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Introduction
Breast reconstruction is surgery done after an individual has had all or part of a breast removed.

A breast can be removed for a number of reasons, including cancer, accident, or injury. The goal
of breast reconstruction is to recreate a breast that matches the shape and size of the

nonaffected breast. The most common reason for breast reconstruction is following the removal
of a breast (mastectomy) as cancer treatment. This policy describes when breast reconstruction

is covered to address a medical situation. Breast reconstruction to change the shape or size of
breasts only for appearance is cosmetic surgery. The plan does not cover cosmetic surgery.
Note:

The Introduction section is for your general knowledge and is not to be taken as policy coverage criteria. The
rest of the policy uses specific words and concepts familiar to medical professionals. It is intended for

providers. A provider can be a person, such as a doctor, nurse, psychologist, or dentist. A provider also can

be a place where medical care is given, like a hospital, clinic, or lab. This policy informs them about when a
service may be covered.

Policy Coverage Criteria

We will review for medical necessity these elective surgical procedures.
7.01.533_PBC (8-8-2022)

The surgical procedure subject to medical necessity review for site of service addressed in
this policy is limited to:
•

Reduction mammaplasty

We also will review the site of service for medical necessity. Site of service is defined as the

location where the surgical procedure is performed, such as an off campus-outpatient hospital

or medical center, an on campus-outpatient hospital or medical center, an ambulatory surgical
center, or an inpatient hospital or medical center.

Site of Service for
Elective Surgical
Procedures

Medically necessary sites
of service:
•

Off campus-outpatient

hospital/medical center
•

On campus-outpatient

Medical Necessity

Certain elective surgical procedures will be covered in the most
appropriate, safe, and cost-effective site. These are the

preferred medically necessary sites of service for certain
elective surgical procedures.

hospital/medical center
•

Ambulatory Surgical
Center

Inpatient hospital/medical
center

Certain elective surgical procedures will be covered in the most
appropriate, safe, and cost-effective site. This site is

considered medically necessary only when the patient has a

clinical condition which puts him or her at increased risk for

complications including any of the following (this list may not
be all inclusive):
•

Anesthesia Risk
o

o

•

ASA classification III or higher (see definition)

Personal history of complication of anesthesia

o

Documentation of alcohol dependence or history of

o

Prolonged surgery (>3 hours)

o

Uncompensated chronic heart failure (NYHA class III or IV)

cocaine use

Cardiovascular Risk
o

o

o

Recent history of myocardial infarction (MI) (<3 months)

Poorly controlled, resistant hypertension*

Recent history of cerebrovascular accident (< 3 months)

Page | 2 of 22

∞

Site of Service for
Elective Surgical

Medical Necessity

Procedures

•
•

•
•

o

Increased risk for cardiac ischemia (drug eluting stent

o

Symptomatic cardiac arrhythmia despite medication

placed < 1 year or angioplasty <90 days)

o

Significant valvular heart disease

o

Advance liver disease (MELD Score > 8)**

o

Chronic obstructive pulmonary disease (COPD) (FEV1

o

Poorly controlled asthma (FEV1 <80% despite treatment)

Liver Risk

Pulmonary Risk
<50%)

o

Moderate to severe obstructive sleep apnea (OSA)***

o

End stage renal disease (on dialysis)

o

Morbid obesity (BMI ≥ 50)

o

Bleeding disorder (requiring replacement factor, blood

Renal Risk
Other
o

Pregnancy

products, or special infusion product [DDAVP**** does not
meet this criterion])

o
Note:

Anticipated need for transfusion(s)
* 3 or more drugs to control blood pressure

** https://reference.medscape.com/calculator/meld-score-endstage-liver-disease

*** Moderate-AHI≥15 and ≤ 30, Severe-AHI ≥30

Inpatient hospital/medical
center

****DDAVP-Deamino-Delta-D-Arginine Vasopressin (Desmopressin)

This site of service is considered NOT medically necessary for
certain elective surgical procedures when the site of service
criteria listed above are not met.

Procedure

Medical Necessity

surgery

necessary in ANY of the following circumstances:

Reconstructive breast

Reconstructive breast surgery may be considered medically
•

A prior mastectomy or partial mastectomy was performed to:
o

Treat breast disease
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Procedure

Medical Necessity



Breast cancer

Severe fibrocystic breast disease unresponsive to
medical therapy

o

o

OR
•

Treat breast injury or trauma

Reduce risk of breast cancer occurrence (prophylactic
mastectomy)

Reconstruction is to restore symmetry between the unaffected
breast and the affected breast.

