symptoms and of undesirable side-effects of
medication (such as diarrhoea). In this way, they
minimised the incidence and severity of
constipation, and as a consequence their quality of
life and daily routine were maintained.

For example, a female participant, aged 73,
commented that she would try any laxative,
including those tried in the past, as long as they
worked. Although laxative effectiveness seemed to
be the dominant factor influencing adherence to
current treatment, avoidance of unpleasant side-
effects was also important. This 73-year-old had
found previously that using OTC Ex-Lax was “too
severe” and required frequent visits to the toilet;
she commented that it was not suitable for long-
term treatment of constipation. She had also tried
prescribed Fybogel and Senokot, but had found
them insufficiently effective. This individual found
that lactulose was more effective than previously
used laxatives, describing it as “brilliant, the best
laxative” she had ever tried.

Once a laxative regimen that was more or less
consistent with a participant’s own preferences was
identified, the majority of participants preferred
to stick with that regimen and avoid further
experimentation. Once this point had been
reached, contacts with their GPs regarding the
management of constipation were limited and
were usually only to collect repeat prescriptions or
for another unrelated reason.

I: “Right, OK then, thanks, right. I mean how often
would you see your GP now about your constipation?”
P: “Truthfully, never!”

(Patient 2)

I: “And how often do you see the GP now about your
constipation?” P: “I don’t, I don’t I mean since the
nurse since I got rid of it with the Movicol, which
would be about 5 months ago [ahah], em when I’ve
got no Movicol left I just ‘phone the surgery and get a
repeat prescription, so I don’t go and see him.”

(Patient 18)

P: “Well I have, err … about every 3 months.” I:
“About every 3 months?” P: “Yes, regular. But if I
need to go like when I was bad I just ‘phone up and
you get an immediate appointment. You know, the
same day.”

(Patient 3)

I: “How often do you see your GP now about the
constipation?” P: “Well, I wouldn’t say that I’d been
for years to see him about the constipation.” I: “So
you just keep getting the repeat prescription?” P:
“Yes, that’s right.”

(Patient 24)

I: “Does the constipation get mentioned when you are
up there or, or … ?” P: “No, I just telling him the
senna is doing alright.” I: “Right, OK then. Do you
see your doctor about your constipation at all?” I:
“Not now, I don’t, no.” I: “You just get repeat
prescriptions of senna?” P: “That’s right.” I: “And do
you go every now and again for a review of all your
tablets?” P: “Well, they review them. Because when I
get the actual prescription form, attached to it, there’s
a list of things.”

(Patient 21)

I: “So can you remember, would it have been the
doctor or the nurse or the hospital who first
suggested laxatives to you?” PW: “It was the doctor.”
P: “Was it? I’m not really sure because I’d been
constipated.” I: “Right. So it would have been the GP
coming out and sorted that out? OK.” P: “Because
when I was constipated I was telling him together
with the district nurses and they decided to put me on
laxatives.” I: “Right, OK, right. And do you discuss
your constipation with your doctor very often now?”
P: “No. I just take them and be content. As long as
I’m able to go at all.” I: “Right, OK. As long as you
go.” P: “As long as I can keep going I never mention
anything.” 

(Patient 14)
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While some were fully content with their laxative
regimens and the current control or prevention of
their constipation, others acknowledged that full
treatment success had not been achieved. A female
respondent commented that the treatment is
unlikely ever to resolve her constipation.
Nevertheless, her laxatives helped to prevent
constipation (bowel problems) and its
consequences from recurring, which she regarded
as successful management. It appeared that she
would be willing to try new, ‘better’, laxatives if
they were available. However, because she was
reluctant to make a visit to her GP and be
examined she was prepared to stay on her current
medication.

I: “Right, OK thanks, and do you feel that those two
laxatives have been successful in resolving your
problem? [Yes I do.] You do, right [I do], and when
we talk about resolving the problem … ?” P: “It can
never resolve it can it? I: “Right, I was going to come
onto that [oh sorry], no, when I [laughing – sorry], no,
that’s great, that’s really good, it’s not resolving it, but
do you think it’s preventing it?” P: “Oh it’s helping
me, oh it’s preventing it [right] and it’s given me
peace of mind right, and I can live every day, you
know what I mean [right], I think I’ll be alright today
[right, right, OK], and the days it’s not is my own
fault for what I’ve eaten, well that’s how, that what you
say [ah, I know that], you know that OK [I know
that].” I: “What do you see as a successful laxative,
what do regard as a successful laxative?” P: “Well I
can only go by what I what I am taking you see [that’s
right], I can only go by that [hmm], I mean what
would help other people I don’t know.” I: “You don’t
know, but do you regard what you’ve got is successful
for you?” P: “Well, I would say so [right], I mean if
[laughs] if there’s anything better then I’ll have it, er,
but I won’t have it because I’m not going to be
examined and I’m not going to talk about it [no, no]
to the doctor, I’m just going to [right, right] keep on
hoping he’s going he says right, right, you know
[right, OK, right].”

(Patient 11)

A male participant also commented that his
laxative treatment had helped, but had not been
100% successful. Nevertheless, he acknowledged
that to some extent it was easier now compared to
the past because he managed to control the
severity of his back-end pain.

I: “But the Fybogel and the Docusate. Do you think
they’ve been successful in resolving the constipation?”
P: “I suppose to a point. I don’t say they’re 100%
successful but I would think they obviously do help.”
I: “Right, so you see them as helping?” P: “As a help
but not 100%.” I: “Right, OK. Right. So I mean do
you regard that at the moment your constipation’s
successfully managed or not?” P: “Again not 100% no,

no.” I: “If you look back can you see an improvement
over time? Is it better now than it has been or is it
about the same?” P: “To be honest, about the same I
would think.” I: “It hasn’t really improved?” P: “No. I
mean it’s a bit easier now because my back isn’t quite
as painful.”

(Patient 21)

It was commonly mentioned that routine laxative
treatment, taken strictly as prescribed, did not
always work. Several participants described a
range of different, sometimes complex, strategies
to address their individual circumstances and to
achieve their desired outcome of ‘normal’, regular
and comfortable bowel movements. Increasing or
decreasing the dose of a laxative gradually, adding
on and switching laxatives, temporarily
discontinuing a prescribed laxative, and using
OTC laxatives alongside prescribed laxatives or as
a single treatment were all strategies used to
manage the fact that prescribed laxatives were not
always 100% effective.

Even those participants who were not fully
satisfied with their current (prescribed) laxative
management seemed to be reluctant to make a
visit to their GP to discuss alternative treatment
and tended to plod on, making use of various
OTC laxatives or experimenting with a range of
previously known laxatives and different doses, as
described above. A perceived or an actual lack of
any available alternative, reluctance to visit the GP
because of fears of tests or clinical examination,
and the ability to control, albeit suboptimally, the
severity of episodes of constipation together
explain some of the participants’ reluctance to
seek another management strategy. In addition,
some felt that even ineffective laxatives (ineffective
in terms of their personal preferences regarding
frequency and consistency of bowel movements)
might still help in some way to clean their 
bowels.

I: “Have you had a word with the GP about that you
don’t feel they work terribly well?” P: “Well, there is
nothing else is there?” I: “Is there not, is there
nothing he can offer you?” P: “I mean he’s got
another one, a bottle, but I’m not, er, so sure about
that, no.” I: “Have you tried it? [No].”

(Patient 1)

“No [no], because I’ve been going that long about it
[right, right], I think they’ve given me everything they
can.”

(Patient 6)

“They tried everything else, you know, nurses,
enemas, different prescriptions, so that was the only
alternative. Couldn’t go on.”

(Patient 3)
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P: “Well I don’t know what the hell it is for [laughs]. I
take that and I think it’s only another, I don’t know, it
doesn’t have any effect. [It doesn’t, it doesn’t work?]
No, it doesn’t work [right, right]. If I took that by
itself that’s what I mean [right], it’s a waste of time,
it’s a waste of time. I still take them but that’s what I
think about them.” I: “Right, right, right. So you said
that you still take them – do you always take them or
do you sometimes not bother taking them?” P: “Oh
no, I still take them. I get them so I take them then.”
I: “You always take them, right, OK.” P: “Yeah,
because I thought they might clean your bowels out
or whatever it is, but er, yeah.”

(Patient 1)

It is notable that participants typically did not
discuss with their GPs the use of additional OTC
laxatives or other strategies (e.g. dose adjustment)
for managing ineffective prescribed laxatives. It
seems that many participants had taken the
management of constipation into their own hands.

I: “So have you mentioned to the GP that you are
trying the fruit cubes? Have you ever mentioned to
the GP.” P: “Na, na, I just get on with it.”

(Patient 1)

I: “You wouldn’t make the special journey just for
your constipation?” P: “No, it’s not worth it.” I: “It’s
not worth it? Why do you think it’s not worth it?” P:
“Why do I think?” I: “Why do you think it’s not worth
it?” P: “Because he suggested milk of magnesia and
syrup of figs, he does his best, but a friend gave me
this [Elinimease] … .”

(Patient 16)

I: “Right, right, OK, thanks right, and so you’ve been
seeing your GP about your constipation for the last
3 years, is that right?” P: “Well I don’t see him on a
regular basis, I mean I went about it and had a
sigmoidoscopy and, em, I haven’t seen him about it
since except that [you haven’t, right?]. I was there
having something else done, oh about my face that’s
right, I had some treatment to my face because of sun
damage [ah right, right] to my skin and I said to him
because he is a new GP, because my Dr [name] is sort
of slowing down now, so I saw this Dr [name] I think
his name was, and he said how was I, and I said I was
taking this, em, Fybogel and I don’t think much of it
quite frankly, and he said why don’t you try senna,
well I mean I had tried senna and I was taking senna,
I didn’t say that at the time, but he said why don’t you
take senna, so I said well, yes I’m going to do that
[right, right], so I ditched the em, well I have ordered
it anymore it’s still on my notes so I could get it if I
wanted it.” … I: “Suits you alright, OK, do you ever,
em, kind of adjust the dosage?” P: “Well, I have tried
that, but I find that three is not as good as four, lets
put it like that [right, right], you know, I mean I know
when I buy it at Boot’s they say to me, you know you
just take this on an occasional basis, well rather than
go into an explanation I say to them, Oh yes I know,

but I mean that I know the doctor knows that I’m
taking it, I don’t think he knows how much I’m
taking, mind.” I: “Right, right, so was that when you
saw Dr [name], he didn’t think much of the Fybogel
and he suggested the senna. Since then are the GPs
aware that you are on senna now – do you think … ?”
P: “Shouldn’t think so, no.” I: “You don’t think they
know?” P: “It wouldn’t be written down in my notes
[no, no], he didn’t say ‘I’ll prescribe it for you’ or
anything like that.”

(Patient 19)

Nonetheless, some participants commented that
they would actively seek medical help if their
constipation became bad; for most participants
this meant an abnormally long period without a
bowel movement or recurrence of persistent
symptoms that were difficult to tolerate and did
not respond to the types of ‘adjustment’ strategies
described above.

I: “Right, OK, that’s fine, so how often do you see
your GP about your diverticulitis?” P: “No, I don’t see
anybody [you don’t], no.” I: “OK, so I mean you’d
only really go if you had a flare-up presumably.” P: “I
would go if it looked as if I had a problem, but I
haven’t really at the moment.”

(Patient 17)

“Well, now I don’t see him about it, I just get the
regular medication unless it was bad, like when it was
12 days I went and then, err, he sent the nurse in and
the nurse came in 4 days and it was decided, well it
was enough, you can’t keep having enemas, so I was
admitted to the hospital. They’re very good, I have
good doctors.”

(Patient 13)

Summary
This chapter has provided a rich account of the
experiences of managing constipation from the
perspectives of older participants. By taking a 
life-course perspective, the analysis highlights 
that constipation for many older people is not
necessarily a recent phenomenon. In clinical 
terms it is truly a chronic condition that has
affected some participants for many years.
Building on participants’ accounts of the meaning
and causes of constipation, this chapter shows 
how the interpretation of normal bowel
movements and the beliefs around regular 
bowel movements have influenced the use of 
OTC laxatives and other remedies throughout 
the life-course experience of ‘constipation’. 
People in general, but particularly this generation
of older people, have staunch beliefs about their
bowel habits and have been strongly influenced by
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their families and social networks. Older
participants sought professional advice from a
variety of sources, including pharmacists, as well
as GPs and nurses. Self-management usually
continued even after treatments were being
prescribed by health professionals. But the
overriding feature of these accounts was the 

strong preferences that many older participants
had for specific prescribed laxatives, OTC
laxatives and other remedies. This suggests that
this group of patients is not in equipoise about
laxative use and helps to explain the difficulties
experienced in recruiting patients to the STOOL
trial.
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Overview
GP participants recognised the experience and use
of laxatives of their patients. There exists no clear
guidance on laxative prescription and GP
participants presented different patterns of
laxative prescription, often with strong personal
preferences. Participants prescribed the four main
types of laxatives (bulk-forming, stimulant,
osmotic and faecal softeners) for constipation, but
did not perceive these as closed categories and
often prescribed them in combination. Ispaghula
husk was the most widely prescribed. It was
perceived as acceptable to patients, effective,
inexpensive and ‘natural’. It was prescribed for
healthy bowel maintenance and long-term use.
Osmotic laxatives were widely prescribed, but not
perceived as suitable for long-term use; typically,
they were prescribed for constipation that had
been caused by opiate use. Osmotic laxatives were
prescribed less often, but some participants were
moving towards prescribing this class of laxative
more often. The emergence of new agents such as
Movicol may be changing participants’ preferences
for different laxatives.

In contrast to GPs, nurse participants’
management of constipation was not laxative
driven. They were more likely than GPs to treat
and prevent constipation using non-laxative
measures, including the provision of advice on
appropriate dietary changes, increasing fluid
intake, and, if possible, encouraging exercise and
mobility. The management goals were often to get
patients off laxatives; but if a laxative was required
then it appeared that the first choice for the vast
majority of nurses was Movicol.

GPs’ perspectives on the
management of constipation
Although lifestyle advice was an important part of
GP participants’ management armoury, it was the
prescribing of laxatives that dominated their
management of constipation. So what were GP
participants prescribing at the time of the
qualitative interviews (2002–2003)?

What laxatives did GPs prescribe?
During interviews, participants were shown lists of
laxatives that were allowed to be prescribed on the
NHS and were listed in the British National
Formulary (BNF). The lists shown to participants
were developed using the categories and laxatives
listed in the HTA Programme’s systematic review
of the effectiveness of laxatives and expanded in
Effective Health Care Bulletin.1,78 The developed
lists were not comprehensive and did not include
every available trade-name laxative. However, the
lists covered those that are commonly used and
were presented in four broad categories: bulk-
forming laxatives, stimulant laxatives, osmotic
laxatives and faecal softeners. Each category was
divided into subgroups of laxatives, with examples
given for each (Table 5).

GP participants were asked which laxatives they
prescribed for older people for constipation.
Certain laxatives were reported by participants to
be prescribed for anyone with constipation.
Fybogel and senna, for example, were widely 
used in all age groups. Certain laxatives were
targeted at specific groups: docusate was
mentioned by GP participants as being prescribed
more often to older people than to younger
adults, while co-danthramer and co-danthrusate
were largely reserved for people who were
terminally ill and those patients with cancer or on
morphine. In terms of intended length of use,
docusate sodium, Fybogel and lactulose were
perceived as safe and therefore suitable for long-
term maintenance and prevention of constipation,
while senna and stimulant laxatives were in
general seen as short-term solutions for resolving
acute episodes of constipation. Some GP
participants no longer prescribed the two listed
faecal softeners: liquid paraffin and Fletcher’s
arachis oil (enema).

Although all GP participants were familiar with
the main groups of laxatives presented to them on
the list (i.e. bulk, stimulant, osmotic and faecal
softeners), a few participants thought in terms of
‘bulk, stimulant and softeners’, rather than ‘bulk,
stimulant and osmotic’ (equating osmotic and
softeners).
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“I tend to think bulk laxatives, stimulant laxatives and
stool softeners, actually, and I suppose I would class
the osmotic in with the softeners.”

(GP 10)

It thus appeared that many GP participants did
not place laxatives in closed categories, but rather
acknowledged that one type of laxative could have
more than one property. For example, a bulk
laxative such Fybogel was perceived as a softening
as well as a bulking agent, while osmotic laxatives
were regarded as softening agents as well as
preparations that attracted water to the stool.
However, stimulant laxatives, with the exception of
docusate sodium, were regarded as having a more
narrow action; in other words, senna only
stimulated; it did not soften the stool.

The way in which GP participants talked about
laxatives highlights the way that they perceived
their properties.

“Many of them are already taking senna of some sort
and therefore I’d give them some sort of softening
agent and my first line of call would be lactulose. And
I would say ‘keep taking your senna for a few days
because the lactulose will take a week or two to go
into the system and through the system’.”

“I would be talking about Fybogel and often I would
use Fybogel as my bulking-softening agent.”

(GP 6)

“I seldom use softeners … I presume if we use the
osmotic ones or the Fybogel type or bulk-forming
agents, we will help some of the problem.”

(GP 5)

Experience of prescribing bulk-forming laxatives
All GP participants reported that they would
prescribe ispaghula husk, and a number
commented that they would only prescribe
ispaghula husk from those listed on the bulk-
forming list. This preparation was prescribed
either generically or specifically as Fybogel, which
was the most commonly prescribed ispaghula husk
branded preparation. Indeed, even when
prescribed generically, an ispaghula husk
preparation may well be dispensed by the
pharmacist as Fybogel. Isogel and Regulan were
mentioned less frequently, and Konsyl was not
mentioned at all.

“I prescribe Fybogel, Regulan, Celevac, Normacol, but
I think in that sort of order.”

(GP 13)

“The only one I would prescribe out of that lot (bulk
laxative list) is basically Fybogel, and I would often
give it as ispaghula husk, and so some people do get
Isogel and Regulan, but in fact that would
automatically change to ispaghula husk under our
computer system.”

(GP 6)

“Fybogel, that’s the only one out of that … ispaghula
husk, the generic really.”

(GP 5)

“It depends on what the chemist actually gives for
these, I think most of them probably get Fybogel.” 

(GP 4)

Methylcellulose was not commonly prescribed, but
when it was used it tended to be prescribed as the
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TABLE 5 Laxatives prescribed on the NHS

Bulk-forming laxatives Stimulant laxatives Osmotic laxatives Faecal softeners

Bran Bisacodyl Lactitol Arachis oil
Trifyba® Bisacodyl tablet Lactitol Paraffin
Ispaghula husk Bisacodyl suppository Lactulose
Fybogel® Dantron (danthron) Lactulose
Konsyl® Co-danthramer Macrogols
Isogel® Co-danthrusate Movicol®

Regulan® Docusate sodium Magnesium salts
Methylcellulose Dioctyl® Magnesium hydroxide mixture BP
Celevac® Docusol® Phosphates (rectal)
Sterculia Fletchers’ Enemette® Carbalax®

Normacol® Norgalax micro-enema® Fleet® ready-to-use enema
Normacol Plus® Glycerol Fletchers’ phosphate enema®

Glycerol suppositories BP Sodium citrate (rectal)
Senna Micolette micro-enema®

Senna Micralax micro-enema®

Manevac® Relaxit micro-enema®

Senokot® Sorbitol
Sodium picosulphate Epsom salts
Sodium picosulfate
Dulco-lax®



branded Celevac. Two GPs mentioned prescribing
sterculia (both as the branded Normacol), but
even then this was described as “fairly rare” or
placed at the bottom of a list. None of the GP
participants said that they prescribed bran. One
participant suggested that his not doing so was
linked to his own dislike of bran.

“I tend not to use the bran ones unless people 
have come wanting that, erm and I can’t really say
why, it’s probably because I’m not fond of bran
myself, I don’t think I’d be fond of any of these
frankly [laughs], but, er, I don’t actually prescribe the
bran ones.”

(GP 4)

Experience of prescribing stimulant laxatives
Stimulant laxatives were prescribed by all GP
participants, but a number of comments made
indicated that they preferred to use them for short
periods only, as it was felt that longer term use of
stimulants could cause problems. For example,
one participant explained that over time the dose
of senna needs increasing to maintain the same
results. Another was concerned about “bowel
habituation” and others spoke more generally
about “the potential problems of long-term
stimulant laxative use”.

“I dislike people on stimulants long term and I think
from the co-danthrusate of 10 years ago where people
almost got physically addicted to them, that their
bowels wouldn’t move without a stimulant and
therefore I very much try and keep senna as
something, and even if they are on it long term, they
use it intermittently and that they use their bulking
agent as the method to move things forward.”

(GP 6)

“If it’s possible to avoid stimulant laxatives then it
may prevent people going on getting sort of bowel
lethargy and having problems there.”

(GP 4)

Senna was prescribed by all GP participants,
although it was highlighted that, ideally, they
preferred people not to be on senna long term.
Two mentioned using senna for acute constipation
as it was felt to be quick acting. It was also
acknowledged that some people were on senna
longer term (e.g. those taking co-codomol), even
though this was not an ideal situation.

“I mean, every time they stop and they run into
problems then you have to use it regularly.”

(GP 5)

One participant commented that when he does
prescribe senna for longer term use he prefers his

patients to use it on an ‘as needed’ basis rather
than continually. Under such circumstances senna
may be prescribed alongside another laxative that
is to be used continually.

Docusate sodium was frequently prescribed. Co-
danthramer and co-danthrusate were frequently
described as laxatives used with terminally ill
people, those with cancer or those taking
morphine. Bisacodyl and Manevac appear to be
prescribed less frequently than senna, docusate
sodium and co-dathramer.

