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Category: Surgery
*Current Policy Effective Date: 11/1/08

Title: Anorectal Fistula (Fistula-in-Ano)
Treatment Using Small Intestinal
Submucosal Plug

Procedure Code(s):
0170T

____________________________________________________________________________
Description/Background
An anal fistula or fistula-in-ano is an abnormal communication channel or tunnel going most
often between the anal canal and the exterior perianal skin, infrequently to the vulva or vagina in
women. The underlying cause of fistula-in-ano is uncertain. It may result from infection arising
in glands associated with the anal crypts. It may arise from local trauma to the anal canal or
from local inflammation associated with inflammatory bowel disease. The first sign of fistula-inano may be a perianal or perirectal abscess. Most often, they develop without an infection of
any kind and the exact etiology of the fistula is unknown. Although anorectal Crohn’s disease
(regional enteritis) can cause fistulous communications, only a minority of patients with fistula-inano have underlying inflammatory bowel disease.
The evaluation and treatment of simple fistula-in-ano and Crohn’s-related fistulous disease are
different and these entities should be considered separately. Fistula-in-ano should also be
distinguished from fistulous communications resulting failure to heal after repair of birth injury
(4th degree lacerations) and from fistulas that occur as the result of radiation injury or
malignancy, because the presentation, findings and treatment of these conditions are quite
different and will not be discussed in this policy.
Simple fistula-in-ano is characterized by daily, frequent or intermittent drainage from the external
opening. Sometimes this is accompanied by swelling and purulent drainage or recurrent
perianal abscess. Once established, simple fistula-in-ano consists of a fibrous tunnel lined with
granulation tissue that almost never heals permanently. If the skin overlying the external
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opening of the fistula closes, the fistula may be quiescent for a period of time, after which pain,
swelling and drainage will recur. The most important diagnostic study is a careful inspection of
the anal region, a careful rectal examination noting in particular the length of the anal canal and
anoscopy. In experienced hands, the vast majority of fistulae-in-ano can be diagnosed in this
way. Special imaging studies such as CT or MRI are rarely necessary and can be misleading.
When the internal opening cannot be found in the office by physical examination and anoscopy,
evaluation under anesthesia will be needed to identify the internal opening. If an abscess is
present or the fistula is complex, a seton, usually consisting of a soft, elastic vessel loop, can be
placed to provide drainage until the inflammation settles down and definitive treatment can be
carried out.
The treatment of simple fistula-in-ano depends on the location and depth of the fistula, i.e., how
high in the anal canal it penetrates the sphincter muscle and how much sphincter muscle the
fistula traverses. Many fistulas are relatively superficial, arising at the dentate line and involving
only minimal amounts of sphincter muscle. These are most easily and effectively treated by
simple fistulotomy. The fistula tract need not and should not be excised, only unroofed, curetted
and allowed to heal by secondary intention with the aid of moist dressings. The chief concern
about fistulotomy is that it could cause incontinence if too much sphincter is transected.
Deeper fistulas and fistulas in patients (usually women) who have short anal sphincters (2.5 cm
or less) cannot be treated by fistulotomy. Treatment of these fistulas requires either anorectal
advancement flap surgery or repair by a newer method, the Surgisis® plug. Both procedures
have success rates in the 70-80% range in experienced hands. Neither involves transection of
sphincter muscle. Advancement flap is more painful, equivalent to hemorrhoidectomy.
In 2003, a physician began making small plugs out of 2x3 cm sheets of Surgisis® ESTM Soft
Tissue Grafts for the purpose of closing anorectal fistulas and rectovaginal fistulas. This
biological plug is inserted into the entrance to the fistula. Surgisis®, derived from the
submucosal layer of pig small intestine, is composed of an “extracellular matrix” that is
gradually repopulated by the host’s cells.
Surgisis® plug insertion is an accepted treatment for fistula-in-ano, and has essentially replaced
the fibrin glue in the treatment of fistula. As with all new procedures, there is a learning curve for
successful use that includes patient selection, timing and surgical technique. The Surgisis®
plug is most effective for long fistulas and posterior fistulas. It is less helpful for short, anterior
fistulas from which the plug is more easily extruded during bowel movements. The plug must be
securely anchored by suture into the anal sphincter muscle. The patient must avoid physical
activity for two weeks, because too much buttock motion will loosen the plug. Constipation must
be avoided. Drainage from the external fistula opening may continue for 4-6 weeks after
operation.
Treatment of fistula in Crohn’s disease is more difficult and should be reserved for an
experienced colorectal specialist. No treatment is effective in the face of active anal
inflammation. In this setting, setons can be helpful. Medical treatment must be optimized.
Remicade has been particularly helpful in controlling Crohn’s-related fistula. Direct surgical
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approach to a Crohn’s fistula usually fails when active inflammation is present. When
inflammation has subsided, superficial fistulas can be treated by simple fistulotomy. The
treatment of choice for deeper fistulas is probably a Surgisis® plug, but success rates are not as
high as with simple fistula repair.
____________________________________________________________________________
CPT/HCPCS Level II Codes and Description (Note: The inclusion of a code in this list is
not a guarantee of coverage. Please refer to the medical policy statement to determine the status of a
given procedure)