Reconstructive breast surgery may include, but is not limited

to, ANY of the following:
•

Autologous reconstruction using autologous tissue (eg,
latissimus dorsi flap, transverse rectus abdominis
myocutaneous flap, or free flap)

•
•

Autologous fat grafting obtained by liposuction

Immediate or delayed insertion of breast implant(s) with or

without associated tissue expansion
•

Mastopexy or reduction mammaplasty or augmentation on the
contralateral breast to achieve symmetry

•

Nipple/areola reconstruction and nipple tattooing when the
breast reconstruction is considered eligible for coverage

•

Revision of a reconstructed breast, including reconstruction
after removal of a breast implant previously placed for

Explantation (removal) of
breast implants

medically necessary reconstructive purposes (noted above)

Explantation (removal) of a silicone gel or saline-filled breast

implant may be considered medically necessary if the original
implant was placed for medically necessary reconstructive

purposes (noted above) – and not for cosmetic purposes –

when ONE or more of the following conditions are present:
•
•

Baker Class III or IV contracture (see Description section)
Documented implant rupture placed after a medically

necessary mastectomy or partial mastectomy due to illness,
injury, or disease
•
•

Extrusion
Infection
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Procedure

Medical Necessity
•

Surgical treatment of breast cancer or other malignancy
involving the breast

•

Breast implant-associated anaplastic large cell lymphoma (BIAALCL)

The following indications for breast implant removal are
considered not medically necessary:
•
•
•

Pain not related to contractures or rupture

Patient anxiety

Systemic symptoms attributed to connective tissue diseases,
autoimmune diseases, etc.

In the case that implants were placed for cosmetic purposes:
•

Explantation is covered only if there has been interval

development of breast cancer, BIA-ALCL, or other breast
disease that requires mastectomy or partial mastectomy

•

In the absence of breast cancer, BIA-ALCL, or other breast

disease that requires mastectomy or partial mastectomy, the
subsequent removal of breast implants placed for cosmetic
purposes is considered a complication of a non-covered
service, and is contractually excluded in most cases

Note:

Please refer to the member contract for coverage associated with
complications of non-covered procedures

Documentation Requirements

For reconstructive breast surgery, submit clinical documentation supporting the following
conditions:
•

A prior mastectomy or partial mastectomy was done to:

o

Treat breast disease



o
OR
•

o

Breast cancer

Severe fibrocystic breast disease unresponsive to medical therapy

Treat breast injury or trauma

Reduce risk of breast cancer occurrence (prophylactic mastectomy)

Reconstruction is to restore symmetry between the unaffected breast and the affected breast.
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Documentation Requirements

For explantation (removal) of breast implants, submit clinical documentation supporting
that the original implant had been placed for a medically necessary reason and not for
cosmetic reasons, and one or more of the following conditions is present:
•
•

Baker Class III or IV contracture

Documented implant rupture of implants placed after a medically necessary mastectomy or
partial mastectomy due to illness, injury, or disease

•
•
•
•

Extrusion
Infection

Surgical treatment of breast cancer or other malignancy involving the breast
Breast implant-associated anaplastic large cell lymphoma (BIA-ALCL)

Coding

Code

Description

11920

Tattooing, intradermal introduction of insoluble opaque pigments to correct color

11921

Tattooing, intradermal introduction of insoluble opaque pigments to correct color

11922

Tattooing, intradermal introduction of insoluble opaque pigments to correct color

CPT

defects of skin, including micropigmentation; 6.0 sq. cm or less
defects of skin, including micropigmentation; 6.1 to 20.0 sq cm

defects of skin, including micropigmentation; each additional 20.0 sq cm, or part
thereof (List separately in addition to code for primary procedure)

11970

Replacement of tissue expander with permanent implant

11971

Removal of tissue expander without insertion of implant

15771

Grafting of autologous fat harvested by liposuction technique to trunk, breasts, scalp,

15772

Grafting of autologous fat harvested by liposuction technique to trunk, breasts, scalp,

arms, and/or legs; 50 cc or less injectate

arms, and/or legs; each additional 50 cc injectate, or part thereof (list separately in
addition to code for primary procedure)

19316

Mastopexy

19318

Breast reduction

19325

Breast augmentation with implant

19328

Removal of intact breast implant
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Code

Description

19330

Removal of ruptured breast implant, including implant contents (eg, saline, silicone
gel) Removal of ruptured breast implant, including implant contents (eg, saline,
silicone gel)

19340

Immediate insertion of breast prosthesis following mastopexy, mastectomy, or in

19342

Insertion or replacement of breast implant on separate day from mastectomy

19350

Nipple/areola reconstruction

19357

Tissue expander placement in breast reconstruction, including subsequent

19370

Open periprosthetic capsulotomy, breast

19371

Periprosthetic capsulectomy, breast

19380

Revision of reconstructed breast

reconstruction

expansion(s)

HCPCS
L8600

Implantable breast prosthesis, silicone or equal

S2067

Breast reconstruction of a single breast with "stacked" deep inferior epigastric

perforator (DIEP) flap(s) and/or gluteal artery perforator (GAP) flap(s), including

harvesting of the flap(s), microvascular transfer, closure of donor site(s) and shaping
the flap into a breast, unilateral
S2068

Breast reconstruction with deep inferior epigastric perforator (DIEP) flap or superficial
inferior epigastric artery (SIEA) flap, including harvesting of the flap, microvascular
transfer, closure of donor site and shaping the flap into a breast, unilateral

Note:

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

Related Information
Definition of Terms
When specific definitions are not present in a member’s plan, the following definition of terms
will be applied:

American Society of Anesthesiologists (ASA) Score:
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ASA 1 A normal healthy patient.

ASA 2 A patient with mild systemic disease.

ASA 3 A patient with severe systemic disease.