“Right, the docusate we prescribe now … the senna we
prescribe and as I say we will have a handful on 
co-danthramer, that is nearly always after secondary
care, ehm, literally I think you’d be talking about five
or six people in the practice. I think you would find
the greatest proportion was senna. I would think that
the next greatest proportion would be docusate and
while there might be a tiny proportion on the others,
this is purely we are talking about the elderly aren’t
we? … Then I can’t think that there is anybody on the
others.”

(GP 6)

“I mean, in cancer patients we would, we would often
use co-danthrusate … I could, yeah, I could sometimes
use co-dathramer and occasionally bisacodyl. Again, it
would depend on what had gone before, what had
proved effective. Glycerol suppositories, but senna
would come top and then these others would come
less frequent.”

(GP 13)

“[Senna]. I use docusate fairly frequently, I use co-
dathramer and co-danthrusate in terminal illness,
ehm, I think that is probably it really.”

(GP 10)

Although still used occasionally, the Enemette and
micro-enemas were mentioned less frequently.
Sodium picosulphate was regarded as a ‘bowel
prep’ and was not prescribed as a laxative, but
rather as a preparation used in hospitals or to
prepare for going into hospital for an examination
of the colon.

Experience of prescribing osmotic laxatives
From the presented list, all GP participants
reported prescribing lactulose. It was typically
regarded as a safe but not particularly good
laxative, and changing patterns in its use over
time were noted, as discussed below. Movicol was
increasingly being prescribed by some
participants, but rarely used by others. Only one
participant mentioned magnesium salts, and he
would suggest to patients that they buy this as an
OTC medication rather than prescribe it. Microlax
was the most frequently mentioned of the enemas,
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although phosphate enemas, specifically Fletcher’s
enema, were also mentioned.

The decline of lactulose and the rise of Movicol
As already noted, all GP participants mentioned
prescribing lactulose, but only two participants
reported continuing to prescribe lactulose over
time, without mentioning any change in that time.

“Again, it has a long-standing record of
acceptability … to patients … many of their mates have
been on it, or friends, family, God knows what, it’s
part of the culture.”

(GP 5)

However, the majority of GP participants reported
prescribing less lactulose than they had done in
the past; this trend was observed across all
practices participating in the study. There was an
overall sense that lactulose was declining as the
most prescribed osmotic laxative, although it was
still used and prescribed if people wanted it or
had it before. The reasons given for prescribing
less lactulose than in the past included the
following.

● Lactulose was no longer considered as effective
as it once was.

● Lactulose was regarded as a very expensive
laxative. Senna was described as ‘pennies’, while
lactulose was described as ‘pounds’ for the
benefit achieved.

● Lactulose was no longer on practice formularies
(mainly due to cost).

● Hospitals did not use it (except for pregnant
women), so very few people were discharged
from hospital on it.

● Movicol was regarded as more effective than
lactulose (at least according to nurses).

● Research publications say that it is not very
good.

Among the osmotic laxatives, it was reported that
Movicol was increasingly being prescribed.
However, this trend appears to be happening in
only two of the practices participating in the
qualitative study, with the other two reducing their
use of lactulose but not increasing their use of
Movicol.

The trend towards Movicol was identified by GP
participants as a nurse-led initiative, particularly,
but not exclusively, by those participants who were
increasingly prescribing Movicol. However, none
of the GPs had a sense of whether or not it was
effective, as it was perceived as a relatively new
laxative and not one that they had a great deal of

experience working with. There was some cynicism
among GP participants that the nurses may have
been influenced by pharmaceutical
representatives, but GP participants nonetheless
appeared to cooperate with the nurses’ requests to
prescribe Movicol.

“I have used the Movicol a few times, but I’ve only
used it a few times, I haven’t really got a good grip on
how good it is.”

(GP 4)

“I use lactulose less frequently now and Movicol I am
using a little bit more of … lactulose is no longer on
our practice formulary mainly because of cost,
Movicol is something I’m being asked to prescribe
more by the district nurses, although it’s not
something that, you know, I’ve got much experience
of myself.”

(GP 10)

“Talking about nursing practice, what’s in favour at
the moment, it’s quite interesting, is Movicol. I think
the reps have been out in force, they’ve hit the nurses
so I think we’re now prescribing. I mean it will be
quite interesting to look at the evidence base for that
… oh this patient needs Movicol, you know, it moves
mountains [laughs].”

(GP 13)

“I mean the only one we would prescribe there by
right, there is a change here, we would prescribe
lactulose. But our nurses would prescribe Movicol.
And we are therefore now prescribing Movicol and
that is a nurse-led initiative … and that’s a recent
innovation … they claim that it is better than lactulose
and that it is – the patients can titrate it better. I
mean I am not convinced, I mean if you want me to
be cynical, it perhaps that the drug reps have a good
chat with them [laughs].”

(GP 6)

Enemas
Some GP participants regarded enemas more as
the domain of district nurses, rather than of
doctors. Enemas were also used occasionally as
treatment for acute episodes of constipation and
were typically described as ‘one-off ’ treatments,
rather than a regular way of managing
constipation.

“I tend to pass it [enemas] on to the nurse, ‘cause you
usually haven’t got it with you at the time so, what you
tend to do, it’s usually on house call, write a
prescription, the family goes and gets the prescription
and then the nurse will go and give them.”

(GP 4)

“A lot of the enemas I have had experience with have
been through the district nurses, but when I do
prescribe them it’s usually because I have been asked
to prescribe a specific agent, so I’ve used, er,
Fletcher’s enema and phosphate enemas and
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Microlax, but it’s not something I take the initiative to
prescribe usually.”

(GP 10)

“And so the Microlax I would carry in my bag, if I got
to a situation where somebody was completely chock-
a-block I would be – I’m told by the nurses I’ve got to
have that in my bag, so that they don’t have to come
out after me [laughs].

(GP 13)

“The Microlax micro-enemas are prescribed on a one-
off basis, very, very occasionally for somebody … and
some of these like the Fletcher’s enemas that the
nurses may use, but in an acute situation, really
postoperative, something like that, they would not be
used as a routine.”

(GP 6)

GPs’ perspectives on older patients’
preferences
GP participants were asked whether older people
had a preference for a certain laxative. The
majority of participants expressed the view that
older people do indeed have a preference for a
certain laxative, while others believed that older
people have no particular preferences. Answers
were often qualified.

Older people have a preference
There was no consistency of opinion among GPs
regarding their perceptions of patient preferences
among older people. No single laxative was
identified as being preferred by older people, but
participants who perceived a preference did
provide reasons as to why they thought that older
people preferred the specific laxative they
suggested. Senna was seen to be preferred by
some patients as it was believed by those patients
to be effective, providing ‘a good clean-out’ and
having immediate results.

“Older people like stimulants best because they work,
they are little and therefore easy to take. Stimulant
laxatives also work quicker than lactulose and
Fybogel, but not massively different.”

(GP 5)

It was generally perceived that patients preferred
laxatives in tablet form.

“I think they prefer a tablet rather than having to mix
up a drink that goes all gloopy.”

(GP 10)

Others perceived that lactulose was preferred by
patients because it was easy to take, had no
unhelpful side-effects and because these patients
had been influenced by their friends. Similarly, a
patient preference for Fybogel was reported by

another GP participant who felt that some of the
older people were influenced by informal
networks and the local chemist.

Although most participants felt that patients had
preferences, two GP participants felt that any such
preferences were dictated largely by external
factors and that these factors change over time.
For example, people might, at a given time,
express a preference for a laxative with which they
are familiar because they have had it before and
have found it effective. However, their familiarity
is based on what the GP has previously prescribed
for them; as practice prescribing habits change
over time, preferences may follow accordingly. For
example, the pharmaceutical advisor will influence
what a GP prescribes and this will, in turn,
influence what a person becomes familiar with. It
was also acknowledged (as already noted above)
that pharmacists can influence people’s
preferences: they can recommend or stock certain
laxatives with which people then become
increasingly familiar (through OTC purchases and
through supply of a particular branded product in
filling a prescription), and these familiar products
are then requested more frequently. Informal
networks of family and friends and advertising
also play a part in the process of increasing public
knowledge about certain laxatives. Hence,
preferences that people express are dynamic and
shaped by a complex network of external factors.

“I think personally it depends on our prescribing
habits in the practice. If we use a lot of bulk-forming
agents they come back and ask for it because
somebody’s used it before, prescribed before and they
use it and they find it works alright. They might use it
on [an] infrequent basis, and equally if we use a lot of
stimulants they would probably come back for a
similar thing. So very often, actually, influenced by us.
Secondly, influenced by the pharmacist, where they
buy over-the-counter medications. They find certain
thing work, they come back, ask for a similar thing
again … . Actually, the prescribing, really it’s written
by a pharmaceutical adviser. When we change people
from lactulose to Fybogel, they are happy with
Fybogel. So maybe [they] equally work, all these
things, yeah.”

(GP 5)

“Yes, I mean some people come and they want
something either ’cause they’ve had it before and
know it works or they prefer to take it, I mean some
people don’t like granules, some people prefer to
have a medicine or a tablet or, you know, so I mean
there’s definitely preference, yeah … . I think it moves
on, I think there was a definite spell and it’s difficult
to say when it was … certainly 15–20 years ago or up
until reasonably recently we were prescribing lots of
lactulose, it was popular … and prior to that it was
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liquid paraffin emulsion which lots of people had and
nobody, I mean we don’t prescribe it very much at all
now, in fact my last patient who was a frequent
consumer of it died aged eighty-something, she used
to have a litre a month when I first met her in 1975.
So I think I mean there’s definite both patient
favourites and the sort of thing that trip off doctors’
pens favourites, and the two often, and advertising I
think works as well so I think that, er, you know, if
something seems to be effective then people say I’ve
had that from the doctor, other people buy it from
the chemists.”

(GP 4)

One GP participant felt that there was no
overriding group preference identifiable, but
rather the category of ‘older people’ was made up
of individuals with individual preferences.

“I think it’s … no I think it’s very individual that. I
think you can see the same ‘person’ as three different
people and get three different answers, in that one is
buying senna from the chemist, one is very happy to
take one glass of Fybogel orange each day and one
likes their lactulose, and I’m not convinced that there
is a group preference, I think it’s about an individual
preference.”

(GP 6)

Older people have no preference
A few GP participants felt that older people did
not have any particular preference. One
participant described people as being “passive”
and prepared to go along with the preference of
the GP.

“On the whole, there’s a proportion who have no
preference, and then you’ve got some people with
some very odd views.”

(GP 5)

It would appear from these data that GP
participants have not identified one overriding
preference that older people express. Rather, the
GPs’ perceptions of patient preferences are that
these are varied or are individualised. Preferences
change over time and are influenced by what
happens within general practices. There is a flow
of information among GPs, patients, nurses,
pharmacists and significant others in different
directions, all of which influence people’s
preferences.

Rationale for prescribing one laxative
over another
GP participants were asked about their rationale
for their choices of laxatives. Their responses
suggested that their choice would often depend on
the circumstances of individual patients. For

example, stimulants might be regarded as
unsuitable for someone with constipation and
bowel ischaemia, or Fybogel may be seen as useful
for someone with constipation and diverticular
disease. However, in the interviews the researchers
sought to move beyond the scenarios where the
choice of laxative was clear-cut and tried to
unravel why participants preferred particular
laxatives over others, and the factors that affected
their decision-making process.

There are no national guidelines for the use of
laxatives with older people, although it was
mentioned that in paediatrics there is a suggested
route to take when managing the condition, moving
along in a ‘logical’ way from one laxative or strategy
to another. However, among the GP participants it
was more a case of participants using what they
were familiar with and adding in a co-treatment or
changing a laxative as the results suggested.

Initially, all the GP participants offered reasons for
their choice of treatment. However, some
commented that there was really no particular
reason as to why they chose what they did, or
commented that, on reflection, perhaps they
ought to use other laxatives more often than they
did currently.

“There should be a logic, I suspect there isn’t … it’s
just what I decide. I don’t have an academic reason
why I do it.”

(GP 6)

“[Fybogel] probably should be [used as first line
treatment] more than it is, to be honest. Yeah, I think
I probably under-prescribe bulk laxatives, yeah,
probably I think I should be using that more of a first
line than I do.”

(GP 10)

One participant suggested that some of his GP
colleagues may feel ‘threatened’ by an interview
which asked about how constipation was managed.

“Sometimes people feel threatened in a way if they
don’t have any structures, just do anything they like
and everyday it changes. It’s very difficult. But that’s
what you want to find out.”

(GP 5)

The reasons offered by participants for the choices
of specific laxatives included:

● external pressures on GPs to prescribe
particular laxatives

● personal preference of individual GPs
● GPs’ beliefs about the qualities and properties

of laxatives, which cause them to regard some
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laxatives as more suitable for prescribing than
others in particular circumstances.

External pressures to prescribe particular
laxatives
Patient preference
GP participants had experience of patients coming
and requesting certain laxatives. As already
discussed, they felt that patients were influenced
by their own informal networks (family, friends) as
well as advertising and recommendations by local
pharmacists. Participants commented that they
may prescribe what a patient requests if there is no
valid reason for not doing so. This stems from a
belief that a patient will be more likely to use a
preparation that they have requested. Better
adherence can mean a more successfully managed
patient and, in turn, fewer repeat consultations.

“If it was working, yes, and I satisfied myself on the
history that there wasn’t anything else going on … just
because if it’s working it’s, you know, they’re happy
and I’m happy, one consultation rather than two or
three.”

(GP 4)

Similarly, if a patient requested a bulk laxative,
these were regarded by some participants as little
more than a dietary-fibre supplement and
therefore ‘harmless’; for that reason, the GP was
likely to acquiesce with the request and prescribe a
bulk laxative.

However, GP participants did comment that, if
they did not agree that a patient was constipated
and in need of a laxative, they would try to
reassure the patient that their current bowel
pattern was within a ‘normal range’, rather then
prescribe a laxative. Diet and lifestyle advice might
be offered at this stage. However, as one
participant said, if a patient continued to insist
that they wanted a laxative then he would just
prescribe a bulk-forming preparation.

“Sometimes when you explain to them they are
alright, if they insist then we will probably use bulk-
forming agents because it comes to no harm … .
Usually they are alright after you take a proper
history and examine them – if you didn’t look at them
they wouldn’t be satisfied … when you talk to them
you can judge whether the person actually will take
your advice, if not, if they insist then we just give it to
them.”

(GP 5)

Finally, GP participants also mentioned that a
patient may come and request a laxative that they
are already buying as an OTC medication but are

finding costly. If a patient is entitled to a free
prescription under the NHS (currently all those
aged 60 and over, and some other categories of
patient are exempt from prescription charges), the
GP may agree to prescribe the medication.

“If people ask for it, I mean sometimes people have
bought them over the counter and said, ‘you know,
have you any of this, this is great, keeps me regular,
but, you know, it’s costing me a lot of money, I’m
entitled to free prescriptions’, so I just give it to them.”

(GP 4)

Prescription formularies
During the course of the interviews, some GP
participants mentioned that their particular
practices had pharmaceutical advisors whose role
was to review and if necessary recommend changes
in what the doctors prescribed. Advisors’
recommendations may be influenced by research
findings (e.g. effectiveness, potential side-effects),
by cost considerations or by the marketing of a
new drug. They would then make
recommendations to the practice about which
drugs should be given precedence and these
recommendations may be written into guidelines
for doctors to follow or incorporated into a
practice formulary.

Some, but not all practices, appeared to have their
own formularies. One participant spoke of having
a ‘very loose’ practice formulary and another
stated that their practice now had a personal
medical services (PMS) formulary which had
replaced the practice one. Participants spoke of
local formularies, district formularies, central
formularies and area formularies. However, it was
sometimes difficult to establish exactly which sort
of formularies influenced each practice.

“What I tend to do is I use the BNF, and any, you
know, sort of guidance there is and we have a
formulary for the area now which fits really most of
what you need … well we have a practice formulary
and, it’s slightly complicated, we’ve had a practice
formulary from about 1985 and it’s a sort of picking
list on the computer now. Now that everywhere has
produced sort of area forms, we’ve got a PMS
formulary, we decided it would be silly to continue to
do our specific practice one. So we’ve now gone on to
having the PMS formularies as the picking list on the
computer, but we apply, if you like, our own formulary
for specific conditions, erm, just on what we agree to
use out of what’s there. We haven’t got anything
specific for that on laxatives, we just use this one.”

(GP 4)

Hence, GPs at any particular practice will have a
number of laxatives that they are able to prescribe.

Health Technology Assessment 2008; Vol. 12: No. 13

65

© Queen’s Printer and Controller of HMSO 2008. All rights reserved.



However, there were comments from participants
that laxatives are not an area that pharmaceutical
advisors tended to address very frequently, if at all. 

Cost considerations also played a part in what
laxatives were prescribed. One comment was made
that the advice given by the pharmaceutical
advisor on what laxatives to prescribe is based
entirely on cost. A participant at a dispensing
practice commented that they had to be cost-
effective and tended therefore to prescribe what
they stocked in the dispensary.

The following quotations help to illuminate some
of the external influences on GPs’ decision-
making.

“We tend to depend a lot actually on the Fybogel type
of bulk-forming agents. Reason was because a few
years ago the pharmaceutical advisor was saying
lactulose was expensive so we started it around … .
There’s no guidance recently on prescribing laxatives.
That was 6 or 7 years ago, when the old one, the
pharmaceutical advisor, he was interested more in cost
than clinical effectiveness. He’d just say, ‘oh, lactulose
is costing too much money, can you swap to this?’ and
recently there’s been no guidance at all, the guidance
is on other drugs.”

(GP 5)

“It’s [lactulose is] safe, without any big problems, but I
think I’ve picked up from our guidelines that we’ve
had sort of locally for about 3 years now that it’s not
very effective … there has been a move in the last 3 or
4 years in relationship to the guidelines, in
relationship also to the nursing practice, because
nurses make prescribing decisions which the doctors
appear to be taking responsibility for, but it’s the
nurses that are doing this – they are out in the
district, they are suggesting treatments, and in
whatever influences them from their evidence-based
perspective, lactulose is regarded as not friendly any
more. And that has therefore influenced the doctors.
So if you take these two things – the prescribing guide
that is sort of written for doctors, by doctors, and then
the change in nursing practice – you’re getting a
message quite clearly that it’s much lower down the
order.”

(GP 13)

“Like most formulary decisions we have regular
meetings about our formulary and we talk about
things and we, you know, like everybody was quite
happy that what we needed was a bulking agent and
that there is not much advantage in any of the others,
and that therefore we would use the simplest
ispaghula husk.”

(GP 6)

“Lactulose is no longer on our practice formulary,
mainly because of cost.”

(GP 10)

“I mean, we are a dispensing practice so all
dispensing practices have to be fairly cost-effective,
and therefore we limit what we dispense, and
therefore what we prescribe because of the limitations
of the business, so you know, Fybogel is what we keep
on the shelves, and when you do that you tend then
to do it for your prescribing patients as well.”

(GP 13)

GP participants from two of the four practices
reported that their practice never entertained
pharmaceutical company representatives and so
could not be influenced by their promotions.
Participants from the other two practices
commented that it was the nurses who saw
pharmaceutical company representatives. They
commented that the nurses were influenced by
them and they felt that the influence of
pharmaceutical representatives was behind the
nurses’ endorsement of Movicol, discussed above.

Hospital discharge
When a patient is referred to hospital for follow-
up investigation about their constipation, or when
a person is discharged from hospital, they may be
given a prescription of a laxative. In these
circumstances, GP participants tended to continue
to prescribe the laxative prescribed by the
hospital.

“There’s two things that have happened here. One, it
[Fybogel] is now the recommended thing in [district’s]
formulary and that has influenced me. Secondly, the
hospital seems to be using it a great deal, so quite a
few patients are coming out on it.”

(GP 6)

“If you send someone for an investigation or
whatever, the consultant or the operating doctor
who’s done the test might recommend something.”

(GP 4)

Practice and community nurses
As reported above, the use of Movicol in some
practices is a nurse-led initiative that is reported to
influence practice prescribing patterns. Nurses are
also involved in the administering of enemas
prescribed by the GPs. However, when visiting
people in the community, nurses may also identify
a patient as requiring a laxative and request the
GP to prescribe a certain medication.

Personal preference of individual GPs
It would appear that GP participants had used
certain laxatives for many years and felt
comfortable prescribing them. Often they were the
laxatives that they had experienced using during
their medical training and they continued to use
them in general practice.
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“Just familiarity really … . I think probably it
originated in my old training practice when I was
training probably; I think I’ve just carried on.”

(GP 4)

“I think it probably is in the practice formulary, but
it’s mainly just habit … just going back to as long as I
have been prescribing really, it’s the only bulk laxative
I’ve ever really used … it certainly goes back to house
officer days.”

(GP 10)

“Well it’s in our local formulary and again it’s in the
formulary and it’s habit. I mean that is something
that I’ve grown up with – Fybogel or the generic
equivalent.”

(GP 13)

“I think they are fairly standard treatments and that
goes well back into hospital training and before.”

(GP 5)

Occasionally, participants’ own opinions on
whether a laxative is perceived to be palatable
comes into play. As reported above, one
participant did not prescribe bran-based laxatives
owing to his own dislike of bran.

GP participants also considered whether older
people would find a laxative palatable and
acceptable. When referring to Fybogel, some
participants described it as being much like a
dietary supplement of bran: it was deemed
‘natural’. One participant also felt that older
people would regard senna as ‘natural’.

