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Medical Benefit
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No

Effective Date: 02/01/20
Next Review Date: 07/21
Review Dates: 09/10, 07/11, 07/12, 07/13, 07/14, 07/15, 07/16, 07/17, 07/18,
07/19, 11/19, 07/20

This protocol considers this test or procedure investigational. If the physician feels this service
is medically necessary, preauthorization is recommended.
The following protocol contains medical necessity criteria that apply for this service. The criteria
are also applicable to services provided in the local Medicare Advantage operating area for those
members, unless separate Medicare Advantage criteria are indicated. If the criteria are not met,
reimbursement will be denied and the patient cannot be billed. Please note that payment for
covered services is subject to eligibility and the limitations noted in the patient’s contract at the
time the services are rendered.
RELATED PROTOCOLS
Occlusion of Uterine Arteries Using Transcatheter Embolization
Treatment of Varicose Veins/Venous Insufficiency
Populations
Individuals:
• With pelvic congestion
syndrome

Interventions
Interventions of interest are:
• Ovarian and/or internal iliac
vein embolization (e.g.,
embolization, sclerotherapy)

Comparators
Comparators of interest are:
• Medical therapy (e.g., analgesics, hormonal therapy)
• Surgical ovarian vein ligation

Outcomes
Relevant outcomes include:
• Symptoms
• Treatment-related
morbidity

DESCRIPTION
Pelvic congestion syndrome is characterized by chronic pelvic pain that is often aggravated by standing; diagnostic criteria for this condition are not well-defined. Endovascular occlusion (e.g., embolization, sclerotherapy) of
the ovarian and internal iliac veins has been proposed as a treatment for patients who fail medical therapy.
SUMMARY OF EVIDENCE
For individuals who have pelvic congestion syndrome who receive ovarian and/or internal iliac vein endovascular occlusion, the evidence includes case series and systematic reviews. Relevant outcomes are symptoms and
treatment-related morbidity. According to a systematic review of case series data, approximately 80% of patients have reported some degree of symptom relief 12 months after ovarian and/or internal iliac vein endovascular occlusion. It is difficult to draw conclusions from these data because of a lack of a placebo control or comparative data from current alternative interventions. Moreover, definitions of pelvic congestion syndrome vary,
making it challenging to define a patient population with symptoms arising from pelvic congestion. Randomized
controlled trials using well-defined eligibility criteria are needed. The evidence is insufficient to determine the
effects of the technology on health outcomes.
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POLICY
Endovascular occlusion of the ovarian vein and internal iliac veins is considered investigational as a treatment of
pelvic congestion syndrome.
POLICY GUIDELINES
Endovascular occlusion of the ovarian vein may require an overnight hospital stay. Endovascular occlusion of the
internal iliac veins has been performed on an outpatient basis.
BACKGROUND
PELVIC CONGESTION SYNDROME
Pelvic congestion syndrome is a chronic pelvic pain syndrome of variable location and intensity, which is associated with dyspareunia and postcoital pain and aggravated by standing. The syndrome occurs during the reproductive years, and pain is often greater before or during menses. The underlying etiology is thought to be related to varices of the ovarian veins, leading to pelvic vascular congestion. Because there are many etiologies of
chronic pelvic pain, the pelvic congestion syndrome is often a diagnosis of exclusion, with the identification of
varices using a variety of imaging methods, such as magnetic resonance imaging, computed tomography, or contrast venography. However, the syndrome is still not well-defined, and it is unclear whether pelvic congestion
syndrome causes chronic pelvic pain.1 Although venous reflux is common, not all women with this condition
experience chronic pelvic pain and, conversely, chronic pelvic pain is reported by women without pelvic congestion syndrome.
Treatment
Initial treatment of pelvic congestion syndrome includes psychotherapy and medical therapy (e.g., nonsteroidal
anti-inflammatory drugs) and hormonal therapy. For patients who fail initial therapy, surgical ligation of the
ovarian vein may be considered. Embolization therapy and/or sclerotherapy of the ovarian and internal iliac
veins have been proposed as an alternative to surgical ovarian vein ligation. Endovascular occlusion can be performed using a variety of materials including coils, vascular plugs, glue, liquid embolic agents, and gelatin sponge
or powder (Gelfoam).
REGULATORY STATUS
Ovarian and internal iliac vein embolizations are surgical procedures and, as such, are not subject to regulation
by the U.S. Food and Drug Administration.
Various products (e.g., coils, vascular plugs, glue, liquid embolic agents, Gelfoam) and/or delivery-assist devices
would be used to embolize the vein(s), and they would be subject to Food and Drug Administration regulation.
Several products have been cleared for marketing by the Food and Drug Administration through the 510(k) process for uterine fibroid embolization (e.g., Embosphere® Microspheres, Cook Incorporated Polyvinyl Alcohol
Foam Embolization Particles) and/or embolization of hypervascular tumors and arteriovenous malformations
(e.g., Contour® Emboli PVA). Several embolization delivery systems have also been cleared via the 510(k) process for arterial and venous embolization in the peripheral vasculature featuring vascular plugs (e.g., ArtVentive
Medical Group, Inc. Endoluminal Occlusion System [EOSTM]) or coils (e.g., Cook Incorporated MReye® Flipper®).
FDA product code: KRD.
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In November 2004, the sclerosant agent Sotradecol® (sodium tetradecyl sulfate injection) was approved by the
U.S. Food and Drug Administration for use in the treatment of small uncomplicated varicose veins of the lower
extremities that show simple dilation with competent valves (ANDA 040541).

