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Abstract

Background: Better patient knowledge on inflammatory bowel disease [IBD] could improve
outcome and quality of life. The aim of this study was to assess if an education programme
improves IBD patients’ skills as regards their disease.

Methods: The GETAID group conducted a prospective multicentre randomised controlled study.
IBD patients were included at diagnosis, or after a significant event in the disease course. Patients
were randomised between ‘educated’ or control groups for 6 months. Education was performed by
trained health care professionals. A psycho-pedagogic score [ECIPE] was evaluated by a ‘blinded’
physician at baseline and after 6 and 12 months [M6 and M12]. The primary endpoint was the
increase of ECIPE score at M6 of more than 20%.

Results: A total of 263 patients were included in 19 centres (male:40%; median age:30.8; Crohn'’s
disease [CD]:73%). Of these, 133 patients were randomised into the educated group and 130 into the
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control group.The median relative increase in ECIPE score at M6 was higher in the educated group
as compared with the control group (16.7% [0-42.1%] vs 7% [0-18.8%], respectively, p = 0.0008).
The primary endpoint was met in 46% vs 24% of the patients in the educated and control groups,
respectively [p = 0.0003]. A total of 92 patients met the primary endpoint. In multivariate analysis,
predictors of an increase of at least 20% of the ECIPE score were randomisation in the educated
group (odds ratio [OR] = 2.59) and no previous surgery [OR = 1.92].

Conclusions: These findings support the set-up of education programmes in centres involved in

the management of IBD patients.

Key Words: Xxx

1. Introduction

Over the past decade, inflammatory bowel diseases [IBD] have be-
come worldwide diseases with an increasing incidence in newly
industrialised countries. In Western countries, prevalence remains
high, ranging from 0.25% to 0.44%." In France, incidence rates are
8.2 for Crohn’s disease [CD] and 7.8 for ulcerative colitis [UC] per
100 000 inhabitants.? IBD is most commonly diagnosed between the
ages of 20 and 40,’ but recent epidemiological data show that it af-
fects an increasing number of young subjects, notably adolescents.*

To be diagnosed with IBD is a difficult experience for all patients,
facing a reality that is not easy to understand. These chronic dis-
orders will impair their quality of life and profoundly disrupt their
lifestyle. During the disease course, patients will have to face dif-
ferent therapeutic strategies that need to be well understood in order
to prevent some side effects and avoid non-observance, a source of
therapeutic failure.> This is true during both active and quiescent
phases of the disease.”® Main concerns include the course, treatment,
and complications of the disease, as well as different aspects of daily
life including intimacy, sexuality, family, work, sport, and leisure.*'*

Better patient knowledge of the disease, its management and
principles of treatment, could improve disease outcomes and de-
crease impact on daily life."*"'7 In a recent cohort study, more than
half of the patients reported that they were not fully satisfied with
the information received during the first 2 months after diagnosis.'®
Over the past decade, educational information on the internet, in
particular on social media, have been exponentially increasing.'>-*
Although some contents are reliable and can potentially improve pa-
tients’ knowledge, fake news and websites with no scientific back-
ground can also frequently be encountered.

According to the World Health Organization [WHO]: ‘The
therapeutic education has for objective to help the patients to ac-
quire or to maintain the skills which they need to manage at best
their life with a chronic disease’.?! The first step is to evaluate pa-
tients’ knowledge and the representations they have of their illness
and its treatment. In the second step of therapeutic education, health
care professionals teach, inform, explain, train, negotiate with, mo-
tivate, and accompany patients in the long-term follow-up of their
disease. Therapeutic education aims to help them to understand their
disease, to collaborate together, and to accept their responsibilities in
their own care, allowing them to be active participants in their own
treatment. The whole process might improve their quality of life.

The benefit of therapeutic education has been demonstrated in
several chronic diseases such as diabetes.?? In IBD, several studies
on self—management interventions, peer-mentoring programmes, or
psychological therapies reported interesting results.>**” However,
if therapeutic education is known to be of importance during the

child-adulthood transition,?*? its benefit in IBD global management
has not been proved yet.

Several tertiary centres from the French ‘Groupe d’Etude
Thérapeutique des Affections Inflammatoires du Tube Digestif
[GETAID]’ have developed an educational programme specifically
dedicated to IBD. The main aim of the present work was to demon-
strate, in a randomised multicentre prospective study, that an educa-
tional programme could have a significant impact on IBD patients’
skills with regards to their disease.