“It’s [senna is] well known to patients, patients
perceive it as being a natural remedy because it’s been
marketed that way and it goes way, way back. It’s
acceptable to patients and it’s cheap. It works and it’s
acceptable so it fulfils all the categories for good
medication.”

(GP 5)

Participants felt that some laxatives may be more
appealing to patients than others and that this, in
turn, may affect how well they adhere to the
suggested treatment. A factor mentioned by several
GP participants was how easy a laxative is to use.
Taking a tablet or a spoonful of lactulose might be
easier to manage than having to open and mix
sachets of Fybogel or Movicol. A drink may be
seen as more palatable than having to swallow one
or more spoonful or granules (e.g. Normacol).

“If I’m honest, my first choice is lactulose. I think it’s
a very effective agent. I think people find it relatively
acceptable to use and so on. And I think it’s very
nicely titratable, so they can take more or less as they
need to.”

(GP 6)

“Manevac I seldom use it, it’s actually loads of
granules – because sometimes people are frightened,
there’s a whole spoonful of granules needed to put in
the mouth.”

(GP 5)

In addition to how easily a laxative can be taken,
GP participants considered potential side-effects
of the laxatives they used. As mentioned
previously, there was some concern over using
senna long term. One participant noted that
lactulose is known for causing wind, and for a
patient who was already suffering from wind or
who found that lactulose caused wind, Fybogel
would be suggested as an alternative.

When compared to alternatives, the GP
participants’ avowed preference is typically
favoured because it is perceived as having certain
qualities which the GP regards as appropriate to
the situation. The stimulant laxatives in general,
and senna in particular, were identified as being
less suitable for long-term use. They were linked
by participants to the need for an ever-increasing
dose to promote the same effect, and to risks of
megacolon, bowel lethargy, cramps, and the
possibility of addiction and abuse. However,
despite these reservations, senna was still a widely
used laxative. Nonetheless, one participant who
chose to prescribe Fybogel or lactulose compared
these to senna and commented that the former
preparations were ‘safer’.

Routine management of constipation
In the interviews, participants were presented with
a number of case scenarios and asked to consider
how they might routinely deal with such cases.
The first scenario was designed to investigate how
GPs initially managed constipation in a patient for
whom this was a new (incident) condition, in that
they had not consulted about this before.

“A 65-year-old female patient comes to see you,
complaining that she is constipated. She has not
consulted about this before and has no other major
health problems. What might you do in such a case?”

GPs were also given the same scenario featuring a
45- and an 85-year-old female patient and again
asked how they would manage it. (These scenarios
were also included in the nurse focus-group
interviews.)

Managing a 65-year-old patient
The processes that participants described in
response to this first scenario shared many
similarities. For example, there was a concern to
rule out sinister causes; this dictated a need to
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establish how long the constipation had been
going on for, and highlighted the importance of a
physical examination of the patient by abdominal
and rectal examination. However, there were other
actions that were not mentioned consistently by
participants, but rather were mentioned by two or
three GPs only. These included, for example,
looking at a patient’s medication for constipating
effects and performing blood tests. However,
although looking for agents that have constipating
effects and performing blood tests were not
mentioned consistently in response to this
question, this does not mean that the GPs who did
not mention these things did not do them; they
might simply have omitted to mention them
under the interview conditions. Regardless of this,
what the data describe is the process that GPs go
through when faced with managing a constipated
patient and the importance that they attach to
certain aspects of this process.

The range of factors that can be identified from
participants’ accounts of the process of dealing
with a 65-year-old woman presenting with
constipation consists of:

● taking a detailed patient history
● considering whether the ‘constipation’ a person

presents with constitutes a change in bowel
habit (see below); such an assessment requires a
consideration of a number of other factors in
this list

● giving consideration to the duration of the
problem

● establishing whether the change experienced
was sudden or recent or whether it had been
building up gradually over a long period,
sometimes years

● searching for triggers as to the cause of the
constipation

● considering the general health of the patient
● considering the role other medications may be

playing in the constipation (prescribed, but also
OTC medications)

● considering the patient’s appetite and diet
● considering the patient’s mobility
● considering whether other gastrointestinal

problems exist
● performing physical examinations, both

abdominal and rectal
● performing blood tests to check for thyroid

function, and faecal-occult blood tests
● looking for ‘red flags’ which may suggest sinister

causes, including weight loss and bleeding
● ruling out sinister causes by further

investigations including (possibly) hospital-
based tests

● discussing treatment options (e.g. diet and
lifestyle changes and prescribing laxatives)

● acknowledging that this process of ruling out
sinister causes and establishing treatment
process takes time and will involve repeat
consultations.

It is clearly evident that these categories are not
mutually exclusive; while one participant may
mention the importance of considering a patient’s
general health and another may describe looking
for any signs that his or her appetite had
diminished, in doing so both are collecting
background information. Indeed, ‘taking a
patient’s history’, which was mentioned by all but
one participant, may well include a consideration
of a multiplicity of the above factors.

Managing an 85-year-old patient
GP participants were offered the same scenario,
but for a woman of 85, rather than 65.
Participants’ accounts suggested that the process
that GPs would go through when presented with
an 85-year-old patient would be the same as that
for a 65-year-old, and that age itself would not
make a difference to the way that they would
manage the situation. The same type of
investigation and questioning would be carried out
to establish the cause and whether there was a
change in bowel habit. One participant
commented that bowel function may be slower
within this older age group, but nonetheless his
way of managing the situation would be the same.
Another made the point that, although a person
may be 85 years of age chronologically, they may
be the same as a 70-year-old biologically and
therefore should be treated the same.

“I think broadly my management would be the same
– I mean there may be individual patient
characteristics that would make you either more or
less likely to investigate them thoroughly, but broadly
speaking, if everything was otherwise identical apart
from age, then I would treat them the same.”

(GP 10)

“I think if there was no other difference but age then
I would just deal with it exactly the same, erm,
allowing for that you know that bowel function will
tend to be slower with age, but nonetheless if it’s
somebody who is presenting exactly the same thing, I
don’t think I would do anything differently. If it’s
somebody who is much older and has different, you
know, other illnesses of which I know, or there are
other actors involved, then I might well take those
into account – but not specifically the age.”

(GP 4)

“Again, depending on the scenario I would still think,
well, that’s a change in bowel habit, but if I can
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explain it by a variety of things, I would be less
anxious. If the person was ambulant and getting
around OK, but there wasn’t a lot of other
medication, I would treat them rather like a 65-year-
old. Because we get a lot of 85-year-olds through the
door here, independent, perfectly fit. Chronologically
they are 85 but biologically they are 70, so I would
treat them very much the same way. It depends on
how much I can reduce my personal anxiety.”

(GP 13)

Thus, in terms of treatment, the majority of GP
participants would treat constipation in the same
way, although two did point out some things that
they may do differently. One felt that he would be
less inclined to push dietary advice, seeing older
people as less likely to change their eating habits.

“I don’t think dietary advice is going to make that
much, they’re going to be so much further set, I don’t
think it would change that much.”

(GP 5)

Another commented that what he would prescribe
depended on the circumstances of the older
person; for example, a spoonful of medicine such
as lactulose may be easier for someone living
alone to take, rather than a sachet that required
opening and mixing, and therefore required
greater dexterity.

Two participants commented that people of an
older age who were in nursing homes were less
likely to cause anxiety to GPs. First, the causes of
constipation in a nursing home may be more
obvious: less mobility, “the diet is sort of quite iffy”
or patients may be on an increased number of
drugs. Secondly, those living in nursing homes are
given their drugs by the staff and therefore the
staff would be responsible for mixing sachets, so
these preparations could be used.

Managing a 45-year-old patient
The majority of GP participants reported that
their anxiety about there being something sinister
was reduced in this younger age group. However,
one GP felt that constipation in anyone over 40
raised suspicions. Initial questioning would follow
the same process as for a 65-year-old in trying to
identify a cause of the constipation and its
duration, and then assessing whether there were
any ‘red flags’ present that would increase
concern.

Differences were apparent in how some
participants might manage a 45-year-old as
opposed to a 65-year-old patient. Dietary advice
would be given more emphasis in this age group.

Some participants appeared more able to take
time in deciding whether to prescribe or
investigate the complaint, and may choose to give
dietary and exercise advice and then review the
patient again at a later date. However, if after
review, there was no progress they may choose to
investigate further. One GP participant explicitly
stated that he was less comfortable prescribing
laxatives in a younger age group in case the
patient ended up on them long term.

“I would be less likely to refer for investigation in the
initial stage if they were younger, just because the
likelihood of it being anything serious is less.”

(GP 10)

“I think my instinctive anxieties are sort of reduced at
that age because the chances of there being
something pathological I think are probably smaller. 
I think they are not nil, but they are smaller. 
However, people just don’t get constipated, I don’t
think, so what is it that’s a factor? – and if it’s
explainable, fine. If it’s not explainable and it’s out 
of the blue I’d probably want to review them. I 
might not do investigations, I probably just want to
review them with some advice about diet, exercise,
over-the-counter stuff and further down the line, 
if we weren’t getting any progress then I would 
think about possibly doing similar sorts of
investigations.”

(GP 13)

Constipation and changes in bowel
habits
GP participants were concerned to distinguish
between ‘constipation’ and ‘a change in bowel
habit’. A change in bowel habit could mean a
change to increased frequency or decreased
frequency, or indeed any change, such as
alternating constipation and diarrhoea. A change
in bowel habit could be indicative of something
more sinister and therefore warranted further
investigation. However, deciding when a bowel
habit had changed was not straightforward.
Constipation was regarded by the GP participants
as being a symptom, rather than an illness. At
times, participants struggled to explain how they
made the distinction between diagnosing
presenting symptoms as ‘constipation’ or ‘a change
in bowel habit’. Indeed, constipation is a point on
the continuum of ‘a change in bowel habit’.

The following considerations were mentioned by
GP participants when they were deciding whether
a patient’s symptoms constituted a change in
bowel habit or constipation. However, it is the
combination of these factors, their severity and the
context in which they appear that gives them
meaning.
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● Reduced frequency of passing a stool, outside
the range of what is considered normal for the
patient.

● A change that had not occurred previously, and
is therefore a new change for that individual.

● The duration of the constipation: had it lasted
for only a few days, or a few weeks? If the
change had persisted over a number of weeks,
then this was more indicative of a change in
bowel habit. If someone reported that they
passed stools infrequently but this pattern had
persisted for years already, then a GP may
decide not to investigate, as it was not classed as
a ‘change’.

● The presence of ‘red flag’ or ‘alarm’ symptoms
such as bleeding or weight loss accompanying
the constipation was regarded as warranting
further investigation.

● Sudden-onset constipation where someone
became acutely constipated could be indicative
of a blockage and require further investigation.
However, it could have a less sinister cause, such
as a dietary or lifestyle change.

● Participants remarked that it is therefore
important to try to establish the cause of the
constipation, for example change of
medication, diet or lifestyle. When there is no
obvious cause, suspicions are heightened.

The following quotations illustrate the process that
participants go through to make the distinction
between constipation and change in bowel habit.

“Right, I think the first thing is that if this a change
in bowel habit and you treat it, not really as
constipation but as a change in bowel habit, and as
change in bowel habit you have to first rule out any
significant cause, i.e. cancer of the colon, as a cause
for this change in bowel habit which, so there is this
care that needs to be taken, in not just seeing it, as I
say, because constipation is a symptom not an illness.
And to rule out the, any more significant illness, so it
needs a full abdominal examination, it needs a rectal
examination. If there is further cause for concern it
may need investigation by the unit at the local
hospital, and who, and so on. But it may well be that
with a slower change to a slower bowel action and a
firmer bowel action over a period of time with
nothing to find on examination and so on – that
therefore one would treat it as constipation … . I don’t
know, there are some factors that make, that I
somehow allow myself to think I am going to treat
this as constipation, not as a change in bowel habit. I
think it may well be, I think it is to do with past
history, even a woman in her sixties, you know, if she’s
has had no previous history of constipation that
you’ve got to look for the cause, and I would look for
the cause before all else. If, however, she is somebody
who came in and said, ‘I often get like this – 2 or

3 years ago I was like this’, I would be less
concerned.”

(GP 6)

“Yes, if she’s come in because, if she’d say, right,
‘normally doctor I go the toilet every second day, but
for the last few months I’ve only been going once a
week’ [right] or it’s harder, then I would want to
investigate that, but if she’d come to see me with
constipation, say, say if she’d come to see me about
something else or medication and she brought this
up, so actually that bowel habit had been the same for
5 or 10 years I wouldn’t investigate then.”

(GP 4)

“Well, the constipation may be a change in bowel
habit, but if it’s an ongoing problem, has been the
same for years then I would not be overly concerned
and probably wouldn’t initially refer on. But if the
constipation is relatively recent then I would be more
sort of circumspect about it and if I had concerns I
would, in that situation, refer for further
investigation.”

(GP 10)

“I think it’s always, I mean I think the best thing is
people, you know, is the way people actually refer to
it, because you talk to somebody about constipation
and you ask what the motions are like and they say,
‘well I’ve always been like this’, I think they’re usually
probably right. So sometimes, you know, people are
presenting and they say I’ve always dealt with this
before and either they’ve just mentioned it or they are
somebody who has been self-medicating. There are
other people who I think very definitely get a
message that this is quite unusual for them … yes, it’s
out of the ordinary, it’s not something that they’ve
been used to. I mean, there’s some people who’ll say,
‘I know that if I do such and such I’ll always get
constipated’ and other people say, ‘I’ve never had
anything like this before’, and then there’s the shades
between that [laughing].”

(GP 4)

In the interviews, the management approaches
adopted and described by GP participants were
clearly aimed at trying to reduce their own
anxieties and to satisfy themselves that they had
not overlooked any potential malignancies or
bowel cancers.

“The main thing in my mind is to exclude a significant
bowel problem, particularly a bowel cancer, beyond
that, I probably tend to treat it as constipation.”

(GP 10)

“Constipation is sort of that big, you know, the size of
a big balloon, bowel cancer is, you know, the size of a
tennis ball, so you can’t refer absolutely everybody for
investigations. So you have to have some sort of sieve,
which ensures that you don’t miss the odd number of
tennis balls.”

(GP 13)
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The ‘sieve’ that was referred to in the above
quotation appeared to operate on two levels. 
Level 1 included looking for a cause that could
explain the constipation, such as medication
increase or change, dietary change, decrease in
exercise or fluids, which would therefore allow GP
participants to manage the problem as
constipation. Level 2 was a consideration of
whether the constipation with which a person
presented constituted a change in bowel habit 
and should therefore be investigated and 
managed as such; this included being aware of
‘red flags’, ‘hallmark symptoms’ and ‘alarm
symptoms’, such as pain, blood, weight loss,
duration and severity.

“If you can understand, or if I can understand why
that person is constipated, and they are constipated
because, as opposed to there is no clear reason why
they should be so, it might be cancer … it’s sort of
slightly unusual if there is no trigger to it, like
dropped exercise, taking something over the counter,
change in diet. If there is nothing happening there
and it’s been going on for, let’s say, a month, but
there were no other sort of symptoms like bleeding or
weight loss, I would wonder what was going on and
would classify that as a sort of change of bowel habit –
so I would examine them, I would do a rectal
examination. I would probably do some baseline
bloods as well.”

(GP 13)

“… at what point, at what point do I just accept that
this is constipation? … I look for other factors that
might cause constipation; I look at their dietary
history; I look at their exercise history and so on, but
if it is a change in bowel habit, it is change in bowel
habit and first that has to be investigated, and only if
it is something that has been repetitive throughout
their life – and it usually is, in reality. Obviously with
other symptoms, so if they say I am going very
infrequently, passing much harder motions and there
is blood there, then obviously that puts it straight up,
even though it could still be caused by nothing more
than constipation.”

(GP 6)

However, the two levels were clearly linked and if
red flags were present, even if there was an
‘obvious cause’ of the constipation, then further
investigation would be carried out.

First line treatments
GP participants were asked about their first line
treatments for constipation. However, it is
recognised that this was dependent on a host of
other factors, many of which have been addressed
above in the reporting of the participants’
accounts of the routine management of
constipation and factors influencing their choices

of laxatives. First line treatments could vary
depending on factors, including:

● symptoms with which the patient presented 
● the patient’s former bowel history
● the patient’s general health
● prescribing preferences of the GP
● presence or absence of red flags and warning

symptoms, and subsequent management.

However, taking as a given that GPs had
considered all the information provided by the
patient and had reached the point where
treatment was considered appropriate, the first
line treatments chosen by GPs vary. In some
instances advice is the first line treatment, rather
than any prescription laxative. The findings
presented above illustrate how first line treatments
may differ considerably depending on the context
in which patients present with symptoms of
constipation. For example:

Context 1: A patient may present with pain and be
very uncomfortable, and may not have passed a
stool for several days. An examination may reveal
hard stools in the rectum and in such a case senna
may be prescribed as a short-term emergency
treatment measure to get a person moving. In
cases where someone is very bunged up an enema
or suppositories may be prescribed.

Context 2: Constipation is mentioned ‘on the back
of ’ a consultation about another matter, is not
deemed by the GP to require immediate treatment
with laxatives and is not causing the patient much
concern or discomfort. Diet and lifestyle advice
only may be given in such a case.

In summary, the following themes emerged from
data about first line treatment:

● All participants mentioned giving diet and
lifestyle advice, but the emphasis given to this
advice varied (see below).

● All participants mentioned using senna, but the
timing of the use of senna varied considerably
(see below).

● For longer term treatment, Fybogel and
lactulose were popular choices.

● Co-treatments (combining laxatives) were often
used at the very start of treatment to produce
an immediate result, or considerably later in the
treatment process when single laxative
treatment was proving insufficient or ineffective.

● Changing or reducing constipating medication
(where possible) was mentioned by two GPs (from
the same practice) as a first line of treatment.
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Diet and lifestyle advice as first line management
All GP participants acknowledged the importance
of diet and lifestyle advice when first treating
constipation, but the emphasis given to this varied
among participants. It was reported that
participants considered diet and lifestyle advice
differently according to the situations with which
patients present to GPs (as already discussed with
respect to younger and older patients).

However, various ways of using diet and lifestyle
advice within the treatment regime for
constipation emerged. The majority of
participants emphasised the importance of diet
and lifestyle to their patients, but at the same time
prescribed laxatives alongside this advice.

“Usually a combination of them both, I would advise
her about dietary fibre and increasing fluid intake, but
I would probably prescribe as well.”

(GP 10)

However, some participants distinguished between
their patients in terms of whether dietary advice
or a laxative should be used as the first line
treatment. If the fibre content of a patient’s diet
was felt to be inadequate and it was felt that the
patient was able to increase this via their diet, then
dietary advice only may be given. However, if
dietary fibre was felt to be already adequate, then
laxatives could be a first line treatment.

“It depends, erm, I mean if somebody comes in and
says, ‘I’m really uncomfortable’ and [I] examine them
and find they’ve got very hard stools, you know it, so
if somebody’s come in and really saying, ‘I need
something done now’, then I would examine them
there and then and would prescribe. If somebody has
said, ‘I’m just concerned because it’s getting a bit
difficult to go’ or ‘I’ve been OK but I’m sore, I’m
getting anal fissures’, something like that, I would
probably prescribe. But if it’s, erm, whereas these
things often come in on another consultation so they
haven’t come saying, ‘I desperately need something’,
it’s while you’re talking about something else they say
and ‘I’ve also been a bit constipated’, I would then
tend just to give advice.”

(GP 8)

One GP emphasised that diet and lifestyle is of
paramount importance in the treatment of
constipation and appeared to use diet and lifestyle
advice exclusively as the first line treatment.
Information pamphlets were given out by this GP.

“The first thing I talk about is lifestyle … we have a
little pamphlet, the practice, which talks about high
fibre, higher fibre diet, plenty of fluid and
exercise … and the first line treatment would be ‘you

need to try this first’ … . I will tend first to give them
our pamphlet and say, ‘this is the best way of curing
it’, because it is really about diet.”

(GP 6)

As a contrast, another participant felt that giving
dietary advice was “blowing against the wind” in
many cases and although he would offer this
advice he looked towards laxatives as the main
first line of treatment, accompanied where
appropriate by a change in constipating
medication. However, dietary change, where it was
possible to implement, was regarded more as a
preventive measure than as a treatment.

It is evident from these data that GP participants
described many different ways of managing and
treating constipation.

Nurses’ perspectives on the
management of constipation
Nurse participants (practice and district nurses)
reported that contact with older people with
constipation was often initiated by GP referral.
This usually happened when an older patient
required an enema. Nurse participants reported
that a large number of contacts with constipated
patients occurred in care homes (residential and
nursing), from where carers may call nurses and
request a visit. The third type of contact with
constipated older patients reported was self-
referral by a patient or family member. This was
more likely to happen where patients had been
seen regularly by nurses.

Nurse participants were asked how they responded
to patients who presented with constipation. As
with GP participants, it was noted that this was
context dependent and influenced by a number of
different factors. The factors considered by nurse
participants included whether a patient was
ambulant, resident in a care home, impacted or
having ordinary constipation, or considered at risk
for constipation (see below), where a potential
cause could not be identified or where
constipation complaints were attributed to older
people obsessed with their bowels.

Chapter 7 reported nurse participants’ views on
the main causes of constipation in this age 
group: lack of exercise, poor diet, inadequate 
fluid intake and constipating medications. In
managing older people with constipation, these
were considered important risk factors among
older people in general, to be taken into 
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account when assessing patients and ‘treating’
constipation.

