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Coverage Policy

The treatment of male sexual dysfunction, including erectile dysfunction, is specifically excluded under
many benefit plans; therefore, surgery for male sexual dysfunction is generally not covered. Please
refer to the applicable benefit plan document to determine benefit availability and the terms, conditions
and limitations of coverage.

If coverage is available for the treatment of male sexual dysfunction, the following conditions of
coverage apply.

CIGNA covers penile arterial reconstructive surgery as medically necessary for the treatment of erectile
dysfunction when ALL of the following criteria are met:

e erectile dysfunction is secondary to focal arterial occlusive disease or trauma.
¢ there is an absence of generalized vascular disease.
o there is failure, contraindication to or intolerance of nonsurgical treatments.

CIGNA covers the surgical correction of penile deformity caused by Peyronie’s disease as medically
necessary when BOTH of the following criteria are met:

e Stabilization of the fibrotic process has occurred.
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e Symptoms (i.e., severe curvature causing pain with attempted intercourse) have persisted beyond 12
months.

CIGNA does not cover EITHER of the following for the treatment of erectile dysfunction because they
are considered experimental, investigational or unproven (this list may not be all-inclusive):

e venous occlusive surgery (e.g., venous ligation)
e sural nerve grafting during radical retroperitoneal prostatectomy

CIGNA does not cover extracorporeal shock wave therapy (ESWT) for the treatment of Peyronie’s
disease because it is considered experimental, investigational or unproven.

General Background

Erectile dysfunction (ED) is defined as the inability to achieve or maintain an erection sufficient for satisfactory
sexual performance. ED usually has a physical cause in older men and is treatable at all ages. There are many
causes of ED. Medical conditions, such as diabetes, kidney disease, chronic alcoholism, multiple sclerosis,
atherosclerosis, vascular disease and neurological disease, can negatively impact erectile ability. Injury to the
penis, spinal cord, prostate, bladder and pelvis can lead to ED by harming the nerves, smooth muscles, arteries
or fibrous tissue of the corpora cavernosa. Surgery, especially radical prostate or bladder surgery for cancer,
can injure the nerves and arteries near the penis and cause ED. In addition, many common medications, such
as antihypertensive drugs, antihistamines, antidepressants, and tranquilizers can cause ED as a side effect.
Peyronie’s disease, which causes scarring of the fibrous tissue of the penis, and priapism are associated with
ED. Other possible causes are smoking, which affects blood flow, and hormonal abnormalities.

The most important component of diagnosing ED is obtaining a complete medical and psychosexual history. It is
important to distinguish ED from other sexual dysfunctions. A psychogenic disorder may occasionally be the
primary cause of ED; therefore, early recognition and appropriate referral for counseling may be recommended.
The physical exam should focus on the vascular, neurological and endocrine systems. Laboratory investigations
should follow clinical suspicion of specific disorders.

A wide variety of medical (nonsurgical) treatment options is available for patients with ED. They include oral
medications (e.g., phosphodiesterase-5 [PDE-5] inhibitors sildenafil, tadalafil and vardenafil), hormone
replacement therapy, intracavernosal injectable agents (e.g., alprostadil, phentolamine mesylate and papavarine
hydrochloride), intraurethral deposition of pellets (i.e., medicated urethral system for erection, or MUSE),
vacuum constriction devices and penile implants (NIDDK, 2003). In addition to the surgically implanted
prostheses, other procedures may be recommended for ED that is refractory to medical therapy. Vascular
surgical procedures include penile arterial bypass or revascularization and venous ligation for the treatment of
vasculogenic ED. For those with ED unresponsive to nonsurgical treatments, vascular surgery may be the
preferred treatment option that offers the possibility of spontaneous, unaided erections. Sural nerve grafting has
been proposed as a surgical intervention for ED that occurs in association with radical prostatectomy. The
Nesbit and Lue procedures are used for the correction of penile deformities caused by Peyronie’s disease.

