
and with how to express uncertainty. Although patients
were mostly able to recall what the doctor had said,
they often interpreted particular terms (such as mild)
differently from what was intended by the clinician.
Successful and unsuccessful reassurance seemed to
hinge on the patient’s perception that the doctor had
understood and acknowledged his or her current diffi-
culties and indicated this using appropriate and
acceptable terminology.

In conclusion, this study suggests that patients may
be successfully reassured if clinicians avoid loaded terms
such as “mild” and “early stages” and try to acknowledge
patients’ perspectives that their difficulties are serious.
Attempting to reassure patients in this way might seem
to require more time, but we found that it was the
perception of having symptoms and problems acknowl-
edged that seemed to matter, not more time itself.
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Open access follow up for inflammatory bowel disease:
pragmatic randomised trial and cost effectiveness study
J G Williams, W Y Cheung, I T Russell, D R Cohen, M Longo, B Lervy

Abstract
Objective To evaluate whether follow up of patients
with inflammatory bowel disease is better through
open access than by routine booked appointments.
Design Pragmatic randomised controlled trial.
Setting Two district general hospitals in Swansea and
Neath, Wales.
Participants 180 adults (78 with Crohn’s disease, 77
ulcerative or indeterminate colitis, 25 ulcerative or
idiopathic proctitis) recruited from outpatient clinics
during October 1995 to November 1996.
Intervention Open access follow up according to
patient need.
Main outcome measures Generic (SF-36) and disease
specific (UK inflammatory bowel disease
questionnaire UKIBDQ) quality of life, number of
primary and secondary care contacts, total resource
use, and views of patients and general practitioners.
Results There were no differences in generic or
disease specific quality of life. Open access patients
had fewer day visits (0.21 v 0.42, P < 0.05) and fewer
outpatient visits ( 4.12 v 4.64, P < 0.01), but some
patients had difficulty obtaining an urgent
appointment. There were no significant differences in

specific investigations undertaken, inpatient days,
general practitioner surgery or home visits, drugs
prescribed, or total patient borne costs. Mean total
cost in secondary care was lower for open access
patients (P < 0.05), but when primary care and patient
borne costs were added there were no significant
differences in total costs to the NHS or to society.
General practitioners and patients preferred open
access.
Conclusions Open access follow up delivers the same
quality of care as routine outpatient care and is
preferred by patients and general practitioners. It uses
fewer resources in secondary care but total resource
use is similar. Better methods of ensuring urgent
access to outpatient clinics are needed.

Introduction
Gastroenterology is a busy medical specialty with a
large and expanding outpatient workload.1 Many
patients with gastrointestinal disorders have chronic
relapsing disease and some, particularly those with
inflammatory bowel disease, are traditionally kept
under continuing follow up. This reflects the wishes of
general practitioners2 as well as specialists, who feel
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that the unpredictable course, complications, and
treatment of inflammatory bowel disease merit special-
ist care.3 However, this traditional approach puts
increasing pressure on outpatient clinics.

The aim of the study was to evaluate open access
rather than routine booked appointments as a means
of following up patients with inflammatory bowel
disease. Our null hypothesis was that outpatient follow
up of patients with inflammatory bowel disease
through open access is no worse than by routine
booked appointments, as judged by health related
quality of life, total resource use, and patient and gen-
eral practitioner preference.

Participants and methods
The study was undertaken at two neighbouring
hospitals which differ in organisation and manage-
ment. Morriston is a large district general hospital
which provides most regional specialties. Neath is a
smaller hospital with a busy medical intake but no
acute surgical services. The hospitals are nine miles
(14.5 km) apart and between them serve a local popu-
lation of about 250 000 in a predominantly urban
area. Gastroenterology clinics at Neath are dedicated
to the specialty, whereas at Morriston the clinics also
cover general medicine. Neath has a comprehensive
clinical information system supporting clinical and
service management which facilitates monitoring and
review of patient progress.4 5 This was not available at
Morriston.

The study was approved by the West Glamorgan
local research ethics committee, and all patients gave
written consent after an oral and written explanation.

