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See Important Reminder at the end of this policy for important regulatory and legal
information.

Description

This policy describes the medical necessity requirements for the removal of Essure®, a
permanent birth control method that involves the bilateral placement of coils into the fallopian
tubes which results in the development of scar tissue and occlusion of the fallopian tubes.

Policy/Criteria
I. It is the policy of health plans affiliated with Centene Corporation® that the removal of
Essure is medically necessary when meeting all of the following:
A. Member is having symptoms related to the device such as abdominal/pelvic pain or
heavy/irregular menses not related to other gynecologic pathologies, device migration, or
nickel allergy/hypersensitivity;

B. Performed by a gynecologist or surgeon experienced in removing the device;
C. Radiologic evaluation to determine the device location;
D. One of the following procedures:
1. Hysteroscopy if < 7 weeks post-placement;
2. Laparoscopy or laparotomy for one of the following:
a. Linear salpingotomy, salpingostomy, or salpingo-oophorectomy;
b. Cornual resection and repair;
c. Removal of devices that have migrated from the fallopian tubes.
Background

Essure is a form of permanent birth control that can be performed in an office setting and does
not require incisions or general anesthesia. It involves the placement of spring-like devices into
the proximal section of each fallopian tube via hysteroscopy. Over the next three months, scar
tissue forms around the Essure coils facilitating insert retention and pregnancy prevention. The
build-up of tissue creates a barrier to block sperm from reaching the eggs, preventing pregnancy.

Over the past several years, a growing number of adverse events have been report to the FDA
(Food and Drug Administration) associated with the use of Essure. Frequently reported adverse
events include pain/abdominal pain, menstrual irregularities, headache, fatigue, device migration,
allergy/hypersensitivity reaction, and weight fluctuations. Because of these reported adverse
events, there has been an increase in the number of women seeking removal of the Essure device.

In April 2018 the FDA restricted sales of Essure to only doctors and healthcare facilities who use
the FDA-approved “Patient-Doctor Discussion Checklist — Acceptance of Risk and Informed
Decision Acknowledgement.” Essure will no longer be available in the United States after
December 31, 2018. It was removed from international markets in 2017.

Coding Implications
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This clinical policy references Current Procedural Terminology (CPT®). CPT® is a registered
trademark of the American Medical Association. All CPT codes and descriptions are copyrighted
2019, American Medical Association. All rights reserved. CPT codes and CPT descriptions are
from the current manuals and those included herein are not intended to be all-inclusive and are
included for informational purposes only. Codes referenced in this clinical policy are for
informational purposes only. Inclusion or exclusion of any codes does not guarantee coverage.
Providers should reference the most up-to-date sources of professional coding guidance prior to
the submission of claims for reimbursement of covered services.

CPT® Description

Codes

58555 Hysteroscopy, diagnostic (separate procedure)

58562 Hysteroscopy, surgical; with removal of impacted foreign body

58579 Unlisted hysteroscopy procedure, uterus

58661 Laparoscopy, surgical; with removal of adnexal structures (partial or total
oophorectomy and/or salpingectomy)

58673 Laparoscopy, surgical; with salpingostomy (salpingoneostomy)

58700 Salpingectomy, complete or partial, unilateral or bilateral (separate procedure)
58770 Salpingostomy (salpingoneostomy)

ICD-10-CM Diagnosis Codes that Support Coverage Criteria
ICD-10-CM  Description

Code
N92.0-N92.6 | Excessive, frequent and irregular menstruation
R10.0-R10.84 | Abdominal and pelvic pain

R21 Rash and other nonspecific skin eruption

T56.891* Toxic effect of other metals, accidental (unintentional)

T83.428* Displacement of other prosthetic devices, implants and grafts of genital tract
*7" digit required

Reviews, Revisions, and Approvals Approval

Date
Policy developed. Specialist reviewed 11/16 11/16
Reworded criteria in I.D. per specialist suggestion to include laparoscopy or | 12/16
laparotomy for one of the following: salpingotomy, salpingostomy or
salingo-oophorectomy, as well as corneal resection and repair, and removal
of devices that have migrated from the fallopian tubes.