I: “Right, and do you have people who you go in to
see specifically about constipation?” N2: “No, not as a
rule. But, if it’s a problem I’ll … it tends to be, well it
can be happened with a lot of things [mmm]. With
the elderly people it’s part of our assessment when we
see anybody for the first time, part of activities of
daily living, and it’s one of the questions I would be
asking. So when I see people for the first time I would
be asking, you know, what’s their normal bowel
habit … ‘cause what’s normal to them isn’t normal to
me [mmm], and are they having any problems that
way, and we start and go through the other things of
daily living which can affect constipation, which are,
er, reduced fluid intake and dietary fibre, which
tends … which I would say are the main causes of
constipation in the elderly. [Right, OK.] E-em, and we
have to go through those first and I usually find that
they’re not, they don’t have many fruit or vegetables,
things you would normally associate with fibre, and
they nearly always have a reduced fluid intake.
They’re not taking the required amount of fluids so
they, that’s often the case. [Right.] So that would be
my first line, the first diagnosis that there was a
problem there and the treatment, I would first of all
go onto that unless it was, em, quite an acute problem
and they were in discomfort, and then I would have
to take it one fur … one step further, and examine
them abdominally and rectally, if, if they give me
their consent [uh-uh], which is what we have to do
now [right], digital rectal examination, you have to
have the patient’s consent. [Right, OK.] And I would
perform that and, er, make a, a diagnosis on that and
[right] then take it further.”

I: “Right, so usually the people that you see you’re
seeing for another reason, and constipation is part of
the management, like overall management of them?”
N2: “It is with, with the elderly. Also, em, th … , em,
multiple medication, you know [yeah], can cause, a lot
of people, em, are having painkillers and anything
with the codeine in causes constipation. And they’re
unaware of that, so sometimes I can go for something
unrelated but that problem is there. That’s often not
the one [right] thing that you go for first.”

(Practice 6)

When dealing with someone born in the 1920s
and 1930s – the ‘between the wars generation’ –
other considerations come into play: increasing
immobility in later life, whether patients hold a
strong belief that they should move their bowels
daily and as a consequence have been regular
laxative users and whether, because of long-term
laxative use, they have become ‘resistant’ to or
dependent on laxatives. For postoperative patients
and the terminally ill, reduced mobility, the
increased likelihood of the concomitant use of
painkillers and other constipating drugs, and the

potential for inadequate food and fluid intake are
all risk factors that nurse participants look out for
when first assessing patients.

“Well, it’s, it’s the other thing it’s the other things,
like, like immobility. If people have come out of
hospital [yeah] following surgery, em, you know, they,
they’re often immobile, they’re not having their
normal lifestyle, so you’ve got to allow some changes
for that. E-em, they may not have been eating if
they’re nauseated, you know, and on, so how can they
have the normal bowel routine [movement, right,
right] if, if they’re nauseated, you know.”

(Nurse 60, Practice 6)

In the focus-group interviews nurse participants
emphasised the importance of responding to
identified risk factors and highlighted different
management strategies for older people generally
and those who were terminally ill or recently
discharged from hospital.

Community-dwelling older people
For older people living in their own homes, those
who were self-referred or those who were already
seeing the nurse for some other condition, nurse
participants were generally reluctant to prescribe
laxatives immediately as a first line of treatment,
unless the person was impacted or felt very
uncomfortable.

I: “No, OK, thanks, right. And how likely is it that,
ehm, that at an initial consultation that an older
person would be given a prescription at that stage? I
mean you have mentioned diet and lifestyle, but
nobody has mentioned prescription yet – is diet and
lifestyle like your first line of, ehm, treatment almost,
or would you tend to go for a prescription?” N1:
“Well it depends, patient is like, if they are very, very
uncomfortable [mmm] and they just can’t go and they
haven’t been for a while, then sometimes you do need
to discuss it with their GP [right]. … and get them
something to take orally, you might have to give them
an enema or suppositories to relieve the constipation,
but certainly after that you would be looking to not
giving them long-term medication, but looking at, er,
you know, re-educating them on fluids and diet and
[right], you know, lifestyle [yeah] as [names of other
participants] said, you know”.

(Practice 6)

It would appear, then, that nurse participants try
to treat and prevent constipation in ambulant
older people with predominantly non-laxative
measures. This commonly included providing
advice on appropriate dietary changes, increasing
fluid intake and, if possible, encouraging exercise
and mobility. Prune juice was repeatedly
mentioned as a very effective, successful and
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widely used non-laxative measure for addressing
constipation. Participants reported that prune
juice was effective even in impacted patients and
was useful for long-term maintenance of bowel
regularity.

N2: “We actually, ehm, don’t use laxatives
immediately. [Right.] We’ve discovered that if you
increase the fluids, ehm, look at the diet and give
them prune juice. [Ah, right.] We’ve started
prescribing prune juice, well obviously you can’t
prescribe it, but we actually tell people to get it, and
we start people off on prune juice and tell them to get
it. [Get it, right.] And it’s wonderful.” N1: “It’s
wonderful.” … “So you might give them, er, you might
just prescribe you know, if they’re actually impacted
they might need something for a couple of days
[right], you know, until we get them established
[mmm]. But it wouldn’t be a case of them then taking
laxatives for ever [no, no] – it would be a short-term
measure to … like an enema or something [aha] … .
And you might just give them a short course of a
laxative just to, ehm, you know, clear them high up
[right] and things like that, but just a short course,
and then, ehm [right].” N2: “That’s actually my first
line of attack now is the prune juice.” N1
(overlapping): “Mmm, but if you actually give them
like a good glassful to get them started … .” N2
(overlapping): “You need a full beaker full.” N1: “ … a
full tumbler full [ah right] to get them started off and
it’s surprising how … .” N2 (overlapping): “ … and
then once they get going … ” N1: “ … and then once
they get going … ” N2 (overlapping): “ … at breakfast
a glass to keep them regular.”

(Practice 2)

If a laxative was needed, it appeared that the first
choice among nurse participants would be
Movicol, as this was considered a very effective
laxative that ‘never’ fails. Nonetheless, Movicol
was used mostly as a relatively short-term laxative,
because of considerations about cost. The long-
term management aim of nurses was to get older
patients off laxatives.

Older people whose bowels were impacted
Nurse participants reported that older people
whose bowels were impacted would normally be
encountered as referrals from the GP to the nurse
with a request to perform an enema. Patients
would be expecting an enema since this would
have been what the GPs had told them would
happen. For this group of patients, an enema and
advice on drinking a daily glass of prune juice
would be the first line treatment advocated by
nurse participants. Fletchers’ phosphate enema 
(a softener) would be nurse participants’ first
choice of preparation in these circumstances, as it
does not require optimum fluid intake. If that did

not work, then participants would advocate the
use of Microlax, but this osmotic laxative requires
that patients are drinking adequate fluids. As
highlighted in Chapter 6, many older people who
are seen by nurse participants are not consuming
an optimum amount of fluids. For others who
have impacted bowels, nurse participants would
use laxatives in the short term to clear the bowels.
Future management would, once again, include
diet and lifestyle modification.

Nurses’ perspectives of different
laxatives
The focus-group interviews with nurses provided
different accounts of their laxative preferences
from those provided by GP participants, and
highlighted the complexity of the management of
constipation in primary care. In responding to the
voices of nurse participants, one should be
cautious about generalising to all older people
with constipation, since the caseloads of nurse
participants are more likely to consist of older
people with complex health needs and those who
are most disabled. However, their comments, like
those of their GP colleagues, reflect much that has
been described by older people themselves and
reported in Chapter 7.

Experience of bulk-forming laxatives
Fybogel (ispaghula husk) was the most widely
discussed bulk-forming laxative mentioned in the
focus-group interviews, reflecting the wider use of
this product in this branded form among
participating practices. Participants were
concerned that, in order to be effective, Fybogel
required good fluid intake and required that
people were active, lifestyle factors not always
observed in older adults. Nurses also reported that
there was not good adherence because patients
found its preparation and consumption difficult.
As a result, and in contrast to GP participants,
nurse participants reported that Fybogel is not
commonly prescribed by nurse prescribers,
because older people dislike it and find it ‘gloopy’
and unpleasant to take. Participants further
claimed that, although Fybogel was prescribed by
GPs and was on repeat prescriptions, patients did
not use it and their “cupboards were full with it”.

I: “Well, which ones [laxatives] would you have
prescribed first and then which would you perhaps
recommend for being prescribed – are there ones on
there that you are able to prescribe?” N1: “There are
only, ehm … [N2: the Fybogel] … the Fybogel and you
have to prescribe it as, ehm, the isp … ispaghula.” I:
“Right, so that is the one that you are able to
prescribe?” N1: “That’s the one that we are able to
prescribe.” I: “And is that the one that you would tend
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to use?” N1 and N2 (in unison): “No.” I: “Is it not,
right?” N2: “Older people hate it [N1: hate it] [ah,
right, OK]. Find it very difficult to take.” I: “Right,
this is where you dissolve it in a glass and drink it
down?” N1 and N2 (in unison): “Yeah, yeah.” N1:
“And you don’t get the compliance with it.” I: “Right,
so you don’t really tend to go with bulking ones, OK.
And you wouldn’t recommend another one off that
list was prescribed by the GP, that’s just not the kind,
the type of laxative that you would generally use?” N1
and N2 (in unison): “No, no.” I: “Right, OK, that’s
fine, and the main reason for that would be the
compliance, the people not liking taking it. And have
you had, have you kind of experience that where it
has been prescribed and it hasn’t been liked?” N1 and
N2 (in unison): “Yes, yes.” N1: “We can go and find
cupboards full of it – they regularly go and get their
prescription every month because … [N2: the doctor
has says they have to have it] … the doctor says they
have to have it – but they don’t … [they don’t take
it.] … it’s surprising how many boxes when people are
clearing out that they bring back.”

(Practice 2)

Experience of stimulant laxatives
Stimulant laxatives were not discussed in any
detail within the focus groups. There was a shared
view among nurses that sometimes stimulants
caused ‘gripping’ pains and discomfort, and that
some patients avoided them for this reason. Senna
was nevertheless recognised as a stimulant laxative
that was prescribed to and found acceptable by
some patients. Nurse participants recognised that
some older patients preferred to take tablets
rather than powders or ‘gloopy’ drinks. Senna is
marketed as a natural laxative, something that also
attracts some patients. Other stimulant laxatives
that are favoured by older patients are co-
danthramer and co-danthrusate. Nurse
participants reported that some older patients
prefer these laxatives to lifestyle changes.

Experience of osmotic laxatives
Of all the osmotic laxatives, Movicol was the most
widely discussed in the focus groups. Participants

were extremely positive about the acceptability of
this agent to patients, and suggested that it was
reliable and more effective than other types.
Participants recognised that it was an expensive
agent, but still indicated a strong preference for it
over other preparations of the same class and over
laxatives from different classes.

Beliefs in the effectiveness of lactulose were not as
positive, and participants were not keen on their
use with older people because of the need for an
optimum fluid intake, as discussed above. Nurse
participants perceived that lactulose was
prescribed a lot by GPs, although this was not
borne out in the GP interviews.

Summary
This chapter highlights that GPs’ and nurses’
management of constipation was often influenced
by the self-management practices and beliefs of
patients, although GP and nurse participants also
had their own preferences of management
strategies and particular laxatives (often within the
guidance and constraints of their local
formularies). Although providing dietary and
lifestyle advice in certain circumstances, GP
participants routinely prescribed and
experimented with different combinations of
laxatives. Although there was only a small number
of interviews with GPs, it was evident that a 
range of management strategies was used by
participants, with little clear consensus on the
optimum strategies. Nurses were often referred
patients by GPs to perform enemas. There was a
stronger consensus in the nurse focus groups that
diet and lifestyle advice was very important,
particularly about fluid intake, but where nurses
prescribed laxatives there was a preference for
Movicol.
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Understanding constipation
There is little consensus in the medical literature
of an explicit definition of constipation. Expert
definitions of constipation exist within the 
Rome II consensus statements on functional
constipation.65 According to these criteria, a
diagnosis of constipation requires two or more of
the following symptoms to be present for at least
12 weeks, which need not be consecutive, in the
preceding 12 months:

● straining in more than one in four defecations
● lumpy or hard stools in more than one in four

defecations
● sensation of incomplete evacuation in more

than one in four defecations
● manual procedures (e.g. digital evacuation or

support of the pelvic floor) in more than one in
four defecations

● fewer than three defecations per week.

Few practitioners, however, appear to apply the
Rome II criteria in their clinical practice; instead,
constipation is typically viewed as a subjective
diagnosis.14 Nonetheless, among clinicians there is
some consensus that there exists a wide variation
between individuals in the normal frequency of
bowel movements, ranging from three times per
day to three times per week.8

The perceptions of older people reported by a
small number of previous studies suggest that lay
definitions of constipation differ from professional
criteria.11–13 Frequency and ease of bowel
movements, however, remain key components of
constipation for the majority of older people. 

The need for evidence
The 1997 HTA ‘Systematic review of the
effectiveness of laxatives in the elderly’1 concluded
that there was limited evidence of the clinical
effectiveness or cost-effectiveness of laxatives
prescribed for older people in primary care. The
review reported the paucity of good-quality studies
comparing the outcomes of different classes of
laxative (bulk-forming, stimulant or osmotic) or of
different types of laxatives within classes. The brief

updating of the literature, reported in Chapter 1,
suggests that the situation had not changed in
2005 and that there continues to be scant evidence
from studies regarding the clinical effectiveness or
cost-effectiveness of the use of laxatives among
community-dwelling older people. The following
research recommendations were proposed in the
original review:

● “Research into the effectiveness of overall
dietary change (including increased fluid
intake) in the treatment of constipation in the
elderly.”

● “Trials of other bulk-forming and fibre-
containing food supplements.”

● “Intra-class comparisons of bulk laxatives.”
● “Intra-class comparisons of stimulant laxatives.”

Studies investigating the meaning of constipation
and different treatment strategies and clinical
trials to evaluate the clinical effectiveness and 
cost-effectiveness of treatments remained to be
done.

Implementation of the STOOL
trial
The STOOL trial was designed as a pragmatic,35

factorial, multicentred RCT to investigate the cost-
effectiveness of different laxatives (used singly and
in combination) and management strategies for
chronic constipation in older people. The
outcomes for people aged 55 years or more,
registered with study practices, experiencing
constipation and using prescribed laxatives, were
to be compared for different stepped management
strategies of three types of laxative (bulk-forming,
stimulant and osmotic laxatives). The trial was
unsuccessful in recruiting patients on laxatives to
the trial and experienced considerable difficulties
in encouraging general practices to participate
fully. Why was this the case?

Although speculative and based on the experience
and beliefs of the research team and collaborating
practitioners, the changing climate of research
since the year 2000 has created considerable
barriers to complex trials of ‘routine’
interventions. This trial provides an example of
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the impact that the report of the Alder Hey
Inquiry,51 the implementation of the European
Human Rights Act52 and the enactment into law
of the EU Clinical Trials Directive have had upon
the health services research community.

Ethics committees and NHS trusts, faced with the
introduction of a more prescriptive and
bureaucratic framework, were unable to respond
to the increasing workload generated within the
envelope of resources provided. Local
responsibility for the implementation of research
governance led to variations in procedures across
study sites. In some cases, there was rigid
interpretation, and sometimes overinterpretation,
of national guidelines. Trust research management
and governance staff and ethics committees
became more risk averse and were apparently
unable to reflect on the processes that they were
implementing. As a result, guidance to researchers
appeared inconsistent and inflexible and the
process of ethical review and R&D approval
became increasingly bureaucratic and
unresponsive. The imperative for researchers to
have honorary contracts was particularly
challenging because of the paucity of expertise
and resources to implement the policy efficiently.
The authors’ experiences in these respects are
echoed by other researchers conducting
multicentre studies (trials and epidemiological
studies), particularly those involving primary care,
at a similar time.54–57

In addition to the inevitable delays created by
these developments, the STOOL trial found that
changes in the way that non-invasive clinical
research was to be implemented increased barriers
to patient participation. The provision that
patients should opt into the research, rather than
opt out, meant that the nature and objectives of
the trial were never fully explained to many
potential participants. Individual practices were
unable or unwilling to take on the considerable
extra workload that the opting-in provision
creates. At the same time, the ethics committee
was not always willing to think creatively about
how to strike an appropriate balance between the
need to protect the rights of potential participants
and the need to evaluate interventions of
unproven value. As with the attempts to negotiate
the jungle of research bureaucracy, the authors’
experiences with the negative impact, in terms of
lower participation rates and biased achieved
samples, of the opt-in approach have been
described by others.59,60 Debate persists58,61 on the
adverse implications for trials, epidemiological
and health services research.

At the time of writing both ethical review processes
and research governance have become less
challenging, partly because both sides have learnt
to ‘play the game’, but also because of important
strategic changes to these processes that have
made them more streamlined and responsive to
the research community’s concerns.

Specific barriers that were identified by surveyed
GPs suggest that the opportunity costs to practices
of participating in STOOL were often considered
too great in terms of time, practice resources and
nursing capacity. For some, the subject was
insufficiently interesting. The barriers for patients
were unclear from the informal survey data, but
GP participants suggested that they (the patients)
were not in equipoise and would be unwilling to
switch from their preferred treatment regimen,
particularly if it was currently perceived by the
patient as being successful. Some of the patients
who did agree to take part in the study and
switched to a trial laxative later decided to
withdraw completely from the trial or stayed in the
trial but switched back to their pretrial laxative,
owing to either side-effects (diarrhoea) of the new
agent or its perceived lack of effectiveness. 

Interpretations from the
qualitative study
Analysis of data from the qualitative study of
patients on laxatives, GPs, and community and
practice nurses provided a clearer picture of some
of the difficulties experienced in recruiting both
practices and patients.

What is constipation?
Previous studies8,11–13 have suggested that
constipation has been a difficult condition to
define in clinical practice, with implications for
how it is operationalised in epidemiological and
evaluative research. The accounts of participants
in the qualitative study reinforce this view and go
some way to helping us understand why
constipation is such a complex condition to define,
classify, diagnose and treat.

Two meanings of constipation were provided by
GPs: a patient-centred definition and a textbook
definition; neither fully reflected the Rome II
criteria, although both contained elements of
those criteria. Patient-centred definitions focused
on the idea of a change from ‘normal’ bowel
function as defined by the individual, whereas
‘textbook’ definitions focused on reduced frequency
of bowel movements, associated with a range of
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other unpleasant signs and symptoms such as
bloating, difficulty passing stools and hard stools.

Nurses’ definitions of constipation also included
both a patient-centred perspective and
descriptions of particular signs and symptoms
associated with constipation. Person-centred
definitions focused on changes to people’s
routines in terms of reduced frequency of bowel
movements and difficulties and discomfort
experienced by older people in passing stools.
Although the perspectives of GPs and nurses
appear somewhat similar, in practice nurses
adopted a more patient-centred approach than
that described by GP participants.

The meaning of constipation to older patients was
similar to the health professionals’ patient-centred
perspective. Frequency of bowel movements and
changes in normal bowel routine were central to
participants’ definitions, with the interpretation of
‘normal’ being quite individualised and shaped by
expectations and experiences. Participants in this
study were very clear about what they perceived to
be ‘abnormal’, including the size, form and
consistency of stools, difficulties and discomfort in
passing stools, feeling blocked and unpleasant
symptoms such as bloating and flatulence.

What emerges from the different accounts of
patients and health professionals is a common
understanding of the general nature of
constipation, but also considerable differences of
perception within and between patients and health
professionals. A key area of difference is in the
interpretation of ‘normal’ frequency of bowel
movements. Many older people believe that ‘being
regular’ requires a daily successful bowel
movement, success being the passing of ‘normal’
stools without difficulty or discomfort. This
contrasts with the health professionals’ perception
that ‘normal’ frequency can be anything from
three times per day to three times per week,
depending on the individual and their life-course
experience of defecation. This difference in the
interpretation of normal frequency clearly
influences the way in which patients manage what
they perceive as constipation, as well as
professionals’ responses to their requests for help
and the way in which they as doctors and nurses
manage and treat ‘constipation’. It also has major
implications for the way that constipation is
defined and operationalised in epidemiological
and evaluative studies. The application of formal
definitions, such as those incorporated into the
Rome II criteria17 or even the modified Rome III
criteria,79 is likely to be challenged by

professionals and patients alike, and may be over-
restrictive in identifying those who seek
management for constipation.

Causes of constipation
There is a range of beliefs and scientific
explanations about the causes of constipation.
Through the analysis of the transcripts of
interviews with older people, several broad themes
were identified. It was variously believed that
constipation is: (1) linked to specific diseases,
medical conditions or health problems; (2) caused
by the consumption of specific medications or
results from particular surgical procedures; (3)
caused by diet or eating habits; (4) part of the
ageing process; (5) due to not going to the toilet
when one has the urge to defecate; (6) hereditary;
(7) caused by stress or worry; and (8) caused by
environmental exposure.

GP participants provided a more focused subset of
explanations than did patients, focusing on the
increased prevalence of constipation with age, but
emphasising that this was most often due to
changes in diet and lifestyle, the physiology and
degenerative processes of ageing, and the
iatrogenic impact of opiate medications. Nurse
participants provided explanations for the causes
of constipation that drew upon both older people’s
perspectives and the more focused GP perspective.
They identified that constipation was linked to
decreased mobility, decreased food intake,
decreased fluid intake and the consumption of
certain medications. Although they articulated
their views somewhat differently, there nonetheless
appears to be considerable overlap between the
beliefs of older people and those of health
professionals.

