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OVERVIEW 
Prostatic arterial embolization (PAE) is proposed as a minimally invasive procedure and as an alternative to 
transurethral resection of the prostate (TURP) or open prostatectomy for the treatment of benign prostatic 
hypertrophy (BPH). PAE has been proposed to reduce the blood supply of the prostate gland, causing some 
of it to undergo necrosis with subsequent shrinkage. The arterial occlusion may be achieved through the use of 
polyvinyl alcohol particles, coil embolizers, or microspheres  

MEDICAL CRITERIA 
Not applicable  

PRIOR AUTHORIZATION 
Not applicable  

POLICY STATEMENT 
Medicare Advantage Plans 
Prostatic arterial embolization for benign prostatic hyperplasia is not covered as the evidence is insufficient to 
determine the effects of the technology on health outcomes. 

Commercial Products 
Prostatic arterial embolization for benign prostatic hyperplasia is not medically necessary as the evidence is 
insufficient to determine the effects of the technology on health outcomes.  

BACKGROUND 
Prostatic arterial embolization (PAE) is being evaluated as a minimally invasive procedure for benign prostatic 
hyperplasia that may help improve urinary symptoms caused by an enlarged prostate without the risk of 
sexual side effects. Using x-ray guidance, interventional radiologists insert a catheter into an artery in the groin 
or wrist and advanced it to the arteries supplying blood to the prostate gland. Tiny round particles 
(microspheres) are injected into the arteries, partially blocking the blood flow to the prostate. This procedure 
is called embolization. Areas of the prostate which are most affected by BPH are deprived of oxygen which 
results in necrosis of targeted areas. Over months the body’s immune system reabsorbs the dead tissue and 
replaces it with scar tissue which slowly contracts and results in shrinkage of the prostate which alleviates 
some of the symptoms associated with BPH.  

Given the strong association between BPH, lower urinary tract symptoms, sexual dysfunction, and the 
current standard of care (TURP), minimally invasive therapies, including PAE have been evaluated with the 
intention to increase voiding domains while minimizing adverse sexual effects in men with BPH. 

Regulatory Status 
In 2017, Embosphere microspheres (BioSphere Medical, S.A.) was reclassified by the U.S. Food & Drug 
Administration (FDA) into a Class II device. To classify the Embosphere Microspheres into class I or II, it is 
necessary that the proposed class have sufficient regulatory controls to provide reasonable assurance of the 
safety and effectiveness of the device for its intended use. The FDA believes that class II (special) controls 
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provide reasonable assurance of the safety and effectiveness of the device type. As a result of this order, 
immediate marketing of the device, as described in the De Novo request - subject to the general control 
provisions of the FD&C Act and the special controls identified in the order, was granted. 
 
Indications for use: Embolization of arteriovenous malformation, hypervascular tumors, including 
symptomatic uterine fibroids, and prostatic arteries for symptomatic benign prostatic hyperplasia (BPH). 
DEN160040. Product code: NOY 
 
CODING 
Medicare Advantage Plans and Commercial Products 
The following CPT code(s) are not covered for Medicare Advantage Plans and not medically necessary for 
Commercial Products when used for treating benign prostatic hyperplasia. When CPT code(s) are being used 
for liver or uterine fibroids, refer to the Prior Authorization via Web-Based Tool for Procedures policy. 
37242  Vascular embolization or occlusion, inclusive of all radiological supervision and interpretation, 

intraprocedural roadmapping, and imaging guidance necessary to complete the intervention; arterial, 
other than hemorrhage or tumor (eg, congenital or acquired arterial malformations, arteriovenous 
malformations, arteriovenous fistulas, aneurysms, pseudoaneurysms) 

37243  Vascular embolization or occlusion, inclusive of all radiological supervision and interpretation, 
intraprocedural roadmapping, and imaging guidance necessary to complete the intervention; for 
tumors, organ ischemia, or infarction 

 
RELATED POLICIES 
Prior Authorization via Web-Based Tool for Procedures 
Prostatic Urethral Lift 
Transurethral Water Vapor Thermal Therapy and Transurethral Water Jet Ablation (Aquablation) for Benign 
Prostatic Hypertrophy 
 