Vascular Surgery

Patients who are considered for vascular surgical therapy typically have appropriate preoperative evaluation,
which may include the combined injection and stimulation (CIS) test, dynamic infusion pharmaco-
cavernosometry and cavernosography (DICC), duplex ultrasonography, and possibly arteriography. The
indications for and interpretations of these diagnostic procedures are not completely standardized; therefore,
difficulties persist with using these techniques to predict and assess the outcomes of surgical therapy.

Penile Arterial Reconstructive Surgery: Penile arterial reconstructive surgery, also referred to as penile
arterial bypass or revascularization, is one intervention that has the potential to cure patients with ED. During
penile revascularization procedures, an arterial blockage is bypassed usually by anastomosing the inferior
epigastric artery to the dorsal artery of the penis. Young men without other vascular risk factors (e.g., diabetes,
high blood pressure, lipid disorders, cigarette smoking), who have ED due to pure artery blockage, are ideal
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candidates for this procedure. For posttraumatic arteriogenic ED in young patients, surgical penile
revascularization has a 60-70% long-term success rate (Hatzimouratidis, et al., 2010).

Several revascularization techniques have been described. Michal and colleagues were among the first to report
on such a procedure utilizing an end-to-side anastomosis of the inferior epigastric artery and the dorsal penile
artery. The Hauri method currently in use is a three-vessel technique involving side-to-side anastomosis
between the dorsal artery and vein covered by a spatulated epigastric artery. In the Virag technique, an end-to-
side anastomosis between the epigastric artery and the deep dorsal vein is performed. Deep dorsal vein
arterialization (DDVA) utilizes a penile vein for the bypass.

The most frequently reported complication of revascularization surgery is hyperemia of the glans, occurring in
7—13% of patients. It has been suggested that distal vein ligation at the time of surgery may prevent this
complication. Other commonly reported complications include infection, hematomas and thromboses of the
vascular anastomosis (Rao and Donatucci, 2001). The efficacy of penile revascularization surgery remains
controversial, largely because the selection criteria, outcome measures, and techniques have not been
standardized (American Urological Association [AUA], 2003).

Literature Review: The safety and effectiveness of penile revascularization has been evaluated primarily in
case series with patient populations ranging from 61—125. Success rates of 47%—77% for the varying
procedures have been reported (Kayigil, et al., 2011; Vardi, et al., 2004; Manning, et al., 1998; Sarramon, et al.,
1997). A trend toward higher success rates for younger patients (< 50 years), as well as those without vascular
risk factors such as diabetes and smoking has also been noted (Kayigil, et al., 2011; Vardi, et al., 2004;
Manning, et al., 1998).

Babaei et al. (2009) conducted a systematic review and meta-analysis of nonrandomized comparative studies
(n=46) to examine the benefits of penile revascularization surgery in the treatment of arteriogenic ED. A total of
25 studies compared different operative techniques. The overall success rate of revascularization techniques
(e.g., Virag, Hauri) was about 50% after a mean follow-up period of 50 months. The surgical complication rate
was reported to be approximately 30%. Results of the review suggested that the main risk factors for failure of
penile revascularization included smoking, diabetes mellitus, hypertension, coronary heart disease, alcoholism,
obesity, cavernosal fibrosis, and distal arteriogenic disease. It was noted that effectiveness data were limited,
however the effectiveness of penile revascularization is largely determined by the patient selection criteria rather
than the surgical technique (Babaei, et al., 2009).

Penile Vein Ligation: Venous ligation is a surgical procedure used to treat veno-occlusive ED, or erectile failure
caused by venous insufficiency. The procedure involves the removal or ligation of the veins leaving the corpora
cavernosa. Penile vein ligation techniques range from dorsal and accessory vein ligation to complete ligation
and excision of the dorsal, cavernous, and crural veins. Surgery of the penile venous system has been reported
to have some efficacy in patients with venous leakage. However, the tests necessary to establish this diagnosis
have been incompletely validated. Therefore, it is difficult to select patients who will have a predictably good
outcome. In general, the long-term benefits of venous ligation surgery have been limited. Success rates within
the first year range from 23—80% but consistently decrease on longer follow-up (Rao and Craig, 2001.