ASA 4 A patient with severe systemic disease that is a constant threat to life.
ASA 5 A moribund patient who is not expected to survive

Cosmetic: Cosmetic services are those which are primarily intended to preserve or improve
appearance. Cosmetic surgery is performed to reshape structures of the body in order to
improve the patient’s appearance or self-esteem.

New York Heart Association (NYHA) Classification:
Class I No symptoms and no limitation in ordinary physical activity, eg, shortness of breath
when walking, climbing stairs etc.

Class II Mild symptoms (mild shortness of breath and/or angina) and slight limitation during
ordinary activity.

Class III Marked limitation in activity due to symptoms, even during less-than-ordinary
activity, eg, walking short distances (20–100 m). Comfortable only at rest.

Class IV Severe limitations. Experiences symptoms even while at rest. Mostly bedbound
patients

Physical functional impairment: A limitation from normal (or baseline level) of physical

functioning that may include, but is not limited to, problems with ambulation, mobilization,

communication, respiration, eating, swallowing, vision, facial expression, skin integrity, distortion
of nearby body parts or obstruction of an orifice. The physical functional impairment can be due

to structure, congenital deformity, pain, or other causes. Physical functional impairment excludes
social, emotional and psychological impairments or potential impairments.

Reconstructive surgery: Refers to surgeries performed on abnormal structures of the body,
caused by congenital defects, developmental abnormalities, trauma, infection, tumors or
disease. It is generally performed to improve function

Federal and State Mandates on Breast Reconstruction Surgery After
Mastectomy

Women's Health and Cancer Rights Act of 1998, § 713 (a): “In general - a group health plan, and

a health insurance issuer providing health insurance coverage in connection with a group health
plan, that provides medical and surgical benefits with respect to a Mastectomy shall provide, in
case of a participant or beneficiary who is receiving benefits in connection with a Mastectomy
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and who elects breast reconstruction in connection with such Mastectomy, coverage for (1)

reconstruction of the breast on which the Mastectomy has been performed; (2) surgery and

reconstruction of the other breast to produce symmetrical appearance; and (3) prostheses and
physical complications all stages of Mastectomy, including lymphedemas in a manner
determined in consultation with the attending physician and the patient.”31

State of Alaska mandate for coverage for reconstructive surgery following mastectomy.
Source URL: http://www.akleg.gov/basis/statutes.asp#21.42.400 Accessed July 20, 2022.
State of Washington mandate for coverage for reconstructive breast surgery
Source URL: http://apps.leg.wa.gov/RCW/default.aspx?cite=48.46.280 Accessed July 20,
2022.

Description
This policy describes different types of reconstructive breast surgery and establishes criteria for
the explantation (removal) of breast implants based on whether the original implant was

cosmetic or reconstructive in nature. Implants may be either silicone gel-filled or saline-filled.
Reconstructive breast surgery is defined as those surgical procedures designed to restore the

normal appearance of the breast after surgery, accidental injury, or trauma. The most common
indication for reconstructive breast surgery is a prior mastectomy. Benefits for reconstructive
breast surgery in these patients are mandated by federal law, and also in many states. In
contrast, cosmetic breast surgery is defined as surgery designed to alter or enhance the
appearance of a breast that has not undergone surgery, accidental injury, or trauma

Other types of reconstruction include nipple/areola reconstruction, nipple tattooing, and/or the
use of autologous tissue, such as a transverse rectus abdominis myocutaneous flap (TRAM
procedure) or a latissimus dorsi flap. In addition, augmentation, mastopexy, or reduction

mammaplasty on the contralateral breast may be performed to achieve symmetry with the
reconstructed breast

Local complications of breast implants are frequent and may require removal of the implant.
Contracture is the most common local complication of breast implants.

Contractures have been graded according to the Baker Classification as follows:
•

Grade I:

Augmented breast feels as soft as a normal breast

•

Grade II:

Breast is less soft and the implant can be palpated but is not visible
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•

Grade III: Breast is firm, palpable, and the implant (or its distortion) is visible

•

Grade IV: Breast is hard, painful, cold, tender, and distorted

Background
Reconstructive Breast Surgery
Reconstructive breast surgery is considered medically necessary after a medically necessary

mastectomy or after accidental trauma or injury. The most common type of reconstruction is

insertion of a breast implant, either a silicone gel-filled or saline-filled prosthesis. The breast may
also be reconstructed using autologous tissues, such as a free flap, a latissimus dorsi flap, or
more commonly using a transverse rectus abdominis flap (TRAM procedure). Nipple areola

reconstruction or nipple tattooing may also be considered reconstructive breast surgery. Since

the purpose of reconstructive breast surgery is to restore the normal appearance of the breast,
on some occasions, procedures are performed on the contralateral, normal breast in order to
achieve symmetry, such as mastopexy and reduction mammaplasty or augmentation. These
procedures fall into the category of reconstructive breast surgery only when performed in

conjunction with a contralateral mastectomy or partial mastectomy for disease, injury, or trauma.

Except for medically necessary reduction mammaplasty, these procedures are generally
considered not medically necessary in other circumstances.

Complications of breast implants are common and may require explantation of the implant.3

Determining the medical necessity of explantation requires documentation of the type of
implant and its original indication; ie, whether reconstructive or cosmetic.