2. Methods

2.1. Patient inclusion
We conducted a multicentre, randomised, open-label study in 19
French tertiary centres from GETAID, participating in the thera-
peutic education programme [EDU-MICI]. Inclusion criteria were:
[i] adults aged between 18 and 70 years; [ii] diagnosed with IBD
[CD or UC]; [iii] with either a recent diagnosis [less than 6 months],
or significant event in the disease course and/or change in treat-
ment [recent hospitalisation, complication, surgery, or immunosup-
pressant or biologic considered]. Patients unable to communicate,
understand, or participate in the educational programme, mainly for
linguistic reasons were excluded.

All patients provided an informed written consent. The study
was approved by the French Ethic Committee and declared to
clinicaltrials.gov [NCT02550158].

2.2. Education programme [EDU-MICI]

A scientific committee, including professionals from tGETAID and
a patients’ association, ‘Association Frangois Aupetit [AFA]’, de-
signed the specific education programme EDU-MICI. Education was
performed by a dedicated staff [mainly nurses] using an illustrated
book, covering the different dimensions of life with IBD. At least two
health professionals per centre were trained to become ‘educators’,
following 50 h [8 days] of training. All the educators performed at
least 10 education sessions. The format of the therapeutic education
sessions was predefined, with an initial assessment of educational
profile followed by at least two education sessions. The sessions were
standardised in all the centres and were based on an illustrated book
[portfolio] that reviews different aspects of the disease: aetiology,
evolution, treatment, and social and personal problems. The five
main topics raised during the sessions were ‘To organise my daily
life and improve my quality of life’, “To understand my disease’, ‘To
talk about my disease and express my needs’, “To benefit from my
care and treatments’, and “To consider preoccupations of a young
IBD patient’.
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2.3. The psycho-pedagogic score [ECIPE]

To evaluate the impact of therapeutic education, we developed a spe-
cific psycho-pedagogic score called ECIPE [Controlled multicentre
study of the Impact of a Programme of therapeutic Education in
IBD]. The ECIPE score was composed of three sub-scores: A:
Concepts and skills [five items]; B: Health behaviour [four items];
C:Daily organisation/communication [four items]. For each item,
notation on a three-point scale was performed. Hence, the global
ECIPE score was rated on a 39-point scale with the A sub-score on a
15-point and the B and C sub-scores on a 12-point scale, respectively
[Supplementary Table 1, available as Supplementary data at ECCO-
JCC online]. An independent evaluator not involved in the education
sessions carried out the psycho-educational assessments.

2.4. Study design and randomisation

Patients were randomly assigned in a 1:1 ratio to undergo the educa-
tion programme [the educated group] or not [the control group] for
the first 6 months of the study [Figure 1]. The psycho-pedagogic score
[ECIPE score] was calculated at inclusion, 6, and 12 months there-
after [M0O, M6, and M12] by a physician independent of the educa-
tion team and blinded to the allocation group of the patient. After
6 months, we followed a cross-over procedure and patients from the
control group followed the same programme as the educated group.

2.5. Endpoints
The primary endpoint was the psycho-pedagogic impact of the edu-
cation programme on IBD patients’ skills with regard to their dis-
ease. It was measured by the change in composite ECIPE score from
baseline to M6. An improvement in patients’ skills was defined by an
increase of the ECIPE score of more than 20%.

The secondary endpoints were:

[i] the changes of ECIPE scores between M6 and M12 in both
groups;

[ii] the impact of the education programme on disease progression
[rates of hospitalisation, complications, or surgery], adherence
to treatment [assessed by the modified Morisky adherence
scale], quality of life (assessed by the short quality of life score
for IBD [SIBDQ]), work productivity (assessed by the work
productivity and activity impairment questionnaire [WPAI]),
and patients’ concerns (assessed by the rating form of IBD pa-
tient concerns [RFIPC]);

[iii] the impact of the education programme on the health care pro-
fessionals performing the sessions.

2.6. Statistical analysis

Randomisation was centralised and stratified by centre, type of IBD
(Crohn’s disease [CD] vs ulcerative colitis [UC]), and inclusion cri-
terion (recent diagnosis [less than 6 months] vs significant event in the
disease course and/or change in treatment). Balanced randomisation
lists by permutation blocks were constituted. The size of the blocks was
not communicated to the professionals involved in patient recruitment.

