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Abstract

Background: One of the most valued targets in inflammatory bowel disease (IBD) is
for physicians to provide and patients to receive a high-level quality of care. This
study aimed to evaluate the implementation of a nationwide quality certification
programme for IBD units.

Methods: Identification of quality indicators (Ql) for IBD Unit certification was
based on Delphi methodology that selected 53 QIl, which were subjected to a
normalisation process. Selected QI were then used in the certification process.
Coordinated by GETECCU, this process began with a consulting round and an audit
drill followed by a formal audit carried out by an independent certifying agency. This
audit involved the scrutiny of the selected Ql in medical records. If 80%-90%
compliance was achieved, the IBD unit audited received the qualification of
“advanced”, and if it exceeded 90% the rating was “excellence”. Afterwards, an
anonymous survey was conducted among certified units to assess satisfaction with
the programme for IBD units.

Results: As of January 2021, 66 IBD units adhere to the nationwide certification
programme. Among the 53 units already audited by January 2021, 31 achieved the
certification of excellence, 20 the advanced certification, and two did not obtain the
certification. The main survey results indicated high satisfaction with an average
score of 8.5 out of 10.

Conclusion: Certification of inflammatory bowel disease units by GETECCU is the
largest nationwide certification programme for IBD units reported. More than 90%

of IBD units adhered to the programme achieved the certification.
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INTRODUCTION

Inflammatory bowel disease (IBD), either Crohn's disease (CD) or
ulcerative colitis (UC), is a chronic, progressive, and life-long con-
dition that affects a large number of people in our country.l?
Lifetime medical costs associated with IBD care are comparable to
those of other severe chronic diseases such as diabetes mellitus or
cancer.® IBD is typically managed by gastroenterologists in collab-
oration with other healthcare specialities. IBD is, therefore, a
multifaceted and complex disease with a major impact on the pa-
tient’s quality of life. For this reason, it is best managed in a spe-
cialised IBD unit with a multidisciplinary team of experts in the
different aspects of this disease.* Furthermore, the presence of an
IBD specialist nurse is compulsory in an IBD unit to provide physical
and emotional support to patients, together with healthcare
education.”

The Spanish Working Group on Crohn’s Disease and Ulcerative
Colitis (GETECCU) is a Medical Society with more than 30 years of
history and more than one thousand members all over our country. It
has the mission to promote excellence in healthcare, teaching, and
research, establishing reliable standards of IBD care in Spain. In
accordance with these principles, a group of GETECCU gastroen-
terologists developed a set of quality indicators (Ql), based on Delphi
methodology and in collaboration with other stakeholders such as
patients’ associations and nurses. Fifty-three of these QI (18 of
structure, 32 of process, and 3 of results) were then selected and
subjected to a normalisation process.® GETECCU decided that
compliance with these indicators should define the essence of an IBD
unit.

Quality of care audits have been performed for other diseases,
including audits of stroke units supported by the European Stroke
Organisation.” Within IBD care, there have been other rather limited
programmes similar to ours that retrospectively audited medical re-
cords from practices in academic, community, and private centres in
the United States to assess adherence to quality measures published
by the American Gastroenterological Association (AGA).2 However,
these were not comparable to a nationwide audit in a country with
nearly 50 million inhabitants and with most IBD units predominantly
located in the public health system.

Therefore, this study aimed to describe the implementation of a
nationwide programme for IBD unit certification, the so-called cer-
tification of inflammatory bowel disease units (CUE) programme of
GETECCU. A secondary objective was to report the perception of
IBD professionals on the usefulness of the evaluation programme.

METHODS

This is a descriptive study evaluating the implementation of a
nationwide programme for IBD units certification based on compli-
ance with the 53 selected QI (18 related to structure, 32 to process,
and 3 to results) (legal deposit: BI-1125-2016) previously published
by GETECCU (Table S1).¢

Key points
Summarise the established knowledge on this subject

e One of the most highly valued targets in IBD treatment is
to achieve a high-level quality of care

e |BD units are the best way to provide this high-level
quality of care

What are the significant and/or new findings of this study?

e CUE is the largest nationwide certification programme
for IBD units reported to date.

e Certification by an independent agency gives added
value to the programme.

e More than 90% of IBD units that adhered to the pro-

gramme achieved the certification.