Rupture of the breast implant may be difficult to document, but physical exam, mammography,
ultrasonography, or MRI have been used. There is no consensus on which method affords the
best sensitivity and specificity.4-6 Although it has been suggested that older implants are

associated with a higher incidence of rupture, there is no consensus that screening implants for
rupture is warranted. Specifically, in the hearings on breast implants by the U.S. Food and Drug
Administration (FDA) held in 1992, the FDA did not recommend screening for asymptomatic
ruptures. Instead, work-up for a potential rupture is typically initiated at the onset of local

symptoms, such as sudden change in the size or consistency of an implant, or the development
of local pain.

Contracture is a more subjective finding, which is graded according to the Baker Classification.7
Baker Classification ranges from Grade I, describing a normal implant, to Grade IV, which
describes an implant that is hard, cold, painful, tender, and distorted.
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Potential systemic complications of implants, most prominently various connective tissue

diseases or chronic fatigue syndrome, have been hotly debated for the past five years. In

particular, it has been hypothesized that leakage of silicone, due either to an implant rupture or

to “bleeding” of silicone through an intact capsule, may incite an autoimmune response with the
development of systemic symptoms. However, to date, large epidemiologic studies have not
demonstrated that women with breast implants are over-represented among all those with

connective tissue disease.9-12 In addition, there are inadequate empiric studies to demonstrate
that removal of breast implants is associated with resolution of systemic symptoms.

Patients with cosmetic implants may develop breast cancer. While lumpectomy can be

accomplished without removal of the implant, in general, explantation as an adjunct to surgical
treatment for breast cancer would be considered medically necessary. However, explantation

may not be necessary in patients who are undergoing only chemotherapy or radiation therapy
for breast cancer.12

Once an implant has been removed, patients who originally underwent reconstructive

implantation are candidates for additional reconstructive breast surgery, either insertion of
another breast implant or for autologous reconstruction of the breast as described above.

Patients who originally underwent implantation of a cosmetic breast implant are not candidates
for additional reconstructive breast surgery after explantation.

In 2009, Kreymerman and colleagues reviewed their experience with using breast magnetic

resonance imaging to evaluate breast implant integrity and to offer a decision tree to assist

physicians in managing these patients. Data were available for 81 patients with 146 implants
placed either unilaterally or bilaterally for either cosmesis or breast reconstruction. The chief

complaint for a majority of patients (n = 24) was breast pain. Thirty-two patients were found to

have 44 ruptured implants, the majority of whom were found to have either contracture (n = 7)
or negative findings (n = 7) on physician examination. The likelihood of rupture increased with
number of years in place. The number of years in place was available for 120 implants; the

median was 18 years (range 1-45years); 98% of implants were intact at five years; 94% at 10

years; and 59% at more than 20 years. When a patient presents for a possible implant rupture,
the initial concern is to rule out malignancy but clinical and radiologic findings are often

convoluted and complicated. A management algorithm may be useful to help determine which
imaging modality is appropriate and when to use MRI in the implant evaluation process.30

In 2011, Cassileth and colleagues acknowledged that the current standard of care for breast
implant reconstruction after mastectomy is 2-stage reconstruction with placement of tissue
expanders followed by implants. However, the immediate use of implants at the time of

mastectomy, which eliminates the need for a second operative procedure, has been sparsely
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reported and is not yet accepted as the standard of care. They published a study describing a 1stage immediate implant reconstruction technique and evaluated its risks.35

Between 2005 and 2010, immediate implant reconstruction was performed in 43 sequential
patients on a total of 78 breasts. Permanent silicone implants were placed at the time of

mastectomy with the assistance of acellular dermal matrix (ADM). Follow-up was for an average

of 575 days. Implant sizes varied widely from 175 to 800 mL. In order to create the correct breast
shape and implant placement, specific techniques of acellular dermal matrix placement in the
reconstruction were critically important. Aesthetic evaluation of the patients was performed,

evaluating pre- and postoperative photos by 20 evaluators. Pictures were rated according to a

4-point Harris breast scale. A 2-sided paired test was then used to compare the rating scores.
Cassileth and colleagues reported complication rates as follows: seroma occurred in 6.4% of

breasts; infection resolving with antibiotics occurred in 2.6%; infection requiring implant removal
occurred in 3.8%; and hematoma occurred in 1.3%. Neither preoperative breast size nor implant
size correlated to an increased risk of complications. Complication rate increased with age. The

average score for the preoperative images was 2.1, whereas the postoperative average was 2.4.
This represented a statistically significant improvement above the baseline (preoperative)
breasts with a P < 0.001, according to a 2-sided paired test.

They concluded that with complication rates similar to previously reported tissue expander

reconstructions, immediate implant reconstruction is a viable alternative to 2-stage expander
reconstruction, presenting many advantages over expander reconstruction while offering the
same risk profile and eliminating the additional risks, costs, and discomfort of a second

procedure. Additionally, they stated that aesthetic results were highly satisfactory according to
patients themselves and based on evaluation by independent observers.