Established codes:
0170T
Repair of anorectal fistula with plug (e.g., porcine small intestine submucosa [SIS])
____________________________________________________________________________
Diagnoses/Medical Conditions
• Anal fistula
• Congenital atresia and stenosis of large intestine, rectum, and anal canal (imperforate anus)
____________________________________________________________________________
Medical Policy Statement
The safety and efficacy of anorectal fistula repair using biological anal fistula plugs have been
established. It may be considered a useful therapeutic option when indicated.
Rationale
Although specific studies on the use of the Surgisis® plug for repair of fistula in ano have
been small, they have been uniformly positive and the product has gained acceptance
among colorectal surgery specialists.
The Surgisis® AFP plug is made from a patented biomaterial, SIS® (Small Intestinal
Submucosa) technology, an extracellular matrix that supports host tissue remodeling to
completely close the fistula tract. Derived from the submucosa of porcine small intestine,
this scaffold-like matrix has an all natural structure and composition. SIS® is a suturable,
biocompatible material that becomes incorporated into the tissues when surgically
implanted. It appears to be far superior to fibrin glue in the successful closure of anorectal
fistulas.
Recent studies have described disappointing results in long-term closure of anorectal
fistulas using fibrin glue. Long-term closure rates as low as 16 percent have been reported.
The liquid consistency of fibrin glue is not ideal for the purpose of closure of anorectal
fistulas because the glue is easily extruded from the fistula tract during activities such as
coughing and straining. The biologic anal fistula plug was developed to counteract these
problems, since it could be securely sutured into the internal opening of the fistula. The
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biologic material is inherently resistant to infection and becomes populated with host-cell
tissue within three months.
Twenty-five patients were prospectively enrolled in one study of the anorectal fistula plug.
Ten patients had their anorectal fistulas repaired using fibrin glue and fifteen patients
received the fistula plugs. There was no significant difference in age or gender between
groups. Mean follow-up type in the fibrin glue group was approximately 13.6 weeks, versus
13.8 weeks for the plug group. At final follow-up, six patients in the fibrin glue group (60%)
had persistent drainage and a patent secondary opening. In the fistula plug group, two
patients (13%) had persistent drainage and/or a patent secondary opening. Median time to
failure in both groups was four weeks.
In another study, 46 patients were prospectively enrolled in a study of the anal fistula plug
during a two-year period. Follow-up was six months to two years (median, 12 months). At
final follow-up, all fistula tracts had been successfully closed in 38 patients, for an overall
success rate of 83 percent. Seven patients had multiple tracts, for a total of 55 fistula tracts
in the series. Of the 55 individual tracts, 47 (85 percent) were closed at final follow-up.
Patients with one primary opening were most likely to have a successful closure by using
the anal fistula plug, although this was not significant.
Medical Policy Position Summary (Non-clinical summary statement for
customer use)

