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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. In my most recent breast MRI, a suspicious mass was discovered. A biopsy revealed that I have atypical ductal hyperplasia (ADH) and lobular carcinoma in situ (LCIS).  ADH is an abnormal pattern of cell growth which has characteristics similar to ductal carcinoma in-situ (DCIS), when the cells that line the milk ducts of the breast have become cancerous. LCIS indicates areas of abnormal cell growth that increase one’s risk of developing invasive breast cancer. As such, ADH and LCIS are precursors to breast cancer. 
Due to my LCIS and ADH diagnoses, and strong family history of cancer, I recently had genetic testing to determine if I carry an inherited genetic mutation associated with increased risk of cancer.  I would like to note that Medical Mutual 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 12% risk of breast cancer in her lifetime.  [1:  Estimate calculated using the XYZ Model. This is a well-studied, widely available model for predicting breast cancer risk. This model includes the most comprehensive set of variables and is the most sensitive of all the models for detecting risk for breast cancer. It is the only model to account for both personal and extensive family history risk factors] 

While genetic testing was not able to identify a specific gene responsible for the cancers in my family, my breast cancer risk is comparable to that of a woman with a BRCA 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. 
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 positive screening results should receive genetic counseling and, if indicated after counseling, BRCA testing.”[footnoteRef:2]  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 that “risk-reducing surgery (e.g. mastectomy or salpingo-oophorectomy)” is a recommended intervention for women at high risk of breast cancer [Exhibit A].  [2:  BRCA-Related Cancer: Risk Assessment, Genetic Counseling, and Genetic Testing, August 2019 (https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/brca-related-cancer-risk-assessment-genetic-counseling-and-genetic-testing)] 

The National Cancer Institute says, “Bilateral prophylactic mastectomy has been shown to reduce the risk of breast cancer by at least 95 percent in women” who are high-risk.[footnoteRef:3] There is broad consensus among clinical organizations about the benefits of risk-reducing surgery in high-risk women.  The National Cancer Institute Network (NCCN) [Exhibit B], National Comprehensive Cancer [Exhibit C], American Congress of Obstetricians and Gynecologists (ACOG) [Exhibit D], American Society of Clinical Oncology (ASCO) [Exhibit E] and others recommend 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.    [3:  Surgery to Reduce the Risk of Breast Cancer (www.cancer.gov/types/breast/risk-reducing-surgery-fact-sheet)] 

The ACOG Guidelines for Managing Hereditary Breast and Ovarian Cancer Syndrome explain that “Current testing methods cannot identify all mutations that exist in BRCA genes. Studies suggest that breast cancer is caused by a BRCA mutation in less than one half of families with four or more cases of breast cancer but no cases of ovarian cancer. Women with a personal or family history of breast cancer who test negative for a BRCA mutation should be treated based on their family history.”[footnoteRef:4] [4:  American Family Physician, Practice Guidelines, ACOG Guidelines for Managing Hereditary Breast and Ovarian Cancer Syndrome (https://www.aafp.org/afp/2009/1215/p1505.html)] 

The vast majority of health insurers, including Aetna and BlueCross BlueShield, consider “prophylactic mastectomy medically necessary for reduction of risk of breast cancer” in certain women. I meet the clinical standards outlined in these policies, including family history of early-onset breast cancer and dense breasts [Exhibits F and G].  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
[image: ]
Source:
https://www.uspreventiveservicestaskforce.org/uspstf/recommendation/brca-related-cancer-risk-assessment-genetic-counseling-and-genetic-testing (Clinician Summary in PDF)
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Source:  
https://www.cancer.gov/types/breast/risk-reducing-surgery-fact-sheet#q9
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Source: 
www.sgo.org/wp-content/uploads/2012/09/PB-182.pdf
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Source: 
www.asco.org/practice-guidelines/cancer-care-initiatives/genetics-toolkit/management-individuals-increased
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Source: www.aetna.com/cpb/medical/data/200_299/0227.html
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Source:
www.bcbsnd.com/providers/policies-precertification/medical-policy/p/prophylactic-mastectomy
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U.S. Preventive Services
TASK FORCE

RISK ASSESSMENT, GENETIC COUNSELING, AND GENETIC TESTING FOR BRCA-RELATED CANCER IN WOMEN
CLINICAL SUMMARY OF U.S. PREVENTIVE SERVICES TASK FORCE RECOMMENDATION

Population Asymptomatic women who have not been diagnosed with BRCA-related cancer

Recommendation Screen women whose family history may be associated with an
increased risk for potentially harmful BRCA mutations. Women Do not routinely recommend genetic counseling or BRCA
“With positive Screening results should receive genetic testing to women whose family history is not associated with an

‘counseling and, f indicated after counseling, BRCA testing. increased risk for potentially harmful BRCA mutations.
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increased risk for potentally harmful mutations, followed by genetic counsaling by suitably trained health care providers and genetic testing of
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‘Tests for BRCA mutations are highly sensitive and specifc for known mutations, but interpretation of results is complex and generally requires
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Two kinds of surgery can be performed to reduce the risk of breast cancer in a woman who has never been
diagnosed with breast cancer but is known to be at very high risk of the disease.