Protocol
Comprehensive guidelines for the shared manage-
ment of inflammatory bowel disease were distributed
to all local general practitioners before the study
started. These covered diagnosis, medical treatment of
mild to severe disease, laboratory monitoring, the place
of surgery, stoma care, follow up and surveillance,
communication, documentation, and audit. For
patients due for follow up by open access we
transferred responsibility for care back to the general
practitioner and stopped routine appointments at out-
patient clinics. In return, we guaranteed rapid access to
specialist care when necessary. The normal recall
system continued for patients needing regular surveil-
lance by colonoscopy because of the increased risk of
colorectal cancer.

Patients were recruited by three consultant
gastroenterologists, one staff doctor, two senior
registrars, and four registrars from outpatient clinics at
the two hospitals during October 1995 to November
1996. Patients aged over 18 with inactive or mildly
active but stable inflammatory bowel disease were
invited to take part. Those with active disease requiring
treatment, a stoma, other disease which required regu-
lar follow up, or who were thought unable to comply
with data collection were excluded. Three general
practitioners declined to collaborate, and their patients
were also excluded.

Patients randomised to routine follow up made
their next appointment at the end of each hospital visit
as usual. Our practice in both hospitals has been to see

patients at short notice between appointments if
requested by the patient or general practitioner. It was
made clear to patients in the routine arm that this
policy still applied. Those randomised to follow up
through open access were asked to contact their
general practitioner about problems or to contact the
hospital directly if they were unable or unwilling to see
the general practitioner first. Appointments were made
by telephoning outpatient clerks or gastroenterology
secretaries, who were made aware of the need to offer
an early appointment.

Patients were reviewed in the outpatient clinic in
the normal way. A relapse did not require withdrawal,
but the patient was seen and treated as appropriate
and remained in the same study group. All patients
were called for review 24 months after entry into the
study.

Primary outcome was measured by the generic and
disease specific quality of life questionnaires SF-366 7

and UK inflammatory bowel disease questionnaire
(UKIBDQ).8 The questionnaires were completed in
clinic at recruitment and at the end of the study and by
post at six monthly intervals between. Two reminders
were sent to non-respondents. Those who failed to
attend the end of study appointment after two remind-
ers were sent the final questionnaire by post.

Resource use was estimated from patient question-
naires and case notes. Medical staff abstracted data
from hospital notes, and practice staff abstracted them
from general practitioner records. Questions on
patient borne costs within the quality of life
questionnaires covered travel, parking, time off work
for the patient and any accompanying person, and
other costs such as baby sitting. Patient and general
practitioner satisfaction, preferences, and views were
assessed by postal questionnaires at the end of the
study, supplemented by semistructured interviews with
a sample of general practitioners. To minimise bias
these were undertaken by general practitioners during
audit visits.

When the trial was designed no disease specific
health related quality of life scale had been validated
for use in the United Kingdom. As we found no previ-
ous study of inflammatory bowel disease which used
SF-36 as an outcome, we estimated sample size using
SF-36 scores from patients with suspected peptic
ulcer,7 which showed a standard deviation of 20 for
most subscales. We considered a difference of 10 points
to be clinically important, equivalent to a standardised
difference of 0.5. Hence, 170 patients (85 per group)
would yield 90% power to detect a significant
difference with a significance level of 0.05.9 A target of
180 was set to allow for loss to follow up. Limited infor-
mation on the distribution of key resource variables
meant that the sample size could not reflect likely
differences in costs.10

Analysis was by intention to follow up. To counter-
act the effect of possible differences in baseline health
related quality of life scores, we analysed changes in
individual scores from baseline using t tests. Preference
data were analysed by ÷2 tests.

Because data on use of resources tend to be highly
skewed, routine parametric statistics are not appropri-
ate. We therefore assessed significance by the
Mann-Whitney U test. As economic analysis is mainly
concerned with a comparison of means, however,
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means and standard deviation are reported for each
variable.

Valuation of hospital resources was based on
estimates provided by the trusts. Costs of outpatient
and general practitioner home visits were derived from
Netten et al,11 drug costs from the British National For-
mulary,12 and costs of general practitioner surgery visits
from Graham and McGregor.13 Patients’ lost work time
was valued by using average wages,14 and their motor-
ing costs were estimated from Automobile Association
figures.15 Total costs to society were derived by
summing primary care, secondary care, and patient
borne costs.

