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Health Insurer
123 Insurance Way
Anywhere, IL  012345	
DATE
RE:		Claim # XXXXXXXXXXX
Insured:	NAME (ID# XXXXXXXXXXX)
Claimant:	NAME (DOB Mo-Day-Year)
To Whom It May Concern:
I am writing to appeal the decision to deny coverage of my prophylactic bilateral mastectomy by [Health Plan Name]. I have a significant family history of early onset, aggressive breast and other cancers. Accordingly, I have been advised to undergo increased screening for breast cancer. Due to my strong family history of cancer, I had genetic testing to determine if I carry an inherited genetic mutation associated with an increased risk of cancer.  I would like to note that [Health Plan Name] paid for this testing.  While no known mutation was found, [Risk Assessment Tool] indicates that my risk of breast cancer is XX%.[footnoteRef:1]  To put this in perspective, the average woman has a 13% risk of breast cancer in her lifetime.  [1:  Estimate calculated using the [Risk Assessment Tool]. This is a well-studied, evidence-based model for predicting breast cancer risk. ] 

While genetic testing was not able to identify a specific gene mutation responsible for the cancers in my family, my breast cancer risk is comparable to that of a woman with a genetic mutation. Most experts agree that women with a lifetime risk of breast cancer exceeding 20% are considered “high risk.” For this reason, information and guidelines related to risk management for women with a known high-risk mutation such as BRCA are applicable. 
It is also important to note that ACOG Hereditary Cancer Syndromes and Risk Assessment explains that “… the results of genetic tests may be challenging to interpret without expert guidance. A positive result does not equate with a clinical diagnosis, and a negative result is not indicative of the absence of disease risk …. The context of type of test performed, and other health factors including family history must be considered.”[footnoteRef:2] [2:  ACOG Hereditary Cancer Syndromes and Risk Assessment December 2019 (https://www.acog.org/clinical/clinical-guidance/committee-opinion/articles/2019/12/hereditary-cancer-syndromes-and-risk-assessment)] 

The U.S. Preventive Services Task Force (USPSTF) BRCA-Related Cancer: Risk Assessment, Genetic Counseling, and Genetic Testing guidelines give a “Grade: B” to screening women who may be at high risk of breast, ovarian, tubal, or peritoneal cancer. “Women with a positive result on the risk assessment tool should receive genetic counseling and, if indicated after counseling, genetic testing.”[footnoteRef:3]  The clinical value of identifying people at increased risk of cancer lies in an individual’s ability to access appropriate, evidence-based screening and preventive services that lower the risk of cancer.  As such, USPSTF guidelines indicate, “In general, women with harmful BRCA1/2 mutations are managed with a variety of interventions to lower future cancer risk. This includes intensive screening, risk-reducing medications, and risk-reducing mastectomy and salpingo-oophorectomy.” [Exhibit A].  [3:  BRCA-Related Cancer: Risk Assessment, Genetic Counseling, and Genetic Testing, August 2019
(https://www.uspreventiveservicestaskforce.org/Page/Document/RecommendationStatementFinal/brca-related-cancer-risk-assessment-genetic-counseling-and-genetic-testing1)] 

The National Cancer Institute says, “Bilateral mastectomy has been shown to reduce the risk of breast cancer by at least 95% in women who have a harmful (disease-causing) variant in the BRCA1 gene or the BRCA2 gene and up to 90% in women who have a strong family history of breast cancer.”[footnoteRef:4] The USPSTF and Journal of the American Medical Association (JAMA) reference studies of high-risk women and women with genetic mutations stating that a risk-reducing ‘Bilateral mastectomy was associated with a 90% to 100% reduced breast cancer incidence.”5 There is broad consensus among clinical organizations about the benefits of risk-reducing surgery in high-risk women.   [4:  Surgery to Reduce the Risk of Breast Cancer (www.cancer.gov/types/breast/risk-reducing-surgery-fact-sheet)
5 Risk Assessment, Genetic Counseling, and Genetic Testing for BRCA-Related Cancer (https://jamanetwork.com/journals/jama/fullarticle/2748515)] 

