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the time of initial seton placement), intermediate-term (<12 months
from the time of initial seton placement), and long-term (>12 months
from the time of initial seton placement) outcomes were analyzed.
Results: The study cohort included 41 patients. Indication for place-
ment of draining seton alone rather than definitive surgical fistula re-
pair was presence of anal ulceration, stenosis and/or proctitis (n=30;
73%), complex fistulae not amenable to surgical repair (n=8; 26%)
or patient preference (n=3; 7%). Concomitant medical therapy us-
ing biologics, immunomodulators, and/or steroids was used in 28
(68%), 14 (34%) and 13 (32%) patients, respectively. Median length
of follow-up after seton placement was 35 months (range, 8–69).
Over the short-term, 16/41 (39%) patients required additional se-
ton placement for new or persistent fistula after median follow-up
time of 2.2 months (range, 0.2–5.5 months). Over the intermediate-
term, 6/37 (16%) more patients required additional seton placement
for new or persistent fistula after a median follow-up time of 7.7
months (range, 7–11.4 months). Over the long-term, 7/35 (20%)
more patients required additional seton placement for new or per-
sistent fistula after a median follow-up time of 16.8 months (range,
14.5–29.5 months). Overall, 29 (71%) patients required additional
seton placement for new or persistent fistula after a median time of 7
months (range, 0.2–29.5 months) after initial seton placement (Fig-
ure 1). The majority of patients requiring additional seton placement
also had concomitant medical therapy with a biologic agent (19/29;
66%). Patients who had a family history of CD had a significantly
lower incidence of additional seton placement (50%) compared to
patients who did not have a family history of CD (90%) (p=0.04).
All other clinical factors including concomitant medical therapy were
not associated with additional seton placement.
Conclusions: Almost 75% of patients with planned long-term seton
drainage for PFCD required additional setons. These data suggest
that draining setons in PFCD, even in combination with biologic
agents, may not have as promising results as previously believed.
Progression of PFCD remains high despite biologic therapy and seton
drainage.
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Abstract P554 – Figure 2. Interim analysis showing improvement in symptom burden among intervention cohort (p<0.001).
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Background: Patients with IBD are ideal candidates for home-based
remote monitoring care that is centered on enhanced symptom track-
ing and improved communication with care teams. The objective of
this pragmatic randomized controlled trial is to determine the impact
of the HealthPROMISE app in improving outcomes quality of care
[QOC] and quality of life [QOL] as compared to a patient education
app.
Methods: Participants were randomized to either interventional
(HealthPROMISE) or control (education app). All patients com-
pleted intake questionnaires assessing health literacy, disease sever-
ity, general health status, and demographic information. Patients
in the HealthPROMISE arm were able to update their information
and receive disease summary, QOC metrics and a graph trending
QOL (SIBDQ) scores over time (https://clinicaltrials.gov/ct2/show/
NCT02322307).
Results: 320 patients were enrolled in the study at Mount Sinai Med-
ical Center (MSMC) (see Table 1). Baseline assessment showed that
fatigue and tension (anxiety) were the two most important drivers
of poor quality of life. Patients with College Education reported less
symptom burden (29.2 vs 36.8, range 10- 70; p<0.01) and better

Table 1. Baseline characteristics of patients in the control and intervention
arm

Control Intervention
(%) (%)

Number (N) 158 (49.4%) 162 (50.6%)
Age 40.9±13.8 39.5±12.8
Male 82 (51.9%) 81 (50.0%)
Female 76 (48.1%) 81 (50.0%)
Quality of Life (QOL) 31.9±11.9 30.2±11.3
Inflammatory Markers Normal (Patient Reported) 46 (29.1%) 49 (30.2%)
Mucosal Biopsy Normal (Patient Reported) 26 (16.5%) 34 (21.0%)
Quality of Care (Overall percentage of Metrics Met) 50% 50%