The sample size was estimated on the basis of the primary
endpoint. We assumed that in the control group, an improvement in
the patient’s skills at M6 would be of 10%. With type I and II errors
of 5% and 20%, respectively, we calculated that a sample size of 200
patients [100 in each group] would allow us to detect a difference of
15% or more in favour of the educated group.

Analysis was performed on an ‘intent-to-educate’ principle. For pa-
tients lost to follow-up, the ECIPE score was considered unchanged.
Summary statistics, namely median [IQR] and percentages, are re-
ported unless specified. Comparison of continuous outcomes used the
non-parametric Wilcoxon rank sum test: comparison of binary outcome
measures used the Fisher’s exact test. The Wilcoxon sign test was used to
assess intra-group variation of scores over time. Factors associated with
ECIPE score at baseline were assessed using generalised linear models.

All statistical analyses were performed on R 3.6.2 software
[https://www.R-project.org/]. Two-sided p-values of 0.05 or less de-
noted statistical significance.

3. Results

3.1. Patients’ baseline characteristics

A total of 266 patients were screened, with 263 included in 19
centres [Figure 2]. Overall, median age at inclusion was 30.8 years,
106 [40.3%] were male, and 192 [73%] had CD. Median disease
duration was 45.3 months (IQR [6.9-113]); 74 [28.5%] patients
were active smokers, 200 [81.3%] had at least a bachelor’s degree,
and 143 [54.6%] were in couple; 44 patients [16.7%] were students
at baseline. Among the 192 patients with CD, 155 patients [80.7%]
had an ileal or ileocolonic location, 55 anoperineal lesions [28.7%],
and 29 extra-intestinal manifestations [15.1%]. Among the 71 pa-
tients with UC, 36 had a pancolitis [50.7%] and seven had extra

Psychopedagogic
evaluation (ECIPE
score)
Educative sessions : 4 to 6 months
| Feativesomions: 4 1o monthy |
Educated | | | | | | R
group [< J1 I f [ | g
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M, M, Yo Vi Vy oo Vies M

Figure 1. Study design.
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Assessed for eligibility (n = 266)

Excluded (n = 3)

v

& Declined to participate (n = 3)

Randomized (n = 263)

v

v

Allocated to Control Group (n = 130)

v

——» Consent withdrawal, n = 1

Allocated to Educated Group (n = 133)

v

Analysed (n = 129)
¢ Excluded from analysis (consent withdrawl)
(n=1)

Analysed (n = 133)
¢ Excluded from analysis (n = 0)

Figure 2. Consolidated Standards of Reporting Trials [CONSORT] 2010 flow diagram.

Table 1. Baseline characteristics in control and educated groups.

Baseline characteristic Control group Educated group

n=129 n=133

Age, median [IQR] 32.5[24.9-42.2] 29.9 [25.2-42.0]
Disease duration, median [IQR]  40.6 [7.3-122.8] 49.5 [6.4-111.9]
Male 511[39.5%] 54 [40.6%]
Active smoker 31 [24.2%] 40 [30.1%]

Couple 72 [56.3%)] 71 [53.4%]
No child 67 [51.9%] 78 [58.7%]
Employed 80 [62.0 %] 72 [54.1 %]

Bachelor’s degree of higher 104 [87.4 %] 95 [75.4 %]
CD 97 [75.2%] 95 [71.4%]
Previous surgery 41 [31.8%)] 31 [23.3%]
Steroids 107 [83.0%] 39 [92.5%]
Thiopurines or methotrexate 83 [64.3%] 94 [70.7%]
Anti-TNF [IFX or ADA] 77 159.7%)] 80 [60.2%]

IQR, interquartile range; CD, Crohn’s disease; TNF, tumour necrosis factor;
IFX, infliximab; ADA, adalimumab.

intestinal manifestations [9.9%], 72 [27.4%] had a previous sur-
gery, and 177 [67.3%] and 157 [59.7%] were treated by immuno-
suppressants or anti-tumour necrosis factors [TNFs] [infliximab or
adalimumabl], respectively. A total of 91 [34.6 %] patients had a
recent diagnosis <1 year [including 62 [23.6 %] <6 months].

A total of 133 patients were randomised into the educated group
and 130 into the non-educated group. One patient in the non-
educated group withdrew his consent after randomisation [Figure 2].
Further results are based upon 262 patients. Baseline characteristics
were well balanced across both groups [Table 1].