The National Comprehensive Cancer Network [Exhibit B], American Congress of Obstetricians and Gynecologists (ACOG) [Exhibit C], National Cancer Institute [Exhibit D], and others recommend the option of bilateral prophylactic mastectomy, also known as a risk-reducing mastectomy (RRM), for women with certain genetic mutations and those over the 20% breast cancer risk threshold.   
The vast majority of health insurers, including Aetna and BlueCross BlueShield, consider prophylactic mastectomy “medically necessary” for the reduction of breast cancer risk in certain women [Exhibit E and F]. I meet the clinical standards outlined in these policies, including family history of early-onset breast cancer and dense breasts [Exhibits E and F].  No woman wants to undergo a mastectomy but given the exceptional risk of cancer, women like me are faced with a difficult choice—live in constant fear with the threat of aggressive and sometimes fatal disease or opt for surgery to help maintain their health.
Given my significant breast cancer risk, this surgery meets the criteria for medical necessity. With the evidence provided herein, I respectfully request that you allow me to be proactive with my health.  Ultimately, the cost of risk-reducing mastectomy with reconstruction is far less expensive than a breast cancer diagnosis—which would involve not only surgery and reconstruction, but chemotherapy, radiation, extensive time out of work, etc.  
Thank you for your consideration. Your prompt attention to this appeal is greatly appreciated.
Sincerely,
[Signature]


Exhibit A

Source: https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/brca-related-cancer-risk-assessment-genetic-counseling-and-genetic-testing









Exhibit B

Source: https://www.nccn.org/professionals/physician_gls/pdf/genetics_bop.pdf





Exhibit B (continued)

	

Source: https://www.nccn.org/professionals/physician_gls/pdf/genetics_bop.pdf


Exhibit C




Source: www.sgo.org/wp-content/uploads/2012/09/PB-182.pdf




Exhibit D 

Surgery to Reduce the Risk of Breast Cancer


Source: https://www.cancer.gov/types/breast/risk-reducing-surgery-fact-sheet



Exhibit E 
Breast and Ovarian Cancer Susceptibility Gene Testing, Prophylactic Mastectomy, and Prophylactic Oophorectomy
Source: https://www.aetna.com/cpb/medical/data/200_299/0227.html



Exhibit F 
Prophylactic Mastectomy

Source: https://www.bcbsnd.com/providers/policies-precertification/medical-policy/p/prophylactic-mastectomy
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Clinical Summary: Risk Assessment, Genetic Counseling, and Genetic Testing for BRCA-Related Cancer

Population

Women with a personal o family history of breast, ovarian, tubal,
‘or peritoneal cancer or who have an ancestry associated with
BRCA1/2 gene mutations

Women whose personal or family history or ancestry is not
associated with potentially harmful BRCA1/2 gene mutations

Recommendation

Assoss with an appropriate briof familial risk assessment
tool.

Grade: B

Do not perform routine risk assessment, genatic counseling,
‘or geneic tosting.

Grade: D

Risk Assessment

Patients with family or personal histories of breast, ovarian, tubal, or peritoneal cancer or ancesiry associated with harmful BRCA1/2
‘mutations should be assessed using a famillal risk assessment 1ool. The USPSTF found adequate evidence that these tools are.
‘accurate in identifying women with increased likelihood of BRCA1/2 mutations. Tools evaluated by the USPSTF include the Ontario
Family History Assessment Tool, Manchester Scoring System, Referral Screening Tool, Pedigree Assessment Tool, 7-Question
Family History Screening Tool, International Breast Cancer Intervention Study instrument (Tyrer-Cuzick), and brief versions of
BRCAPRO. These tools should be used to guide referrals to genetic counseling.

Genetic
Counseling

‘Genetic counseling about BRCA1/2 mutation testing should be done by rained health professionals, including suitably trained primary
care providers. The process of genetic counseling includes detailed kindred analysis and risk assessment for potentially harmiul
BRCA1/2 mutations. It also includes identfication of candidates for testing, patient education, discussion of the benefits and harms of
genetic testing, interpretation of results after testing, and discussion of management options.

Genetic Tosting

Tests for BRCA1/2 mutations are highly sensitive and specific for known mutations. Testing for BRCA1/2 mutations should be done
‘when an individual has personal or family history that suggests an inherited cancer susceplibilty, when an individual is willng to see a
health professional who is suitably trained to provide genetic counseling and interpret test results, and when test results will aid in
decision making.

Troatment and

In general, women with harmful BRCA1/2 mutations are managed with a variety of interventions to lower future cancer risk. This
includes intensive screening, risk-reducing medications, and risk-reducing mastectomy and salpingo-oophorectomy.

