02-45000-02

Original Effective Date: 07/15/10
Reviewed: 02/27/25

Revised: 03/15/25

Subject: Plugs for Fistula Repair
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DESCRIPTION:

An anal fistula is an abnormal communication between the interior of the anal canal or rectum and the
skin surface. Rarer forms may communicate with the vagina or other pelvic structures, including the
bowel. Most fistulas begin as anorectal abscesses, which are thought to arise from infection in the
glands around the anal canal. When the abscess opens spontaneously in the anal canal (or has been
opened surgically), a fistula may occur. Studies have reported that 26% to 37% of cases of perianal
abscesses eventually form anal fistulas. Anal fistula plugs (AFPs) are biosynthetic devices used to
promote healing and prevent the recurrence of anal fistulas. They are proposed as an alternative to
procedures including fistulotomy, endorectal advancement flaps, seton drain placement, and use of
fibrin glue in the treatment of anal fistulas.

Summary and Analysis of Evidence: The American Society of Colon and Rectal Surgeons Clinical Practice
Guidelines for the Management of Anorectal Abscess, Fistula-in-Ano, and Rectovaginal Fistula (Gaertner
2022) states that “The anal fistula plug and fibrin glue are relatively ineffective treatments for fistula-in-
ano”. For individuals who have anal fistulas who receive placement anal fistula plugs, the evidence
includes several randomized and nonrandomized studies, and systematic reviews of the studies.
Systematic reviews of anal fistula plug repair have demonstrated a wide range of success rates and an
assortment of study results. Nonrandomized studies have also reported conflicting results. The evidence
is insufficient to determine that the technology results in an improvement in the net health outcome.

POSITION STATEMENT:

Biosynthetic fistula plugs, including plugs made of porcine small intestine submucosa or of synthetic
material, are considered experimental or investigational for the repair of anal fistulas. The evidence is
insufficient to determine the effects of the technology on health outcomes.



BILLING/CODING INFORMATION:

CPT Coding

46707 Repair of anorectal fistula with plug (e.g., porcine small intestine submucosa [SIS])
(Investigational)

REIMBURSEMENT INFORMATION:
Refer to section entitled POSITION STATEMENT.

PROGRAM EXCEPTIONS:

Federal Employee Program (FEP): Follow FEP guidelines.

State Account Organization (SAO): Follow SAO guidelines.

Medicare Advantage Products: No National Coverage Determinations (NCD) and/or Local Coverage

Determination (LCD) were found at the time of the last guideline reviewed date.

If this Medical Coverage Guideline contains a step therapy requirement, in compliance with Florida law
627.42393, members or providers may request a step therapy protocol exemption to this requirement if
based on medical necessity. The process for requesting a protocol exemption can be found at Coverage
Protocol Exemption Request.

DEFINITIONS:

None applicable.

RELATED GUIDELINES:

None applicable.

OTHER:

None applicable.
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COMMITTEE APPROVAL:

This Medical Coverage Guideline (MCG) was approved by the Florida Blue Medical Policy and Coverage
Committee on 02/27/25.



GUIDELINE UPDATE INFORMATION:

07/15/10 | New Medical Coverage Guideline.

07/15/12 | Scheduled review; position statement unchanged; coding and references updated.

07/15/13 | Scheduled review; position statement unchanged; Program Exceptions section updated;
references updated.

07/15/14 | Scheduled review; position statement unchanged; references updated.

11/01/15 | Revision: ICD-9 Codes deleted.

03/15/18 | Review; investigational position maintained; description, position statement, and
references updated.

02/15/19 | Review; investigational position maintained; title, position statement, and references
updated.

02/15/20 | Review; position statement maintained and references updated.

02/15/22 | Review: position statement maintained; program exceptions and references updated.

05/25/23 | Update to Program Exceptions section.

01/01/24 | Position statements maintained.

03/15/24 | Review: Position statement maintained; description and references updated.

03/15/25 | Review: Position statement maintained and references updated.