3.2. Scores at baseline

At baseline, 261 patients had an ECIPE score evaluation [129 and
132 in the control and educated groups, respectively]. The baseline
median ECIPE scores were similar in both groups (19 [14-23] in the

control group vs 19 [15-24] in the educated group). The three sub-
scores, for concepts and skills; health behaviour; and daily organ-
isation, were also balanced across randomised groups, with median
[IQR] of 5 [4-7]; 6 [4-8]; 7 [5-9] in the control group vs 6 [4-8]; 6
[4-8]; 7 [6-9] in the educated group, respectively.

Data concerning the ECIPE score at baseline are listed in Table 2.
Factors correlated with the ECIPE score at baseline were age (20 [15-24]
if <30 years vs 19 [15-23] if >30), gender (20 [16-24] in women vs 17.5
[13-22] in men), and latest degree (from 17 [13-19] for bachelor’s up to
20 [16-24] for higher degrees). At baseline, medians of SIBDQ, WPAI,
RFIPC, and the observance score were also well balanced between con-
trol and educated groups (39 [29-50] vs 38 [27-50]; 10 [3-45] vs 10
[2-43]; 11 [7=14] vs 11 [7=15]; and 1 [0=3] vs 2 [1=4], respectively).

Results were heterogeneous among the items considered but
comparable between both groups. The lowest results [at least 75%
of patients with a 0—1 score] were obtained for the A1 [Knowledge of
affected organs], A2 [Origin of the disease], and A3 [Understanding
the outcome of the illness] items. Conversely, the highest results [at
least 75% of patients with a 2-3 score| were obtained for the C3
[Integration of work and activities in personal and professional life]
and C4 [Quality of communication] items.

3.3. Scores variation between M0 and M6

In all, 27 patients [20%] from the educated group did not attend at
least two education sessions and 12 patients [9.3 %] from the control
group were lost to follow-up. In the intention-to-educate analysis,
their ECIPE score was considered as unchanged between M0 and
Mé. Overall, among the 261 patients with an ECIPE score at base-
line, 222 [84.7%] had a second evaluation 6 months later.

AT M6, 92 [35.1%] improved their skills related to the disease
[increase of the ECIPE score of more than 20%]. Patients who met
the primary endpoint had a significant increase of all ECIPE sub-
scores, SIBDQ, WPAI, and RFIPC scores, but not of treatment ob-
servance as compared with patients who did not increase their skills
regarding the disease [Table 3].
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Table 2. Baseline ECIPE score in the control and educated groups.

Value Control group [7 = 129] Educated group [7 = 132]
A1: Knowledge of affected organs 0 311[23.9%] 27 [20.5%]
1 75 [57.7%) 76 [57.6%]
2 18 [13.9%] 19 [14.4%]
3 6 [4.6%] 10 [7.6%]
A2: Origin of the disease 0 2 [32.3%] 41 [31.1%]
1 1[54.6%)] 65149.2%]
2 6 [12.3%] 24 [18.2%]
3 1[0.8%] 2 [1.5%]
A3: Understanding the outcome of the illness 0 1[23.9%] 26 [19.7%]
1 9 [60.8%] 75 [56.8%]
2 4[10.8%] 26 [19.7%]
3 6 [4.6%] 513.8%]
A4: Theoretical knowledge on treatments 0 3[2.3%] 2 [1.5%]
1 70 [53.9%] 70 [53.0%]
2 51[39.2%] 52[39.4%)
3 6 [4.6%] 8 [6.1%]
AS5: Practical skills about the treatment 0 5[11.5%] 12 [9.1%)]
1 7[51.5%] 62 [47.0%]
2 43 (33.1%] 47 [35.6%]
3 513.9%] 1[8.3%]
A: Overall Concepts and skills sub-score 5 14-7] 6 [4-8]
B1: Role of nutrients 0 25[19.2%] 5[11.4%]
1 47 [36.2%] 1[31.1%]
2 35 [26.9%] 40 [30.3%]
3 23 [17.7%)] 36 [27.2%]
B2: Role of tobacco 0 27 [20.8%] 7 [28.0%]
1 47 [36.2%)] 37 (28.0%]
2 40 [30.7%] 36 [27.2%]
3 16 [12.3%] 2 [16.8%]
B3: Knowledge on usage and risks of corticosteroid therapy 0 37 [28.5%] 31 [23.5%]
1 49 [37.7%) 59 [44.7%]
2 30 [23.0%] 28 [21.2%]
3 14 [10.8%] 4110.6%]
B4: Motivation to improve knowledge on disease 0 3 [2.3%] 4 [3.0%]
1 1[31.5%] 29 [22.0%]
2 1[39.2%] 53 [40.2%]
3 5127.0%] 46 [34.8%)]
B: Health behaviour sub-score 6 [4-8] 6 [4-8]
C1: Use of medical and paramedical resources 0 8 [13.9%] 29 [22.0%]
1 5[34.5%] 27 [20.5%)]
2 0[38.5%] 65 [49.2%]
3 7 [13.1%] 11[8.3%]
C2: Ability to speak about the disease with others 0 7 15.4%)] 4[3.0%]
1 7 [28.5%] 38 [28.8%]
2 5126.9%] 42 [31.8%]
3 1[39.2%] 48 [36.4%]
C3: Integration of work and activities in personal and professional life 0 41[10.8%] 12 [9.2%]
1 2 [24.6%] 29 [22.1%)
2 2 [47.7%)] 63 [48.1%]
3 2[16.9%] 28 [20.6%]
C4: Quality of communication during the evaluation 0 0[0%] 11[0.8%]
1 36 [27.7%] 9 [22.0%]
2 74 [56.9%] 0[53.0%]
3 20 [15.4%)] 2 [24.2%)]
C: Daily organisation of life sub-score 7 [5-9] 7 [6-9]
Overall ECIPE Score 19 [14-23] 19 [15-24]