Self-management of constipation by
older people
From the accounts of older people a picture
emerges of constipation often being a ‘problem’
for a large part of their lives that had often been
managed ‘informally’ by the participants within
their own social networks of family and friends.
Self-management of constipation included the
purchase of OTC laxatives, herbal remedies and
dietary supplements, as well as changes to diet
and lifestyle. These strategies were used to
maintain regular bowel movements or to prevent
and treat constipation.

Although self-management was most often the
first response to the symptoms, participants
usually continued to take OTC laxatives and other
agents once professional help had been sought.

Health Technology Assessment 2008; Vol. 12: No. 13

79

© Queen’s Printer and Controller of HMSO 2008. All rights reserved.



Older participants had a wide experience of
different management strategies and treatments
for constipation, and at the time of the study had
firm preferences about the laxatives they would
use (irrespective of whether they were wholly
effective).

GP management of constipation
GP participants recognised the experience and
widespread use of laxatives among their patients.
Participants identified the absence of clear guidance
on laxative prescription. They presented different
patterns of laxative prescription, with strong
personal preferences. Overall, GP participants
prescribed the four main types of laxatives (bulk-
forming, stimulant, osmotic and faecal softeners)
for constipation, but did not perceive these as
closed categories. They often experimented with
prescribing different combinations of laxatives,
readily changing preparations when patients
reported that a particular product had no effect.
Ispaghula husk was the most widely prescribed. It
was perceived as acceptable to patients, effective,
inexpensive and ‘natural’. It was prescribed for
healthy bowel maintenance and long-term use.
Stimulant laxatives were widely prescribed, but not
perceived as suitable for long-term use, and were
mainly prescribed for constipation that had been
caused by opiate use. Osmotic laxatives were
prescribed less often, but some GP participants
were moving towards prescribing them more
frequently. The emergence of new agents such as
Movicol may be changing participants’ preferences
for different laxatives.

Nurses’ management of constipation
In contrast to GPs, nurse participants’
management of constipation was not laxative
driven. Study participants were seeing a subset of
the patients seen by GPs, focusing on those who
were less mobile and frequently frailer. They were
more likely than GPs to treat and prevent
constipation using non-laxative measures that
included providing advice on appropriate dietary
changes, increasing fluid intake and, if possible,
encouraging exercise and mobility. Their
management goals were often to get patients off
laxatives; but if a laxative was required, then it
appeared that the first choice for the vast majority
of nurses was Movicol.

Implications of qualitative data
The rich descriptions of the meaning, causes and
management of constipation by study participants
highlight a number of implications for the
assessment of interventions for the prevention and
treatment of constipation.

For older participants constipation was not
necessarily a recent phenomenon, but rather a
‘chronic’ condition that had affected some
participants for many years. Older participants
had staunch beliefs of what constituted regular
and normal bowel movements, and these beliefs
had been strongly influenced by their families,
social networks and the wider culture. How older
participants defined constipation and its causes
influenced the use of OTC laxatives and other
remedies throughout the life-course experience of
‘constipation’. Older participants sought
professional advice from a variety of sources,
including pharmacists, as well as GPs and nurses.
Self-management usually continued once
professional treatments were being prescribed.
The overriding feature of these accounts was the
strong preferences that many older participants
had for specific prescribed laxatives, OTC
laxatives and other remedies. This suggests that
this group of patients is not in equipoise about
laxative use and helps to explain the difficulties
experienced in recruiting patients to the STOOL
trial. In addition, although recognising that they
needed laxatives to manage their bowel habit to
their satisfaction, the majority of participants in
the qualitative study did not consider themselves
to be ‘constipated’ at the time of interview. If those
invited to participate in the trial shared this
perception, they may have considered themselves
ineligible for the trial, and this may provide a
further explanation for the lack of willingness to
participate.

GPs’ and nurses’ management of constipation was
often influenced by the self-management practices
and beliefs of patients, although GP and nurse
participants also had their own preferences
regarding management strategies and particular
laxatives (within the guidance of their local
formularies). GP participants routinely prescribed
and experimented with different combinations of
laxatives, and a range of management strategies
was used by participants, with little clear 
consensus on the optimum approach. There
appeared to be more uncertainty among GPs
about the effectiveness of different strategies or
laxatives, but their own strong preferences, and
their unwillingness to go against patient
preferences, probably militate against the
willingness of some GPs to enter their patients
into trials of laxatives.

The barriers to practitioner and patient
participation in this trial reflect those identified by
Prescott and colleagues80 as limiting the quality,
number and progress of randomised controlled
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trials, in their systematic review of literature
covering the period 1986–1996. More recently,
King and colleagues,81 in another HTA review,
have highlighted the impact of preferences on
participation rates, while Robinson and co-
workers82 have identified that many individuals
query the possibility of individual equipoise and the
value of random allocation to treatment strategies.
Those findings, coupled with the findings from
the STOOL trial, indicate that deep-rooted social
practices and staunch preferences have considerable
implications for the way that evaluative studies
and complex trials are designed. They indicate the
need for the health services research community
to develop further the methods of patient-
preference trials and naturalistic observational
studies. Future participant engagement in
traditionally designed clinical trials of laxatives
and their management is highly unlikely.

GPs often referred patients to nurses, requesting
that they perform enemas. Nurses presented a
more patient-focused perspective than GPs and
claimed to understand better the behaviour and
management preferences of patients. Nurses may
be more effective collaborators in constipation
research and may be better at recruiting patients
to trials. However, the range of patients seen by
nurses is more limited, with a focus on less mobile
and frailer patients. There was a strong consensus
in the nurse focus groups that diet and lifestyle
advice was very important, particularly about fluid
intake. Research on diet and lifestyle interventions
may be more attractive to nurses than traditional
medical interventions. If harnessed, this level of
enthusiasm may be helpful in the recruitment and
retention of participants to trials of non-
pharmacological interventions such as LIFELAX.

Conclusions
Constipation means different things to different
people. There is little shared understanding
between patients and professionals about ‘normal’
bowel function. There is also little consensus in
general practice of the optimum management
strategies for chronic constipation and continuing
uncertainty about the most effective strategies to
employ across the board.

Chronic constipation is seen as less important
than other conditions (such as diabetes) that are
prevalent in general practice. This is because it is
not an agreed management target and does not
figure prominently in national frameworks.
Consequently, practitioners had little interest in

constipation as a topic of research. The practice
implications of this research are unclear, although
greater efforts could be made by GPs to
understand the patient’s perspective of symptoms
of constipation.

Patient preferences and the absence of patient
equipoise (indifference of a rational, informed
patient with respect to the choice between two or
more treatment strategies) was an enormous
barrier to the recruitment of patients in the
implementation of the STOOL trial.

The successful involvement of patients and
professionals in health technology assessments
requires obvious uncertainty among all parties
about treatment and management options and
their clear interest in the topic. The
implementation of the Human Rights Act in the
post-Alder Hey Inquiry environment, and the
increased stringencies resulting from the
enactment of the EU Clinical Trials Directive, have
increased the barriers to health services research
more widely.

The implementation of research governance and
ethical review processes in response to this new
research environment has not allowed an
appropriate balance between the rights of the
individual and the collective rights of society.
There is an apparent lack of risk-based assessment
and risk-management strategies in implementing
research governance and ethical review processes.
Ethical guidance that opting-out recruitment
strategies were too coercive and that recruitment
of all participants should use opting-in strategies
is a considerable barrier to participant
recruitment, particularly of prevalent as opposed
to incident cases.

The Department of Health has established an
appropriate framework and set of guidelines for
ethical review and research governance. Following
on from this and from the findings of this
research, we suggest that:

● participants in this process, researchers, ethics
committees and NHS trust officials learn from
the experiences of the past few years and do not
repeat mistakes during their continued
implementation of the research governance
framework for health and social care and other
public-policy research

● there are robust auditing procedures and a
central point for arbitration in place to ensure
consistency of response to ethical and
governance issues
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● adequate resources and training are provided to
support efficient implementation of these
processes

● funders work with the research community to
review the opt-in guidelines (and to consider
the use of opt-out approaches in certain
circumstances), to increase participant
involvement in research while protecting the
public and respecting their confidentiality and
human rights.

We suggest that research funders and health
service and public health researchers investigate
different methods of recruitment within the
constraints of current ethical guidelines on opting
in, and assess the impact of different strategies on
participation rates and biases.

It would be helpful if research funders, in
partnership with the NHS, were able to ensure
that adequate resources (in terms of finance, time,
space and personnel) are made available to
support NHS providers and to cover the
additional costs of research-related activities
during the implementation of clinical trials and
other high-quality studies. It is important that
such resources are not the preserve of selected
providers or trusts, but are also accessible to
primary healthcare teams.

We suggest that the HTA Programme and other
funding bodies who support complex clinical trials
should ensure that, in both commissioned and
non-commissioned studies, a full understanding of
the current behaviours and practices of potential
users and providers of interventions is established
before the implementation of the trial. This might
be achieved by funding pilot and developmental
trials, or qualitative and survey research of
potential barriers to and facilitators of trial
participation.

The evidence-based research community needs to
recognise that RCTs are not always feasible in the
context of some complex interventions and that

further methodological research is required to
develop other methods of health technology
assessment. These should include:

● the development of patient preference trials
● greater use of qualitative studies within trials to

investigate the process of intervention
● the development of naturalistic observational

studies.

We suggest that the HTA Programme, through the
Methodology Panel, consider funding qualitative
research and/or surveys to identify barriers and
facilitators to recruitment to complex trials in
general.

Recommendations for future
research
There still remains a lack of clear evidence of the
clinical effectiveness or cost-effectiveness of
different laxatives and treatment strategies in the
management of chronic constipation. The HTA
Programme should revisit this topic and
commission a patient preference trial or natural
cohort observational study to investigate this
further. Published recommendations for the
design and conduct of trials in functional
gastrointestinal disorders36 may be difficult to
implement. Rather, study design should reflect the
context and reality of contemporary general
practice, reflecting the various barriers and
constraints to participation at practice,
practitioner and patient levels.

Self-management strategies, including but not
exclusively the use of OTC medication, are an
important component in the management of
chronic constipation. With the growing emphasis
on encouraging patients to share responsibility for
the management of their health and of acute and
chronic conditions, further research – both
descriptive and evaluative – on this topic is
warranted. 
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This appendix reproduces the original trial
protocol that was submitted as a research

proposal to the HTA programme. Changes to this
protocol are summarised in Appendix 2.

STOOL – Stepped Treatment of
Older adults On Laxatives 

Background
The nature and prevalence of
constipation
Constipation is often regarded as a trivial medical
problem, but generates 450,000 GP consultations
per year in England and Walesp1 at an estimated
cost of £4.5 million per year.p2 The net ingredient
cost of prescription laxative items is approximately
£43 million per year in England.p3

Constipation is largely a subjective diagnosis and
there is no universally accepted definition.p4

Moriarty and O’Donaghue have proposed as a
working definition: “straining at passing stools for
more than 25% of bowel movements”. The
frequency of normal bowel function ranges from
three times per day to three times per week,p5 with
a frequency of less than three times per week
being used as an objective clinical definition of
constipation.p6,p7 Stool consistency has been
highlighted as a good correlate of whole gut
transit time and a useful indicator of the presence
of constipation.p8–p11 According to the revised
Rome criteria for functional constipation,p12 a
diagnosis of constipation requires two or more of
the following symptoms to be present for at least
12 weeks, which need not be consecutive, in the
preceding 12 months:

● straining in at least one in four defecations
● lumpy or hard stools in at least one in four

defecations
● sensation of incomplete evacuation in at least

one in four defecations
● sensation of anorectal obstruction in at least one

in four defecations
● manual manoeuvres necessary (e.g. digital

evacuation, support of the pelvic floor) in at
least one in four defecations

● three or fewer defecations per week.

Lay people, however, emphasise symptoms such as
abdominal pain, strainingp13 and bloating.p14

Probert and colleaguesp15 have shown a lack of
agreement between self-perceived constipation and
objective assessments based on the Rome criteria.

Constipation has been demonstrated to have an
adverse effect on perceived quality of life. Patients
with chronic constipation have reported lower
scores on the Psychological General Well-Being
Index than a general healthy population, and
symptom severity was correlated negatively with
perceived quality of life.p16 In a sample of older
people, functional bowel disorders, including
constipation, had a negative impact on well-being
and led to impaired daily living.p17 In interviews
with frail older people living at home, constipation
was spontaneously mentioned by 45% of
informants, was considered to be a major problem
by 11% and adversely affected quality of life.p7

Estimates of the prevalence of constipation in the
general population of the UK range from 2% to
51.5%, depending on the definition
used;p8,p9,p18–p20 applying the Rome criteria,
Probert and colleaguesp15 estimated the prevalence
to be 8.2% in women aged 25–69 years. The
prevalence is highest among women.p8,p9,p20,p21

Constipation also appears to be a greater problem
among older people, with a number of surveys
reporting the prevalence of straining at stool
and/or self-reported constipation to be in the
range 20–25% for older people living at
home.p9,p22–24

Data from the UK national survey of morbidity in
general practice,p1 show that the overall
consultation rates per 10,000 person-years for
constipation range from approximately 75 for the
45–64 age group, through 200 in the age group
65–74 and 400 in the age group 75–84, to 600 in
the age group 85 or over. For a GP with a list size
of 2000, these rates translate into approximately
12 consultations per annum per patient aged 55
and over.

Management of constipation in older
people
The HTA systematic review of the effectiveness of
laxatives used by older peoplep25 found limited
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evidence of clinical effectiveness of management
strategies for constipation:

● Trials of the treatment of constipation in older
people were limited in number. Generalisability
was limited by the fact that most trial
participants were hospitalised or resident in
residential or nursing homes (and therefore
likely to be frailer and less ambulant than older
people living at home). Sample size and the
probable lack of statistical power also limited
interpretation and generalisability.

● Most trials of single active treatments versus
placebo or normal diet reported non-significant
trends in bowel movements per week and non-
significant trends in stool consistency and pain.
Marchesip26 reported a significant increase in
the mean number of bowel movements using a
stimulant laxative, while Vanderdonckt and
colleaguesp27 found a significant increase with
the use of an osmotic laxative.

● Few good quality direct inter- or intra-class
comparisons for different laxatives had been
carried out. However, in two good-quality
trialsp28–p30 a combination of a bulk plus
stimulant laxative was found to be more
effective in improving stool frequency and
consistency than osmotic laxative alone.

● The cost of treatment with laxatives varies
widely and there exists no evidence that the
more expensive preparations which are
becoming more widely used are more effective.

The research brief
The commissioning brief (HTA 98/32Rev) specifies
the key research question: “What is the
comparative cost-effectiveness of the different
types of laxatives (e.g. bulk-forming v stimulant v
osmotic laxatives) in the treatment of elderly
patients with chronic constipation?” Good clinical
practice, as recommended by the HTA review,p25 is
to use a stepped approach to the management of
chronic constipation. That is, single agents should
be prescribed alone before a combination of
agents is prescribed.

The research questions addressed by
this study
We propose a simple stepped trial of laxative
treatment of chronic constipation in older people
with comparisons of individual treatment
strategies, to address the following key 
questions:

● What is the comparative clinical and cost-
effectiveness of bulk-forming, stimulant and
osmotic laxatives?

● What is the comparative clinical and cost-
effectiveness of using combinations of bulk
forming and stimulant laxatives; bulk-forming
and osmotic laxatives; and stimulant and
osmotic laxatives?

Given that the clinical effectiveness of these agents
will be influenced by patient adherence to
treatment protocols, a secondary question is:

● How do patients use laxatives?

Objectives
● To investigate the clinical and cost-effectiveness

of bulk-forming, stimulant and osmotic
laxatives.

● To investigate the clinical and cost-effectiveness
of adding a second type of laxative agent in the
treatment of patients whose constipation is not
resolved by a single agent.

● To describe the adherence by patients to
treatment protocols and to estimate its impact
on cost-effectiveness.

Plan of investigation
Trial design
The trial will take the form of a pragmaticp31

factorial randomised trial of different forms of
stepped pharmacological treatment of
constipation with an economic evaluation. Study
participants will be randomised to one of six
‘stepped’ treatment strategies (Table P1):

Setting
General practices in Northern and Yorkshire
Region and the homes of older people from these
practices.

Health technologies being assessed
Stepped treatment of constipation
Study participants will be randomised to one of six
stepped treatment strategies (see Table P1). At step
1, participants will be given one of three classes of
laxatives following a washout period of 2 weeks.
After 4 weeks, at step 2, participants will be
reassessed and if constipation has not been
successfully resolved will have a second class of
agent added.

Pharmacological agents
This study focuses on three classes of laxatives:
bulk, stimulant and osmotic preparations. Bulk
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laxatives accounted for 25% of prescribed items
(27% of total prescribing costs) in January–March
1996.p25 Stimulant laxatives accounted for 34% of
items (44% of cost) and osmotic laxatives
accounted for 41% of items (29% of cost). Since
the HTA review,p25 ‘expensive’ stimulant laxatives,
co-danthramer and co-danthrusate, have been
given a limited licence for use only in terminally
ill patientsp32 and therefore the relative costs of
stimulant laxatives may be less than in 1996.
The bulk laxative to be included will be isphagula
husk. The stimulant laxative will be senna and the
osmotic laxative will be lactulose. As this is a
pragmatic trial, within each class, the choice of
actual preparation (e.g. between Fybogel® and
Regulan®) will be at the discretion of the
individual practitioner, although a ‘picking’ list
ordered by cost will be provided. It is felt that this
latitude will encourage greater compliance with
the protocol.

Target population
People aged 55 or over with chronic constipation
living in private households. The choice of an 
age cut-off of people aged 55 or over has been
made after due consideration of the morbidity
statistics from general practicep1 which show that
GP consultation rates for constipation take off in
the 45–64 age group and rise steadily with age.
The exclusion of residents in long-term care
reflects the different morbidity and lifestyle
experience of long-term care residents. We 
will focus on a predominantly ambulant
population able to independently attend a
primary care clinic.

Inclusion criteria
The complexity of the Rome criteria militates
against their use in screening for chronic
constipation. The Rome criteria suggest that new
cases of constipation (the ‘incident’ cases) should
receive extensive investigation to determine the

underlying cause of the constipation before
laxatives are prescribed. This trial will therefore
identify and recruit only ‘prevalence’ cases.
Participants will be identified from general
practice computerised patient records using a
standard software ‘query’ to identify patients
prescribed laxatives three or more times in the
previous 12 months.

Exclusion criteria
● Patients resident in long-term care.
● Patients with inflammatory bowel disease,

intestinal obstruction/bowel strictures, known
colonic carcinoma, and conditions
contraindicative to the prescription of any
laxative preparations included in the stepped
treatment protocol.p33

● Inability to complete outcome assessments, even
with assistance (e.g. major cognitive
impairment, lack of understanding of English).

Outcome measurement
Follow-up period
All participants will be followed up for 6 months
from the date of randomisation.

Clinical outcomes
The primary clinical outcome, and the criterion
upon which the sample size calculations have been
based, is the reported number of bowel
movements per week at the end of each step 
(6 and 10 weeks after randomisation) and at
6 months’ follow-up. Secondary clinical outcomes
include the presence/absence of the other Rome
criteria for constipation; adverse effects of
treatment (although some of these may also be
symptoms of constipation); and relapse rates
(Table P2).

In addition to the measurement of these clinical
outcomes, the impact of the treatment on costs
and quality of life will be assessed (Table P3).
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TABLE P1 Individual laxative treatment strategies

Strategy Step 1 Step 2

1 Bulk laxative Combination of bulk + stimulant laxative
2 Bulk laxative Combination of bulk + osmotic laxative
3 Stimulant laxative Combination of stimulant + bulk laxative
4 Stimulant laxative Combination of stimulant + osmotic laxative
5 Osmotic laxative Combination of osmotic + bulk laxative
6 Osmotic laxative Combination of osmotic + stimulant laxative



Economic evaluation
Perspective of the study
An individual participant perspective and public
sector budget perspective will be used, and
particular emphasis will be given to the subsets of
costs and effects relevant to address the health
service perspective at a macrolevel. The societal
perspective will not be considered since
productivity costs are not relevant because of the
nature of the clinical condition; similarly, impact
on other family members can be neglected without
introducing any relevant bias.

Measure of benefits used and type of
study
Considering all the measures of effectiveness
estimated within the clinical trial, a

cost–consequences analysis will be outlined. A cost-
effectiveness analysis will be conducted on the basis
of the number of bowel movements per week.