The certification process

The project was one of the strategic lines of GETECCU and discussed
by the committee that designed that project. It was presented to all
GETECCU members in order to subscribe to it. IBD units voluntarily
applied for certification. Once an IBD unit applied, an initial visit to
the centre was performed to ascertain the level of compliance with
all the indicators and establish an action plan. Once a unit considered
it was ready for the audit, a mock audit supported by GETECCU was
carried out within approximately 5 months from the first visit. An
independent auditor performed the mock audit. After the mock audit,
a confidential report was sent by the same independent auditor to
the IBD unit to find out if they are now ready for the official audit.
Two months later, an official audit was carried out by an external
independent agency called Bureau Veritas, a global leader company
in inspection, audits, and certification for over 30 years (https://www.
bureauveritas.es). The final audit consisted of a 2-day visit to the unit
with an exhaustive review of all selected indicators. This audit
included the evaluation of the structure of the institution (gastro-
enterology, surgery, endoscopy, and radiology departments), the re-
view of all protocols, and the assessment of their compliance through
the review of medical records. It also included an interview with all
the members of the multidisciplinary team, including nurses and
surgeons, a review of their curriculum vitae, and, finally, a detailed
random evaluation of 40 medical records of different clinical sce-
narios (patients in remission, mild or severely active disease, post-
surgical setting, hospitalised, pregnant, under cancer surveillance
programme, etc.). If a centre has a referral surgery hospital and has
an official agreement with that hospital and it is verified in the
medical records that all surgical patients are systematically sent to
referral, the standard is considered to be correct. The condition must

be that the referral centre has previously demonstrated certification.
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After the audit, the independent auditor emitted a verdict with
a detailed report, including the degree of compliance with the Ql.
If compliance exceeded 90%, the unit was given the rating
“excellence”, and the unit has to be re-certified in 3 years. If 80%-
90% compliance was achieved, the Unit was qualified as
“advanced”, and must be re-certified in 2 years. In those cases with
less than 80% compliance, the unit was not awarded the certifi-
cation, but GETECCU compromised to help the IBD unit with an
action plan to improve the missing indicators. The unit was
allowed to apply again for the certification after a minimum six-
month period.

Finally, an official act of certification delivery was held in which
regional health system managers, hospital directives, and patients’
associations (called ACCU in Spain, https://accuesp.com) were
invited. There was coverage of the delivery act by both local and

national media. Figure 1 shows the flowchart of the process.

Assessment of certification

The number and percentage of IBD units that achieved certification
(grouped as advanced and excellent) among all those that applied,
was evaluated. The percentage of the Spanish population covered
by the certified IBD units was analysed; this process consisted of
calculating the health population area of all certified IBD units and
dividing by the Spanish population. The compliance rate with each
Ql was also analysed in all the units that have achieved the
certification.

To evaluate the professional’s perception of the certification
programme, gastroenterologists participating in the programme ful-
filled a questionnaire after the certification process. The question-
naire included eight items regarding the contribution of the
certification process to the care provided to IBD patients, with an-
swers given on a Likert scale from 1 to 10 points (10 being the
highest score). Two questions assessing future areas for improve-
ment of the programme were open-ended. The impact of the CUE
programme in local and national media was also evaluated.

Results of certified IBD units are shown in percentages. Results

of the questionnaire are shown in mean and standard deviation.

RESULTS

The CUE programme started in 2017. As of January 2021, 66 Spanish
IBD units adhere to the certification programme nationwide, of which
53 have already been audited. As shown in Figure 2, 30 (56%) IBD
units evaluated in our country achieved a certification grade of
excellence, and 21 (40%) a certification grade of advanced. The
geographical location of certified IBD units is shown in Figure 3. The
certified IBD units are distributed among 13 of the 17 regions in our
country. The most populated areas in Spain, such as Catalonia and
Madrid (where the two biggest cities Barcelona and Madrid are
located), were the regions with a higher number of certified units,
although the distribution was relatively homogeneous throughout
the country. There are four regions (Extremadura, La Rioja, Murcia,
and Canary Islands) without certified units, although the first two are
less populated regions of Spain. The 51 certified IBD units cover a
population of 18.157.258 inhabitants, which represents 38.3% of the
Spanish population according to data obtained from the national
statistics institute (https://www.ine.es).