An anorectal fistula is an abnormal channel from the anus or rectum usually to the skin
near the anus but occasionally to another site, such as the vagina. Most fistulas begin in
the region of the anal canal. Sometimes fistulas occur after drainage of an anorectal
abscess, but often the cause cannot be identified.
The only effective treatments of anal fistula are surgical. Fistulotomy, or unroofing of the
fistula tract, is the simplest method, and is applicable when only a minimal amount of
sphincter will be cut. Deeper fistulas are treated by either advancement flap or the new
Surgisis® plug, depending on location and length. The Surgisis® AFP™ Anal Fistula Plug is
made from an FDA-approved biologic material and has been shown to have a successful
closure rate for anal fistulas of over 80 percent in experienced hands.
The safety and efficacy of anorectal fistula repair using biological anal fistula plugs have
been established. It may be considered a useful therapeutic option when indicated.
____________________________________________________________________________
Inclusionary and Exclusionary Guidelines (Clinically based guidelines that may
support individual consideration and pre-authorization decisions)

N/A
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___________________________________________________________________________
Related Policies
Skin and Tissue Substitutes (Use Of)
___________________________________________________________________________
Medicare Information
There is no Medicare policy on this topic.
(The above Medicare information is current as of the review date for this policy. However, the coverage issues
and policies maintained by the Centers for Medicare & Medicaid Services [CMS, formerly HCFA] are updated
and/or revised periodically. Therefore, the most current CMS information may not be contained in this
document. For the most current information, the reader should contact an official Medicare source.)
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BLUE CARE NETWORK BENEFIT COVERAGE
POLICY: ANORECTAL FISTULA (FISTULA-IN-ANO) TREATMENT USING SMALL INTESTINAL
SUBMUCOSAL PLUG
I. Short Description
An anorectal fistula is an abnormal channel from the anus or rectum usually to the skin
near the anus but occasionally to another site, such as the vagina. Most fistulas begin in
the region the anal canal. Sometimes fistulas occur after drainage of an anorectal
abscess, but often the cause cannot be identified.
The only effective treatments of anal fistula are surgical. Fistulotomy, or unroofing of the
fistula tract, is the simplest method, and is applicable when only a minimal amount of
sphincter will be cut. Deeper fistulas are treated by either advancement flap or the new
Surgisis® plug, depending on location and length. The Surgisis® AFP™ Anal Fistula
Plug is made from an FDA-approved biologic material and has been shown to have a
successful closure rate for anal fistulas of over 80 percent in experienced hands.
The safety and efficacy of anorectal fistula repair using biological anal fistula plugs have
been established. It may be considered a useful therapeutic option when indicated.
II. Coverage Determination:
Commercial HMO
(includes Self-Funded
groups unless otherwise
specified)
BCNA (Medicare
Advantage)
BCN65 (Medicare
Complementary)

Covered.

BlueCaid

Not listed on Medicare fee charts, but may cover under
individual consideration.

Covered.
Coinsurance covered if primary Medicare covers the
service.

III. Administrative Guidelines:
• The member's contract must be active at the time the service is rendered.
• The service must be authorized by the member's PCP except for Self-Referral Option

(SRO) members seeking Tier 2 coverage.
• Services must be performed by a BCN-contracted provider, if available, except for

Self-Referral Option (SRO) members seeking Tier 2 coverage.
• Payment is based on BCN payment rules, individual certificate benefits and certificate

riders.
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• Appropriate copayments will apply. Refer to certificate section, “Outpatient Hospital

Services” and applicable riders for detailed information.
• CPT - HCPCS codes are used for descriptive purposes only and are not a guarantee
of coverage.
IV. Effective Dates:
Policy updated: 11/1/08
JUMP policy effective date: 11/1/07
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