Resources data collected within the
trial and costing methods
NHS resources will include the use of drugs and
primary care services. These data will be collected
through extraction of data from medical records 
of trial participants. Costs related to the use of
medication and health services will be assigned
using national published data.p33,p34 These will be
supplemented with data derived through
telephone interviews and postal questionnaires,
which will seek to collect information about the
patients’ expenses on over-the-counter
prescriptions and other expenditure relating to
the management of constipation. Where possible,
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TABLE P2 Clinical outcome measures

Measurement method When Where

Primary clinical outcome
Number of bowel movements per week Self-completed diary Weekly for 6 months Participant’s home

Secondary clinical outcomes
Other Rome criteria: straining at defecation, Self-completed diary Weekly for 6 months Participant’s home
stool consistency, perceived incomplete 
evacuation

Adverse events: abdominal pain, nausea, Self-completed diary Weekly for 6 months Participant’s home
bloating, flatulence, diarrhoea

Relapse rates: including repeat consultations Self-completed diary; Weekly for 6 months Participant’s home 
GP records (diary); end of 6-months (diary); general 

follow-up period practices 
(GP records) (GP records)

TABLE P3 Measuring treatment impact

Impact Measure When Where

Costs to participants of the condition Self-completed Using different methods, Participant’s home
and its management questionnaire; health diary; at least monthly for 

telephone interview; 6 months
postal questionnaire

Consultation rates and laxative GP records End of 6-month General practices
prescriptions follow-up period

Adherence with drug treatment Health diary; telephone Using different methods, Participant’s home
interview; postal at least monthly for 
questionnaire 6 months

Patient satisfaction Postal questionnaire End of 6-month Participant’s home
follow-up period

Health-related quality of life Postal questionnaire End of 6-month Participant’s home
follow-up period



participants will be asked to report costs and
quantities separately.

Synthesis of costs and outcomes
If there is not statistically significant evidence 
that one strategy is more effective than another, a
cost-minimisation framework will be used and the
less expensive strategies recommended. If one
strategy appears to be more effective and less
costly than comparators, it will be recommended.
If one strategy appears to be more effective but
more expensive than comparators, estimates of
incremental cost-effectiveness ratios will be
generated and compared. A judgement will be
required in a policy-making context to establish
whether the additional benefits warrant the
additional costs. In any case, recommendations
will be made taking into account the issues of the
generalisability of the results.

Sensitivity analysis
A sensitivity analysis will be carried out to test 
the robustness of the result to any variations in 
the key data inputs to the study, such as the price
of medicines, in order to address the issues of 
both uncertainty in assumptions, methods and
data, and the generalisability of the results.p35

Moreover, a sensitivity analysis taking account of
differences in resource use which are practically
significant (i.e. potentially costly), but which have
not been shown to be statistically significant, will
also be undertaken.

Clinical assessments and methods
of data collection
Participants’ pathways through trial
Table P4 shows participants’ pathways through the
trial. 

Base-line assessment (T0)
The baseline assessment will comprise a structured
assessment of participants’ health status through
face-to-face interview with a research nurse. The
assessment will include cognitive function,p36

activities of daily living,p37 Rome criteria for
functional constipationp12 and medication use
(both prescribed and OTC). Eligibility to the trial
will be confirmed. At the baseline assessment
participants will be invited to complete a self-
completed questionnaire to collect baseline
measurements to be repeated by postal
questionnaire at 10 weeks and 6 months 
(see Table P2). A weekly self-completed health
diary will be distributed and explained to
participants (see Table P2).

Health diary
To minimise recall bias, data on bowel habits
based on the Rome criteriap12 will be gathered by
a structured health diary completed weekly and
returned monthly for 6 months; experience using
similar diaries in research on falls in older people
suggests that 90% of diaries will be returned
completed.p38
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TABLE P4 Participants’ pathways through the trial.

Activity

1 Potential participants identified from computerised practice notes using simple query to flag individuals
receiving prescriptions for constipation (three or more in previous 12 months)

2 Initial screen by practice to identify exclusions

3 Invitation by practice to patient to attend nurse-led research clinic to discuss constipation; eligibility criteria
confirmed

4 T0 Nurse-led research clinic-trial consent completed; baseline assessment (structured interview and self-
completed questionnaires); withdrawal from medication for 2 weeks; start daily self-completed diary for
6 months

5 Independent randomisation to treatment strategy group

6 T2 Collect prescription and start step 1 agent (single laxative)

7 T6 Nurse-led research clinic reassessment (structured interview and self-completed questionnaires); receive
prescription and start step 2 (combination of laxatives) where constipation unresolved

8 T10 Nurse-research clinic reassessment (telephone interview and postal questionnaires)

9 T18 Telephone interview (economic data)

10 T26 Telephone interview (economic data), postal questionnaire (6-month outcomes)

11 Review practice notes to abstract data on consultation rates and prescription patterns



Six-week assessment (T6)
The 6-week assessment will comprise a structured
assessment of participants’ health status through
face-to-face interview with a research nurse. The
assessment will focus on bowel function and include
the Rome criteria for functional constipationp12

and medication use. Unsuccessful resolution of the
constipation at T6 will be identified and step 2
treatment strategies implemented.

Follow-up questionnaires
Follow-up questionnaires using up to two reminders
will be sent at T10 and T26. Data to be collected will
include Rome criteria for functional constipation,p12

health-related quality of life,p39 medication use, out-
of-pocket expenses and other resource-use data.
Although structured interviews are the gold
standard for a large volume of complex data,p40,41

we will minimise the data to be collected at follow-
up in order to contain the cost of data collection.
This will also allow some blinding of outcome
assessment. In a recently completed unpublished
trial with ambulant cognitively normal older people
with angina, we achieved a response rate in excess
of 70%, which suggests that non-response bias will
not be a significant problem.

Telephone interviews
The telephone interview will act as a reminder for
the return of health diaries and to collect more
detailed data for the economic analysis. These will
be relatively short interviews and data will be
recorded directly onto a database by the interviewer.
Other resource-use information will be collected
from practice medical records.

Medical records
Data about all study participants will be abstracted
from medical records and entered onto a laptop
computer following the 6-month outcome. For
efficiency in data capture this will be done practice
by practice at the end of the data-collection period.
Experience suggests that data on consultation
rates and prescribed medication can be gathered
most accurately and reliably from medical records.

Blinding of outcome assessment
Health technology assessment is essentially a
pragmatic activity conducted in normal clinical
practice, rather than an exploratory activity
conducted in highly controlled laboratory settings.
It follows that blinding doctors and study
participants to treatment is not desirable (even if
practicable – which is not the case with different
classes of laxatives) since it distorts normal clinical
practice. In contrast, blinding of assessors is
important because it minimises subjective bias

towards a given treatment. All research staff
conducting interviews or processing postal
questionnaires and diaries will be blind to the
random allocation of treatments to participants.
The weakest link in our approach to the blinding
of outcome will be at the 6-week assessment when
the research nurse is likely to learn the treatment
received by participants from participants
themselves. Participants will be encouraged to
respond to questions without describing their
treatment regimen. The use of self-completed
questionnaires at the two assessment visits will also
assist in minimising subjective bias.

Another potential bias to be considered is the
Hawthorne effect on participants of continuing
discussion about the taking of medication. However,
this should be considered as a positive effect. It
should affect all strategy groups equally and will
increase participant adherence to treatment
regimens. It may, however, give a biased estimate
of normal participant adherence to drug therapy.

Sampling design and
implementation
Recruitment
General practices in the Northern and Yorkshire
Region will be invited by letter to participate. We
estimate that we will need to recruit 22–25 average-
sized practices. We will seek to include practices
from existing research networks, but may need to
supplement with other practices, depending on
take-up. Two methods of participant recruitment
were considered: incident and prevalent cases. For
the present study prevalent cases only will be
considered. Experience in practice suggests that in
addition to slow recruitment due to the small
number of incident cases per year in any one
practice, incident cases would, at least initially, be
subject to more intensive medical investigation for
the cause of the constipation, which would militate
against inclusion in the trial. Prevalent cases will be
retrospectively identified through computerised
records. The practice will do an initial screen to
remove identifiable study exclusions and invite
eligible participants to attend a nurse-led research
clinic to discuss entry into the study. Following
informed consent, a baseline assessment will be
completed and basic demographic information for
those participants still eligible will be provided to
an independent randomisation service at
Newcastle. Access to this service can be by
telephone, World Wide Web or secure fax. The
randomisation service will hold a master
participant index, randomise to first step treatment
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and inform the appropriate GP. The GP will invite
the patient to collect their prescription after a 2-
week washout period. 

Randomisation
Simple participant randomisation into one of six
treatment strategies will be used. Randomisation
will be done using an independent telephone (or
World Wide Web) service in Newcastle. To avoid
GPs pre-empting the second step in the treatment
regimen, initially the practice will be informed only
of whether the patient has been randomised to
receive a bulk, a stimulant or an osmotic laxative.
Practices will be informed of the second step
treatment strategy following the 6-week assessment.
This will be the randomised combination where
the constipation remains unresolved.

Sample size
Participants will be randomised to one of six
treatment strategies. The primary outcome measure
is the number of bowel movements per week,
which in this population has a standard deviation
of approximately 225. In order to have 90% power
to detect a mean difference of one bowel
movement per week between any two-treatment
strategies, assuming a 5% significance level, it is
necessary to finish up with 85 patients per group
(a total of 510). If we assume an attrition rate of
40% we need to recruit a total of 850 subjects.

Initially, subjects will be randomised to one of
three drugs. We will therefore be able to pool data
from pairs of strategies to determine the relative
effectiveness of the three types of drugs when
taken alone. Comparing two groups of 170
subjects will give us 90% power to detect a
difference of 0.71 bowel movements. We will also
have 90% power to detect a difference of 18% in
the proportion of patients successfully managed
using a single drug. Both these calculations
assume a significance level of 5%.

Strategies for improving compliance
The commitment of GPs and practice staff will be
crucial to the success of the study. At the
beginning of the trial educational events will be
used to introduce the study protocol, including the
stepped treatment protocol, to health
professionals from the participating practices.
Research nurses will reinforce the importance of
adherence to the study protocol. A regular
newsletter to practices will report on their relative
performance and progress in the study.

Methods of data analysis
Since randomisation is by individual participant to
treatment strategy, treatment groups can be

regarded as independent samples and analysed
using appropriate methods. The primary outcome
measure takes the form of a count – the number of
bowel movements per week – so treatment
strategies will be compared using Poisson
regression. Secondary outcome measures include
both binary and continuous variables. These will
be analysed using logistic and normal regression
procedures as appropriate. Analysis will be on an
intention-to-treat basis. No interim analyses or
additional subgroup analyses are planned.

Stakeholder involvement
In line with guidelines on consumer
participationp42 we will set up a user panel to
provide input into this study. We will invite
participating practices to join a separate
professional stakeholder panel to advise on the
implementation of the trial and help with
dissemination of study recommendations locally.

Pilot study
This is a complex trial, which will require
appropriate pilot work. Two types are necessary.

Development and testing of 
data-collection methods
Although most of the instruments which we
propose to use in this trial have been used
successfully in previous studies, it will be necessary
to test the efficacy of different interviews and self-
completed questionnaires. In particular, we will
need to develop structured questions in both
interview and self-completed format of the Rome
criteria for functional constipation. Questionnaires
will be developed with a user group of older
people and tested on an independent sample of
older people using cognitive interviewing
techniques.p43

Pretest study
We will use the practice of one of the applicants
and randomly select a second practice in which to
rehearse the full protocol prior to beginning the
main study. If there are no major changes to
protocol these data will be pooled with the main
study if we have difficulty in reaching our target
sample size.

Study timetable
Key milestones
Trials of complex interventions in primary care are
often difficult to coordinate because of
geographical spread and the involvement of a
large number of small organisations. We have



therefore taken the view that it would be sensible
to recruit over 2 years rather than 12 months,
which would allow us to focus on a small number
of practices at any one time to achieve an average
recruitment of 35 per month. Although this would
increase the length of the trial, we anticipate that
this would only increase the overall cost of the trial
marginally. (Routine 6-monthly reports to HTA are
excluded unless coincident with other key
milestones.) Table P5 shows the key milestones. 

Expertise (including trial
management)
The research team draws on all the necessary
clinical (primary health care, geriatric medicine
and gastroenterology) and health services research
(economics, sociology, social gerontology and
statistics) expertise. CHSR is a member of the
MRC HSR Collaboration and has substantial
experience of designing and executing complex
trials and evaluating interventions in primary care
and older people. Professor Bond (JB) is a
sociologist with 30 years of researching practice
and policy issues of concern to older people. He
has successfully managed several studies of older
people including complex trials. In addition to
project management experience, he brings a
special interest and expertise in assessing
outcomes and quality of life in older people. He
will have overall responsibility for the study.

Ms McColl (EM) is a generic health services
researcher qualified in both economics and
statistics with 15 years’ experience of doing
research in primary care, including the project
management of complex trials. She holds a
National Primary Care Career Scientist award with
a particular remit for outcome assessment and
management of chronic disease. Dr Steen (NS) is a
statistician in CHSR with considerable experience
of analysing complex data sets. NS will be the
project statistician and will be responsible for the
management of the database manager and
statistical input to the trial. Ms Vanoli (AV) is a
health economist in CHSR with experience in the
design and critical appraisal of economic
evaluations, and in the collection and analysis of
economic data. She is currently involved in RCTs
of interventions for older people and antiepileptic
drugs. AV will be responsible for the economic
evaluation in this study. Professor Rubin (GR) is a
practising GP, with a particular expertise and
interest in gastroenterology; he is secretary of the
Primary Care Society for Gastroenterology and is a
member of the Steering Group of NoReN
(primary care network). He will be responsible for
liaising with primary care organisations within the
Northern and Yorkshire Region. Dr Curless (RC),
an elderly care physician, and Professor Barton
(RB), a consultant gastroenterologist, have a
research interest in luminal gastrointestinal
disease, as well as clinical experience in chronic
constipation. They have recently completed a
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TABLE P5 Key milestones

Month Activity or comment (key milestone in bold)

–6 Funding agreed. Apply for MREC approval. Recruit pilot study practices. Advertise research staff
–3 Apply LREC approval
1 Ethical approval confirmed. Agreement of pilot study confirmed. Activate funding. Appoint research

staff. Advertise for research nurses
2 Recruit practices. Develop questionnaires and other data collection instruments. Commission software

query programme
3 Appoint and train one nurse. Test recruitment method in first practice
4 Test recruitment method in second practice
6 Appoint and train nurses. Progress report to HTA
7 Start recruitment of participants

12 Recruited 212 participants. Progress report to HTA
18 Recruited 424 participants. Progress report to HTA
24 Recruited 636 participants. Progress report to HTA
30 Finish participant recruitment. Progress report to HTA
37 Complete abstraction of medical records and close follow-up survey
38 Begin analysis of health diaries, economic data; follow-up survey and medical records. Begin reports and

papers
40 Complete analysis of baseline data
42 Complete analysis of health diaries. Progress report to HTA
44 Complete analysis of follow-up survey and medical records
46 Complete economic analysis
48 Complete reports and papers. Final report to HTA



prevalence survey of gastrointestinal symptoms in
older people consulting primary care.p44

Justification for support requested
The proposed study will take 48 months.
Implementing complex trials in primary care
requires considerable organisation and
coordination. We have therefore planned to recruit
participants over 2 years rather than 1 year, to
ensure that the study recruits target sample size.
The following support is requested.

Staff
Senior Research Associate (trial coordinator) [1.0
whole-time equivalent (WTE) for 4 years]. The
person to be appointed will manage the trial on a
daily basis.

Ms Vanoli (senior health economist) (0.2 WTE in
year 1; 0.1 WTE in years 2 and 3; 0.4 WTE in year
4). She will undertake the economic evaluation.

Dr Steen (project statistician) (0.2 WTE in year 1;
0.1 WTE in years 2 and 3; 0.4 WTE in year 4). He
will be responsible for the supervision of the
randomisation service, data management and
statistical analysis of the trial.

Project secretary (0.6 WTE for 4 years). She/he will
be responsible for production of data collection
instruments, the management of the study
administrative database and the management of
health diaries and outcome questionnaires, and
will perform general administrative and secretarial
duties on behalf of the project team.

Database manager (0.1 WTE for 2 years and 0.2
WTE for 2 years). She/he will be responsible for
preparing questionnaires for data processing,
writing validation and analysis programmes and
producing data for other members of the project
team.

Two research nurses (0.5 WTE for 3 years). They
will be responsible for holding practice-based
research clinics for baseline assessment and
reassessment of study participants. They will also
be responsible for the manual abstraction of data
from primary medical care records at the end of
the recruitment period.

Non-staff costs
Travel and subsistence: cost of travel to pilot-study
participants’ homes for development of research
instruments, travel for nurses to practice premises,
support for visiting advisors and to attend national
and international conferences.

Consumable and data-collection costs: cost to print
research instruments; to distribute health diaries
and outcome questionnaires; and undertake
telephone interviews. Equipment ‘rental’ costs,
which includes the direct costs to the study of
computers, printers and software and calculated
on a standard algorithm for WTE staff working on
the study. Direct costs of printing, postage and
telephone are requested.

Exceptional items: CHSR will provide an
independent telephone randomisation service. The
CHSR is a self-supporting research Centre in the
University with limited Higher Education Funding
Council (HEFC) support. Professor Bond, who is
expected to recover some of his time costs in
research applications on a consultancy basis 
(10 days per annum), will provide overall project
management. Resources are needed to contract out
computer software writing of queries for electronic
medical records and to provide administrative
support to practices for the review of medical notes
prior to recruitment and participant consent.

We have closely reviewed each item of expected
expenditure in line with our considerable
experience of doing studies of this kind. These are
the direct costs of the study, which will ensure that
neither the NHS nor universities will be
inappropriately subsidising the study.
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All protocol amendments were approved by the 
trial steering committee and MREC and

reported to HTA trial monitoring team.

December 2002
● Disease-specific quality of life as measured as

PAC-SYM/PAC-QOL was specified as the
primary outcome. The number of bowel
movements per week was specified as a
secondary outcome.

● Changes in research governance militated
against the proposed use of a research nurse to
recruit data in practices. Recruitment was
therefore done by practice nurses working in
the sampled practices.

● The 6-week reassessment originally planned as
an interview in the practice was changed to a
telephone interview with a member of the
research team.

April 2004
● The planned washout period was removed from

the protocol following advice from the trial
steering committee.

● The 18-month follow-up economic telephone
interview was omitted to reduce the burden of
data collection on participants.

● Changes were made to the definition of a
successful outcome after step 1 to reflect
participants’ treatment goals.

● Practice receptionists were included to recruit
and undertake baseline assessments where a
practice nurse was not available.

● The cognitive function assessment at baseline
was omitted to reduce the burden on
participants.

October 2004
● Exclusion criteria were increased to exclude

people with multiple sclerosis and significant
autonomic neuropathy and patients on
morphine or morphine derivatives.
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A study about comparing three different medicines for treatment 
of constipation in older people

We would like to invite you to take part in our research study comparing
the effect of three different types of medicines for treatment of
constipation.

Before you decide whether or not to take part, it is important for you to
know why the research is being carried out and what it will involve for you
should you decide to join in the study. Please take time to read this leaflet
carefully – it answers many of the questions you may have. If you wish, you
can show the leaflet to your family and friends and discuss it with them. If
there is anything you are not clear about, or if you would like any more
information about the study and what it means for those who take part,
please ask one of the research team – our contact details can be found at

the end of this leaflet. The research office can also put you in touch with an independent consumer
representative, who can provide advice on your rights with respect to taking part in research.
Please take plenty of time to decide whether or not you wish to join this study – you do not need to make
up your mind ‘on the spot’. In the accompanying letter your GP has suggested an appointment date for
you to talk to a nurse at your doctor’s surgery. The nurse will explain the study in more detail and will be
happy to answer any questions you may have. However, if the date or the time is not convenient for you,
please ring the practice to make an appointment at a suitable time.

Thank you for taking the time to consider this study.

Who is doing this study?
We are a team of researchers based at the Centre for Health Services Research at the University of
Newcastle upon Tyne. This study is funded by the National Health Service. We are working with many of
the general practices in northern England.

Why are you doing this study and what do you want to find out?
Constipation is a common and often bothersome problem in adults in the United Kingdom, particularly
amongst those aged 55 and over.

Constipation is often treated by prescribing laxatives. Laxatives are drugs designed to relieve
constipation. There are different types of laxatives that work in different ways. However, there is still little
knowledge about which laxative or combination of laxatives is best to treat older people with
constipation.

Our research is about comparing three different types of laxatives for treatment of constipation in older
people to see which is best.
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How and why have I been chosen?
You have been chosen to take part because, according to your medical records, you have consulted your
GP about constipation and are in the correct age group for the study.

We need about 1000 people with constipation, both men and women, aged 55 and over and will be
selecting patients from a number of general practices in northern England.

Do I have to take part?
No, it is entirely up to you whether you take part. We would like you to take your time, to read this
information sheet and to think about the study. We would very much like you to help us, but if you decide
not to take part in the study, that’s fine.

The care that you get from your GP’s surgery will not be affected by your decision and no one will put
pressure on you to take part.

To help us with future studies, we would like to ask you a few questions about why you have decided not
to take part. But if you don’t want to give a reason, you don’t have to.

Can I say ‘Yes’ now and change my mind later?
Yes, you can. Even if you say ‘yes’ now you can leave the study at any time. You are not committing
yourself to the study forever, and if you decide to leave, it will not affect the care you get from your
doctors and nurses.

What do I have to do if I decide to take part in the study? 
If, after you have read about the study, you would like to take part then we will need you to sign a consent
form. You will need to do this at your surgery, as it needs to be countersigned by a nurse or a doctor.

After signing a consent form, you will be assigned to 1 of 6 different treatment groups. Initially each
group will be given 1 of 3 different laxatives. If after six weeks your constipation does not improve, you
will be given a second laxative to take in combination with the first one.

The choice of who is in which group will be made by a computer. The computer knows nothing about the
individuals concerned. This means that we get a good mix of people in each group. It also ensures that
the choice is made by chance (like pulling names out of a hat or drawing the balls in the National
Lottery). This method is called ‘randomisation’.

