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Anal fistula — inflammatory tract between anal
canal and perianal skin

Caused by crypto-glandular infection, Crohn’s

Surgical management is centered around
healing and clearing infections, while
preserving sphincter function

Ovine forestomach matrix (OFM) -
decellularized extracellular matrix — derived
from ovine (sheep) forestomach: being
iInvestigated for treatment of anal fistulae

Easily absorbed into regenerating tissue

Has been investigated in soft tissue repair and
wound healing applications

Recent pilot studies have investigated its use
for anal fistula, with promising results

Aim — to perform a larger single-center
retrospective case series to validate pilot
study. Primary outcome was wound healing at
12 weeks.

Data collected from anal fistula patients
undergoing surgery at our institution between
July 2021 and October 2023

Excluded patients with Crohn’s or acute
perianal infection

Preoperative MRI to anatomically categorize
the fistulae

Standardized surgical technique, slightly
different than pilot study

Patients followed in clinic postoperatively — 1
week, 1 month, 3 months, 6 months

Assessed time to healing, recurrence,
complications (infection, bleeding).

Descriptive statistics calculated
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 General / MAC
» Lidocaine for pudendal/perianal block
 Fistula tract debrided/curetted

* Aroa BioSurgery Myriad Matrix Soft Tissue Bioscaffold™ OFM
hydrated with saline, rolled and cut to length for fistula tract

 Remainder of tract filled with Aroa BioSurgery Myriad Morcells™
product

« Secured internally and externally with 3-0 PDS
« Xeroform gauze applied as dressing, stitched Iin place
* Exparel® injected at end of case

Figure 1. (A) OFM graft sewn in place with interrupted PDS. (B) Xeroform® dressing over surgical site.

25 patients underwent the fistula plug procedure at our
Institution

« Mean — 48.3 years old (SD=14.9)
 Mean depth of tract — 3.34 cm (SD=1.58)
« Mean time to heal — 4.68 weeks (SD =1.13)

« 18/25 trans-sphincteric, 3/25 extra-sphincteric, 4/25 inter-
sphincteric

* No patients lost to follow-up (mean follow-up 14 weeks)

* 88% (22/25) healed within the study period, 12% (3/25) did
not

* 4% (1/25) with recurrence - (already recurrent, had previous
seton, trans-sphincteric)

* No adverse effects reported
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Discussion

» Qur recurrence rate In this series was 4%, as
compared to 7% In the previous pilot study

* Previous data on endorectal flaps with
recurrence rates reported between 12.5 and 38%

* Previously reported fistula plugs (other biologic
materials) with 12 month recurrence rates
between 66-80%
» EXxtrusion has been seen with premade plug

products

* OFM Inhibits tissue proteases and recruits stem
cells, may be helpful with anal fistulae given the
extensive associated inflammation

 Compared to other plugs, each OFM plug was
tailored to fit the fistula tract during case

* Our lower recurrence rate may be due to using
PDS as opposed to Vicryl to secure the gratft
(main difference) — longer absorption time for
Internal opening

Conclusion / Future Directions

« OFM graft appears to be an efficacious method of
treating anal fistula in non Crohn’s patients, with low
recurrence rates and high closure rates based on our
data and previous pilot study

At a mean of 14 week follow up, 88% of patients healed
with 4% recurrence rate

« As compared with previously used products, OFM has
anti-inflammatory properties and is custom fit to the
fistula tract

 Will need to continue follow-up to determine if failure
rates rise over time as seen with other products

* Ongoing prospective observational study (multicenter) to
further investigate use of OFM in anal fistula treatment
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