Awoman can be at very high risk of developing breast cancer f she has &strong family istory of breast

a deleterious (disease-causing) mutation in the BRCAT gene or the BRCA2 gene, or a
high-penetrance mutation in one of several other genes associated with breast cancer risk, such as P53 or
PTEN.

The most common risk-reducing surgery is bilateral prophylactic mastectomy (also called bilateral risk-
reducing mastectomy). Bilateral prophylactic mastectomy may involve complete removal of both breasts,
including the nipples (total mastectomy), or it may involve removal of as much breast tissue as possible while
leaving the nipples intact (subcutaneous or nipple-sparing mastectomy). Subcutaneous mastectomies preserve
the nipple and allow for more natural-looking breasts if a woman chooses to have breast reconstruction
surgery afterward. However, total mastectomy provides the greatest breast cancer risk reduction because
more breast tissue is removed in this procedure than in a subcutaneous mastectomy (1).

Even with total mastectomy, not all breast tissue that may be at risk of becoming cancerous in the future can
be removed. The chest wall, which is not typically removed during a mastectomy, may contain some breast
tissue, and breast tissue can sometimes be found in the armpit, above the collarbone, and as far down as the
abdomen—and it is impossible for a surgeon to remove all of this tissue.

The other kind of risk-reducing surgery is bilateral prophylactic salpingo-oophorectomy, which is sometimes
called prophylactic oophorectomy. This surgery involves removal of the ovaries and fallopian tubes and may be
done alone or along with bilateral prophylactic mastectomy in premenopausal women who are at very high
risk of breast cancer. Removing the ovaries in premenopausal women reduces the amount of estrogen that is
produced by the body. Because estrogen promotes the growth of some breast cancers, reducing the amount
of this hormone in the body by removing the ovaries may slow the growth of those breast cancers.

How effective are risk-reducing surgeries?

St mastany s e shoun
women who naiii leterious (disease-causing) mut gene or the BRCA2 gene and

2-5).

Bilateral prophylactic salpingo-oophorectomy has been shown to reduce the risk of ovarian cancer by
‘approximately 90 percent and the risk of breast cancer by approximately 50 percent in women at very high risk
of developing these diseases (1).
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BRCA PATHOGENIC/LIKELY PATHOGENIC
VARIANT-POSITIVE MANAGEMENT

WOMEN

- Breast awareness? starting at age 18 yeaps.

- Clinical breast exam. every 612 months,” starting at age 25 years.

+ Breast screening®"

» Age 25-29 years, annual breast MRI® screening with contrastf (or mammogram with consideration of tomosynthesis, only if MRI is
unavailable) or individualized based on family history if a breast cancer diagnosis before age 30 is present.

» Age 30-75 years, annual mammogram with consideration of tomosynthesis and breast MRI® screening with contrast.

» Age >75 years, management should be considered on an individual basis.

» For women with a BRCA pathogenic/likely pathogenic variant who are treated for breast cancer and have not had a bilateral mastectomy,
screening with annual mammogram with consideration of tomosynthesis and breast MRI should continue as described above.

+ Discuss option of risk-reducing mastectomy
» Counseling should include a discussion regarding degree of protection, reconstruction options, and risks. In addition, the family history and

residual breast cancer risk with age and life expectancy should be considered during counseling.

+ Recommend risk-reducing salpingo-oophorectomy (RRSO),9 typically between 35 and 40 years, and upon completion of child bearing.
Because ovarian cancer onset in patients with BRCA2 pathogenicilikely pathogenic variants is an average of 8~10 years later than in patients
with BRCA1 pathogenic/likely pathogenic variants, it is reasonable to delay RRSO for management of ovarian cancer risk until age 4045
years in patients with BRCA2 pathogenic/likely pathogenic variants unless age at diagnesis in the family warrants earlier age for consideration
of prophylactic surgery. See Risk-Reducing Salpingo-Oophorectomy (RRSO) Protocol in NCCN Guidelines for Ovarian Cancer - Principles of
Surgery.

