Sample Appeal Letter for Prophylactic Mastectomy – Updated August 2020
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 positive screening results should receive genetic counseling and, if indicated after counseling, BRCA testing.”[footnoteRef:1]  [1:  BRCA-Related Cancer: Risk Assessment, Genetic Counseling, and Genetic Testing, December 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, “risk-reducing surgery (e.g. mastectomy or salpingo-oophorectomy) is a recommended intervention for “women who are BRCA mutation carriers.” [Exhibits A and B]
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 have a deleterious (disease-causing) mutation in the BRCA1 gene or the BRCA2 gene.”[footnoteRef:2] 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 C], American Congress of Obstetricians and Gynecologists (ACOG) [Exhibit D], American Society of Clinical Oncology (ASCO) [Exhibit E], National Cancer Institute [Exhibit F] and others recommend bilateral prophylactic mastectomy, also known as a risk-reducing mastectomy (RRM), for women with BRCA mutations.    [2:  Surgery to Reduce the Risk of Breast Cancer (www.cancer.gov/types/breast/risk-reducing-surgery-fact-sheet)] 

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 G and H]. 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://jamanetwork.com/journals/jama/fullarticle/2748515?appid=scweb&alert=article



Exhibit B
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[image: ]Exhibit C
  
Source: www.sgo.org/wp-content/uploads/2012/09/PB-182.pdf
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Exhibit F
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Source:  www.cancer.gov/types/breast/risk-reducing-surgery-fact-sheet#q9



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

Exhibit H
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Source: www.aetna.com/cpb/medical/data/200_299/0227.html
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N[ Cancer BRCA-Pathogenic/Likely Pathogenic Variant - Table of Contents
Network® Positive Management

BRCA PATHOGENIC/LIKELY PATHOGENIC
VARIANT-POSITIVE MANAGEMENT

WOMEN
« Breast awareness? starting at age 18 y.
« Clinical breast exam, every 6-12 mo,” starting at age 25 y.
« Breast screening®d
» Age 25-29 y, annual breast MRI® screening with contrast (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 y, annual mammogram with consideration of tomosynthesis and breast MRI® screening with contrast.

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

» For women with a BRCA pathogenicllikely 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 y, and upon completion of child bearing. Because ovarian
cancer onset in patients with BRCA2 pathogenic/likely 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 40-45 y in patients with BRCA2
pathogenic/likely pathogenic variants unless age at diagnosis 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, oophorectomy 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 among 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
BRCAT1 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, Rohan T, Manson J, et al. JAMA Oncol 2015;1:296-305).

« Address psychosocial and quality-of-life aspects of undergoing risk-reducing mastectomy and/or 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 discussing risks and benefits (See Discussion for details).

(See NCCN Guidelines for Breast Cancer Risk Reduction)

ional imaging and screening studies, when available (g, novel imaging technologies, more frequent screening intervals) in the

context of a clinical trial.

Footnotes on

Note: All recommendations are category 2A unless otherwise indicated. BRCA-A20f2
Clinical Trials: NCCN believes that the best management of any patient with cancer is in a clinical trial. Participation in clinical trials is especially encouraged. Continued

BRCA-A
10F2

Version 1:2020, 12/04/19 © 2019 National Comprehensive Cancer Network® (NCCN®), Al rights resesved. NCCN Guidelines® an thisilustration may not be reproduced in any form without the express writien pemmission of NCCN.
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Hereditary Breast and Ovarian Cancer Syndrome

Summary of Recommendations

 BRCA mutations or who carry another actionable deleterious mutation

n cancer should be offered risk-reducing bilateral salpingo-
oophorectomy. The timing of risk-reducing bilateral salpingo-oophorectomy can be
individualized based on the particular genetic mutation, the patients desires for future
childbearing, and family history. Typically,risk-reducing salpingo-oophorectoms is
recommended at age 35-40 years for BRCAL carriers with the highest lietime risk of ovarian
cancer, whereas women with BRCA2 may consider delaying until age 40-45 years because of
later onset of ovarian cancer.