Random allocation
To ensure balance in type of follow up, patients were
first stratified by centre and between four diagnostic

groups: ulcerative or idiopathic proctitis; ulcerative or
indeterminate colitis affecting more than the rectum;
Crohn’s disease of the small or large bowel; and
Crohn’s disease of the small and large bowel. The com-
puter generated allocation lists were securely held by
one independent researcher in each centre. When the
clinician had established the eligibility of the patient
and received informed consent, the local researcher
was contacted for the random assignment and the
patient immediately informed of the follow up
arrangements.

Results
Participant flow and follow up
The figure shows the progress of the trial. No patients
refused to participate, although five subsequently with-
drew. Quality of life questionnaires were completed by
170 patients at six months (94%), 160 at 12 months
(89%), 159 at 18 months (88%), and 164 at two years
(91%). The number of patients who failed to complete
the study differed significantly between the two
hospitals (12 in Morriston v 4 in Neath; P < 0.05).
There was no significant difference between groups at
baseline in age, sex, diagnostic group, or quality of life.

Quality of life
There was no significant change in mean health related
quality of life scores in either group over the two years
of the study, although there was some deterioration in
both groups in most subscales. We found no significant
differences between groups in changes in health
related quality of life scores at 6, 12, 18, or 24 months
compared with baseline (table 1).

Patients’ preferences
Patients had a strong preference for open access follow
up (103/164, P < 0.01); 69/81(85%) in the open access
follow up group preferred open access follow up, and
34/83 (41%) in the routine group would have
preferred open access follow up. The main reason
given for this preference was the appropriateness of
attending only when ill. The reason most commonly
given for keeping routine appointments was for
reassurance. Some patients had difficulty arranging
open access appointments, and a few would probably
have been lost to follow up if they had not been called
for the end of study visit.

General practitioners’ preferences
Study patients were registered with 53 practices. Forty
practices returned postal questionnaires relating to
155 patients, including 12 patients who did not
complete the final patient questionnaire (86%
response rate). Sixty nine general practitioners
indicated their preferred method of follow up for 143
patients (including eight who did not complete the
final patient questionnaire). The general practitioners
preferred open access follow up for 108 patients (55 in
open access follow up, 53 routine) and routine follow
up for 35 patients (15 open access, 20 routine). This
difference was highly significant even after potential
correlation between multiple responses from indi-
vidual practitioners was allowed for (P < 0.001). Prefer-
ence for open access follow up was associated with

260 eligible patients

88 followed up through open
access (40 Morriston, 48 Neath)

92 followed up by routine
appointments

(41 Morriston, 51 Neath)

7 failed to complete study:
4 failed to attend final

appointment or complete
questionairre (all M);

2 withdrew (1M, 1N); 1 died (N)

9 failed to complete study:
5 failed to attend final

appointment or complete
questionairre (all M);

3 withdrew (2M, 1N); 1 moved (N)

81 completed final questionairre
and data extracted from hospital
records (35 Morriston, 46 Neath)

83 completed final questionairre
and data extracted from hospital
records (34 Morriston, 49 Neath)

77 had data extracted from
primary care records

78 had data extracted from
primary care records

180
randomised

80 not randomised: active disease (43); GP unwilling to participate (11);
unable to comply with study (10); stoma (8);

other significant comorbidity (7); discharged from follow up (1)

Progress of participants through trial

Table 1 Differences between patients allocated to open access and routine follow up in
changes in quality of life from baseline

Mean difference (95% CI)*

At 6
months

At 12
months

At 18
months At 24 months

UK inflammatory bowel disease questionnaire:

Bowel movements and use of facilities −0.3 4.5 −0.5 0.3 (7.7 to −7.1)

General bowel symptoms 0.2 −1.3 −1.6 −3.5 (4.0 to −10.9)

Emotional function −1.1 −0.0 −1.6 −1.3 (3.4 to −5.9)

Social function −1.3 0.5 −2.4 0.4 (6.5 to −5.7)

Systemic function −2.8 2.6 −0.3 2.2 (9.9 to −5.6)

SF-36:

Vitality 0.1 −2.5 −6.1 −3.7 (3.3 to −10.7)

General health perception −0.0 −4.6 −2.2 −3.5 (2.0 to −8.9)

Mental health −2.2 −0.4 −4.1 −3.7 (2.4 to −9.9)