References reviewed and updated 11/17 11/17

Updated background 10/18 10/18

Codes reviewed. References reviewed and updated. 10/19 10/19
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Important Reminder

This clinical policy has been developed by appropriately experienced and licensed health care
professionals based on a review and consideration of currently available generally accepted
standards of medical practice; peer-reviewed medical literature; government agency/program
approval status; evidence-based guidelines and positions of leading national health professional
organizations; views of physicians practicing in relevant clinical areas affected by this clinical
policy; and other available clinical information. The Health Plan makes no representations and
accepts no liability with respect to the content of any external information used or relied upon in
developing this clinical policy. This clinical policy is consistent with standards of medical
practice current at the time that this clinical policy was approved. “Health Plan” means a health
plan that has adopted this clinical policy and that is operated or administered, in whole or in part,
by Centene Management Company, LLC, or any of such health plan’s affiliates, as applicable.

The purpose of this clinical policy is to provide a guide to medical necessity, which is a
component of the guidelines used to assist in making coverage decisions and administering
benefits. It does not constitute a contract or guarantee regarding payment or results. Coverage
decisions and the administration of benefits are subject to all terms, conditions, exclusions and
limitations of the coverage documents (e.g., evidence of coverage, certificate of coverage, policy,
contract of insurance, etc.), as well as to state and federal requirements and applicable Health
Plan-level administrative policies and procedures.
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This clinical policy is effective as of the date determined by the Health Plan. The date of posting
may not be the effective date of this clinical policy. This clinical policy may be subject to
applicable legal and regulatory requirements relating to provider notification. If there is a
discrepancy between the effective date of this clinical policy and any applicable legal or
regulatory requirement, the requirements of law and regulation shall govern. The Health Plan
retains the right to change, amend or withdraw this clinical policy, and additional clinical
policies may be developed and adopted as needed, at any time.

This clinical policy does not constitute medical advice, medical treatment or medical care. It is
not intended to dictate to providers how to practice medicine. Providers are expected to exercise
professional medical judgment in providing the most appropriate care, and are solely responsible
for the medical advice and treatment of members. This clinical policy is not intended to
recommend treatment for members. Members should consult with their treating physician in
connection with diagnosis and treatment decisions.

Providers referred to in this clinical policy are independent contractors who exercise independent
judgment and over whom the Health Plan has no control or right of control. Providers are not
agents or employees of the Health Plan.

This clinical policy is the property of the Health Plan. Unauthorized copying, use, and
distribution of this clinical policy or any information contained herein are strictly prohibited.
Providers, members and their representatives are bound to the terms and conditions expressed
herein through the terms of their contracts. Where no such contract exists, providers, members
and their representatives agree to be bound by such terms and conditions by providing services to
members and/or submitting claims for payment for such services.

Note: For Medicaid members, when state Medicaid coverage provisions conflict with the
coverage provisions in this clinical policy, state Medicaid coverage provisions take precedence.
Please refer to the state Medicaid manual for any coverage provisions pertaining to this clinical
policy.

Note: For Medicare members, to ensure consistency with the Medicare National Coverage
Determinations (NCD) and Local Coverage Determinations (LCD), all applicable NCDs, LCDs,
and Medicare Coverage Articles should be reviewed prior to applying the criteria set forth in this
clinical policy. Refer to the CMS website at http://www.cms.gov for additional information.

©2016 Centene Corporation. All rights reserved. All materials are exclusively owned by
Centene Corporation and are protected by United States copyright law and international
copyright law. No part of this publication may be reproduced, copied, modified, distributed,
displayed, stored in a retrieval system, transmitted in any form or by any means, or otherwise
published without the prior written permission of Centene Corporation. You may not alter or
remove any trademark, copyright or other notice contained herein. Centene® and Centene
Corporation® are registered trademarks exclusively owned by Centene Corporation.
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