> For a risk-reducing bilateral salpingo-oophorectomy, al tissue from the ovaries and fallopian
tubes should be removed. Thorough visualization of the peritoneal surfaces with pelvic
washings should be performed. Complete, serial sectioning of the ovaries and fallopian tubes is
necessary, with microscopic examination for occult cancer,

> In women with BRCA mutations or who have a personal or family history of ovarian cancer,
routine ovarian cancer screening with measurement of serum CA 125 level or transvaginal
ultrasonography generally is not recommended. Transvaginal ultrasonography or
‘measurement of serum CA 125 level may be reasonable for short-term surveillance in women
at high risk of ovarian cancer starting at age 30-35 years unti the time they choose to pursue
visk-reducing bilateral salpingo-oophorectomy, which is the only proven intervention to reduce
ovarian cancer-specific mortality.

> For women aged 25-29 years with known BRCA mutations, recommended breast cancer
surveillance includes clinical breast examination every 6-12 months and annual radiographic
screening (preferably, MRI with contrast). For women aged 30 years and older with known
BRCA mutations or other actionable breast cancer mutations, recommended breast cancer
surveillance includes annual mammography and annual breast MRI with contrast, often
alternating every 6 months.

€120 Practice Bulletin  Hereaitory Brecst and Ovafian Cancer Syncrome  OBSTETRICS & GYNECOLOGY
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MANAGEMENT OF INDIVIDUALS AT INCREASED HEREDITARY RISK

Hereditary Breast and Ovarian Cancer

Individuals with hereditary breast and ovarian cancer [HBOC) should receive high-
tisk screening for both breast and ovarian cancer and consider preventative or risk-
reducing surgeries. 8reast cancer screening should include monthly breast seff-exam
starfing at age 18 and fwice yearly clinical breast exam starting ot 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 cancerrisk in the BRCA-positive population. Raloxfene and
aromatase inhibitors have been found to reduce risk of hormone-receptor positive
breast cancerin the general population; howevkr, data on the efficacy of these
agentsin the BRCA-positive population islacking at this fime. Preventafive/risk:
reducing mastectomies remain the most complete way to reduce the risk of breost
cancer forwomen with HEOC, Ovarian cancer screering may include periodic
fransvaginal ultrasound and serum CA-125 testing starfing ot ages 30-35.
Chemoprevention with oral confraceptives has been shown to be effective in
preventing ovarian cancer for women with HBOC. Preventative/risk-reducing
salpingo-oophorectomy (RRSO) should be performed at the completion of
childbearing. RRSO has been shown to decrease fhe risk of breast and ovarion
cancer and improve survival in women with BRCAT and BRCA2 mutations. RRSO
should be considered earfier for BRCAT carriers [before 40] than for BRCA2 carriers
given the earier onset of ovarian cancer in BRCAT mutation cariers.

Source:
hitps://wanw.25c0.org/practice-guidelines/cancer-care-initiatives genetics-toolkit/management-
individuals-increased
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What kinds of surgery can reduce the risk of breast cancer?

Two kinds of surgery can be performed to reduce the risk of breast cancer in 2 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 a strong family history of breast
‘and/or ovarian cancer, a deleterious (disease-causing) mutation in the BRCAT gene or the BRCA2 gene, or 2
high-penetrance mutation in one of several other genes associated with breast cancer risk, such as 7253 or
PTEN.

“The most common iskcreducing surgery s bilateral prophylactic mastectomy (also called bilatera isk-
reducing mastectomy). Bilateral prophylactic mastectomy may invalve complete removal o 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-iooking breasts if a woman chooses to have breast reconstruction
Surgery afterward. However, otal mastectomy provides the greatest breast cancer rsk reduction because
more breast tssue s removed in this procedure than in a subcutaneous mastectomy (1).