Literature Review: Studies in the published peer-reviewed medical literature evaluating penile vein ligation for
venogenic ED include case series primarily with small sample sizes. A larger series by Hsu et al. (2010)
compared patients with veno-occlusive dysfunction who were treated with a venous stripping surgical method
(n=178) patients who were treated without this surgery (n=163). At an average follow-up of 7.7 years, there
were no statistically significant differences in outcomes between surgery and control groups as measured by
IIEF-5 scores.

Cayan (2008) reported a series of 26 patients who underwent penile venous surgery with crural ligation for
primary venous leakage. Postoperatively complete improvement in erectile function occurred in 11 men (42.3%),
partial improvement occurred in eight (30.8%), and erectile function remained unchanged in seven (26.9%).
Earlier case series have reported success rates of 31%—60% (Berardinucci, et al., 1996; Kim and McVary,
1995).

Surgery for Peyronie’s Disease

Page 3 of 10
Coverage Policy Number: 0403



Peyronie’s disease (PD) is a localized connective tissue disorder of unknown cause, and is characterized by the
formation of inelastic fibrous plaques within the tunica albuginea or erectile tissue of the penis. The hardened
plaque reduces flexibility, causing pain and forcing the penis to bend or arc during erection. Pain on erection
and palpable nodule on the shaft of the penis are typical clinical features of the acute phase, which can last for
12-18 months. During the chronic phase, the deformity stabilizes and pain diminishes. For many patients, PD
results in sexual problems due to the difficulty in attaining and/or maintaining erections. In a significant number
of patients, the disorder improves or resolves spontaneously. Medical therapies, including antioxidants (such as
vitamin E and potassium aminobenzoate) and corticosteroids injected directly into the plaque, lack adequate
scientific support.

Surgery for PD is contemplated only after stabilization of the fibrotic process and is generally reserved for men
with severe penile deformities that impede satisfactory sexual intercourse (Kendirci and Hellstrom, 2004). The
two most common surgical procedures are removal or expansion of the plaque followed by placement of a patch
of skin or artificial material, and plication or the removal or pinching of tissue from the side of the penis opposite
the plaque, which cancels out the bending effect. The first method, referred to as the Lue procedure, can involve
partial loss of erectile function, particularly decreased rigidity. The second method, known as the Nesbit
procedure, causes a shortening of the erect penis. In some cases, an implant alone will straighten the penis
adequately. In other cases, implantation is combined with a technique of incisions and grafting or plication if the
implant alone does not straighten the penis (National Institute of Diabetes and Digestive and Kidney Diseases
[NIDDK], 2003).

Literature Review: A number of case series reporting the outcomes of the Lue and Nesbit procedures can be
found in the published peer-reviewed medical literature (Taylor and Levine, 2008; Ho, et al., 2006; Kalsi, et al.,
2005; Savoca, et al., 2004; Syed, et al., 2003; Montorsi, et al., 2000; Adeniyi, et al., 2001; Gholomai and Lue,
2001). Although the studies have limitations that include retrospective design and in some cases small sample
sizes, the safety and effectiveness of these surgical methods for the treatment of PD is supported in the
literature.

Extracorporeal Shock Wave Therapy (ESWT) for PD

ESWT has also been investigated as a treatment option for PD. Various hypotheses about its mechanism of
action exist, including direct damage to the plaque resulting in an inflammatory reaction with increased
macrophage reaction leading to plaque lysis, improved vascularity resulting in plaque resorption, and the
creation of contralateral scarring of the penis resulting in "false" straightening (Taylor and Levine, 2007). There
is a lack of standardization regarding issues such as shockwave dosage, energy levels and number of sessions
required for a therapeutic effect in patients with PD (National Institute for Clinical Excellence [NICE], 2003).
Currently, the treatment of PD is not a U.S. Food and Drug Administration (FDA)-approved indication for ESWT.

