Ann Coloproctol 2023;39(1):89-93
https://doi.org/10.3393/ac.2022.00563.0080

pISSN 2287-9714 elSSN 2287-9:
www.coloproctol.org o

Clinical outcomes with of the Contix Faecal Incontinence
Management System: preliminary results

Moris Venturero"*, Reuma Yehuda-Margalit>*, Carla Maradey-Romero?, Yael Corcos’, Dan Carter™",
Marc Beer-Gabel*'

'Department of Surgery, Laniado Hospital, Sanz Medical Center, Netanya, Israel

*Gastroenterology Institute, Sheba Medical Center, Ramat Gan, Israel

*Forconti Medical, Caesarea, Israel

“Neurogastroenterology and Pelvic Floor Disorders Unit, Laniado Hospital, Sanz Medical Center, Netanya, Israel

Fecal incontinence (FI) has a significant long-term impact on patient quality of life for which there is a range of medical
and surgical management alternatives. We report the preliminary outcome using the ForConti Contix Faecal Incontinence
Management System (FIMS) in FI patients who had failed conservative therapy and who were recruited at 2 tertiary insti-
tutions between September 2018 and September 2020. Comparative assessments were made before and after 2 week peri-
ods of treatment using bowel diaries and subjective Wexner and Faecal Incontinence Quality of Life scores. Of 17 patients
enrolled, 11 completed an 8-week assessment with a significant fall in the average percentage of FI days reported from
84% before treatment to 16.8% at the first posttreatment assessment and down to 13.2% by the second assessment period.
This finding correlated with a similar reduction in the total weekly number of episodes of frank FI, minor soiling, and fe-
cal urgency reported by patients along with concomitant improvements in the Wexner scores. For those using the device,
there was less concern about accidental bowel leakage, high rates of satisfaction, and minimal problems with the device.
Initial results are encouraging warranting further study.
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INTRODUCTION

Fecal incontinence (FI), the involuntary expulsion of stool in
someone over the age of 4 years, is both physically and psycho-
logically disabling. FI directly impairs patients’ quality of life by
creating a loss of confidence and self-esteem, which can bring
about social isolation [1]. With the inclusion of diagnostic investi-
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gations and specific medical and surgical therapies, the full eco-
nomic impact of FI is substantial, as it has a reported prevalence
of 18% within the community and up to 47% among nursing
home residents [2]. The true prevalence of FI and its overall social
burden are substantially underestimated, with many barriers
identified to patients seeking help, most notably a reluctance to
report embarrassing symptoms and limited awareness by patients
of effective therapies [3, 4].

The causes of FI are multifactorial; identified risk factors include
female sex, sphincter injury associated with traumatic vaginal de-
livery, the aftermath of specific anorectal and perineal operations,
and the effects of prolonged straining to pass stool [5, 6]. Tradi-
tionally, a stepwise approach has been employed for the manage-
ment of FI, beginning with a range of conservative medical mea-
sures, including the use of antidiarrheal agents and dietary
changes both aimed at reducing the number of stools and altering
their consistency. Treatment typically progresses to pelvic floor
rehabilitation techniques, the commonest of which is biofeedback.
Lately, there has been a greater emphasis on sacral neuromodula-
tion and posterior tibial nerve stimulation techniques with far less
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use of conventional surgical treatments such as sphincter recon-
struction and muscle transposition. These operative approaches
can still be used as a last resort, but they have considerable mor-
bidity and poorer long-term functional success than neuromodu-
lation [7].

As an alternative to surgery, there are particular containment
devices and systems that work on the principle of blocking the in-
advertent leakage of stool or rely on scheduled rectal emptying.
These options operate in different ways and include a variety of
anal plugs, transanal irrigation systems, rectal sealants, and pres-
sure-regulated vaginal inserts. Although anal plugs have been
shown to be effective, they can be difficult to tolerate largely be-
cause part of the plug lies in the most sensitive part of the anal ca-
nal below the dentate line. As this discomfort tends not to settle
over time, many patients ultimately decide not to use an anal plug
long-term despite its clinical effectiveness [8, 9]. The ForConti
Contix Fecal Incontinence Management System (FIMS; Forconti
Medical) was designed for self-insertion and retrieval, with the
device placed in the insensitive area above the dentate line. Fol-
lowing approval by the Israel Ministry of Health, a pilot study was
performed on 20 patients assessing the device’s safety and efficacy
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over short-term follow-up. This showed that the system was safe
and comfortable, with a significant reduction in the incidence of
fecal leakage (unpublished company-internal results). We present
our initial preliminary patient experience with the Contix FIMS,
describing the technical details and short-term outcomes.

TECHNIQUE

This single-arm, nonrandomized study format was approved by
the local hospital ethics committees of the 2 participating tertiary
referral institutions, the Laniado Medical Center and the Sheba
Medical Center, Israel. Informed consent for device use was pro-
vided by all patients involved. Patients were included in the analy-
sis who presented with FI (a minimum of 4 FI episodes over a
2-week baseline period) and in whom an adequate (= months)
trial of conservative measures had failed. These measures typically
included the use of antidiarrheal agents, lifestyle changes for ag-
gravating foods and practices, and a range of physical therapies,
including pelvic floor muscle retraining, biofeedback therapy, and
selective neurostimulation. Patients were recruited between Sep-
tember 2018 and September 2020 to broadly evaluate the safety

Fig. 1. The ForConti Contix Faecal Incontinence Management System (FIMS). (A) The component parts of the ForConti Contix FIMS. (B)
The insertion process. (C) The jugs attached to the outer surface of the inflated balloon which resist displacement during peristalsis. (D)
When the string is pulled for balloon retrieval, the balloon inverts exteriorizing the smooth inner surface.
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and effectiveness of the Contix FIMS. There are several points
that should be noted regarding the device and its use.