Breast Implant-Associated Anaplastic Large Cell Lymphoma (BIA-ALCL)
BIA-ALCL is a rare T-cell lymphoma (designated as such by the World Health Organization in
2016) that can develop in the breast area around textured breast implants. It is not a breast
cancer. The etiology is unknown at this time. Possible theories include implant particulate,
chronic allergic inflammation, or a response to biofilm. It usually presents as a seroma or

effusion with swelling of the breast surrounding the scar capsule. It has been found in cases of
both saline and silicone breast implants, placed for both cosmetic or post malignancy

reconstructive purposes. BIA-ALCL has not been found in persons with smooth implants. Onset
has been anywhere from 2-28 years post implantation, with the average being around 8 years.
Diagnosis is made based on positive findings of CD30 large anaplastic T-cell lymphocytes by

Page | 12 of 22

∞

immunohistochemistry and flow cytometry via aspiration of the affected fluid collection,

followed by histologic confirmation. Treatment is bilateral total capsulectomy and implant
removal. NCCN has established standardized guidelines for this diagnosis. There is no
recommended screening for patients without symptoms.51-53

Currently, the FDA collects and evaluates information about BIA-ALCL in women with breast

implants. In collaboration with the American Society of Plastic Surgeons and the Plastic Surgery
Foundation (ASPS/PSF), the FDA developed a registry of BIA-ALCL cases, known as the PROFILE

Registry (Patient Registry and Outcomes For breast Implants and anaplastic large cell Lymphoma
etiology and Epidemiology) to track and collect scientific data on BIA-ALCL. According to the

FDA there are 733 confirmed cases worldwide with 36 known deaths as of August 20, 2020, the
majority of which involved a textured implant. As of June, 2022, 389 suspected/confirmed US
cases of BIA-ALCL have been reported to the PROFILE registry. Sources:

https://www.thepsf.org/research/registries/profile Accessed July 20, 2022.
https://www.plasticsurgery.org/for-medical-professionals/health-policy/bia-alclphysician-resources . Accessed July 20, 2022.

Ongoing and Unpublished Clinical Trials
Some currently unpublished trials that might influence this review are listed in Table 1.

Table 1. Summary of Key Trials
NCT No.

Trial Name

Planned

Completion

NCT04220970

Breast Implant-associated Anaplastic Large

150

Jun 2032

NCT05017337

A Translational Study of Breast-implant

100

Jul 2024

NA

NA

Ongoing

Enrollment

Cell Lymphoma (BIA-ALCL) Registry

associated anaplastIc Large Cell Lymphoma

Date

and Capsular Contracture
NA

Patient Registry and Outcomes For breast

Implants and anaplastic large cell Lymphoma

(ALCL) etiology and Epidemiology (PROFILE)8,
NA: not applicable; NCT: national clinical trial.
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Practice Guidelines and Position Statements
Guidelines or position statements will be considered for inclusion if they were issued by, or

jointly by, a US professional society, an international society with US representation, or National
Institute for Health and Care Excellence (NICE). Priority will be given to guidelines that are

informed by a systematic review, include strength of evidence ratings, and include a description
of management of conflict of interest.

National Comprehensive Cancer Network
The 2022 National Comprehensive Cancer Network (NCCN) guidelines (v.3.2022) included a
section in their breast cancer guidelines that was titled “Principles of Breast Reconstruction
Following Surgery” which included the following relevant statements:29
•

Breast reconstruction is elective and patients may choose to not have breast reconstruction.
Individual patients present preoperatively with a variety of factors that may impact the

choice of reconstruction, the risk of complications, donor site morbidity, and aesthetic result.
Each of these factors must be taken into account, along with patient desire, to choose the
optimal method of reconstruction.
•

Selection of reconstruction option is based on an assessment of cancer treatment, patient
body habits, obesity, smoking history, comorbidities, and patient concerns.

•

The patient may have a strong feeling towards one form of reconstruction after being given
the options. Breast reconstruction should be a shared decision.

In 2019, NCCN published consensus guidelines on the diagnosis and treatment of breast
implant-associated ALCL but these guidelines did not address preventive explantation of
implants to reduce risk.13

Medicare National Coverage
The Medicare National Coverage Determination states that “Reconstruction of the affected and

the contralateral unaffected breast following a medically necessary mastectomy is considered a

relatively safe and effective noncosmetic procedure. Accordingly, program payment may be

made for breast reconstruction surgery following removal of a breast for any medical reason.
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Program payment may not be made for breast reconstruction for cosmetic reasons. (Cosmetic
surgery is excluded from coverage).”32

Regulatory Status
In July 2019, Allergan voluntarily recalled Natrelle Biocell textured breast implants and tissue

expanders from the market. The recall notice stated, "Allergan is taking this action as a

precaution following notification of recently updated global safety information concerning the
uncommon incidence of breast implant-associated anaplastic large cell lymphoma (BIA-ALCL)

provided by the U.S. Food and Drug Administration (FDA)." Smooth surfaced implants are not
affected by this recall. FDA and other health authorities have not recommended removal or
replacement of textured breast implants or tissue expanders in asymptomatic individuals.