Even with total mastectomy, not a breast tissue that may be at isk of becoming cancerous In the future can
be removed. The chest wall, which is not typically removed during a mastectomy, may contain some breast
tssue, 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 surgean to remove allof this tissue.

The other ind of risk-reducing surgery s bilteral prophylactic salpingo-oophorectomy, which is sometimes
called prophylactic cophorectomy. This surgery involves removal o the ovaries and fallopian tubes and may be
done alone o along with blateral prophylactic mastectomy in premenopausal women who are atvery high
visk of breast cancer. Removing the ovaries in premenopausal women reduces the amount of estrogen that s
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?

in
Wwomen who have a deleterious (disease-causing) mutation in the SRCAT gene or the BRCAZ gene and by up
90 percent in women who have a strong family history of breast cancer (2:5).

Bilsteral prophylactic salpingo-cophorectomy has been shown to reduce the risk of ovarian cancer by
‘approximately 30 percent and the sk of breast cancer by approximately 50 percent in women at very high risk
of developing these diseases (1)
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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, ANDIOR
INDIVIDUAL SUBSCRIBER CERTIFICATE IN 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.

. —— Program

Positon Statement ~ Billng/Coding  Reimbursement  1odfam Definions ~ Related Guidelines
Other References Updates

DESCRIPTION:

Prophylactic mastectomy (risk-reducing mastectomy) is defined as the removal of the breast in the
‘absence of malignant disease to reduce the risk of breast cancer occurrence.

POSITION STATEMENT:
Prophyactc mastectomy meets the defton of medlcal mecessityfor members o gh sk of beast

cancer.

Prophylactic mastectomy meets the definition of medical necessity for members with extensive
‘mammographic abnormalites (i.e., calcifications) that adequate biopsy or excision is impossible.

High risk of breast cancer may be defined as one or more of the following:
*  Lobular carcinoma in situ; OR
+ Aknown BRCAT or BRCAZ mutation; OR
« Another gene mutation associated with increased risk of breast cancer (e.g., PTEN, TP53, CDH1,
and STK11); OR

 Li-Fraumeni syndrome or Cowden syndrome or Bannayan-Riley-Ruvalcaba syndrome or a first-
degree relative with one of these syndromes; OR

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

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





image13.png
vaetna’

BRCA Testing, Prophylactic Mastectomy, and
Prophylactic Oophorectomy

ClinicalPolicy Bulleins | Medical Clnicl Policy Bulltins print | Snare
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Prophylactic Mastectomy 0810772020
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Review History >o

1. Women diegnosed with brezst cancer 2t 45 years of age or younger, or

2. Women who are at increased rsk for specific mutation(s) due to ethnic background (for instance: Asicenai
Jewish descent) and who have 1 or more reltives with oreast cancer or epthelal ovarian cancer at any age; or

3. Wome: i the TP53, PTEN or PALB2 genes; or Additional

PR el — Information
andior epithelil ovarian cancer; or

5. Women who received radiation treacment t the chest between ages of 10.2nd 30 years,such as for Hodgkin Ciincs] Policy Sulesin
disesse; or E=0a
6. Women with 3 1t- or 2nd-degree male relative with breast cancer ; or
7. Women with mutile primary or blateral breast cancers in a 1sc-or 2nd-degree blood relacive; or
5. Women with mutile primary or bilateral breast cancers; or
5. Women with 1 or more cases of epithelial ovarian cancer AND 1 or more 1st- or 2nd-degre blood relatives on
the same side of the famly with breast cancer; or
10. Women with 3 or more affected 15c- or 2nd-degree biood retives on the same side of the famiy, Irrespective:
of age at diagnosis; o
1. Women with atypical hyperplasia oflobular ar ductal arigin and/or lobular carcinom in siu (LCIS) confirmed
on biopsy wih dense, fioronodular breasts that are mammographically or clinically difcul o exaluate.

Definiions >
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