Relevant USPSTF
Recommendations

‘The USPSTF recommends that ciiicians offer o prescribe risk-reducing medications such as tamoxifen, raloxifene, or aromatase
inhibitors to women at increased risk for breast cancer and at low risk for adverse medication effects. It recommends against the
routine use of medications for risk reduction of primary breast cancer in women not atincreased risk for breast cancer. The USPSTF
recommends against screening for ovarian cancer in women. This recommendation does not apply to women with known genetic
‘mutations that increase their risk for ovarian cancer (eg, BRCA1/2 mutations). The USPSTF found insufficient evidence to assess the.
balance of benefits and harms of performing screening pelvic examinations in asymptomatic women for the early detection and
treatment of a range of gynecologic conditions.
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PRINCIPLES OF CANCER RISK ASSESSMENT AND COUNSELING

« Nogative results:

» These results reduce concern for cancer risk. However, the individual may still have increased cancor risk based on personal and family
history. Also, other family members may have a PILP variant that the tested individual did not inherit.

» Although nogative rosults of genetic testing are generally reassuring, other reasons that a patient can tost negative include:

1) Agene PILP variant may exist in the gene that was not recognized dus to limitations in technology.
2) PILP variants oxist in genes that were not evaluated by this testing.
3) Family members may harbor a PILP variant that the patient may not have inherited.

» Other family members may be appropriate candidates for testing, both to assess their own cancer risk as wall as to clarify the overall
contribution of known PILP variants to the family history. If another family member tosts positive for a PILP variant, this might lower
‘concern for the individuals who tosted negative. The determination of a “true nogative” result dopends on the spocific family history of
cancer, the specific PILP variant found, and the relationship to the family member(s) who tested positive.
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PRINCIPLES OF CANCER RISK ASSESSMENT AND COUNSELING

+Variants of uncertain significance (VUS)
» VUS are alterations in the genetic code for which the impact on protein function is uncertain.
+ VUS are common, particularly with the use of large muitigene panels. The more genes that are included on a genetic testing panel, the
more likely a VUS wil be identified. 20
» VUS are more commonly found during genetic testing of Asian and Black individuals compared with non-Hispanic white i
» In VUS that are reclassified, approximately 80%-90% are reclassified as likoly benign or benign and 10%-20% as PILP?
» There are discordant variant interpretations across labs,  requiring careful counsaling and skilled interpretation. Resources are available
the available data supporting pathogenic consequences of specific variants and identify discropant results (g, hitps: /wyv.nchi.
.nih.goviclinvar; hitps://brcaexchange.org/about/app; cangene-canvaruk.org/canvig-uk).
» VUS should not be used to alter medical management.In the event additional discussion is needed for classification and management,
additional genetic expertise is recommended. Screening and risk reduction strategies should be recommended on the basis of personal

uals 20

) may be a consideration to further define functional impact of variants. Testing family membors for a VUS
‘should not be don for clinical s, unless there are data to support discrepancy in interpretation of results. Consider  reforral to
rosearch studios that aim to define the functional impact of variants such as variant reclassification programs through clinical labs or
rogistrios.
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Hereditary Breast and Ovarian Cancer Syndrome

Other Hereditary Breast and Ovarian Cancer Syndrome Mutations

In addition to BRCAI and BRCA2, other genes are implicated in hereditary breast and ovarian cancer
syndrome, These other genes may account for up to 25% of hereditary ovarian cancer risk (4). Although a
comprehensive review of each individual gene is outside the scope of this Practice Bulletin, patients found
to have pathogenic variants ted genes (Table 1) may benefit from risk-reduction
management strategies for breast cancer, ovarian cancer, or both. The National Comprehensive Cancer
Network guidelines are updated annually and may serve as a contemporary reference (17),
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How effective is risk-reducing mastectomy?

Bilateral mastectomy has been shown to reduce the risk of breast cancer by at least 95% in women who have a harmful (disease-
causing) variant in the BRCAT gene or the BRCA2 gene and up to 90% in women who have a strong family history of breast cancer (6-
9). (itis important to keep in mind that mastectomy is not 100% effective at reducing risk because it is impossible to remove all the
breast tissue that may be at risk of becoming cancerous in the future.)

Who should consider having surgery to reduce their risk of breast cancer?

People who are known to have inherited a harmful mutation that greatly increases their risk of developing breast cancer may
consider having bilateral risk-reducing mastectomy to reduce this risk. This includes women and trans men who have not had “top”

surgery.