Bodily pain 0.8 0.8 −0.5 −2.5 (5.0 to −10.0)

Physical functioning −0.5 2.0 −6.0 −3.7 (3.2 to −10.5)

Role limitations due to physical problems −8.3 −2.7 −2.6 −2.7 (11.4 to −16.8)

Social functioning −2.9 −2.1 −4.2 −0.4 (8.1 to −8.9)

Role limitations due to emotional problems −13.3 −1.2 −3.4 −5.3 (11.4 to −22.0)

*Positive differences denote a better change in open access patients than in routine outpatients; negative
differences denote a better change in routine outpatients than in open access patients.
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sensible patients, stable disease, and the effective book-
ing of urgent review. Forty four general practitioners
(64%) favoured a gastrointestinal nurse practitioner as
point of contact; 10 were opposed to this, eight wanted
further discussion of the role, and seven did not
express a view.

Use of resources
Comprehensive data on resource use in both primary
and secondary care was available for 155 patients.
Table 2 shows use of hospital facilities. Open access
patients had fewer day visits (P = 0.019), fewer
outpatient visits (P = 0.002), and cost less in total inves-
tigations (P = 0.032). There were no significant
differences in numbers of inpatient days or specific
investigations. Patient borne costs were lower for open
access patients (P = 0.002). Mean total cost for hospital
care was significantly lower for open access patients
than routine outpatients (£582 v £611, P = 0.012).

Analysis of resource use in primary care showed no
significant differences in general practitioner visits,
patient borne costs, or drugs prescribed (table 3).
Although more maintenance drugs (5-amino-
salicylates) were prescribed in the open access follow
up group, this did not reach significance. Primary care
costs were higher for open access patients, but not sig-
nificantly so. When primary and secondary care costs
were considered together there was no difference in
total costs to society between study groups (table 4).

Discussion
For patients with quiescent or mild, stable inflamma-
tory bowel disease, open access follow up is preferred
by patients and general practitioners and allows less
resource intensive follow up in outpatient clinics with-
out deterioration in quality of life. Quality of life ques-
tionnaires were completed in clinic at the beginning
and end of the study, and by post at six monthly inter-
vals in between. Completion in clinic tends to underes-
timate the effect of disease on quality of life,16 but this
would not affect our comparisons between groups.

Because resource use was skewed in both groups, a
larger sample size would have been needed to detect all
true differences in costs. However, we found trends
toward lower secondary care costs and higher primary
care costs for open access patients. In secondary care
these differences were significant, even though the cost
of open access follow up showed greater variability.

Problems with open access
Despite the strong preference for open access follow
up, some patients experienced difficulties in making
urgent appointments, largely because of pressure on
clinics and the inexperience of clerical staff in manag-
ing open access follow up. Letters from general practi-
tioners were effective but took time. We believe that the
best way to overcome this problem is to have a single
telephone point of contact for patients that is staffed by
a specialist gastrointestinal nurse practitioner. General
practitioners were generally supportive of this pro-
posal, and we intend to introduce and evaluate this
approach. Chronic inflammatory disease is a well
recognised risk factor for the development of
gastrointestinal malignancy.17 18 As well as managing
open access, a nurse practitioner could ensure that

patients are called back at appropriate intervals for
assessment and colonoscopy if necessary.

There were no significant differences in patient
characteristics between the two hospital sites. However,
significantly more patients at Neath completed the
study. The dedicated clinics and computerised clinical
information system at Neath may have contributed to
this.

As far as we are aware, this is the first randomised
trial comparing open access and routine follow up for
patients with inflammatory bowel disease, although
Probert et al recommended such reorganisation in
1993.3 Their survey reported that most gastroenterolo-
gists in Britain cared for at least 100 patients with
inflammatory bowel disease, and nearly a quarter of
them for 200 or more. Thus the reduction in

Table 2 Mean (SD) resources used per patient in hospitals over 24 months

Resource variables
Open access

(n=77)
Routine visit

(n=78)
P value for
difference*

No of outpatient visits 4.12 (3.41) 4.64 (2.38) 0.002

No of day cases 0.21 (0.47) 0.42 (0.66) 0.019

No of inpatient days 0.83 (3.53) 0.41 (1.74) 0.71

No of investigations:

Full blood count 2.44 (2.43) 2.79 (2.25) 0.09

Erythrocyte sedimentation rate and C
reactive protein

2.27 (2.29) 2.47 (2.23) 0.48

Biochemical profile 2.12 (3.21) 2.46 (2.41) 0.10

Colonoscopy 0.17 (0.38) 0.31 (0.54) 0.09

Rigid sigmoidoscopy 0.08 (0.39) 0.12 (0.46) 0.53

Flexible sigmoidoscopy 0.31 (0.57) 0.32 (0.55) 0.81

Biopsy 0.22 (0.62) 0.24 (0.54) 0.45

Vitamin B-12, folate, and ferritin 0.49 (0.91) 0.57 (0.99) 0.58

Total cost of investigations (£) 198 (278.99) 257 (276.10) 0.032

Total cost of secondary care (£) 582 (807.94) 611 (475.47) 0.012

Patient borne cost (£) 74 (61.72) 87 (47.67) 0.002

Total cost to society (£) 656 (859.74) 699 (516.17) 0.011

*Mann-Whitney U test.

Table 3 Mean (SD) resources used per patient in primary care over 24 months

Resource variables
Open access

(n=77)
Routine visit

(n=78)
P value for
difference*

No of surgery visits 9.23 (7.76) 7.73 (5.77) 0.47

No of home visits 0.36 (1.15) 0.41 (1.23) 0.69

No of tablets or enemas:

Immunosuppressive drugs† 248 (521) 167 (633) 0.70

Maintenance drugs ‡ 1287 (1475) 855 (1234) 0.14

Antidiarrhoeal drugs§ 298 (838) 283 (1138) 0.95

Steroid enemas¶ 9 (31.6) 7 (33.2) 0.42

Total cost of drugs (£) 376 (464) 263 (404) 0.17

Total primary care costs (£) 464 (467) 340 (431) 0.07

Patient borne costs (£) 40 (33) 35 (27) 0.53

Total costs to society (£) 504 (472) 375 (438) 0.06

*Mann-Whitney U test.
†Prednisolone, azathioprine.
‡Mesalazine, olsalazine, balsalazide.
§Diphenoxylate, codeine phosphate, loperamide.
¶Hydrocortisone, prednisolone.

Table 4 Summary of mean (SD) costs for open access and routine follow up (£)

Open access
(n=77) Routine (n=78)

P value for
difference*

Secondary care 582 (808) 611 (475) 0.01

Primary care 464 (467) 340 (431) 0.07

Total NHS cost 1046 (948) 951 (680) 0.89

Patient borne cost 115 (82) 122 (64) 0.07

Cost to society 1160 (1007) 1074 (724) 0.78

*Mann-Whitney U test.
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outpatient attendances which we have documented
could save each consultant 25-50 visits a year.

Wider applicability
A study of shared care of patients with moderately
severe asthma also found that it was equally effective as
hospital care and produced cost savings in secondary
care without a significant increase in primary care work-
load.19 Similarly, a randomised trial of patients with
breast cancer showed that follow up of patients in remis-
sion by general practitioners was not associated with
increased time to diagnosis of relapse, increased anxiety,
or deterioration in health related quality of life. How-
ever, resource use and preferences were not evaluated.20

Although much has been written about shared
care,19–24 further studies are needed to evaluate whether
our findings can be extrapolated to conditions such as
arthritis, epilepsy, heart failure, and multiple sclerosis.
Much would depend on the ability and willingness of
general practitioners to shoulder the increased
responsibility.
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What is already known on this topic

Routine follow up of patients with inflammatory
bowel disease is putting increasing pressure on
outpatient clinics

Transferring the responsibility for care of patients
with asthma saves resources in secondary care
without increasing primary care workload or
affecting patients health related quality of life

What this study adds

Open access follow up for patients with
inflammatory bowel disease does not affect patient
care but saves secondary care resources

Most patients prefer follow up through open
access

General practitioners think open access follow up
is more appropriate for most patients

Effective methods are needed for making urgent
appointments

Endpiece
Machiavelli on clinical management
He who neglects what can be done for what ought
to be done, sooner effects his ruin than his
preservation.

Machiavelli

Submitted by David Stone, consultant cardiologist,
Papworth Everard, Cambridgeshire
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