Figure 1. Improvement in percentage of patients meeting eligible quality
of care metrics in control (9%) versus Intervention (28%), p<0.01.
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QOL (0.8 vs 0.7; p<0.01), an effect that remained significant in mul-
tivariable models.
In a median follow up of 495 days (±135), the proportion of pa-
tients meeting all eligible QOC significantly increased in intervention
group versus control group (increase of 38% versus 9%, p<0.01)
(Fig. 1). Overall QOL started to improve among HealthPROMISE
patients within 5 months and has consistently been above the con-
trol arm through a median interval of 495 days (Fig. 2).
Conclusions: This is one of the first randomized controlled trials of
app-based home monitoring in IBD patients. Fatigue and tension are
the top two drivers of poor QOL among IBD patients. We found a
significant improvement in QOC and QOL in intervention group.
With a move towards value based care, digital medicine technology
can play an effective role in tracking and managing patient popula-
tion in IBD centers. Remote monitoring coordinators can help sup-
port proactive care without disrupting physicians’ workflow.
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Background: Chronic abdominal pain is frequently reported by
adults with inflammatory bowel disease (IBD), even when disease
is in remission. Pain is an under-recognised and under-treated symp-
tom. This paper will systematically review evidence on interventions
for chronic abdominal pain management in patients with IBD.
Methods: Databases (MEDLINE, EMBASE, PsycInfo, CINAHL,
Scopus and Cochrane Library) were searched (February 2016). Two
researchers independently screened the retrieved references and ex-
tracted data.
Results: Fourteen papers were included: 12 intervention studies
and two cross-sectional surveys. A range of pharmacological, non-
pharmacological and dietary supplement interventions were tested.
Reduction of abdominal pain was reported for: psychologist-lead
stress management (p<0.05) and self-directed stress management
(p<0.05), interventions with guided relaxation for both groups; re-
laxation in groups or individually (pain less intensive p<0.002, less
frequent p<0.04, greater pain relief p<0.001 and less pain distress
p<0.001). Cognitive behavioural therapy focusing on disease-related
concerns also showed pain reduction. Provocative dietary supple-
ments resulted in more pain from alcohol with high sugar con-
tent compared to ethanol (p<0.05); there was no difference in pain
induced by processed and unprocessed cereals. Current and past
cannabis users reported less pain with cannabis use. These results
need to be treated with caution, as data were derived from predomi-
nantly small uncontrolled studies of moderate to low quality.
Conclusions: Few interventions have been tested for IBD abdominal
pain. The limited evidence suggests that relaxation and changing cog-
nitions are promising approaches, possibly with some individualised
dietary changes. There is a need to develop and test interventions for
abdominal pain management in IBD.
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Female Crohn’s disease patients and ulcerative
colitis patients on biologic therapy are most
disabled
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Background: There is limited disability data in the biologic era using
Patient Reported Outcomes. The aims of this study were to describe
the disability status and identify determinants of disability in a well
characterized cohort of IBD patients using the Inflammatory Bowel
Disease Disability Index (IBD-DI).
Methods: From June 2015 to September 2016, the IBD-DI was ad-
ministered to adult IBD patients. Natural history data were avail-
able for each patient from time of diagnosis to time of completing
the questionnaires. Clinical remission status at time of answering the
questionnaire was also recorded.
Results: 250 patients with IBD completed the IBD-DI. The me-
dian duration from diagnosis to completion of questionnaire was 45
months. The median age at diagnosis was 30 years.
The median IBD-DI was 31.3 (IQR 17.9–41.1). The median IBD-DI
score for CD was 32.14 (IQR 19.2–45.1) in CD and 28.71 (IQR
17.4–44.5) in UC. CD females were more disabled than males (IBD-
DI score 36.6 vs 27.1, p=0.001). There was no significant gender bias
in the UC group (female IBD-DI score 32.6 vs male 30.6, p=NS).
Patients with active disease at the time of answering the question-
naires had a higher IBD-DI score compared with patients in remission
(42.4 vs 29.0, p<0.001). Disease phenotype or disease location did
not influence the IBD-DI score in CD or UC. Female CD patients in
remission were also more disabled compared with male CD patients
(33.9 vs 23.9, p=0.002). There was no difference in disability scores
by gender in the UC group adjusted for clinical activity. UC patients
on biologic therapy were more disabled than those who were not, de-
spite being in clinical remission (IBD-DI score 36.7 vs 25.9, p=0.03).
CD patients who had undergone intestinal resection demonstrated
a trend towards reduced disability compared to those who had not
(IBD-DI score 30.5 vs 35.3, p=0.059). CD patients with perianal dis-
ease were not more disabled than those without, (IBD-DI score 34.0
vs 32.0, p=0.3).
52 patients were severely disabled (IBD-DI score >50). 62% had CD,
71% were female, and 46% were in clinical remission at the time
of answering the questionnaires. Of the CD patients, 70% had an
inflammatory phenotype, 15% had perianal disease, and only 31%
had prior intestinal resection. Only 10% of the UC patients with
severe disability had undergone colectomy for refractory disease.
Factors associated with high disability scores on multivariate analysis
were female gender (p=0.01) and active disease (p=0.001) in CD, and
need for biologic therapy (p=0.027) and active disease (p=0.005) in
UC.
Conclusions: Female CD patients are more disabled than males. The
need for biologic therapy in UC is associated with higher disability.
Severe disability is present in the absence of clinical activity.
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