Literature Review: The use of ESWT for the treatment of PD has been examined in RCTs. Chitale et al. (2010)
randomized men with Peyronie's disease to receive ESWT (n=16) or sham (n=20). At six months of follow-up
there was no significant difference in the mean change between the control and intervention groups on any
outcome measure.

Palmieri et al. (2009) compared the use ESWT as a treatment for PD with a duration of less than 12 months
(n=50) to placebo (n=50). At 24 weeks, the mean visual analog scale (VAS) score was reported to be
significantly lower in both groups compared to baseline. Mean plaque size and mean curvature degree were
significantly higher in the placebo group compared to baseline and ESWT values. Study limitations include small
sample size, restricted inclusion criteria, and short-term follow-up.

In general, the evidence evaluating the safety and efficacy of ESWT for PD consists of case series with
relatively small sample sizes (n=44—114) and short-term follow-up (Poulakis, et al., 2006; Srirangam, et al.,
2006; Strebel, et al., 2004; Hauck, et al., 2004). These studies have yielded inconsistent results. In 2003, a
NICE review of the literature found that “uncertainties exist regarding the efficacy of this procedure for the
treatment of Peyronie’s disease.” According to NICE, this opinion was based on the lack of controlled data, the
natural history of the disease, interpatient variability, outcome measurement and placebo response (NICE,
2003).

Sural Nerve Graft with Radical Prostatectomy
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Despite advances in radical prostatectomy procedures, ED remains a significant postoperative complication.
When both neurovascular bundles are spared during radical retropubic prostatectomy (RRP), potency rates of
up to 70% have been reported, but rates of 30—60% have been observed. For intentional resection of both
neurovascular bundles, the return of erectile function is the exception (Kim, et al., 2001). Sural nerve grafting
has been proposed as an intervention at the time of RRP to prevent ED associated with the procedure. In sural
nerve grafting, a portion of the sural nerve is harvested from one leg and then anastamosed to the divided ends
of the cavernous nerves which are resected during a radical prostatectomy.

Literature Review: There is limited data in the scientific peer-reviewed literature regarding the long-term
outcomes of sural nerve grafting. An RCT by Davis et al. (2009) compared outcomes of patients who underwent
unilateral nerve-sparing radical prostatectomy with a sural nerve graft (n=66) to those who had unilateral nerve-
sparing radical prostatectomy alone (n=41). At 24-month follow-up, there was no significant difference in the
return of erectile function for the SNG group versus the control group (p=0.962).

Nonrandomized controlled comparison studies and case series have also evaluated the safety and
effectiveness of sural nerve grafting with radical prostatectomy (Satkunasivam, et al., 2009; Hanson, et al.,
2008; Zorn, et al., 2008; Sim, et al., 2006; Porpliglia, et al., 2005; Chang, et al., 2002; Kim, et al., 2001). Study
populations have ranged from 28—40 with a follow-up range of 12—24 months. Small sample sizes have limited
the generalizability of results. In addition, the results of these studies have not consistently shown a statistically
significant difference in erectile function after sural nerve grafting.

Professional Societies/Organizations

According to the American Urology Association (AUA) guidelines on the management of ED, the efficacy of
surgical intervention for the management of vasculogenic ED remains unproven and controversial. Based on a
review of the literature on penile arterial surgery, the guideline panel found that a satisfactory outcome occurred
in 36—91% of patients. It was concluded that a larger study of hundreds of patients would be needed to
demonstrate that penile arterial reconstructive surgery is efficacious. However, the AUA recommends that
arterial reconstructive surgery be used as a treatment option only in otherwise healthy individuals, age 55 or
younger, with recently acquired focal arterial occlusion in the absence of any evidence of generalized vascular
disease.