People who have a high risk of breast cancer but are not known to have inherited a harmful mutation may want to discuss with their
doctors the possible benefits and harms of risk-reducing mastectomy in their situation. Such people include those with pleomorphic
lobular carcinoma in situ (PLCIS) plus a strong family history of breast cancer and those who have had radiation therapy to the chest

(including the breasts) before age 30 years.
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1. Medical Necessity

A, Prophylactic Mastectomy

1. Aetna considers prophylactic mastectomy medically necessary for reduction
of risk of breast cancer in any of the following categories of high-risk women:

2. Women diagnosed with breast cancer at 45 years of age or younger; or

b. Women who are at increased risk for specific mutation(s) due to ethnic
background (for instance: Ashkenazi Jewish descent) and who have one or
more relatives with breast cancer or epithelial ovarian cancer at any age; or

. Wormen who carry a germline genetic mutation in the CDH?, TP53, PTEN or
PALB2 genes; or

d. Women who possess BRCAT or BRCA2 mutations confirmed by molecular
susceptibility testing for breast and/or epithelial ovarian cancer; or

. Women who received radiation treatment to the chest between ages of 10
and 30 years, such as for Hodgkin disease; or

f.Women with a first- or second-degree male relative with breast cancer
(Note: Prophylactic removal of contralateral breast tissue is considered
medically necessary in men with breast cancer.); or

£ Women with multiple primary or bilateral breast cancers in a first- or
second-degree blood relative; or

h. Women with multiple primary or bilateral breast cancers; or

.. Women with one or more cases of epithelial ovarian cancer and one or

more first- or second-degree blood relatives on the same side of the family

with breast cancer; or

J- Women with three o more affected first- or second-degree blood relatives
onthe same side of the family, irrespective of age at diagnosis; or

k. Wormen with atypical hyperplasia of lobular or ductal origin and/or lobular
carcinoma in situ (LCIS) confirmed on biopsy with dense, fibronodular
breasts that are mammographically or clinically difficult to evaluate.
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1. Medical Necessity

A, Prophylactic Mastectomy

1. Aetna considers prophylactic mastectomy medically necessary for reduction
of risk of breast cancer in any of the following categories of high-risk women:

2. Women diagnosed with breast cancer at 45 years of age or younger; or

b. Women who are at increased risk for specific mutation(s) due to ethnic
background (for instance: Ashkenazi Jewish descent) and who have one or
more relatives with breast cancer or epithelial ovarian cancer at any age; or

. Wormen who carry a germline genetic mutation in the CDH?, TP53, PTEN or
PALB2 genes; or

d. Women who possess BRCAT or BRCA2 mutations confirmed by molecular
susceptibility testing for breast and/or epithelial ovarian cancer; or

. Women who received radiation treatment to the chest between ages of 10
and 30 years, such as for Hodgkin disease; or

f.Women with a first- or second-degree male relative with breast cancer
(Note: Prophylactic removal of contralateral breast tissue is considered
medically necessary in men with breast cancer.); or

£ Women with multiple primary or bilateral breast cancers in a first- or
second-degree blood relative; or

h. Women with multiple primary or bilateral breast cancers; or

.. Women with one or more cases of epithelial ovarian cancer and one or

more first- or second-degree blood relatives on the same side of the family

with breast cancer; or

J- Women with three o more affected first- or second-degree blood relatives
onthe same side of the family, irrespective of age at diagnosis; or

k. Wormen with atypical hyperplasia of lobular or ductal origin and/or lobular
carcinoma in situ (LCIS) confirmed on biopsy with dense, fibronodular
breasts that are mammographically or clinically difficult to evaluate.
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Criteria
Coverage is subject to the specific terms of the member's benefit plan.

Prophylactic mastectomy may be considered medically necessary when ONE or more of the following risk factors are present:
- Those with a strong family history of breast cancer such as:
- Afamily history of breast cancer in multiple first-degree relatives and/or multiple successive generations of family members
with breast and/or ovarian cancer (family cancer syndrome); and
- The individual’s risk of breast cancer is elevated on a validated assessment tool such as the Breast Cancer Risk Calculator,
Gail Model, or Tyrer-Cuzick Risk Calculator; and
- The individual has undergone counseling form an appropriate provider such s gynecologist, breast surgeon or genetic
counselor to quantitate their risk; or

-« Individual has tested positive for BRCAT, BRCA2, TP53, PTEN, PALB2, CDH1, STK11 gene mutations; or another gene variant
associated with high isk; or
= Highvisk histology: Atypical ductal or lobular hyperplasia, or lobular carcinoma in situ confirmed on biopsy; or

-+ Individuals with such extensive mammographic abnormalites (e.g, calcifications), cystic/dense breast tissue) that adequate
biopsy is impossible; or

= Individuals with a personal history of breast cancer making it more likely to develop a new cancer in the opposite breast; or
-« Individuals who received radiation therapy to the thoracic region before the age of 30 (e.g. radiation to treat Hodgkins disease) .