In October 2021, FDA issued additional orders restricting the sale and distribution of breast
implants. The orders required new labeling including a boxed warning, a patient decision

checklist, updated silicone gel-filled breast implant rupture screening recommendations, a

device description with a list of specific materials used in the device, and a patient device card.
FDA recommended that the boxed warning include the following components:

•

Breast implants are not considered lifetime devices;

•

The chance of developing complications increases over time;

•

Some complications will require more surgery;

•

Breast implants have been associated with the development of a cancer of the immune
system called BIA-ALCL;

•

BIA-ALCL occurs more commonly in patients with textured breast implants than smooth
implants, and deaths have occurred from BIA-ALCL; and

•

Breast implants have been associated with systemic symptoms.

The orders apply to the following devices:
•

IDEAL IMPLANT Structured Saline Breast Implants

•

Mentor Saline-Filled and Spectrum Breast Implants

•

Inamed (now Allergan) Natrelle Saline Filled Breast Implants
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•

Inamed (now Allergan) Natrelle Silicone Filled Breast Implants

•

Mentor MemoryShape Silicone Gel-Filled Breast Implants

•

Mentor MemoryGel Silicone Gel-Filled Breast Implants

•

Sientra OPUS Silicone Gel Breast Implants

U.S. Food and Drug Administration (FDA). Labeling for Approved Breast Implants. Source

URL:https://www.fda.gov/medical-devices/breast-implants/labeling-approved-breast-

implants, Accessed July 20, 2022
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History

Date

Comments

06/25/98

Replace Policy. Reviewed with changes; discussion of reconstructive breast surgery,

12/07/99

Replace Policy. Policy description revised.

12/10/02

Replace Policy. Policy reviewed without literature review; new review date only

10/16/03

Replace Policy. Policy reviewed by consensus without literature review; new review

02/06/06

Disclaimer and Scope Update

02/97

New Policy. Add to Surgery section.
revised indications for removal of breast implants.

date only.
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Date

Comments

07/10/07

Policy renumbered. Replaces BC.7.01.22. Policy updated with literature review;

06/09/06

Codes updated. No other changes.
references added. Policy statement revised to indicate medical necessity for

reconstructive surgery as a result of mastectomy or trauma, and explantation of

implants as medically necessary if the original surgery met medically necessary criteria;
explantation as not medically necessary under indicated circumstances; and as a

contract exclusion based upon cosmetic purposes. Benefit Application section updated
with definitions for cosmetic, physical functional impairment and reconstructive
surgery.
08/24/07

Cross Reference Update. No other changes.

11/13/07

Cross Reference Update. No other changes.

05/13/08

Cross Reference Update. No other changes.

08/12/08

Policy updated with literature search. Policy statement updated to include “or other
malignancies involving the breast” under the reconstructive and cosmetic purposes
criteria. Under Cosmetic Purposes “irrespective of the existence of any medical

necessity criteria described in the section devoted to explantation of implants placed
for reconstructive purposes above” was added to the last statement. Codes added,

effective 10/1/08.
06/09/09

Replace Policy. Replace Policy. Policy updated with literature search. No change to

05/11/10

Replace Policy. Policy updated with literature search. No change to policy statements.

11/09/10

Replace Policy. Policy statement revised to allow lumpectomies, previously not

09/15/11

Replace Policy. Policy updated with literature search. Reference added. No change to

03/23/12

Replace Policy – Policy updated with literature search. No change to the policy

04/16/12

Related Policies updated: 7.01.09 removed as this policy has been archived.

03/08/13

Replace policy. Policy updated with literature search. No change to the policy

05/02/14

Annual review. Moved definition of terms from Benefit Application to Policy Guidelines

policy statements. Codes added.

addressed, as a medically necessary indication for reconstructive breast surgery.
the policy statement. Related Policies updated; 10.01.514 added.
statement.

statement. Reference 15 added.

section. Added links to AK & WA state laws on breast reconstruction. A literature

search through March 2014 did not prompt any changes to the rationale section. No
new references added. Minor edits for readability. Policy statement unchanged.
10/13/14

Interim Review. Added clarifying policy statements to indicate the services are
considered cosmetic when medical necessity criteria are not met.
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Date

06/17/15

Comments

Annual Review. Policy statements unchanged. Informational codes removed (not

reviewed); ICD-9 diagnosis codes and procedure codes also removed as they are not
used in adjudication.

12/15/15

Update Related Policies. Remove 7.01.129 as it is archived.

02/09/16

Annual Review. Policy updated with literature search; references 5, 17-18 added. Policy

03/01/17

Annual Review, approved February 14, 2017. Policy updated with literature search.

03/24/17

Minor formatting update.

06/01/17

Interim Review, approved May 23, 2017. Policy section updated; procedures in this

statement unchanged.

Policy moved into new format; no change to policy statements.

policy are considered not medically necessary when criteria in this policy are not met.
Clarification and simplification of coverage statements made. Change from a medical

policy to a benefit coverage guideline.
08/18/17

Coding update, added CPT code 11921.

11/01/17

Interim Review, approved October 19, 2017. Added indications to medical necessity

criteria: reduce risk of breast cancer occurrence, and treat disease (severe fibrocystic

disease unresponsive to medical therapy).
06/01/18

Annual Review, approved May 3, 2018. Policy reviewed with literature search. No

06/19/18

Added Site of Service information to the policy.

09/07/18

Coding update, added CPT codes 11922, 11960, 11970, 11971, 19303, 19304, 19324,

05/01/19

Minor update, clarified Site of Service requirements.