In the intention-to-educate analysis, significantly more patients
in the educated group met the primary endpoint as compared
with the control group (61 patients [45.9%] vs 31 [24%], respect-
ively, p = 0.0003). The median relative increase of the ECIPE score
at M6 was higher in the educated group as compared with the

control group 16.7% [0-42.1%] vs 7.4% [0-18.8%], respectively,
p =0.0008). Results were also significant in the per protocol analysis
(27.8% [9-47.4%] vs 9.1% [0-20%], respectively, in the educated
and the control group; p <0.0001). These significant differences were
also found in the Concepts and skills sub-score (relative median
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increase: 20% [0-57%] vs 0% [0-28.6%] in the educated and con-
trol groups, respectively, p = 0.001) and in the Health behaviour sub-
score (relative median increase: 20% [0-50%] vs 0% [0-25%] in
the educated and control groups, respectively, p <0.0001). Regarding
Daily organisation of life, variation between M0 and M6 was not
significantly different between the groups (relative median increase:
0% [0-28.6%] vs 0% [0-25%] in the educated and control groups,
respectively, p = 0.84]. No significant difference was noted between
the groups in SIBDQ, WPAI, RFIPC, and observance scores variation
at M6 and in numbers of flares and hospitalisations.

3.4. Factors associated with patients’ skills
improvement

In univariate analysis, patients’ skills improvement, defined by in-
crease of the ECIPE score of more than 20% [met in 92 patients],
was significantly associated with a high ECIPE score at baseline
[p <0.0001], the absence of previous surgery [p = 0.022], and the
randomisation in the educated arm [p = 0.0003]. In multivariate ana-
lysis, the last two factors remained significant [Table 4]: odds ratio
[OR] 0.52 [0.28-0.97], p = 0.04; and 2.59 [1.52-4.39], p = 0.0005,
respectively, for previous surgery and randomisation in the educated
arm. No obvious centre effect was noted [Figure 3].

3.5. Evaluation of the ECIPE score 12 months after
inclusion

Between 6 and 12 months after inclusion, patients of the control
group received the same education programme as patients from the

Table 3. ECIPE sub-scores and other scores evolution in patients
with an increased ECIPE score of more than 20% at M6 compared
with those without such improvement.