To date, 13 units are in the certification programme’s first steps

(eight have completed the first visit, and five have completed the

100
90— % IBD units

80—
70

56

40

4

Excelence Advanced Not passed
FIGURE 2 Percentage of inflammatory bowel disease units
audited that achieved excellence, advanced degree, or did not pass

the certification process

First visit and
action plan

1 month 5 months

“Practise” audit

Official act of
delivery

External audit

2 months 15 days

FIGURE 1 Flowchart of the certification process
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practice audit). Most of these units applied to the CUE programme
during the COVID-19 pandemic, and it is expected that they will be
audited within the following months.

Detailed evaluation of the 53 selected QI showed that 40 QI
were achieved in more than 90% of the units. There were two Ql that
were reached by less than 50% of the units; one was related to the
written report of the information given to the patients about
the potential risks of biological and immunosuppressant drugs in the
clinical records, and the other was related to the performance of at
least 10 ileoanal pouch surgeries within the previous year. The per-
centage of QI achieved per each question is shown in Table S1.

The first 40 IBD units audited answered a questionnaire to
evaluate the perceptions on and the satisfaction with the CUE pro-
gramme. The results are shown in Table 1. The results showed a high
satisfaction rate with the CUE programme, with an average score of
8.5, out of 10; scores were over eight in all questions. Regarding the
open questions concerning future issues for the improvement of the
programme, the more demanded ones were to give more weight to

paediatric transition and nutritional support for patients.

2

'Te A|

o

FIGURE 3 Geographically distribution of certified
inflammatory bowel disease units in Spain

Since the start of the CUE programme, every time an IBD unit
achieved the certification, an official act of certification delivery was
held, and a press release was written and sent to the local and na-
tional media. Their main messages were about the importance of
early diagnostic and treatment of IBD, the role of multidisciplinary
teams, the need for monitorisation, and the relevance of quality of
care in IBD. At the end of 2020, the total number of impacts in the
media amounted to 437. Of them, 36% were published in specialised
health media and 64% in general media (42% national and 58% local).

DISCUSSION

To the best of our knowledge, this is the largest nationwide study to
date which provides evidence on the possibility of implementation of
a certification programme for IBD units. With our results, based on
more than 50 IBD units certified all over the country, almost 40% of
the Spanish population can be attended with certified quality care in
IBD. Further development of the programme has the potential to
enable many Spanish IBD patients to be cared for in a certified IBD
unit. This is likely to improve the overall quality of care for IBD
patients.

One of the most valued targets in IBD treatment is for physicians
to provide and patients to receive a high-level quality of care.”
Nevertheless, this is not easy to achieve, especially in a nationwide
public health system. There are reliable data showing huge differ-
ences in clinical care in IBD. A survey of patients with CD and UC in
the United States demonstrated wide variation in practice between
gastroenterologists in academic centres more specialised in IBD
versus private practice and general gastroenterologists. Patients
treated in academic centres received fewer steroids and more bio-
logical therapy when compared to private and general practices.
Patients treated by gastroenterologists from academic centres were
also more likely to be in remission, receive the flu vaccine, and have
better quality of life.'° In a retrospective propensity-matched scored
study performed in a Canadian centre, the authors compared the
quality of care in IBD before and after implementing an integrated

TABLE 1 Results from the satisfaction questionnaire among audited IBD units

Questions

Has the certification process of my IBD unit contributed or will contribute to standardize

the care of my patients?

Has this process contributed or will contribute to improving the quality of care offered to

my patients?

Has this process helped to give value to the role of the nurse in my centre?

Has the certification process met my expectations?

Have the previous training and the two preparation visits been valuable and flexible?

Has the audit been useful to identify areas for improvement?

Has the award ceremony contributed to highlighting the IBD unit within the hospital?

Would you recommend joining the program to a colleague from another hospital?

Mean (SD)
8.37 (1.37)

8.48 (1.65)

8.57 (2.64)
8.33 (1.16)
8.17 (1.85)
9.03 (0.95)
8.93 (1.21)
9.20 (0.75)

Abbreviation: IBD, Inflammatory bowel disease.
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model of care with a trained gastroenterologist specialist, specialised
IBD nurses, registered dieticians, and a clinical psychologist. Patients
treated within this model of care presented lower rates of IBD-
related hospitalisation, lower levels of corticosteroid dependence,
and higher rates of immunomodulatory and biological use.!* The
European Crohn’s and Colitis Organisation (ECCO) conducted a web-
based survey study of 4670 patients from 25 different European
countries of which only 52% reported adequate access to care.'?
Several other studies have identified variation in levels of care, and,
against this background, a certification of IBD units could be a path
for improving standards of care in IBD.2®%*