07/01/19

Annual Review, approved June 11, 2019. References 5, 13-14, 17, 19-21, and 28-30

references added. Policy statement unchanged. Added HCPCS codes S2067 and S2068.

and 19325.

added. Added medically necessary indication of breast implant-associated anaplastic

large cell lymphoma for explanation of breast implant. Other minor edits for clarity
only.

10/01/19

Coding update, removed CPT codes 19303 and 19304.

01/03/20

Coding update, removed CPT code 11960.

04/01/20

Delete policy, approved March 10, 2020. This policy will be deleted effective July 2,

06/10/20

Interim Review, approved June 9, 2020, effective June 10, 2020. This policy is reinstated

2020, and replaced with InterQual criteria for dates of service on or after July 2, 2020.
and will no longer be deleted or replaced with InterQual criteria on July 2, 2020. Added

BIA-ALCL as an indication for removal of implants placed for cosmetic purposes.
Added codes 15771 and 15772.
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Date

01/01/21

Comments

Annual Review, approved December 1, 2020. Policy updated with literature review.

References added. Policy statements unchanged. Coding update to CPT 19324 and
19366 codes terminated 1/1/2021.

11/01/21

Annual Review, approved October 5, 2021. Policy updated with literature review.

09/01/22

Annual Review, approved August 8, 2022. Policy updated with literature review

References added and updated. Policy statements unchanged.

through May 23, 2022. Policy statements unchanged except for minor edit. Removed
CPT codes 19324 and 19366 that were termed 1/1/2021.

Disclaimer: This medical policy is a guide in evaluating the medical necessity of a particular service or treatment. The
Company adopts policies after careful review of published peer-reviewed scientific literature, national guidelines and

local standards of practice. Since medical technology is constantly changing, the Company reserves the right to review
and update policies as appropriate. Member contracts differ in their benefits. Always consult the member benefit

booklet or contact a member service representative to determine coverage for a specific medical service or supply.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). ©2022 Premera

All Rights Reserved.

Scope: Medical policies are systematically developed guidelines that serve as a resource for Company staff when

determining coverage for specific medical procedures, drugs or devices. Coverage for medical services is subject to
the limits and conditions of the member benefit plan. Members and their providers should consult the member

benefit booklet or contact a customer service representative to determine whether there are any benefit limitations
applicable to this service or supply. This medical policy does not apply to Medicare Advantage.
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Discrimination is Against the Law
Premera Blue Cross (Premera) complies with applicable Federal and Washington state civil rights laws and does not discriminate on the basis of race,
color, national origin, age, disability, sex, gender identity, or sexual orientation. Premera does not exclude people or treat them differently because of race,
color, national origin, age, disability, sex, gender identity, or sexual orientation. Premera provides free aids and services to people with disabilities to
communicate effectively with us, such as qualified sign language interpreters and written information in other formats (large print, audio, accessible
electronic formats, other formats). Premera provides free language services to people whose primary language is not English, such as qualified interpreters
and information written in other languages. If you need these services, contact the Civil Rights Coordinator. If you believe that Premera has failed to
provide these services or discriminated in another way on the basis of race, color, national origin, age, disability, sex, gender identity, or sexual orientation,
you can file a grievance with: Civil Rights Coordinator ─ Complaints and Appeals, PO Box 91102, Seattle, WA 98111, Toll free: 855-332-4535, Fax: 425-918-5592,
TTY: 711, Email AppealsDepartmentInquiries@Premera.com. You can file a grievance in person or by mail, fax, or email. If you need help filing a
grievance, the Civil Rights Coordinator is available to help you. You can also file a civil rights complaint with the U.S. Department of Health and Human
Services, Office for Civil Rights, electronically through the Office for Civil Rights Complaint Portal, available at https://ocrportal.hhs.gov/ocr/portal/lobby.jsf,
or by mail or phone at: U.S. Department of Health and Human Services, 200 Independence Ave SW, Room 509F, HHH Building, Washington, D.C. 20201,
1-800-368-1019, 800-537-7697 (TDD). Complaint forms are available at http://www.hhs.gov/ocr/office/file/index.html.
Washington residents: You can also file a civil rights complaint with the Washington State Office of the Insurance Commissioner, electronically through
the Office of the Insurance Commissioner Complaint Portal available at https://www.insurance.wa.gov/file-complaint-or-check-your-complaint-status, or by
phone at 800-562-6900, 360-586-0241 (TDD). Complaint forms are available at https://fortress.wa.gov/oic/onlineservices/cc/pub/complaintinformation.aspx.
Alaska residents: Contact the Alaska Division of Insurance via email at insurance@alaska.gov, or by phone at 907-269-7900 or 1-800-INSURAK (in-state,
outside Anchorage).