Evaluated score Evaluated skills Odds ratios P
[95% CI]

ECIPE sub-scores Competence 1.11 [1.01-1.21] 0.023
Behaviour 1.16 [1.05-1.28] 0.004
Organisation 1.16 [1.02-1.31] 0.023

SIBDQ Quality of life 1.02 [1.01-1.03] 0.0008

RFIPC Patient’s concerns 1.07 [1.03-1.11] 0.001

WPAI Work productivity 1.01 [1.00-1.02] 0.041

Adherence Treatment observance 1.05 [0.91-1.21] 0.5

CI, confidence interval; SIBDQ, short quality of life score for inflammatory
bowel disease; RFIPC, rating form of inflammatory bowel disease patient con-

cern; WPAI, work productivity and activity impairment.

educated group. Among the 117 patients, 93 [79%] attended at least
two education sessions and had an ECIPE score evaluation at M12.
Among the 105 patients who had an M6 ECIPE score in the edu-
cated group, eight [7.6%] were lost to follow-up and did not have an
evaluation at M12. At M12, both groups reached the same median
ECIPE score (median score: 26 [22-30] vs 27 [24-30] in, respectively,
the control and the educated groups). An increase of the evaluation
was noted in the control group (median increase: 5 [2-7]) whereas it
remained stable over time in the educated group (median variation:
1 [-1; 3]) despite the cessation of the education programme [Table 5].

4. Discussion

In this large, prospective, multicentre, randomised study, we show
that a standardised educational programme improves patients’ skills,
as demonstrated by a significant increase of a psycho-pedagogic
score in the educated group as compared with the control group.

The psycho-pedagogic ECIPE evaluation was set up and designed
after multiple meetings of the GETAID scientific committee, with the
support of Prof. Golay’s team in Switzerland [specialised in thera-
peutic education for obesity, diabetes, and metabolic disorders] and
adapted to the main concerns of IBD patients [in collaboration with
the French patients’ association].>*! Composed of three sub-scores
[Concepts and skills, Health behaviour, and daily organisation in
life], this tool combines in a single evaluation the preoccupations and
worries frequently reported in IBD. We arbitrarily considered an in-
crease of more than 20% of the score as an improvement of patients’
skills. Significantly more patients in the educated group met this pri-
mary endpoint as compared with the control group. Moreover, we
found an overall, significant increase of patients’ knowledge, thanks
to the educational sessions. Importantly, the increase of the ECIPE
score was associated with an improvement of quality of life [as-
sessed by the SIBDQ], work productivity [assessed by the WPAI],
and patient’s concerns about the disease [assessed by the RFIPC].

A positive impact of the therapeutic education programme has
been demonstrated in several chronic diseases such as diabetes, vas-
cular diseases, rheumatological diseases, and depression.>>* The
final aim of such a programme is to make the patient the actor in
her or his disease. Although the latest ECCO recommendations on
Crohn’s disease management underline the need to increase educa-
tional activities for patients, the experience in IBD remains limited.*
IBD might appear an ideal candidate for this therapeutic approach.
However, the intrinsic heterogeneity of these complex diseases, with
different patterns of location, symptoms, and behaviour, is an im-
portant challenge to standardise therapeutic education programmes.

Table 4. Predictive factors at baseline associated with patients’ skills improvement [increase of the ECIPE score of more than 20% at

Month 6].

Baseline characteristic Odds ratio [95% CI] Univariate analysis p Odds ratio [95% CI| Multivariate analysis p
Age 0.99 [0.97-1.01] 0.31

Gender 0.99 [0.59-1.66] 0.97

Active smoker 1.02 [0.58-1.81] 0.94

Couple 0.88 [0.53-1.47] 0.63

Bachelor’s degree or higher 1.23[0.72-2.10] 0.44

Employed 0.93 [0.55-1.58] 0.84

Student 1.78 [0.92-3.44] 0.09

CD 1.19 [0.68-2.09] 0.55

Previous surgery 0.49 [0.26-0.90] 0.022 0.52 [0.28-0.97] 0.04
Arm of randomisation 2.68 [1.58-4.54] 0.0003 2.59 [1.52-4.39] 0.0005

CI, confidence interval; CD, Crohn’s disease.
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Figure 3. A: Relative variation of the ECIPE score depending on the inclusion centre. The overall median ECIPE score variation is represented by the red line.
B: Proportion of responders [relative variation of at least 20% of their ECIPE score], according to the centre, based on their included patient volume. Such a
plot assumes that the results in centres with the largest number of patients will be plotted near the average, and results in centres with the smaller number of
patients will be spread evenly on both sides of the average. Deviation from this shape can indicate centre effect.

Table 5. Variation of the ECIPE score in the per protocol cohort between Month 6 and Month 12.

Baseline Month 6 Month 12

n ECIPE score n ECIPE score n ECIPE score
Control group [education M6-12] 129 19 [14-23] 117 20 [16-25] 93 26 [22-30]
Educated group [education M0-M6] 132 19 [15-24] 105 26 [22-30] 97 27 [24-30]

M, month.