Can I or my GP choose the group I will be in?
No, it is not possible for you or your doctor to choose the group that you will go into. This is because we
have to make it as fair as possible for all patients. You will have equal chance of one in six (17%) of being
allocated to each one of these six groups. Each group will be prescribed one of three types of laxatives,
Ispaghula Husk; Senna; Fybogel/Regulan or Movicol. You may have taken some of these medicines to
relieve your constipation in the past and some may be new for you. You will be asked to take the
prescribed medicine regardless of whether you have experience with it or not.

If you do not wish to be included in the study, you should tell your doctor. He or she will then treat your
constipation in whatever way you and the doctor think is best for you. If you do decide that you would
rather not take part in the trial, we would still like your permission for us to look at your medical records
to see how your constipation is managed. However, if you don’t want to be in the trial and don’t want us
to look at your records, we will respect that decision.

What will happen next if I decide to take part in the study?
● Face to face interview and self completion questionnaire
Regardless of which group you are chosen for, you will be interviewed by a nurse at your doctor’s surgery
and asked to fill in a short questionnaire when you join the study. If you need any help, the nurse will be
there to assist you with the questionnaire. 
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● Health diary
After you fill in the questionnaire the nurse will give you a health diary and will explain how to fill it in.
The diary asks about your bowel habits and the use of laxatives. Throughout the study we will ask you to
complete the health diary daily and to return it to us on a monthly basis for six months. This will take
very little time for you to fill in. We will provide you with full instructions of what you need to do during
your first visit to your GP surgery.

● Step 1
You will be prescribed a single laxative by your GP and you will be asked to take it for six weeks. If your
constipation is not better by then, you will be advised to make an appointment and visit your GP again.
During that visit a second laxative will be added on to your original laxative prescription.

● First telephone interview and postal questionnaire
Towards the end of Step 1 a fully trained member of our research team will contact you by phone to see
how you are getting on. He or she will interview you on the phone, asking questions about any out of
pocket expenses and contacts you have had with health care professionals in order to help manage your
constipation. After the interview we will encourage you and ask you to complete a short postal
questionnaire which we will have sent you several days in advance. The postal questionnaire will ask
questions about your quality of life and will be similar to the one you will have completed when you first
visited your GP surgery and saw the nurse. When you fill in the questionnaire we would appreciate if you
could return it to us in the prepaid envelope provided within two weeks following the telephone
interview.

● Step 2
If you still feel that your constipation has not been successfully resolved after six weeks of treatment, a
second laxative will be added and you will be asked to take a combination of two laxatives for four weeks.
You will need to pick up this new prescription from your GP.

● Second follow-up telephone interview and postal questionnaire
At the end of Step 2, the research team will send you a second questionnaire by post and will contact you
again by phone for a short telephone interview. The interview will ask similar questions as the first
telephone interview. After the interview we will check with you whether you have received the second
postal questionnaire and will ask you to fill it in and return it to us in a prepaid envelope within two
weeks following the second telephone interview.

Final postal questionnaire
Six months after the start of the study we will contact you again by phone for a short telephone interview.
You will also receive a third postal questionnaire which we will ask you to complete and return to us in a
prepaid envelope within two weeks after the date of receiving it.

Do you need to see my medical records?
Yes. At the end of the study we will need to look at your medical records. From them we will be able to
extract some more information about how often you have visited your GP and the treatment you have
received from your doctor related to constipation. This is mainly needed to help us with the analysis of
the results. We are not interested in any other aspects of your health or medical care – just consultations
about constipation and treatment for that problem.

Will I have to have any special tests or investigations if I take part?
No, the study does not involve any blood tests, colonoscopies or any other investigations. However, if
your own doctor thinks you need a test or other investigation, you will be able to have it, without
affecting your ability to take part in this study.

Will there be any lifestyle restrictions, or anything I won’t be allowed to do if I take
part?
No, you will be free to take part in all your normal activities at home and at work. You can eat your
normal food.
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Will I get paid for taking part in the study?
No, we are not paying anyone to take part in the study. Your doctors and nurses do not get any extra
money for including you in this study. Paying people often puts undue pressure on them – that is why we
are not doing it.

What are the likely benefits of taking part in the study?
There may not be a direct benefit for you personally as a result of this study. The potential benefit is that
the treatment you will receive may prove to be more effective than the treatment for constipation you
have received so far. However, this cannot be guaranteed.

In the long-term, we hope that the information we get from this study may help us to treat future
patients with constipation better.

What are the possible disadvantages and risks of taking part?
We hope that all treatments will help you and do not think that there are any significant disadvantages or
risks in taking part in the study.

Because we are not trying out any new laxatives in the study, your doctor will be able to tell you of any
known side-effects for any of the laxatives they may prescribe. However, like any medicines, laxatives can
have unwanted side-effects in some patients such as abdominal discomfort, bloating, flatulence etc. The
likelihood and nature of these side-effects varies with the type of laxative but in general they are mild to
moderate in intensity.

I have private health insurance. Do I need to tell my insurer if I decide to take part
in the study?
If you decide to take part in the study, it is most unlikely that it will affect any private health insurance
that you may have. However, you should let your insurer know that you are taking part in the study.

How long does the study go on for altogether?
Although each individual person will only be followed up for at most six months, it will take some time to
get 1000 patients into the study. And we will also need some time at the end to analyse all the
information we will be getting from the interviews, questionnaires and health diaries. The study lasts for
four years altogether – we should have the final results in December 2006.

What will happen to the results from the study?
At the end of the study, the research team will write a report of the results for the NHS.

After that, we will write articles about the findings for publication in magazines, so that other health
workers and carers read and apply what we have learned from this study in their practice.

In all the reports that we write, we will take great care that no individual patient can be identified. All the
information the research team have about you will be kept private.

Has anyone checked out this study to see if it is alright?
When we applied to the NHS for money to do this research, our plans for the study were examined by
other researchers to confirm that they were scientifically sound.

The study has also been reviewed by The South-West Multi-Centre Research Ethics Committee. This
committee is responsible for ensuring that medical research going on is ethical and fair to study
participants like yourself.

Will what I tell you be kept private?
Only the research team who will be running the study, and collecting and analysing information from
study participants, will know who is in this study. We are all bound by a written code of confidentiality.
This means that we must take great care to prevent anyone from outside the research team seeing any
personal information about you, and we must not tell anyone else what you say. So all the information the
research team has about you (e.g. from the interviews, questionnaires and examining your medical
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records) will be kept private. Any information about you which leaves the surgery will have your name
removed so that you cannot be identified from it.

One issue that we need to draw to your attention is that the owners of the copyright of the Quality of Life
questionnaire we intend to use in our study, Jansen Pharmaceuticals Ltd., have asked us to provide them
with the participants’ responses to the questionnaire for the purposes of further improvement of their
instruments. However, these data will be fully anonymised and no individual patient or practice will be
identifiable at any time. On your questionnaire, you are only identified by a number. Only people in our
office will know who the questionnaire came from.

We want to reassure you that anything you tell us will be kept secret. We will not tell anyone what you
have said unless you ask us to. We will not give your contact details to anybody and nobody else will
contact you by any means after the end of the study.

Will anyone else know I am in this study?
Local GPs know that this study is going on. We have written to all practices to tell them of our work. Only
your own GP’s surgery will know that you personally are in the study.

How can I get more information about the study?
Please feel free to contact a member of the research team if you would like some more information about
the study, or if you have any questions you want answered. Our phone numbers are shown below. You
may contact us right through the study. It’s best to call during office hours (9.00 a.m. – 12.30 p.m. and
1.30 p.m. – 5.00 p.m.) but we do have an answer machine switched on when we are out of the office. If
you prefer to write to us, our address is also shown below.

Research staff contact details
Dr Svet Mihaylov (Trial coordinator) 0191 222 7249
Project secretary 0191 222 7894

Centre for Health Services Research
School of Population & Health Sciences
University of Newcastle upon Tyne
21 Claremont Place
Newcastle upon Tyne
NE2 4AA
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What will we ask you to do if you agree to take part in our study?

Visit us at your GP surgery: Initially we will invite you to

talk to a nurse at your GP surgery. The nurse will be able to

answer all the questions you may have about the study and

check whether you are suitable to be included in the study.

Signing a consent form: If you are happy to take part in

the study we will ask you to sign a consent form to confirm

your agreement in writing. If you would prefer not take

part in the trial, we would still like your written permission for us to look at your

medical records to see how your constipation is being managed. Of course, you

are free to refuse us permission, if you would prefer we did not look at your

records.

Face to face interview: After you have signed the

consent form, the nurse will need to conduct a short

interview with you. The interview will take about 15-

20 minutes and will be about your experiences of

constipation.

Filling in a questionnaire:

After the interview the nurse will give you a short questionnaire that

asks about your health in general and about your constipation. If

you need any help filling in the questionnaire, the nurse will be there

to assist you.
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Health diary: At the end of this visit, the nurse

will give you a health diary and will provide you

with full instructions of what you need to do with

it. The diary asks about your bowel habits.

Throughout the study, we will ask you to complete the health diary each day.

Each diary lasts for one month. We will ask you to return it to us each month.

We will need you to complete and return the health diaries to us for a period of

six months.

Randomisation: Then you will be assigned to 1 of

6 different treatment groups. Initially each group will

be given 1 of 3 different laxatives. The choice of

who is in which group will be made by a computer. The computer knows nothing

about the individuals concerned. This means that we get a good mix of people

in each group. It also ensures that the choice is made by chance (like pulling

names out of a hat or drawing the balls in the National Lottery). This method is

called ‘randomisation’.

Step 1: You will be prescribed your first (Step 1)

single laxative and you will be asked to take it for

6 weeks. If your constipation is not better by

then, you will be advised to make an appointment

and visit your GP again. During that visit a second laxative will be added on to 

your original laxative prescription.
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First telephone interview and postal questionnaire: At the end of Step 1 a 

trained member of our research team will contact you by phone to see how you

are getting on. He or she will ask you questions about any out of pocket

expenses and contacts you have had with health care professionals in order to

help manage your constipation. After the interview we will encourage you and

ask you to complete a short postal questionnaire which we will have sent you

several days before we ring you. The postal questionnaire will ask you about

your quality of life and will be similar to the one you will already have completed

when you visited your GP surgery and saw the nurse. We will ask you to return

it to us in a prepaid envelope within 2 weeks of the telephone interview.

First telephone interview Filling in a postal

questionnaire

Return the questionnaire

to us by post

Step 2: If you still feel that your constipation

has not been successfully resolved after six

weeks of treatment, a second laxative will be

added and you will be asked to take a

combination of two laxatives for four weeks.

You will need to pick up this new prescription from your GP.

Second telephone interview and postal questionnaire: At the end of Step 2,

we will send you a second questionnaire by post and will contact you by phone

for a short telephone interview. The interview will ask similar questions as the

first telephone interview. After the interview, we will ask you to fill in the second

postal questionnaire and return it to us in a prepaid envelope within 2 weeks of

the telephone interview.
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Second telephone

interview

Filling in a postal

questionnaire

Return the questionnaire

to us by post

Follow-up postal questionnaire at 6 months: 6 months after the start of the

study we will contact you again by phone for a short telephone interview. You

will also receive another questionnaire by post and be asked to fill it in and

return it to us within 2 weeks.

Examining your medical records: At the end of the study

we will need to look at your medical records. From them we

will be able to extract some more information about how

often you have visited your GP and the treatment you have

Thank you for reading this information leaflet!

received from your doctor related to constipation. This is needed to help us with

the analysis of the results.
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Research staff contact details

Dr Svet Mihaylov (Trial coordinator) 0191 222 7249

Project secretary 0191 222 7894

Centre for Health Services Research

School of Population and Health Sciences

University of Newcastle upon Tyne

21 Claremont Place

Newcastle upon Tyne

NE2 4AA



Perspective of the study
The researchers intended to use both an
individual participant perspective and public-
sector budget perspective with particular emphasis
given to the subsets of costs and effects relevant to
address the health service perspective at a
macrolevel. Given the nature of the clinical
condition and the age group of patients,
productivity costs were deemed not to be relevant
and therefore the societal perspective was not
considered. Similarly, impact on other family
members could be neglected without introducing
any relevant bias.

Measure of benefits used and type
of study
Considering all the measures of effectiveness
estimated within the clinical trial, the researchers
intended to outline a cost–consequences 
analysis. A cost-effectiveness analysis was proposed
to be conducted on the basis of the number of
bowel movements per week and on the utility-
based measure of health state, applying societal
values derived from a community-based
population.83

Although quality of life is an important indicator
of benefit in the treatment of constipation, and is
the primary outcome measure in this study, none
of the currently available condition-specific
measures yields a unique quality of life score (i.e. a
utility or preference). Therefore, a
comparison/synthesis of costs and outcomes based
on each of the separate quality of life dimensions
in these profile measures would have been
methodologically invalid. For this reason, a utility-
based index measure, the EQ-5D,40,41 was
proposed to facilitate calculation of quality-
adjusted life-years (QALYs). The authors were,
however, aware of the concerns about the use of
QALYs in devising resource allocation strategies
between different age cohorts.84,85 Therefore, they
aimed to develop or apply already existing
‘corrective’ measures to the prospective results, so
that the findings did not have unfavourable
implications for the funding of health
technologies for older people. 

Furthermore, it was anticipated that the EQ-5D
might not be sensitive enough to detect
differences in the population being studied.
Therefore, alongside this utility-based measure, it
was proposed to calculate discomfort-free days
(DFDs) as a new measure of outcome. This
measure included the impact on patients’ well-
being of unwanted symptoms due both to
constipation and to treatment side-effects. It would
have been a crude but meaningful measure of the
patients’ perceived effectiveness of treatment.
DFDs were proposed to be derived through the
self-completed structured diaries, in which
patients were asked to report the overall impact of
both the symptoms of constipation and side-effects
of the laxatives on their well-being. Severity of
impact was proposed to be graded in levels, and
the number of days spent in each level of
discomfort calculated. The researchers believed
that the comparison of DFDs with EQ-5D utilities
would have represented a useful addition to the
body of knowledge on the assessment of cost-
effectiveness in trials where the main impact is
expected to be on palliation of symptoms and
improvement of the quality of life, rather than on
extension of life. They also sought to develop
scenarios based on symptoms of constipation and
condition-specific quality of life, and to use
standard gamble and time trade-off techniques to
establish utilities for the defined health states.
This valuation exercise was proposed to be
conducted on a small sample of participants, using
common states defined by symptom diary and
PAC-SYM/PAC-QOL responses from the early
phases of the trial.

Resources data collected within
the trial and costing methods
NHS resources proposed to be included
comprised the use of drugs and primary care
services. It was proposed to collect this
information through extraction of data from
medical records of trial participants (see Chapter
2). Costs related to the use of medication and
health services were to be assigned using national
published data.86–88 The researchers also intended
to supplement the above data with data derived
from telephone interviews and postal
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questionnaires, which sought to collect
information about the patients’ expenditure on
OTC medications and other items relating to the
management of constipation. Where possible, it
was planned to ask participants to report costs and
quantities separately.

Synthesis of costs and outcomes
In the eventuality that the trial results were not
able to demonstrate statistically and clinically
significant evidence that one strategy was more
effective than another, the intention was to apply a
cost-minimisation framework and to recommend
the less expensive strategies. If one strategy,
however, appeared to be more effective (clinically)
and less costly than comparators, it would be
recommended. If one strategy had appeared to be
more effective but more expensive than
comparators, estimates of incremental cost-
effectiveness ratios would have been generated

and compared. A judgement would then be
required in a policy-making context to establish
whether the additional benefits warrant the
additional costs. In any case, recommendations
would have been made taking into account the
issues of the generalisability of the results.

Sensitivity analysis
A sensitivity analysis was proposed to test the
robustness of the result to any variations in the key
data inputs to the study, such as the price of
medicines, to address the issues of both
uncertainty in assumptions, methods and data,
and the generalisability of the results.89 It was also
intended to conduct a sensitivity analysis that took
account of differences in resource use which were
practically significant (i.e. potentially costly), but
which had not been shown to be statistically
significant.
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Information Sheet for STOOL Research Project

We would like you to take part in a research study about constipation and the
use of laxatives. Constipation is a common and often bothersome problem in
adults in the UK, particularly amongst those aged 55 and over. Our research
aims at finding out more about how constipation affects people and what
treatments they have tried to help their constipation. 

The research is being carried out by a team of researchers at the Centre for
Health Services Research at Newcastle University. Many of the GPs in this
area are helping us find participants for our research. This is why you have
been sent a letter from your GP.

If you do decide to participate, our researcher Cathy Stark, will come and talk
to you about your experiences. This interview can be arranged at a time and
place to suit you. You may prefer to be interviewed in your own home or at the
surgery or at the University in Newcastle. During the interview you will be
asked about how constipation affects you and the symptoms you experience,
and also about what you think of the laxatives you have tried. You do not have
to answer any questions that you do not want to. Everything that you tell 
Cathy will be kept private; we will not tell anyone outside the research team
what you say.

If you would like to talk to Cathy Stark about the research before making up
your mind whether to participate, please phone (0191) 222 7249 Monday 
to Wednesday, during office hours. If no-one is available please phone 
(0191) 222 7045 and leave a message with the secretary or on the
answer phone. Cathy can ring you back to save you the cost of the call. Please
telephone Cathy for information about the research and not your GP. 

If you would like to take part in the research please fill in the consent form
and return it in the envelope provided. Cathy will then contact you to arrange
an interview. We will also send you an information leaflet with more details
about the research.

Thank you.
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January 2003
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What is the STOOL Project?

The STOOL Project is a qualitative study which aims to find out
about nurses’ experiences of dealing with constipation in older
adults and, where applicable, nurses’ experiences of prescribing
laxatives for older people with constipation. We would like to
talk to a variety of nurses attached to each GP surgery included
in our study sample.

We also want to learn more about older people’s experience of
constipation and laxative use. We will be collecting the views of
nurses, GPs and older people during this study.

This small qualitative study is part of a larger randomised
control trial (RCT) which has been set up to find out about the
comparative clinical and cost effectiveness of using different
categories of laxatives, singly and then in combination. STOOL
stands for Stepped Treatment of Older adults On Laxatives.

The qualitative study is important in helping us understand more
about how patients experience constipation and use laxatives and
how nurses manage these patients. An increased understanding
of these issues will help us refine the questions we ask during
the RCT.

Who is running the study?
The study is being undertaken by a group of researchers from
the Centre for Health Services Research, Newcastle University.
We are working closely with local clinicians from primary and
secondary care.
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Who is funding the research?
The research is funded by the National Health Service
(Research and Development) under a research programme called
Health Technology Assessment.

Why is the research important?
Many questions in constipation research have been addressed
inadequately, or not at all. It remains unclear which laxative
agents offer the best combination of efficacy, low incidence of
adverse effects, acceptability and cost. We want to know about
how nurses deal routinely with constipation in older adults.
Where applicable, we also want to know whether nurses have a
preference for prescribing a certain type of laxative for older
people, and why this is. We will also be asking GPs similar
questions. It is also important to learn more about how patients
define constipation and whether they have a preferred
treatment and how easy or difficult patients find adherence to
prescribed treatment. The literature suggests that patients and
health professionals may not define constipation in the same
way, and that these differences may affect consultation
patterns and compliance with therapy.

Is constipation worth investigating?
Yes. Constipation is a common and bothersome problem,
especially for older people. Estimates of the prevalence of
constipation in the general population of the UK range from 2%
to 51.5%, depending on the definition used. It appears to be
more common in women than men. In elderly people living in the
community, approximately 20-25% have symptoms of
constipation. Propensity to consult increases with age - for a GP
with an average list size of 2000, approximately 12 patients
aged 55 and over will consult about constipation each year.
Overall, constipation generates 450,000 GP consultations every
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year in England and Wales, at an estimated cost of £4.5 million
per year.

What are you asking me to do?
We would like to invite you to take part in an interview with a
researcher from our team. This would be a one-to-one, face-to-
face interview and can be arranged at a place and time that is
convenient to you, such as your surgery premises. It is estimated
that the interview will take about 30 minutes, but it may be
longer or shorter depending on how much you want to say.

We would like to tape record the interview so that the
researcher does not have to make notes during the interview,
and can concentrate on what is being said.

What will I be asked about?
You will be asked about your experiences of dealing with
constipation in older adults (aged 55 and over). We want to find
out which laxatives, if any, are routinely used and whether you
have a preference for prescribing or recommending a particular
laxative and why this is so. Also we are interested in your
opinions about combining laxatives and whether you regard this
as an effective treatment.

What will happen to the information you collect?
The taped interview will be transcribed and analysed. The
information collected will be confidential to the research team.
The interview will be given a code number and no names will be
used on the transcript to assure anonymity.

The study will be published by the Department of Health as a
Health Technology Assessment Report. These reports are made
widely available to other bodies responsible for the
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administering and funding of NHS services. A summary of
findings will be made available to all participants.

What do I do now?
We would very much like you to take part in the research. Please
fill in the attached consent form to indicate whether or not you
are willing to take part. If you are willing, please indicate a
convenient time for our researcher to telephone you in order to
set up an interview. Please return the consent form in the
envelope provided within two weeks from the date of this letter.

If you would like to talk to someone about the research in more
detail please telephone Cathy Stark on the telephone number
given at the end of this brochure.

Thank you for your time.

For further information please contact:

Dr Cathy Stark
STOOL Project

Centre for Health Services Research
University of Newcastle upon Tyne

21 Claremont Place
Newcastle NE2 4AA

Tel: 0191 222 7249 (Monday to Wednesday 8.30am – 4.30pm)
Or 0191 222 7045 at other times for secretary or answer phone.