Services that are the subject of a clinical trial do not meet our Technology Assessment and Medically Necessary
Services Protocol criteria and are considered investigational. For explanation of experimental and investigational, please refer to the Technology Assessment and Medically Necessary Services Protocol.
It is expected that only appropriate and medically necessary services will be rendered. We reserve the right to
conduct prepayment and postpayment reviews to assess the medical appropriateness of the above-referenced
procedures. Some of this protocol may not pertain to the patients you provide care to, as it may relate to
products that are not available in your geographic area.
REFERENCES
We are not responsible for the continuing viability of web site addresses that may be listed in any references
below.
1. Ball E, Khan KS, Meads C. Does pelvic venous congestion syndrome exist and can it be treated? Acta Obstet
Gynecol Scand. May 2012;91(5):525-528. PMID 22268663.
2. Tu FF, Hahn D, Steege JF. Pelvic congestion syndrome-associated pelvic pain: a systematic review of diagnosis and management. Obstet Gynecol Surv. May 2010;65(5):332-340. PMID 20591203.
3. Brown, CC, Rizer, MM, Alexander, RR, Sharpe, EE, Rochon, PP. Pelvic Congestion Syndrome: Systematic Review of Treatment Success. Semin Intervent Radiol, 2018 Apr 10;35(1). PMID 29628614.
4. Mahmoud O, Vikatmaa P, Aho P, et al. Efficacy of endovascular treatment for pelvic congestion syndrome. J
Vasc Surg Venous Lymphat Disord. Jul 2016;4(3):355-370. PMID 27318059.
5. Chung, MM, Huh, CC. Comparison of treatments for pelvic congestion syndrome. Tohoku J. Exp. Med., 2003
Dec 3;201(3). PMID 14649734.
6. Guirola, JJ, Sánchez-Ballestin, MM, Sierre, SS. A Randomized Trial of Endovascular Embolization Treatment in
Pelvic Congestion Syndrome: Fibered Platinum Coils versus Vascular Plugs with 1-Year Clinical Outcomes. J
Vasc Interv Radiol, 2017 Nov 28;29(1). PMID 29174618.
7. Hocquelet A, Le Bras Y, Balian E, et al. Evaluation of the efficacy of endovascular treatment of pelvic congestion syndrome. Diagn Interv Imaging. Mar 2014;95(3):301-306. PMID 24183954.
8. Nasser F, Cavalcante RN, Affonso BB, et al. Safety, efficacy, and prognostic factors in endovascular treatment
of pelvic congestion syndrome. Int J Gynaecol Obstet. Apr 2014;125(1):65-68. PMID 24486124.
9. Laborda A, Medrano J, de Blas I, et al. Endovascular treatment of pelvic congestion syndrome: visual analog
scale (VAS) long-term follow-up clinical evaluation in 202 patients. Cardiovasc Intervent Radiol. Aug 2013;
36(4):1006-1014. PMID 23456353.
10. Gandini R, Chiocchi M, Konda D, et al. Transcatheter foam sclerotherapy of symptomatic female varicocele
with sodium-tetradecyl-sulfate foam. Cardiovasc Intervent Radiol. Jul-Aug 2008;31(4):778-784. PMID
18172712.
11. Kwon SH, Oh JH, Ko KR, et al. Transcatheter ovarian vein embolization using coils for the treatment of pelvic
congestion syndrome. Cardiovasc Intervent Radiol. Jul-Aug 2007;30(4):655-661. PMID 17468903.
12. Kim HS, Malhotra AD, Rowe PC, et al. Embolotherapy for pelvic congestion syndrome: long-term results. J
Vasc Interv Radiol. Feb 2006;17(2 Pt 1):289-297. PMID 16517774.
Page 3 of 4

Protocol

Ovarian and Internal Iliac Vein Endovascular Occlusion as a
Treatment of Pelvic Congestion Syndrome

Last Review Date: 07/20

13. Society of Interventional Radiology (SIR). Diseases and conditions: Chronic pelvic pain (pelvic congestion syndrome) [Patient Center]. n.d.; https://www.sirweb.org/patients/pelvic-congestion-syndrome--chronicpelvic-pain/. Accessed July 5, 2019.

Page 4 of 4