Language Assistance
ATENCIÓN: si habla español, tiene a su disposición servicios gratuitos de asistencia lingüística. Llame al 800-722-1471 (TTY: 711).
PAUNAWA: Kung nagsasalita ka ng Tagalog, maaari kang gumamit ng mga serbisyo ng tulong sa wika nang walang bayad. Tumawag sa 800-722-1471 (TTY: 711).
注意：如果您使用繁體中文，您可以免費獲得語言援助服務。請致電 800-722-1471 (TTY：711）。
CHÚ Ý: Nếu bạn nói Tiếng Việt, có các dịch vụ hỗ trợ ngôn ngữ miễn phí dành cho bạn. Gọi số 800-722-1471 (TTY: 711).
주의: 한국어를 사용하시는 경우, 언어 지원 서비스를 무료로 이용하실 수 있습니다. 800-722-1471 (TTY: 711) 번으로 전화해 주십시오.
ВНИМАНИЕ: Если вы говорите на русском языке, то вам доступны бесплатные услуги перевода. Звоните 800-722-1471 (телетайп: 711).
LUS CEEV: Yog tias koj hais lus Hmoob, cov kev pab txog lus, muaj kev pab dawb rau koj. Hu rau 800-722-1471 (TTY: 711).
MO LOU SILAFIA: Afai e te tautala Gagana fa'a Sāmoa, o loo iai auaunaga fesoasoan, e fai fua e leai se totogi, mo oe, Telefoni mai: 800-722-1471 (TTY: 711).
ໂປດຊາບ: ຖ້ າວ່ າ ທ່ ານເວ້ າພາສາ ລາວ, ການບໍລິການຊ່ ວຍເຫຼື ອດ້ ານພາສາ, ໂດຍບໍ່ເສັຽຄ່ າ, ແມ່ ນມີພ້ ອມໃຫ້ ທ່ ານ. ໂທຣ 800-722-1471 (TTY: 711).
注意事項：日本語を話される場合、無料の言語支援をご利用いただけます。800-722-1471 （TTY:711）まで、お電話にてご連絡ください。
PAKDAAR: Nu saritaem ti Ilocano, ti serbisyo para ti baddang ti lengguahe nga awanan bayadna, ket sidadaan para kenyam. Awagan ti 800-722-1471 (TTY: 711).
УВАГА! Якщо ви розмовляєте українською мовою, ви можете звернутися до безкоштовної служби мовної підтримки. Телефонуйте за
номером 800-722-1471 (телетайп: 711).
ប្រយ័ត្ន៖ បរើសិនជាអ្ន កនិយាយ ភាសាខ្មែ រ, បសវាជំនួយខ្ននកភាសា បោយមិនគិត្ឈ្នល
ួ គឺអាចមានសំរារ់រំប រ ើអ្ន ក។ ចូ រ ទូ រស័ព្ទ 800-722-1471 (TTY: 711)។
ማስታወሻ: የሚናገሩት ቋንቋ ኣማርኛ ከሆነ የትርጉም እርዳታ ድርጅቶች፣ በነጻ ሊያግዝዎት ተዘጋጀተዋል፡ ወደ ሚከተለው ቁጥር ይደውሉ 800-722-1471 (መስማት ለተሳናቸው: 711).
XIYYEEFFANNAA: Afaan dubbattu Oroomiffa, tajaajila gargaarsa afaanii, kanfaltiidhaan ala, ni argama. Bilbilaa 800-722-1471 (TTY: 711).
.)711 : (رقم هاتف الصم والبكم800-722-1471  اتصل برقم. فإن خدمات المساعدة اللغوية تتوافر لك بالمجان، إذا كنت تتحدث اذكر اللغة:ملحوظة
ਧਿਆਨ ਧਿਓ: ਜੇ ਤੁਸੀਂ ਪੰ ਜਾਬੀ ਬੋਲਿੇ ਹੋ, ਤਾਂ ਭਾਸ਼ਾ ਧ ਿੱ ਚ ਸਹਾਇਤਾ ਸੇ ਾ ਤੁਹਾਡੇ ਲਈ ਮੁਫਤ ਉਪਲਬਿ ਹੈ। 800-722-1471 (TTY: 711) 'ਤੇ ਕਾਲ ਕਰੋ।
เรี ยน: ถ้าคุณพูดภาษาไทยคุณสามารถใช้บริ การช่วยเหลือทางภาษาได้ฟรี โทร 800-722-1471 (TTY: 711).
ACHTUNG: Wenn Sie Deutsch sprechen, stehen Ihnen kostenlos sprachliche Hilfsdienstleistungen zur Verfügung. Rufnummer: 800-722-1471 (TTY: 711).
UWAGA: Jeżeli mówisz po polsku, możesz skorzystać z bezpłatnej pomocy językowej. Zadzwoń pod numer 800-722-1471 (TTY: 711).
ATANSYON: Si w pale Kreyòl Ayisyen, gen sèvis èd pou lang ki disponib gratis pou ou. Rele 800-722-1471 (TTY: 711).
ATTENTION : Si vous parlez français, des services d'aide linguistique vous sont proposés gratuitement. Appelez le 800-722-1471 (ATS : 711).
ATENÇÃO: Se fala português, encontram-se disponíveis serviços linguísticos, grátis. Ligue para 800-722-1471 (TTY: 711).
ATTENZIONE: In caso la lingua parlata sia l'italiano, sono disponibili servizi di assistenza linguistica gratuiti. Chiamare il numero 800-722-1471 (TTY: 711).
. تماس بگیريد800-722-1471 (TTY: 711)  با. تسهیالت زبانی بصورت رايگان برای شما فراهم می باشد، اگر به زبان فارسی گفتگو می کنید: توجه
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