The best way to measure quality of care in IBD is by using Ql. In
response to the variation in care between practitioners, Ql have been
developed in both the United States!® and Canada®® for IBD man-
agement, with 11 Ql in each case. We used the GETECCU QI for the
certification programme, which consists of 53 QI based on Delphi
methodology and which were further validated in our country by
patients and nurses.® Recently ECCO published their own 90 quality
of care standards in IBD, with a high concordance with GETECCU’s
Ql,*” which supports the current validity of our QI. However, due to
the rapid changes in IBD management, GETECCU is currently
working on and updating the Ql.

Some programmes in the United States audited IBD clinical
practices to determine the quality of care, but their results mainly
addressed private practice and reimbursement.'® Prospective data is
aggregated in a central database and used to generate weekly audit
and feedback reports for the participating centres. These reports are
reviewed by the sites, and modifications are made to processes to
improve outcomes. Involvement in this programme resulted in an
increase in remission rates from 55% to 75% over the past few
years.1>18

A well-designed nationwide study evaluating the quality of care
in IBD has been performed in New Zealand. The programme con-
sisted of three phases, the third being an audit of key aspects of IBD
care. However, the audit, which was performed in 14 centres in
contrast to ours, was more focused on validating the role of nursing
than evaluating the global aspects of an IBD unit.'? Another
nationwide study was performed in Australia. It consisted of a two-
phase programme, a cross-sectional survey completed by the physi-
cians, and a clinical audit assessing organisational resources, clinical
processes, and outcome measures. The main difference with the
Spanish programme was that in Australia only hospitalised IBD pa-
tients were audited, while in the GETECCU programme all groups of
patients (including outpatients) were evaluated in the audit. Results
were rather unexpected because the authors concluded that only one
hospital met the standards for multidisciplinary IBD care.?°

In Europe, the National UK IBD audit programme was estab-
lished with the aim of improving the quality and safety of care for
people with IBD throughout the UK. The first round of UK-wide audit
took place in 2006 with another four rounds in the following years
and has shown substantial improvements in care over time. This

complete programme endorsed by the Royal College of Physicians of

London (www.rcplondon.ac.uk/ibd) has supported the development
of national standards for IBD care and helped establish quality IBD
care as a key component of local healthcare delivery.?*?? To our
knowledge, in difference with the Spanish program, the UK did not
grant specific certifications to IBD units. Another difference is that
our program is evaluated by a personalised audit performed onsite by
an external association/company. This contrasts with the UK Audit,
where each participating site submits their local data, and they are
compared against a national benchmark (https://ibdregistry.org.uk/
Another

known for evaluating IBD quality of care was implemented in

data-submission-framework/). nationwide programme
Romania, with an audit of QIl. However, the publication only included
the programme’s protocol but not the results obtained after the
audits nor the number of IBD units certified.?®

Compared with other diseases with higher economic costs, IBD
has limited media visibility and social media for society.2* For this
reason, some other groups like the Crohn’s & Colitis Foundation of
America try to give value and importance to IBD in economic
terms.2> We hope that giving a higher impact of the disease in the
media and showing the importance of IBD units for society will help
attract future IBD stakeholders.

There are, however, various limitations in our programme. First,
adherence to the programme is voluntary. Furthermore, the results
obtained in the satisfaction questionnaire could be biased, because
they were answered just after certification, this being a moment of
great optimism in the unit. Finally, our results could be difficult to
extrapolate to other countries with different or more private health-
care systems due to Spain’s predominantly public health care system.

On the other hand, our study has several strengths. The main one
is the external evaluation by an independent agency specialised in
certification. The quality of the certification programme is based on
QI that have been designed with Delphi methodology and previously
published by our Medical Society.® Another strength is the homo-
geneity of the programme all over our country, which is an oppor-
tunity for a patient with IBD located anywhere in the national
territory to be treated with the same quality standards.

In conclusion, CUE is the largest nationwide certification pro-
gramme for IBD units reported to date. More than 90% of IBD units
that adhered to the programme achieved the certification. The sup-
port of patient associations and managers is essential for giving value
to this type of project. This programme has increased IBD and
GETECCU visibility in our country. This is probably the first step

towards homogenising IBD assistance all over the country.
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