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Previvor - BRCA
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].  Genetic testing confirmed that I carry a BRCA genetic mutation which puts me at significantly increased risk of breast and ovarian cancer.  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:1]  [1:  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 clinical value of identifying people with a BRCA mutation lies in an individual’s ability to access appropriate, evidence-based screening and preventive services that lower the risk for breast or ovarian 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.”1 [Exhibit A]  
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:2]  The Journal of the American Medical Association (JAMA) references studies of high-risk women and women with BRCA1/2 mutations  stating that a risk-reducing ‘Bilateral mastectomy was associated with a 90% to 100% reduced breast cancer incidence.”3 [2:  Surgery to Reduce the Risk of Breast Cancer www.cancer.gov/types/breast/risk-reducing-surgery-fact-sheet
3 https://jamanetwork.com/journals/jama/fullarticle/2748515] 

There is broad consensus among clinical organizations about the benefits of risk-reducing surgery in women with BRCA mutations.  The National Comprehensive Cancer Network (NCCN) [Exhibit B], American College of Obstetricians and Gynecologists (ACOG) [Exhibit C], European Society for Medical Oncology (ESMO) Annals of Oncology [Exhibit D], National Cancer Institute [Exhibit E] and others recommend bilateral prophylactic mastectomy, also known as a risk-reducing mastectomy (RRM), for women with BRCA mutations.   
Most insurers, including Blue Cross and Aetna plans, consider prophylactic mastectomy “medically necessary” for reduction of risk of breast cancer in high-risk women who possess BRCA1 or BRCA2 mutations [Exhibit F and G]. No woman wants to remove her breasts but given the exceptionally high risk of cancer (up to 87% lifetime risk), women with these mutations are faced with a difficult choice—live in constant fear with the threat of aggressive and often fatal cancer or opt for surgery to help maintain one’s health.
In summary, this surgery is medically necessary. Exclusion of risk-reducing procedures for high-risk women does not align with national medical guidelines and the current standard of care. 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
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Exhibit C




https://www.acog.org/clinical/clinical-guidance/committee-opinion/articles/2019/12/hereditary-cancer-syndromes-and-risk-assessment

Exhibit D

‘BRRM’ = Bilateral Risk-Reducing Mastectomy

Source: https://www.annalsofoncology.org/article/S0923-7534(22)04193-X/fulltext


Exhibit E



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








Exhibit F





Exhibit F (continued)



Source: https://mcgs.bcbsfl.com/MCG?mcgId=02-12000-15&pv=false










Exhibit G
Breast and Ovarian Cancer Susceptibility Gene Testing, Prophylactic Mastectomy, and Prophylactic Oophorectomy

Source: https://www.aetna.com/cpb/medical/data/200_299/0227.html
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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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Most Common Hereditary Cancer Syndromes
Related to Gynecologic Cancer

Hereditary Breast and Ovarian Cancer Syndrome

Hereditary breast and ovarian cancer syndrome is caused most commonly by
‘germline pathogenic variants in one of the autosomal dominant DNA repair genes
BRCAT and BRCA2. However, genes such as ATM, BRIP1, CDH1, CHEK2, NBN, NF1,
PALBZ, RAD51C, RAD51D and others are also implicated in a significant number of
hereditary breast and ovarian cancer syndromes (1. 13 . Some of these genes.
(CDH1, CHEK?) are considered actionable for their increased breast cancer risk,
but there s insufficient evidence for a clear increased risk for ovarian cancer. Other
genes (BRIP1, RAD51C, RAD51D) are associated with an increased ovarian cancer
risk without increased breast cancer risk. Although most cases of breast cancer
‘and ovarian cancer in the United States occur sporadically, pathogenic BRCAT and
[BRCAZmutations are present in 5-15% of cases of these types of cancer 4
Pathogenic variants in BRCAZ also can be associated with pancreatic cancer and
melanoma. In men, pathogenic variants in BRCA2 are associated with breast
cancer and prostate cancer. Therefore, it is important to ask male and female
relatives about maternal and paternal ancestry. Hereditary breast and ovarian
cancer syndrome, as well as many of the other hereditary cancer syndromes,
displays incomplete penetrance (ie, not everyone with a gene mutation will develop
‘cancer). Women with hereditary breast and ovarian cancer syndrome have a 65—
74% lifetime risk of breast cancer and a 30-46% (BRCAT) or a 12-20% (BRCA2)
tisk of ovarian cancer 1 16 and are recommended for screening o risk-reducing
surgery, or both, to improve cancer morbidity and mortality and overall mortality

