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A. Subject
Transcervical Radiofrequency Ablation

B. Background
Uterine leiomyomas (fibroids) are the most common solid benign tumors of the uterus,

estimated to occur in up to 70% of women by menopause. Uterine fibroids are

associated with heavy menstrual bleeding, dysmenorrhea, pelvic pain, quality of life, and

difficulty in achieving pregnancy. The combined effect of the direct costs attributable to

fibroid diagnosis and treatment, plus the indirect costs due to work absenteeism and loss

of productivity, are responsible for a significant economic burden of $34 billion annually

in the United States.

Hysterectomy and myomectomy are the most commonly performed surgical

interventions for the treatment of uterine fibroids. Hysterectomy involves removal of the

uterus (and generally, the cervix), with or without ovarian conservation. Myomectomy is

an operation in which individual fibroids are removed, retaining the uterus and therefore

potential for future pregnancy.

In recent years, leiomyoma ablation techniques have emerged as less invasive

alternatives. Transcervical uterine ablation of leiomyomas combines reusable

intrauterine ultrasound with a single-use intrauterine radiofrequency ablation (RFA)

handpiece and needle electrode to facilitate targeted thermal ablation of symptomatic

uterine leiomyomas creating coagulative necrosis within the treated leiomyoma.

The Sonata system (Gynesonics, Inc.) is a minimally invasive, uterine-sparing,

ultrasound-guided system for performing transcervical RFA of fibroids in the outpatient

setting. It integrates intrauterine ultrasound imaging with a radiofrequency treatment

device to provide a uterus-conserving, transcervical incisionless treatment for a range of

leiomyoma types and sizes. Sonata has received clearance by the FDA and has

Conformité Européenne (CE) marking for use in the European Union.

C. Definitions

• Leiomyomas – Also called uterine fibroids, are an extremely common benign

neoplasm in women of reproductive age. They are composed of smooth muscle cells

and fibroblasts.

• Myomectomy – A surgical procedure to remove uterine fibroids while preserving the

uterus.

• Radiofrequency Ablation – A minimally invasive technique that shrinks the size of

tumors by using heat to destroy tissue.

D. Policy
I. Transcervical ultrasound guided radiofrequency ablation (Sonata) is considered

medically necessary as an alternative to myomectomy or hysterectomy for treating

symptomatic uterine fibroid(s) when ALL the following criteria are met:

A. fibroid(s) diagnosis

B. preference for uterine preservation
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C. uterine size < 16 gestational weeks

D. no history of gynecologic malignancy or pre-malignancy within the past 5 years

E. member has received counseling regarding the lack of data for individuals who

may desire future pregnancy

II. Non-covered services

A. The use of transcervical radiofrequency ablation as a treatment for uterine

fibroids is considered not medically necessary if the above criteria are not met.

B. The following treatments for uterine fibroids are considered experimental and

investigational as their safety and efficacy have not been established:

1. acupuncture

2. cryomyolysis

3. cryotherapy

4. electrical ablation

5. interstitial thermotherapy

6. laparoscopic uterine artery occlusion

7. lasers

E. Conditions of Coverage
NA

F. Related Policies/Rules
NA

G. Review/Revision History

DATE ACTION 

Date Issued 08/27/2025 New policy. Approved at Committee. 

Date Revised 07/29/2026 Minor edits for clarity. Approved at Committee. 

Date Effective 11/01/2026 

Date Archived 
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