Penile venous reconstructive surgery is not recommended by the AUA. The guidelines state that it is difficult to
determine: 1) what percentage of veno-occlusive ED exists independent of general arterial hypofunction; 2) how
to accurately diagnose this condition; and 3) whether there is a subset of patients with this disorder who would
benefit from surgical intervention. Currently, there is no evidence from randomized controlled trials documenting
a standardized approach to diagnosis or supporting the efficacy of treatment for veno-occlusive ED. There is no
substantial evidence to support a routine surgical approach in the management of veno-occlusive ED (AUA,
2006).

The American Association of Clinical Endocrinologists (AACE) updated their guidelines for evaluating and
treating male sexual dysfunction in 2003. The document states that special cases such as those involving
younger patients with the destruction of an artery after trauma to the pelvis or radiation therapy deserve
consideration for rearterialization of the penis. Bypass surgical procedures for generalized atherosclerotic
disease are discouraged because of the low success rate (AACE, 2003).

Summary

Controversy persists regarding the clinical utility and long-term efficacy of penile revascularization. However, the
overall body of evidence based primarily on the results of case series studies, suggests that the procedure is
indicated in a small subset of patients with erectile dysfunction (ED).

There is insufficient evidence in the published peer-reviewed medical literature to support the use of venous
ligation as treatment for venogenic ED. Available studies have demonstrated low short- and long-term success
rates. Further investigation is needed to define the role and support the efficacy of this surgical intervention.

The evidence in the published peer-reviewed medical literature suggests that both plication (Nesbit procedure)
and plaque incision with vein grafting (Lue procedure) are indicated for men who have continuing symptoms for
at least 1-2 years and for those in whom curvature is so severe that it prevents sexual intercourse. Thorough
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preoperative counseling that includes information as to all available treatment options and potential
postoperative complications is essential.

There is insufficient evidence in the published peer-reviewed medical literature to support the use of
extracorporeal shock wave therapy (ESWT) for the treatment of PD. Randomized controlled studies are needed
to validate the efficacy of this therapy and identify the subset of PD patients most likely to benefit from its use.

There is insufficient evidence in the published peer-reviewed medical literature to support the efficacy of sural
nerve grafting during radical prostatectomy. Further investigation is needed in the form of randomized controlled
trials that compare sural nerve grafting to no surgical intervention for ED or to medical therapy to further define
the role of this therapy in the treatment of ED associated with radical prostatectomy.

Coding/Billing Information
Note: This list of codes may not be all-inclusive.

Covered when medically necessary when coverage for the service is available under the plan. Benefit
exclusions and limitations may apply:

CPT™ Description

Codes

37788 Penile revascularization, artery, with or without vein graft

54110 Excision of penile plaque (Peyronie disease)

54111 Excision of penile plaque (Peyronie disease); with graft to 5 cm in length

54112 Excision of penile plaque (Peyronie disease); with graft greater than 5 cm in
length

54200 Injection procedure for Peyronie disease

54205 Injection procedure for Peyronie disease; with surgical exposure of plaque

ICD-9-CM Description

Diagnosis

Codes

607.84 Impotence of organic origin
607.85 Peyronie’s disease

Experimental/Investigational/Unproven/Not Covered:

CPT* Codes | Description
37790 Penile venous occlusive procedure
558997 Unlisted procedure, male genital system

"Note: Experimental/lnvestigational/Unproven and Not Covered when used to report extracorporeal
shock wave therapy for the treatment of Peyronie’s disease.

ICD-9-CM Description

Diagnosis

Codes

459.81 Venous (peripheral) insufficiency, unspecified
607.89 Other specified disorders of penis, Other

*Current Procedural Terminology (CPT®) ©2010 American Medical Association: Chicago, IL.
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