1. The ForConti Contix FIMS device is slightly smaller in diam-
eter than the average index finger and is designed for self-in-
sertion and withdrawal.

2. The balloon is inflated with air and is deployed above the den-
tate line for periods up to 12 hours. The structure of the de-
vice and its component parts are shown in Fig. 1.

3. The system comprises an applicator, which encases the bal-
loon, and an inflation kit (a 60-mL syringe with a check valve
and an extension cable), along with a string that has an exter-
nal ring-pull permitting balloon withdrawal. The lubricated
applicator is inserted into the rectum and advanced until the
stopper reaches the anal margin.

4. By pushing the plunger on the end of the device as far as the
barrel of the applicator, the balloon is expelled and exposed.
The balloon is then inflated using a syringe filled with air, al-
lowing secure placement above the dentate line. Soft jugs on
the outer surface of the balloon assist in retaining it in place
during peristalsis and in preventing accidental bowel leakage
(ABL).

5. The ring-pull string remains outside the anal canal, so that
when removal of the device is required, pulling on the string
inverts the device into itself, exposing the smooth inner sur-
face that readily slides out of the anal canal.

Patients were assessed daily using the Wexner and Faecal Incon-
tinence Quality of Life (FIQL) domain questionnaires [10, 11],
comparing the averages of the bowel diaries from the pretreat-
ment (control) phase with 2 active 2-week treatment periods. The
severity of FI was recorded as major or minor, along with record-
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ing fecal urgency. Pain on device insertion and removal was de-
termined using a visual analogue scale (VAS). By definition for
this study, the device was considered clinically effective if it
showed a >50% reduction in weekly ABL episodes or of diary
days with FI (when compared with baseline).

Results

Over the study period, 17 patients were enrolled, of whom 6
dropped out, leaving 11 patients examined with a complete
8-week follow-up (9 female patients; mean overall age, 62 years
[range, 26-86 years]). The dropout cases were related to a reorga-
nization in the team of investigators at one recruitment center.
The mean percentage of FI days fell during the study period from
84% during the control phase to 16.8% after the first 2-week post-
treatment assessment and down to 13.2% overall following the
second assessment with the device. By the first assessment period,
there was an overall reduction by 2.98 in the number of major FI
events and by 3.83 after the final assessment period. Treatment
response was defined as a reduction of >50% in FI episodes, and
2 additional responders became evident between the first and the
final assessment periods (7 patients vs. 9 patients, respectively).
There was a reduction in the number of days with FI (by 5.5 days
on average) during the first posttreatment assessment, which im-
proved by the final assessment (a 5.71-day reduction). Similar
benefits were concomitantly evident in the reduction in the num-
ber of days with reported fecal urgency, although there was no
additional improvement after a longer assessment period (7.88 vs.
7.55, respectively). In the patient cohort, the Wexner score fell
from a pretreatment mean of 17 (range, 12-20) to a mean of 11
(range, 0-20). Patients used the device for an average of 5.4+3.7

Pain level during device removal
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Fig. 2. Recorded pain level (visual analogue scale) with the ForConti Contix device. CI, confidence interval.
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hours (range, 0.65-12.4 hours) over the first 2 weeks of treatment
and for 5.5+ 4.7 hours (range, 0.5-12.3 hours) during the second
period of treatment.

Fig. 2 shows the mean VAS pain reports of patients during de-
vice insertion, in general use, and upon device withdrawal. The
pain was recorded as low in all cases and decreased even further
over the duration of the assessment. Concerning the FIQL assess-
ments, 8 of 11 patients reported fewer episodes of passive inconti-
nence during treatment, with patients expressing less worry about
the risk of ABL, less fear in leaving home, and an overall better
feeling of wellbeing. Patients volunteered that they felt more in
control of their bowel function and no longer scheduled their
lives around the proximity of a toilet. As a result, some considered
that they were more outgoing, more likely to visit friends, and
even able to lead a more normal sex life. Adverse events were re-
ported by 8 of 11 patients, with a total of 20 incidents, only 8 of
which were device-related. Of these, 6 patients experienced some
pain during insertion of the device and 2 noticed rectal bleeding
for which no specific cause was identified on a rectoscopic exami-
nation performed the first day after the bleeding was reported by
the patients. Normal recto-sigmoidoscopy done before the inser-
tion of the device was an inclusion criterion. A second rectoscopy
for nonbleeding cases was done a week after completion of the
study. The problems attributed to the device spontaneously re-
solved in each case. Two patients withdrew from the study, 1 of
whom cited pain on device insertion as a reason for withdrawal,
while the other patient suffered an acute myocardial infarction
during the pretreatment phase. Routine proctosigmoidoscopy
during the study did not reveal any rectal or anal pathology that
might have been considered to be device-related

DISCUSSION

In conclusion, the ForConti Contix FIMS is safe, well tolerated,
and efficient in its prevention of ABL. This is the first formal re-
port of the initial clinical outcomes with this device used in a
small number of patients presenting with FI who were unrespon-
sive to conservative measures. Use of the device over a short pe-
riod resulted in a reduction in the percentage of FI days and the
number of discrete FI events, along with less minor soiling and
fecal urgency. These effects were accompanied by improvements
in the Wexner score and in quality of life and lifestyle parameters,
which included personal confidence, a sense of bowel control,
and less fear of leaving the house. Most patients experienced some
initial discomfort with insertion of the device; however, this re-
solved once patients developed familiarity with repeated use. The
FIMS represents a low-cost alternative to the treatment of FI and
requires further study.
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