Mastectomy of the contralateral breast may be considered medically necessary when ONE or more of the following situations exists:

-« For isk reduction in individuals at high risk for a contralateral breast cancer as stated above; or

-« Forindividuals in whom subsequent surveillance of the contralateral breast would be difficult such as for
- Dense breast tissue as shown clinically o mammographically; or
- Diffuse and/or indeterminate calcifications; or

- Forimproved symmetry in individuals undergoing mastectomy with reconstruction for the index cancer who:
- Have alarge and/or ptotic contralateral breast; or
- Disproportionately sized contralateral breast.

Coverage for reconstructive breast surgery is provided for individuals undergoing covered prophylactic mastectomies.

Prophylactic mastectomy for any other reason is considered not medically necessary.
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Policy ID: 5-163-022 Applies To: Commercial and Medicaid Expansion
Section: Surgery

Effective Date: November 01, 2019
Revised Date: September 25, 2024
Revision Effective Date: October 01, 2024

Last Reviewed: September 17, 2024

Description

Prophylactic mastectomy is defined as the removal of the breast in the absence of malignant disease. Prophylactic
mastectomies may be performed in women considered at high risk of developing breast cancer, either due to a
family history, presence of a BRCA1, BRCA2, TP53, PTEN, PALB2, CDH1, STK11 gene mutation, or another gene
variant associated with high risk; or the presence of lesions associated with an increased cancer risk.
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Criteria
Coverage is subject to the specific terms of the member's benefit plan.

Prophylactic mastectomy may be considered medically necessary when ONE or more of the following risk factors are present:
- Those with a strong family history of breast cancer such as:
- Afamily history of breast cancer in multiple first-degree relatives and/or multiple successive generations of family members
with breast and/or ovarian cancer (family cancer syndrome); and
- The individual’s risk of breast cancer is elevated on a validated assessment tool such as the Breast Cancer Risk Calculator,
Gail Model, or Tyrer-Cuzick Risk Calculator; and
- The individual has undergone counseling form an appropriate provider such s gynecologist, breast surgeon or genetic
counselor to quantitate their risk; or

-« Individual has tested positive for BRCAT, BRCA2, TP53, PTEN, PALB2, CDH1, STK11 gene mutations; or another gene variant
associated with high isk; or
= Highvisk histology: Atypical ductal or lobular hyperplasia, or lobular carcinoma in situ confirmed on biopsy; or

-+ Individuals with such extensive mammographic abnormalites (e.g, calcifications), cystic/dense breast tissue) that adequate
biopsy is impossible; or

= Individuals with a personal history of breast cancer making it more likely to develop a new cancer in the opposite breast; or
-« Individuals who received radiation therapy to the thoracic region before the age of 30 (e.g. radiation to treat Hodgkins disease) .

Mastectomy of the contralateral breast may be considered medically necessary when ONE or more of the following situations exists:

-« For isk reduction in individuals at high risk for a contralateral breast cancer as stated above; or

-« Forindividuals in whom subsequent surveillance of the contralateral breast would be difficult such as for
- Dense breast tissue as shown clinically o mammographically; or
- Diffuse and/or indeterminate calcifications; or

- Forimproved symmetry in individuals undergoing mastectomy with reconstruction for the index cancer who:
- Have alarge and/or ptotic contralateral breast; or
- Disproportionately sized contralateral breast.

Coverage for reconstructive breast surgery is provided for individuals undergoing covered prophylactic mastectomies.

Prophylactic mastectomy for any other reason is considered not medically necessary.
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Policy ID: 5-163-022 Applies To: Commercial and Medicaid Expansion
Section: Surgery

Effective Date: November 01, 2019
Revised Date: September 25, 2024
Revision Effective Date: October 01, 2024

Last Reviewed: September 17, 2024

Description

Prophylactic mastectomy is defined as the removal of the breast in the absence of malignant disease. Prophylactic
mastectomies may be performed in women considered at high risk of developing breast cancer, either due to a
family history, presence of a BRCA1, BRCA2, TP53, PTEN, PALB2, CDH1, STK11 gene mutation, or another gene
variant associated with high risk; or the presence of lesions associated with an increased cancer risk.
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