We show here that applying a systematic programme with a person-
alised and specific baseline evaluation of each patient, identifying
their specific needs, followed by a standardised educational pro-
gramme provided by trained professionals, and a final evaluation
at the end of the programme, has a significant positive impact on
patients’ knowledge and skills in a broad field of concerns [disease
knowledge, treatment, complications, daily life, social activities...].
The direct interactions with health care educators probably provided
more reliable information as compared with the non-filtered data on
the internet or social networks.3

As a kind of validation of the educational programme, patients
from the control group received the same educational training
sessions 6 months after the inclusion in the study. They had a com-
parable increase of the psycho-pedagogic ECIPE score at M12.
Interestingly, the score remained stable over time in the educated
group, showing the durable effect of the programme. Taken together,
these data confirm the positive impact of the programme and its
prolonged effect over months. Importantly, an increase of more
than 20% of the ECIPE score was associated with an increase of
all ECIPE sub-scores, quality of life, work productivity, and answers
to patients concerns assessed by, respectively, the SIBDQ, WPAI,
and RFIPC scores. In contrast, no effect was found on treatment
observance. It is known that adherence to treatment is associated
with many factors including disease duration and activity, patient’s
doubts about personal need for treatment, and concerns about po-
tential adverse effects.’”*® The 6-month duration of our study might
have been too short to show a difference in this particular outcome.

Previous surgery and the absence of an education programme
were associated with an absence of improvement of patients’ skills.
The first factor is counter-intuitive, because we might think that an
important event like surgery could act as a trigger to acquiring better
knowledge. However, the somewhat higher ECIPE score found at
baseline in patients with previous surgery (with median score at 20
[15-25.5] vs 19 [15-23] otherwise) could partially explain the lower
rate of score improvement.

We decided to include patients at two key moments of their dis-
ease history: at diagnosis and at a significant event affecting the IBD
course. These situations are important steps in the disease course
and are privileged moments for explaining important notions such
as chronic disease, long-term treatment, and their interactions with
daily life. Sufficient knowledge must be acquired by the patient to
better understand the origin of the disease, its risk factors, locations,
possible evolution toward complicated forms, and potential impact
on many fields of the daily life, and to set up a thorough treatment
which will not have to be unexpectedly interrupted. However, the
explanation of these complex notions requires time and availability
to answer further questions. In daily, busy practice, it is complicated
to find the necessary amount of time. The organisation of an educa-
tional programme, as evaluated in this trial, could improve disease
treatment and quality of life and reduce patients’ anxiety.

Although not specifically evaluated and measured by prede-
fined outcomes, the educational programme led to other benefits
reported by the participants. It helped patients to break isolation
by leading them to talk more easily about their disease. Moreover,
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a true collaboration between health care professionals and patients
led to a bidirectional positive impact. Recent literature underlines
the dissociation between patients’ and professionals’ points of view
concerning IBD.** Many educators reported an improvement of
their understanding of patients’ needs and expectations. They also
acquired knowledge and methods to better address concerns of IBD
patients.

Our score used to evaluate the efficiency of the programme was
an original one, which had never been used in previous studies. We
wanted to have a combined tool scoring all the distinct aspects of the
psycho-pedagogic approach. It was defined a priori, with the help of
an expert team in therapeutic education, and after multidisciplinary
meetings involving patients. We believe that this score allowed us to
assess as precisely as possible the impact of the educational sessions.

The implementation of such an educational programme is
demanding for centres specialised in the management of IBD, and
requires strong motivation of the team. Indeed, this activity is time
consuming and is based on a specific training of several health pro-
fessionals, frequently nurses and/or dieticians. Importantly, the
benefit of the programme was demonstrated in all centres, independ-
ently of their size.

In conclusion, in this prospective, multicentre, randomised, con-
trolled study designed as a clinical trial, we demonstrate that a stand-
ardised therapeutic educational programme can improve patients’
skills with regard to their disease in critical aspects of IBD man-
agement. This positive effect is reproducible and long-lasting over
time. The increase of patient’s skills was also associated with an im-
provement of quality of life, work productivity, and patients’ con-
cerns. Taken together, these findings support the set-up of education
programmes in centres involved in the management of IBD patients.
Data are available on request.
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