PUBLISHED 
Provider Update, November 2022 
 
REFERENCES 
1. Abt D, Müllhaupt G, Hechelhammer L, et al. Prostatic Artery Embolisation Versus Transurethral Resection 
of the Prostate for Benign Prostatic Hyperplasia: 2-yr Outcomes of a Randomised, Open-label, Single-centre 
Trial. Eur Urol 2021; 80:34. PMID 33612376  
2. American Urological Association. Management of Benign Prostatic Hyperplasia/Lower Urinary Tract 
Symptoms: AUA Guideline 2021. 2021. https://www.auanet.org/guidelines/guidelines/benign-prostatic-
hyperplasia-(bph)-guideline.  Accessed November 16, 2021. 
3. Carnevale FC, da Motta-Leal-Filho JM, Antunes AA, et al. Quality of life and clinical symptom 
improvement support prostatic artery embolization for patients with acute urinary retention caused by benign 
prostatic hyperplasia. J Vasc Interv Radiol 2013; 24:535. 
4. Centers for Medicare & Medicaid Services. Coverage Determinations 100-3. Medicare National Coverage 
Determinations Manual. 2007. 1:4(310). https://www.cms.gov/medicare-coveragedatabase/ 
view/ncd.aspx?NCDId=1&ncdver=2&fromdb=true. Accessed November 12, 2021. 
5. Centers for Medicare and Medicaid Services. Medicare Coverage Related to Investigational Device 
Exemption (IDE) Studies: Approved IDE Studies. 
https://www.cms.gov/Medicare/Coverage/IDE/Approved-IDE-Studies. Accessed November 12, 2021 
6. Department of Health and Human Services: Food and Drug Administration. Evaluation of Automatic 
Class III Designation. DEN160040 – BioSphere Medical S.A. Embosphere Microspheres. 2017. 
https://www.accessdata.fda.gov/cdrh_docs/pdf16/DEN160040.pdf.    Accessed November 16, 2021. 
7. Jiang YL, Qian LJ. Transurethral resection of the prostate versus prostatic artery embolization in the 
treatment of benign prostatic hyperplasia: a meta-analysis. BMC Urol. 2019 Jan 28;19(1):11. doi: 
10.1186/s12894-019-0440-1. PMID: 30691478; PMCID: PMC6350315. 



 

  

500 EXCHANGE STREET, PROVIDENCE, RI 02903-2699 MEDICAL COVERAGE POLICY | 3 
(401) 274-4848   WWW.BCBSRI.COM 

 

8. Knight GM, Talwar A, Salem R, Mouli S. Systematic Review and Meta-analysis Comparing Prostatic Artery 
Embolization to Gold-Standard Transurethral Resection of the Prostate for Benign Prostatic Hyperplasia. 
Cardiovasc Intervent Radiol. 2021 Feb;44(2):183-193. doi: 10.1007/s00270-020-02657-5. Epub 2020 Oct 19. 
PMID: 33078236. 
9. National Institute of Health – U.S. National Library of Medicine. Phase II Study to Evaluate the Safety and 
Efficacy of Prostatic Artery Embolization. 2021. 
https://clinicaltrials.gov/ct2/show/NCT04879940?term=NCT04879940&draw=2&rank=1.   Accessed 
November 16, 2021. 
10. Pisco JM, Bilhim T, Costa NV, et al. Randomised Clinical Trial of Prostatic Artery Embolisation Versus a 
Sham Procedure for Benign Prostatic Hyperplasia. Eur Urol 2020; 77:354. 
11. Powell T, Bhatia S, Ayyagari R. Current Debates Regarding Optimal Patient Evaluation and Procedural 
Technique for Prostatic Artery Embolization. Tech Vasc Interv Radiol. 2020 Sep;23(3):100696. doi: 
10.1016/j.tvir.2020.100696. Epub 2020 Oct 6. PMID: 33308526. 
12. U.S. Food & Drug Administration. Device Classification Under Section 513(f)(2)(De Novo). Agents, 
Embolic for treatment of benign prostatic hyperplasia. 2017. 
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/denovo.cfm?id=DEN160040. Accessed 
November 16, 2021. 

i 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
This medical policy is made available to you for informational purposes only. It is not a guarantee of payment or a substitute for your medical 
judgment in the treatment of your patients. Benefits and eligibility are determined by the member's subscriber agreement or member certificate 
and/or the employer agreement, and those documents will supersede the provisions of this medical policy. For information on member-specific 
benefits, call the provider call center. If you provide services to a member which are determined to not be medically necessary (or in some cases 
medically necessary services which are non-covered benefits), you may not charge the member for the services unless you have informed the member 
and they have agreed in writing in advance to continue with the treatment at their own expense. Please refer to your participation agreement(s) for 
the applicable provisions. This policy is current at the time of publication; however, medical practices, technology, and knowledge are constantly 
changing. BCBSRI reserves the right to review and revise this policy for any reason and at any time, with or without notice. Blue Cross & Blue Shield 
of Rhode Island is an independent licensee of the Blue Cross and Blue Shield Association. 
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