47 . The carrier frequency of hereditary breast and ovarian cancer syndrome s,
‘approximately 1 in 500 individuals in the general population, but it has a prevalence
of 1in 40 individuals in the Ashkenazi Jewish population 18
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Recommendations

+ BRRM s the most effective method for reducing breast cancer risk for BRCAy/2 carriers and should be discussed in the context of
individually tailored decision making [B].

+ BRRM should be discussed in carriers of other high-risk genes alongside family history—TPs3, PTEN, STK1, CDHz and PALB2 [].

+ NSM s a reasonable alternative to TM [C].

+ Immediate reconstruction is safe and should be offered [C].

+ In women with stage I-1II high-risk PV-associated breast cancer (not including TPs3), breast conservation with therapeutic
radiation is a safe alternative to RRM. RRM should be considered within the context of disease prognosis, risks and benefits and
patient preference [C].

+ In women with ovarian cancer (including early and advanced stages at diagno:

in a prolonged remission, RRM may be

considered on a case-by case basis [C].
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Risk-reducing surgery

BRRM is the most effective method for reducing breast cancer risk among BRCA1/2 PV carriers. High
consider RRM are those with PVs in other high-risk genes: TPs3, PTEN, STK1z, CDH and PALB2. For these rare and less known PVs,
idualised risk assessment.# In all affected high-risk PV carriers,

sk carriers who may wish to

RRM should be discussed after careful consideration of indi

contralateral RRM (CRRM) lessens the incidence of contralateral breast cancer without proven impact on overall survival 44

BRRM reduces the risk of breast cancer by ~90% depending on the study and type of surgery carried out.% No randomised
controlled studies of this procedure have been carried out. One study reported a benefit in disease-specific survival in BRCAL

carriers despite limitations in the control group.#*

The benefits of RRM are likely greatest if carried out from the age of 30 (until the age of 30, the cumulative risk of breast cancer for
BRCA1 and BRCA2 carriers is only 4%)

however, beyond age 55, the evidence for benefit is weak.5® Ultimately, the decision

regarding if and when to perform RRM is determined by patient preference and may be influenced by family history.

BRRM is an extensive procedure that needs to be carefully discussed taking into consideration benefits, complications and
psychosocial impact ** A variety of techniques exist: ranging from total mastectomy (TM) to skin-sparing mastectomy (SSM) and
nipple-sparing mastectomy (NSM), which aim to improve cosmetic results. Limited data suggest NSM provides similar risk
reduction and possibly superior cosmetic outcomes than TM or SSM; however, follow-up is limited.** Immediate breast

reconstruction should be offered.
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Can surgery be used to reduce someone’s risk of breast cancer?

Yes. Risk-reducing (also called preventive or prophylactic) surgery can lower the risk of breast cancer in people who are at very high
risk, such as women who carry a harmful mutation in a breast cancer susceptibility gene such as BRCAT, BRCA2, P53, or PTEN.

The main type of surgery to reduce breast cancer risk is the removal of both breasts, called bilateral risk-reducing mastectomy (or
bilateral prophylactic mastectomy). The surgery may be a total mastectomy, in which the nipple and areola are removed, or a
nipple-sparing mastectomy, which preserves the nipple and areola. Total mastectomy provides slightly more risk reduction, whereas
nipple-sparing mastectomy allows for more natural-looking breasts after breast reconstruction surgery (1).