» Counseling includes a discussion of reproductive desires, extent of cancer risk, degree of protection for breast and ovarian cancer,
management of menopausal symptoms, hormone replacement therapy, and related medical issues.

» Salpingectomy alone is not the standard of care for risk reduction, although clinical trials of interval salpingectomy and delayed
oophorectomy are ongoing. The concern for risk-reducing salpingectomy alone is that women are still at risk for developing ovarian cancer.
In addition, in premenopausal women, oopherectomy likely reduces the risk of developing breast cancer but the magnitude is uncertain and
may be gene-specific.

« Limited data suggest that there may be a slightly increased risk of serous uterine cancer ameng women with a BRCA1 pathogenic/likely
pathogenic variant. The clinical significance of these findings is unclear. Further evaluation of the risk of serous uterine cancer in the BRCA
population needs to be undertaken. The provider and patient should discuss the risks and benefits of concurrent hysterectomy at the time of
RRSO for women with a BRCA1 pathogenic/likely pathogenic variant prior to surgery. Women who undergo hysterectomy at the time of RRSO
are candidates for estrogen alone hormone replacement therapy, which is associated with a decreased risk of breast cancer compared to
combined estrogen and progesterone, which is required when the uterus is left in situ (Chlebowski R, et al. JAMA Oncol 2015;1:296-305).

« Address psychosocial and quality-of-life aspects of undergoing risk-reducing mastectomy andlor salpingo-oophorectomy.

« For those patients who have not elected RRSO, transvaginal ultrasound combined with serum CA-125 for ovarian cancer screening, although
of uncertain benefit, may be considered at the clinician’s discretion starting at age 30-35 y.

« Consider risk reduction agents as options for breast and ovarian cancer, including discussion of risks and benefits (See Discussion for details).
(See NCCN Guidelines for Breast Cancer Risk Reduction).

Eootnotes on
BRCA-A20f2

Hote: All recommendations are category 2A unless otherwise indicated.
Clinical Trials: NCCN believes that the best management of any patient with cancer is in a clinical trial. Participation in clinical rials s especially encouraged. | Continued

BRCA-A
10E2
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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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‘Table 1. Genetic Mutations Associated With Hereditary Breast and Ovarian Cancer Syndrome
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r Inaeased No increased k. Inuficent evdence.

BRCAT Incessed Increased Prostate

BrcA2 Inceased Increased Melanoms, pancres, postte

el Nolncresed ik Increased Insuficient evidence

ont ncreased No increased sk Stomach

cHek? Incessed Noincreased risk Colon

Lynch Syndrome Insufficent evdence Increased Colon, utern, rena peis,

Genes: MSH2, MLHI, smallbowel, and others

MSHS, PMS2, and EPCAM

Pats2 Increased No increasedrisk Unknown

PTEN Incessed Noincreased sk Cowden Syndrome.

RDSIC Noincreased ik Increased Unknown

D510 Nojincreased ik Increased Unknown

st Incresed ik Increased sk of sex cord Peutz-Jehger Syndrome
stomaltumors

53 Incessed No increasd risk U-Fraumeni Syndrome

nclade aopian e cancer andprimary pertanes caner,

VOL 130, NO. 3, SEPTEMBER 2017 Practice Bulletin  Hereditary Breast ond Ovarian Cancer Syndrome 111




image9.png
/ ™, The American College of
Obstetrcians and Gynecologists

ACOG PRACTICE BULLETIN

Noweea 182, Serrevsen 2017 (Replaces Practice Bulltin Nunber 103, April 2009)

Commits o Prctice Bl Gy, Comit g Gt Sty of GyscaogicOncogs. TP Bl ws decped by e
A Calles of Ot Gyt Comito o Prcis Bullt Gyelogy 2 Comiis n et i colsborsi WS
€ Mo, D, K L, MD, 2 by e Sy oGy Ocogy i clsboriovith Loy i, MD, 24 C. e onel, MD.

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),





image10.png
‘Table 1. Genetic Mutations Associated With Hereditary Breast and Ovarian Cancer Syndrome

Gene Breast Cancer isk Ovarian Cancer Risk' Other Cancer Risk

r Inaeased No increased k. Inuficent evdence.

