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DESCRIPTION:

Injectable bulking agents are space-filling substances used to increase tissue bulk. When used to treat
stress urinary incontinence, bulking agents are injected periurethrally to increase tissue bulk and
thereby increase resistance to the outflow of urine. The bulking agent is injected into the periurethral
tissue as a liquid that solidifies into a spongy material to bulk the urethral wall. Bulking agents may be
injected over a course of several treatments until the desired effect is achieved. Periurethral bulking
agents have been widely used for incontinence in women. Men have also been treated, typically those
with post-prostatectomy incontinence.

After the success of periurethral bulking agents for treating SUI, bulking agents injected into the anal
canal have been proposed to treat fecal incontinence. In particular, bulking agents are a potential
treatment for passive fecal incontinence associated with internal anal sphincter dysfunction. The bulking
agent is injected into the submucosa of the anal canal to increase tissue bulk in the area, which narrows
the opening of the anus. Current treatment options for fecal incontinence include conservative
measures (eg, dietary changes, pharmacotherapy, pelvic floor muscle exercises), sacral nerve
stimulation, and surgical interventions to correct an underlying problem.

Autologous fat and autologous ear chondrocytes have also been used as periurethral bulking agents;
autologous substances do not require FDA approval. Polytetrafluoroethylene (Teflon) has been
investigated as an implant material but does not have FDA approval. A more recently explored
alternative is cellular therapy with myoblasts, fibroblasts, or stem cells (muscle-derived or adipose-
derived). In addition to their use as periurethral bulking agents, it has been hypothesized that
transplanted stem cells would undergo self-renewal and multipotent differentiation, which could result
in regeneration of the sphincter and its neural connections.



POSITION STATEMENT:

The use of carbon-coated spheres, calcium hydroxylapatite, polyacrylamide hydrogel, or
polydimethylsiloxane (refer to Other section for proprietary product names) meets the definition of
medical necessity to treat stress urinary incontinence in men and women who have failed at least 3
months of appropriate conservative therapy [e.g., pelvic floor muscle exercises, behavioral changes
(such as fluid management, moderation of physical activities that provoke incontinence); intravaginal
estrogen therapy, use of a pessary, or treatment of other underlying causes of incontinence in those
amenable to these treatments].

The use of any other periurethral bulking agent, including, but not limited to Teflon
(polytetrafluoroethylene), to treat stress urinary incontinence is considered experimental or
investigational.

The use of autologous cellular therapy (eg, myoblasts, fibroblasts, muscle-derived stem cells, adipose
derived stem cells), autologous fat, and autologous ear chondrocytes to treat incontinence, including
but not limited to stress urinary incontinence, is considered experimental or investigational.

The use of periurethral bulking agents to treat urge urinary incontinence is considered experimental or
investigational.

The use of perianal bulking agents, including, but not limited to dextranomer/hyaluronic acid, to treat
fecal incontinence is considered experimental or investigational.

There is a lack of clinical scientific evidence published in peer-reviewed literature to permit conclusions
on safety and net health outcomes.

BILLING/CODING INFORMATION:

CPT Coding:

51715 Endoscopic injection of implant material into the submucosal tissues of the urethra
and/or bladder neck

HCPCS Coding:

L8603 Injectable bulking agent, collagen implant, urinary tract, 2.5 mL syringe, includes shipping and
necessary supplies

L8604 Injectable bulking agent, dextranomer/hyaluronic acid copolymer implant, urinary tract, 1 mi,
includes shipping and necessary supplies (Investigational)

L8605 Injectable bulking agent, dextranomer/hyaluronic acid copolymer implant, anal canal, 1 ml,
includes shipping and necessary supplies (Investigational)

L8606 Injectable bulking agent synthetic implant, urinary tract, 1 ml syringe, includes shipping and

necessary supplies

ICD-10 Diagnosis Codes That Support Medical Necessity:

N39.3 ‘ Stress incontinence (female) (male)




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: The following National Coverage Determination (NCD) was reviewed on
the last guideline review date: National Coverage Determination (NCD) for Incontinence Control Devices
(230.10), located at cms.gov.

DEFINITIONS:
Fecal incontinence: loss of bowel control, causing stool to leak involuntarily from the rectum.

Stress urinary incontinence: involuntary loss of urine caused by dysfunction of the muscles and tissues
around the bladder (eg, pelvic floor, sphincter). Coughing or sneezing often causes urine leak.

Urge urinary incontinence: unintentional loss of urine following sudden, overwhelming urge to urinate
due to involuntary contractions of the muscular wall of the bladder.

RELATED GUIDELINES:

Pelvic Floor Stimulation as a Treatment of Incontinence, 01-97000-06

Percutaneous Tibial Nerve Stimulation, 02-64000-01

Transvaginal Radiofrequency Bladder Neck Suspension and Transurethral Radiofrequency Tissue
Remodeling for Urinary Stress Incontinence, 02-50000-16

OTHER:
Other terms for injectable bulking agents:

Note: The use of specific product names is illustrative only. It is not intended to be a recommendation of
one product over another, and is not intended to represent a complete listing of all products available.

Bulkamid® (polyacrylamide hydrogel)
Coaptite® (calcium hydroxylapatite)
Contigen (bovine collagen cross-linked with glutaraldehyde)

Dextranomer/hyaluronic acid (Zuidex; Deflux™)

Durasphere® (carbon-coated spheres)

Macroplastique® (polydimethylsiloxane)

NASHA Dx (marketed as Solesta®; bulking agent to treat fecal incontinence)


http://mcgs.bcbsfl.com/MCG.aspx?mcgId=01-97000-06&pv=false
http://mcgs.bcbsfl.com/MCG.aspx?mcgId=02-64000-01&pv=false
http://mcgs.bcbsfl.com/MCG.aspx?mcgId=02-50000-16&pv=false
http://mcgs.bcbsfl.com/MCG.aspx?mcgId=02-50000-16&pv=false
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COMMITTEE APPROVAL:

This Medical Coverage Guideline (MCG) was approved by the Florida Blue Medical Policy and Coverage
Committee on 10/26/23.

GUIDELINE UPDATE INFORMATION:

02/15/12 | New Medical Coverage Guideline.

01/01/13 | Annual HCPCS coding update: added L8605.

02/15/13 | Scheduled review; position statement unchanged, references updated.

02/15/14 | Annual review; position statement unchanged; Program Exceptions section updated;
references updated.

01/01/15 | Annual coding update; added 0377T.

02/15/15 | Annual review; position statement unchanged, references updated.

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

12/15/18 | Scheduled review. Revised MCG title, CPT, HCPCS, and ICD10 coding sections; Program
Exceptions section, definitions section, related guidelines, and index terms. Added
coverage for carbon-coated spheres, calcium hydroxylapatite, or polydimethylsiloxane
(urinary stress incontinence). Added (E/I) coverage statements for autologous cellular
therapy, autologous fat, autologous ear chondrocytes, and treatment of urge urinary
incontinence. Updated references.

01/01/20 | Annual CPT/HCPCS coding update. Deleted 0377T.

10/15/20 | Scheduled review. Maintained position statement and updated references.

12/15/21 | Scheduled review. Added coverage statement for Bulkamid® (polyacrylamide hydrogel).
Revised OTHER section and updated references.

11/15/23 | Scheduled review. Revised description, maintained position statement, and updated
references.