[Revised May 2003]

Preamble about the study
Check have consent
Permission to tape
Assurance of confidentiality

Topic: General health
Sample questions:
Can you tell me about your general health?
How would you rate your general health?
Any conditions, any ongoing or intermittent health problems?
Any problems in the past?
Mobility?
Eating habits?
Medication – regular (co-codamol, blood pressure, etc.) and what is it for?

Topic: Defining constipation
Understanding the term constipation
Experience of associated symptoms.
You have been included in this study because you have experienced constipation. Constipation can mean
different things to different people. 

● Can you tell me what YOU mean when you say you are constipated?
(haven’t opened bowels for some days; pass hard or small stools; have to strain; other)

How do you know when you are constipated?

What symptoms do you have when you are constipated?
(pain, bloating, headache)
How do you feel in yourself when you are constipated?
(irritable, sluggish, anxious)
Why do you think you feel like this?

● Do you see yourself as constipated at the moment?
Why is that/isn’t that?

● When was the last time you were constipated?
What happened then – why do you say you were constipated?

● How often do you become constipated?

How have your bowels been over the years?
(childhood, young adulthood, middle age, etc.)

How long do you think you have been suffering with constipation?
(all your life, many years, only two years or so, etc.)
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Topic: Normal bowel habit and bowels over time
What is your usual pattern for opening your bowels at the moment?

How happy are you with your current bowel opening pattern?
Why is that?

Ideally, what bowel opening pattern would you like to have?
Why is that?

● What do you consider is a ‘normal’ bowel pattern?
Why do you say this?

Do you consider that you have a ‘normal’ bowel habit?
Do you feel it’s important to have regular bowel routine?
Why do you say that?

Topic: Constipation and daily life
Do you think being constipated affects your daily life?
In what way?

Are there things that you can’t do when you are constipated that you normally do?
(go to work, go out, socialise)

Are there things that you avoid doing when you are constipated?
(going out, eating out, socialising)
Why do you avoid these things?

Are there things that you do when you are constipated that you don’t normally do?
(stay near toilet, go regularly for tries to toilet)

Could you tell me how being constipated affects you during an average day? 

Topic: Constipation and health beliefs
Why do you think you suffer from constipation?

Do you think being constipated affects your health?
In what way?

Does being constipated cause you concern?
Why is this? What is it that worries you?
Have you raised these concerns with your GP?
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[Revised 18 February 2003 following laxative classification review]

Preamble
What research is about
In-depth study of GPs’ experiences of older people who self-report with constipation. Interested in
learning more about GPs’ experiences of different treatments for constipation.

Topic: Definition of constipation (GP definition)
What do you understand by the term constipation?
What criteria do you use to define constipation?

frequency of passing stools 
difficulty passing stools (straining)
consistency of stool
associated symptoms (bloating, pain, etc.)
change in bowel habit
other

Do you ever use the term ‘chronic constipation’? If so, what do you mean by it?
If never used, any reason why not?

Topic: Difficulties with definitions
Defining constipation in older people 
(for purpose of this study definition of older people = age 55+)

From your experience, do you think that older people use the same definition as you do? 
When an older person reports that they are constipated, what do they usually mean by this?

From your experience, when an older person presents with constipation, what symptoms do they usually
describe and present with?
What symptoms do you usually ask them about?

Topic: Dealing routinely with constipation older patients
I would like to describe a scenario to you and then ask you how you might routinely deal with it.

A 65-year-old female patient comes to see you complaining that she is constipated. She has not
consulted about this before and has no other major health problems. 

What might you do in such a case?

Explore:
Do you apply any formal criteria to assess if patient is constipated [e.g. Rome II, Manning Scale (IBS),
Bristol Stool form]?
Would the patient be given a prescription at initial consultation?
Would a follow-up appointment be suggested (always, only if no improvement, only if condition was felt
to have worsened, other)?

If the patient was older, say 85, would your way of dealing with it be any different?
Why not?
In what way?
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If the patient was in their 40s instead of in their 60s would your approach be different?
Why not?
In what way?

Change in bowel habit versus constipation
You have mentioned change in bowel habit, which sounds like it is different from constipation.
How are you using these terms?
How do you distinguish between the two – when does constipation become a change in bowel habit?

Topic: Routine prescriptions
What would you routinely prescribe for constipation in an older person?
What type of laxative do you regard this to be?
How do you regard this as working on the body?

What factors, if any, influence your choice of treatment? 
What type of laxative is routinely prescribed (bulk, osmotic, stimulant)?
Why would you choose this particular treatment?
(explore: effectiveness, ease of use, side-effects, costs)

Do you believe this particular treatment to be effective?
On what evidence do you base this judgement?

Under what circumstances would you prescribe something other than this laxative?

Do you find that older people have a preference for a certain type of treatment for constipation?
What is this preference (prescribed laxative, lifestyle advice)?
Is there a preference expressed for a particular laxative or certain category of laxative? Which? Why do
you think this is?
Would you prescribe their preferred laxatives if they requested it?
Why, why not, what factors would be taken into account?

Topic: Deciding not to prescribe a laxative
Are there circumstances when you wouldn’t prescribe a laxative for an older person complaining of
constipation?
When might this occur?
Do you feel that older people want to be prescribed a laxative when they consult with constipation – is
this their expectation? Why do you think this? Does it vary?
If so, how is this managed in the consultation?

Topic: Other treatments and investigations
OTC medications
In your experience, are OTC medications something which most people consulting with constipation
have tried, or do people tend to come to you as first port of call?

Is self-treatment for constipation something you would ask a patient about when they present with
constipation?
Why/why not?
What would you ask about?

First point of contact (FPOC) versus not first point of contact (NFPOC)
Where do you see yourself in the process of a person consulting about constipation – would they come to
your first or do you think would have seen a community nurse or pharmacists? Any perception of this?

Bowel diary
Are patients asked to keep a diary of their bowel function (routinely/under what circumstances)?
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Follow-up investigations
Are patients ever referred for follow-up investigation?
What would lead you to request further investigation (routinely, under what circumstances)?

Topic: Causes of constipation in older people
Is constipation something which you think affects people more as they get older?
Why/why not do you believe this to be the case?
What is your understanding of the causes of constipation in the elderly?

decreased mobility
lack of exercise
decreased calorie intake
decreased fluid intake
constipating medications
other chronic conditions (and associated medications)

Do you try and identify the cause of constipation in an elderly patient?
Does the suspected or established cause of constipation have an effect on how you manage the
consultation (e.g. would it affect whether you prescribe and/or what you prescribe)?

Are lifestyle factors relating to constipation ever discussed with older people?
Why not? or
Which factors, what is said or recommended?

Do you view constipation in older people as a chronic condition or one which can be alleviated? Why do
you say this? 

Topic: GPs’ experience of prescribing different categories of laxative 
Categories of laxative
I would like to ask you your opinions about and experience of prescribing the main types of laxatives.
According to literature, usually divided into: 

bulk/fibre laxatives
stimulant
osmotic.

Are these categories that you find yourself working with and thinking in?
Why is that the case/not the case?
Any others that you use?
Where do softeners fit in to this classification, if at all? 

List of main preparations attached to enable researcher to show GP which laxative is being discussed. List
of laxatives found in BNF.

Bulk/fibre laxatives (bran, ispaghula husk, methylcellulose, sterculia)
(increasing fibre, increasing weight, increasing water-absorbent properties of stool)

Show sheet

Can I ask what you might routinely prescribe for an older person?
Do you see the laxatives you have identified as bulking agents?
Why do you regard this as suitable/not suitable for an older person?
In your opinion, how does a bulking agent work?

Why would you choose this one rather than another (what factors do you take into account – cost, ease of
use, effectiveness, lack of side-effects)?
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In addition to the above, are there any other factors which influence your decision to prescribe certain
bulk laxatives (pharmaceutical promotions, research outcomes, recommendations from others, practice or
district formularies, patient preference)?

Stimulant laxatives (bisacodyl, senna, danthron, ducusate sodium)
(stimulation of colonic nerves to increase intestinal motility, stimulate production of water and so some
osmotic properties)

Show sheet

Can I ask what you might routinely prescribe for an older person?
Do you see the laxatives you have identified as stimulant agents?
In your opinion, how does a bulking agent work?
Why do you regard this as suitable/not suitable for an older person?

Why would you choose this one rather than another (what factors do you take into account – cost, ease of
use, effectiveness, lack of side-effects)?

In addition to the above, are there any other factors which influence your decision to prescribe certain
stimulant laxatives (pharmaceutical promotions, research outcomes, recommendations from others,
practice or district formularies, patient preference)?

Osmotic laxatives (magnesium salts, lactulose, lactitol)

Show sheet

Can I ask what you might routinely prescribe for an older person?
Do you see the laxatives you have identified as osmotic agents?
In your opinion, how does an osmotic agent work?
Why do you regard this as suitable/not suitable for an older person?

Why would you choose this one rather than another (what factors do you take into account – cost, ease of
use, effectiveness, lack of side-effects)?

In addition to the above, are there any other factors which influence your decision to prescribe certain
stimulant laxatives [pharmaceutical promotions, research outcomes, recommendations from others (who),
practice or district formularies, patient preference]?

Topic: Changing treatments and use of co-treatments
Changing treatments
When might you change a patient’s prescription from one laxative to another?
Is it usual that a patient might be prescribed a second and different laxative?

Do you have an order in which you prefer patients to try laxatives?
(i.e. would you prescribe different types of the same category of laxative, e.g. an ispaghula husk
preparation followed by a sterculia preparation – both bulk laxatives; or would you tend to move from
one category to another, e.g. from bulk to osmotic or stimulant?)
Why do you prefer to try laxatives in this particular order?
What is the rationale for this?

Use of co-treatments
When treating older people for constipation do you routinely prescribe more than one laxative? 
If so, why is this?
If not, why not?

When might you consider using co-treatments or more than one laxative?
What co-treatments, if any, do you have experience of prescribing for older people?
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Why did you decide to combine these particular treatments [pharmaceutical promotions, research
outcomes, recommendations from others (who), patient preference, cost, ease of use, effectiveness, lack of
side-effects]?

How effective do you believe these co-treatments have been?
Why do you say this?

Topic: Background of GP and practice
I would like finish by asking you a little bit about yourself and the practice

Characteristics of the practice
Number of GPs
Number of patients on list
Inner-city area, rural area
Teaching or non-teaching practice

Time GP has been at practice
Year of GP’s medical qualification
Any one in practice with particular interest in elderly or gastrointestinal conditions

Question we’ve added in to help us understand better how to advertise our RCT
Which mail bases they use and why
Other resources that do find informative – help to inform us where to target advertisements of the trials

Conclusion
Is there anything else that you would like to add about your experience of treating older people
presenting with constipation?

Anything you would like to ask?

Thanks, etc.

Health Technology Assessment 2008; Vol. 12: No. 13

131

© Queen’s Printer and Controller of HMSO 2008. All rights reserved.





[Revised 18 February 2003 following laxative classification review]

Preamble
What research is about
In-depth study of nurses’ experiences of older people who describe themselves as constipated. Interested
in learning more about nurses’ role and experiences of treating constipation
Our definition of an older person is age 55 and over
We are interested in community-dwelling older people, rather than those in long-term nursing or
residential care

Topic: Nurses’ role in managing and treating constipation
Nurses’ general role
Could you tell me a little bit about your role as a nurse in general terms – 
Are you practice based?
Are you community based – visiting older people in their home?
Do you have regular patients that you see?
Does the GP ask you to see someone after the GP has seen them or can it be before?

Prescribing role
Do you prescribe at all?
Do you work within any limitations?
Restricted compared to GPs?
Practice formularies?
Nurse formularies?

Contact with older people
Under what circumstances have you come into contact with older people?

Under what circumstances have you come into contact with older people with constipation?

What role do you think you play as a nurse in managing constipation in older people?

How do you become involved in management of older patients?
Asked by GP first
Constipation disclosed when go for other reasons
Sent out for impaction, enemas, etc.

Topic: Definition of constipation (nurse definition)
What do you understand by the term constipation?
What criteria do you use to define constipation?

frequency of passing stools
difficulty passing stools (straining)
consistency of stool
associated symptoms (bloating, pain, etc.)
change in bowel habit
other

Do you ever use the term ‘chronic constipation’? If so, what do you mean by it?
If never used, any reason why not?
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Topic: Difficulties with definitions
Defining constipation in older people
(for purpose of this study definition of older people = age 55+)

From your experience, do you think that older people use the same definition as you do? 
When an older person reports that they are constipated, what do they usually mean by this?

From your experience, when an older person presents with constipation, what symptoms do they usually
describe and present with?
What symptoms do you usually ask them about?

Topic: Dealing routinely with constipation in older patients
I would like to describe a scenario to you and then ask you how you might routinely deal with it.

A 65-year-old female patient comes to see you complaining that she is constipated. She has not
consulted about this before and has no other major health problems. 

What might you do in such a case?

Explore:
Do you apply any formal criteria to assess if patient is constipated [e.g. Rome II, Manning Scale (IBS),
Bristol Stool form]?
Would the patient be given a prescription at initial consultation?
Would a follow-up appointment be suggested (always, only if no improvement, only if condition was felt
to have worsened, other)?

If the patient was older, say 85, would your way of dealing with it be any different?
Why not?
In what way?

If the patient was in their 40s instead of in their 60s would your approach be different?
Why not
In what way?

Change in bowel habit versus constipation
You have mentioned change in bowel habit, which sounds like it is different from constipation.
How are you using these terms?
How do you distinguish between the two – when does constipation become a change in bowel habit?

Topic: Routine prescriptions
What would you routinely prescribe (recommend) for constipation in an older person?
What type of laxative do you regard this to be?
How do you regard this as working on the body?

What factors, if any, influence your choice of treatment? 
What type of laxative is routinely prescribed (bulk, osmotic, stimulant)
Why would you choose this particular treatment?
(explore: effectiveness, ease of use, side-effects, costs)

Do you believe this particular treatment to be effective?
On what evidence do you base this judgement?

Under what circumstances would you prescribe (recommend) something other than this laxative?

Do you find that older people have a preference for a certain type of treatment for constipation?
What is this preference (prescribed laxative, lifestyle advice)?
Is there a preference expressed for a particular laxative or certain category of laxative? Which? Why do
you think this is?
Would you prescribe their preferred laxatives if they requested it?
Why, why not, what factors would be taken into account?
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Topic: Deciding not to prescribe a laxative
Are there circumstances when you wouldn’t prescribe (recommend) a laxative for an older person
complaining of constipation?
When might this occur?
Do you feel that older people want to be prescribed a laxative when they consult with constipation – is
this their expectation? Why do you think this? Does it vary?
If so, how is this managed in the consultation?

Topic: Other treatments and investigations
OTC medications
In your experience, are OTC medications something which most people you deal with constipation have
tried, or do people tend to come to you or their GP as first port of call?

Is self-treatment for constipation something you would ask a patient about when they present with
constipation?
Why/why not?
What would you ask about?

FPOC versus NFPOC
Where do you see yourself in the process of a person consulting about constipation – would they come to
you first or do you think would have seen a community nurse or pharmacists? Any perception of this?

Bowel diary
Are patients asked to keep a diary of their bowel function (routinely/under what circumstances)?

Follow-up investigations
Are patients ever referred for follow-up investigation?
What would lead you to request further investigation (routinely, under what circumstances)?
Is this something that you as a nurse may do, or is it done in collaboration with GP?

Topic: Causes of constipation in older people
Is constipation something which you think affects people more as they get older?
Why/why not do you believe this to be the case?
What is your understanding of the causes of constipation in the elderly?

decreased mobility
lack of exercise
decreased calorie intake
decreased fluid intake
constipating medications
other chronic conditions (and associated medications)

Do you try and identify the cause of constipation in an elderly patient?
Does the suspected or established cause of constipation have an effect on how you manage the
consultation (e.g. would it affect whether you prescribe and/or what you prescribe)?

Are lifestyle factors relating to constipation ever discussed with older people?
Why not? or
Which factors, what is said or recommended?

Do you view constipation in older people as a chronic condition or one which can be alleviated? Why do
you say this? 
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Topic: Nurses’ experience of prescribing different categories of laxative 
Categories of laxative
I would like to ask you your opinions about and experience of prescribing (recommending) the main
types of laxatives. According to literature, usually divided into: 

bulk/fibre laxative
stimulant
osmotic.

Are these categories that you find yourself working with and thinking in? 
Why is that the case/not the case?

Any others that you use?
Where do softeners fit in to this classification, if at all? 

List of main preparations attached to enable researcher to show nurse which laxative is being discussed.
List of laxatives found in BNF.

Bulk/fibre laxatives (bran, ispaghula husk, methylcellulose, sterculia)
(increasing fibre, increasing weight, increasing water-absorbent properties of stool)

Show sheet

Can I ask what you might routinely prescribe/suggest for an older person?
Do you see the laxatives you have identified as bulking agents?
Why do you regard this as suitable/not suitable for an older person?
In your opinion, how does a bulking agent work?

Why would you choose this one rather than another (what factors do you take into account – cost, ease of
use, effectiveness, lack of side-effects)?

In addition to the above, are there any other factors which influence your decision to prescribe/suggest
certain bulk laxatives (pharmaceutical promotions, research outcomes, recommendations from others,
practice or district formularies, patient preference)?

Stimulant laxatives (bisacodyl, senna, danthron, docusate sodium)
(stimulation of colonic nerves to increase intestinal motility, stimulate production of water and so some
osmotic properties)

Show sheet

Can I ask what you might routinely prescribe for an older person?
Do you see the laxatives you have identified as stimulant agents?
In your opinion, how does a bulking agent work?
Why do you regard this as suitable/not suitable for an older person?

Why would you choose this one rather than another (what factors do you take into account – cost, ease of
use, effectiveness, lack of side-effects)?

In addition to the above, are there any other factors which influence your decision to prescribe certain
stimulant laxatives (pharmaceutical promotions, research outcomes, recommendations from others,
practice or district formularies, patient preference)?

Osmotic laxatives (magnesium salts, lactulose, lactitol)

Show sheet

Can I ask what you might routinely prescribe for an older person?
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Do you see the laxatives you have identified as osmotic agents?
In your opinion, how does an osmotic agent work?
Why do you regard this as suitable/not suitable for an older person?

Why would you choose this one rather than another (what factors do you take into account – cost, ease of
use, effectiveness, lack of side-effects)?

In addition to the above, are there any other factors which influence your decision to prescribe certain
stimulant laxatives [pharmaceutical promotions, research outcomes, recommendations from others (who),
practice or district formularies, patient preference]?

Topic: Changing treatments and use of co-treatments
Changing treatments
When might you change/recommend change a patient’s prescription from one laxative to another?

Is it usual that a patient might be prescribed a second and different laxative?

Do you have an order in which you prefer patients to try laxatives?
(i.e. would you prescribe different types of the same category of laxative, e.g. an ispaghula husk
preparation followed by a sterculia preparation – both bulk laxatives; or would you tend to move from
one category to another, e.g. from bulk to osmotic or stimulant?)
Why do you prefer to try laxatives in this particular order?
What is the rationale for this?

Use of co-treatments
When treating older people for constipation do you routinely prescribe (is it common) more than one
laxative?
If so, why is this?
If not, why not?

When might you consider using co-treatments or more than one laxative?
What co-treatments, if any, do you have experience of prescribing for older people?

Why did you decide to combine these particular treatments [pharmaceutical promotions, research
outcomes, recommendations from others (who), patient preference, cost, ease of use, effectiveness, lack of
side-effects]?

How effective do you believe these co-treatments have been?
Why do you say this?

Topic: Background of nurse and practice
I would like to finish by asking you a little bit about yourself and the practice

Characteristics of the practice
Number of nurses
Number of patients on list – how does this relate to nurses?
Inner-city area, rural area
Teaching or non-teaching practice

Time nurse has been at practice
Year of nurse’s medical qualification
Any nurse in practice with particular interest in elderly or gastrointestinal conditions
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Question we’ve added in to help us understand better how to advertise our RCT
Which mail bases they use and why
Other resources that they do find informative – help to inform us where to target advertisements of the
trials.

Conclusion
Is there anything else that you would like to add about your experience of treating older people
presenting with constipation?

Anything you would like to ask?
Thanks, etc.
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Laxative classification

Bulking agents
Bran Trifyba

Fibraform

Ispaghula husk Fybogel
Konsyl
Isogel
Regulan

Methylcellulose Celevac

Sterculia Normacol
Normacol plus

(also Metamucil, psyllium, glucomannan fibre)

Stimulant laxatives
Bisacodyl Bisacodyl tablet/suppository

Dantron (danthron) Co-danthramer
Co-danthrusate

Docusate sodium Dioctyl
Docusol
Fletchers’ Enemette
Norgalax micro-enema

Glycerol Glycerol suppositories

Senna Senna
Manevac

Sodium picosulfate Sodium picosulfate
Sodium picosulphate Dulco-lax

Osmotic laxatives
Lactitol Lactitol
Lactulose Lactulose
Macrogols Movicol

Magnesium salts Magnesium hydroxide mixture BP
Liquid paraffin and magnesium
Hydroxide oral emulsion BP

Phosphates (rectal) Carbalax
Fleet ready-to-use enema
Fletchers’ phosphate enema

Sodium citrate (rectal) Micolette micro-enema
Micralax micro-enema
Relaxit micro-enema

(also sorbitol, epsom salts)

Faecal softeners
Arachis oil Fletchers’ arachis oil retention enema
Liquid paraffin Liquid paraffin oral emulsion
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