BRCAT Incessed Increased Prostate

BrcA2 Inceased Increased Melanoms, pancres, postte

el Nolncresed ik Increased Insuficient evidence

ont ncreased No increased sk Stomach

cHek? Incessed Noincreased risk Colon

Lynch Syndrome Insufficent evdence Increased Colon, utern, rena peis,

Genes: MSH2, MLHI, smallbowel, and others

MSHS, PMS2, and EPCAM

Pats2 Increased No increasedrisk Unknown

PTEN Incessed Noincreased sk Cowden Syndrome.

RDSIC Noincreased ik Increased Unknown

D510 Nojincreased ik Increased Unknown

st Incresed ik Increased sk of sex cord Peutz-Jehger Syndrome
stomaltumors

53 Incessed No increasd risk U-Fraumeni Syndrome

nclade aopian e cancer andprimary pertanes caner,

VOL 130, NO. 3, SEPTEMBER 2017 Practice Bulletin  Hereditary Breast ond Ovarian Cancer Syndrome 111




image11.png
A ) \*  American Society of Clinical Oncology
7  Making a world of difference in cancer care

MANAGEMENT OF INDIVIDUALS AT INCREASED HEREDITARY RISK

Hereditary Breast and Ovarian Cancer

Individuals with hereditary breast and ovarian cancer (HBOC) should receive high-
risk screening for both breast and ovarian cancer and consider preventative or risk-
reducing surgeries. Breast cancer screening should include monthly breast self-exam
starting at age 18 and twice yearly clinical breast exam starting at age 25. Annual
screening breast MRI should be started between ages 25-30 with annual
mammogram added after age 30. Chemoprevention with tamoxifen has been
shown fo reduce breast cancer risk in the BRCA-positive population. Raloxifene and
aromatase inhibitors have been found to reduce risk of hormone-receptor positive
breast cancer in the general population; however, data on the efficacy of these
agents in the BRCA-positive population is lacking at this time. Preventative /risk-
reducing mastectomies remain the most complete way fo reduce the risk of breast
_ Ovarian cancer screening may include periodic

transvaginal ultrasound and serum CA-125 testing starting at ages 30-35.
Chemoprevention with oral contraceptives has been shown fo be effective in
preventing ovarian cancer for women with HBOC. Preventative/risk-reducing
salpingo-oophorectomy (RRSO) should be performed atf the completion of
childbearing. RRSO has been shown to decrease the risk of breast and ovarian
cancer and improve survival in women with BRCAT and BRCA2 mutations. RRSO
should be considered earlier for BRCAT carriers (before 40) than for BRCA2 carriers
given the earlier onset of ovarian cancer in BRCAT mutation cartiers.
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This Clinical Policy Bulletin addresses BRCA testing, prophylactic
mastectomy, and prophylactic oophorectomy.

I 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:

a. Women diagnosed with breast cancer at 45 years of age o 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

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

d. Women who possess BRCA1 or BRCA2 mutations confirmed by molecular
susceptibility testing for breast and/or epithelial ovarian cancer; or

e. 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

g. Women with multiple primary or bilateral
ﬂ or

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

i. 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 or more affected first- or second-degree blood relatives

on the same side of the family, irrespective of age at diagnosis; or
. Women with atypical hyperplasia of lobular or ductal origin and/or lobular
carcinoma in situ (LCIS) confirmed on biopsy with
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Applies To: Commercial and Medicaid Expansion

Effective Date: November 01, 2019
Revised Date: February 16,2022
Revision Effective Date: May 02, 2022
Last Reviewed: March 23, 2022

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 BRCAT, BRCA2, TPS3, PTEN
or PALB2 gene mutation, or the presence of lesions associated with an increased cancer risk.

Criteria

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

- Theindividual'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 as
gynecologist. breast surgeon or genetic counselor to quantitate their risk; or

« Individual has tested positive for BRCA1, BRCA2, TP53, PTEN or PALB2 gene mutatior

« High-risk histology: Atypical ductal or lobular hyperplasia, or lobular carcinomain situ
confirmed on biopsy; or

« Individuals with such extensive mammographic abnormalities 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.2.
radiation to treat Hodgkin's disease).

Coverage for reconstructive breast surgery is provided for individuals undergoing covered
prophylactic mastectomies.
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successive generations of family members with breast and/or ovarian cancer (family
cancer syndrome): and

- Theindividual'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 as
gynecologist. breast surgeon or genetic counselor to quantitate their risk; or

« Individual has tested positive for BRCA1, BRCA2, TP53, PTEN or PALB2 gene mutatior

« High-risk histology: Atypical ductal or lobular hyperplasia, or lobular carcinomain situ
confirmed on biopsy; or

« Individuals with such extensive mammographic abnormalities 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.2.
radiation to treat Hodgkin's disease).

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