A second type of risk-reducing surgery is the removal of both ovaries (bilateral prophylactic oophorectomy) or of the ovaries and
the fallopian tubes (bilateral prophylactic salpingo-oophorectomy, also called risk-reducing salpingo-oophorectomy). This
surgery s often used to reduce the risk of ovarian and failopian tube cancer in those who are at high risk for the disease because of
inherited harmful changes in BRCAT, BRCAZ, and several other genes. Some studies have suggested that risk-reducing salpingo-
ophorectomy also reduces the risk of breast cancer in women at high risk, but other studies have not shown such a reduction (2-5).

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.
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Prophylactic mastectomy meets the definition of medical necessity for members at high risk of breast
cancer.

Prophyactic mastectomy meets the defnition of medicalnecessity for members with extensive
mammographic abnormalites (L., calcfications) that adequate biopsy or excsion s impossible.
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Subject: Prophylactic Mastectomy

THIS MEDICAL COVERAGE GUIDELINE IS NOT AN AUTHORIZATION, CERTIFICATION, EXPLANATION OF BENEFITS, OR A
‘GUARANTEE OF PAYMENT, NOR DOES IT SUBSTITUTE FOR OR CONSTITUTE MEDICAL ADVICE. ALL MEDICAL DECISIONS ARE
'SOLELY THE RESPONSIBILITY OF THE PATIENT AND PHYSICIAN. BENEFITS ARE DETERMINED BY THE GROUP CONTRACT,
MEMBER BENEFIT BOOKLET, AND/OR INDIVIDUAL SUBSCRIBER CERTIFICATE N EFFECT AT THE TIME SERVICES WERE
RENDERED, THIS MEDICAL COVERAGE GUIDELINE APPLIES TO ALL LINES OF BUSINESS UNLESS OTHERWISE NOTED IN THE
"PROGRAM EXCEPTIONS SECTION.
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DESCRIPTION:

prophyactic mastectomy (riskreducing mastectomy) s defined s th removal f the breastn the
absence of malignant disease to reduce the isk of reast cancer occurrence.

‘Summary and Analysis of Evidence: According to the NCCN guideline (2024), “Risk-reducing
mastectomy should generally be considered in individuals with a pathogenic/likely pathogenic genetic
Variant in high penetrance breast cancer susceptibity genes compelling family history, or those
receiving chest wall radiation before 30 years of age. Risk-reducing mastectomy should generall be:
considered in individuals with a pathogeni/likely pathogenic genetic variant n high penetrance breast
cancer susceptibilty genes compelling family history, or those receiving chest wall radiation before 30
years of age.”

Bilateral prophylactc mastectomy has been shown to reduce the rsk of breast cancer by at least 95
percent in women who have a deleterious (disease-causing) mutation in the BRCA1 gene of the BRCAZ
gene and by up to 80 percent in women who have a strong family history of breast cancer. Risk-reducing
(also called preventive or prophylaciic) surgery can lower the risk of breast cancer in people who are at
Very high risk, such as women who carry a harmful mutation in a breast cancer susceptibilty gene such
a5 BRCA1, BRCA2, TP53, or PTEN. The main type of surgery o reduce breast cancer risk is the removal
of both breasts, called bilateral isk-reducing mastectomy (or biateral prophytactic mastectomy) (NC,
2024).
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Prophylactic mastectomy meets the definition of medical necessity for members at high risk of breast
cancer.

Prophyactic mastectomy meets the defnition of medicalnecessity for members with extensive
mammographic abnormalites (L., calcfications) that adequate biopsy or excsion s impossible.
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risk of breast cancer may be defined as one or more of the following:
« Lobular carcinoma in situ; OR
+ Aknown BRCA1 or BRCA2 mutation; OR

« Another gene mutation associated with increased risk of breast cancer (e.g., PTEN, TP53, CDH1,
STK11, PALB2); OR

« LiFraumeni syndrome or Cowden syndrome or Bannayan-Riley-Ruvalcaba syndrome or a first-
degree relative with one of these syndromes; OR.

« High risk (fetime risk about 20% or greater) of developing breast cancer as identified by models
that are largely defined by family history after negative mutation testing; OR

« Received radiation therapy o the chest between 10 and 30 years of age.
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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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