Sample Appeal Letter for Prophylactic Mastectomy – Updated August 2020
Previvor – ATM, PALB2, CDH1, CHEK2, Lynch, or other mutation
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 mutation in the XXX [insert mutation type as appropriate] gene which puts me at significantly increased risk of breast cancer.  With this inherited mutation [and my family history of cancer] my risk of breast cancer is similar to that of a BRCA mutation carrier.  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 (www.uspreventiveservicestaskforce.org/uspstf/recommendation/brca-related-cancer-risk-assessment-genetic-counseling-and-genetic-testing)] 

The clinical value of identifying people with a genetic mutation placing them at high risk of cancer lies in an individual’s ability to access appropriate, evidence-based screening and preventive services that lower their cancer risk for breast.  As such, USPSTF guidelines indicate, “risk-reducing surgery (e.g. mastectomy or salpingo-oophorectomy) is a recommended intervention women at high risk of breast cancer [Exhibit A]. 
While the USPSTF does not address [my mutation], National Comprehensive Cancer Network (NCCN) guidelines state that risk-reducing mastectomy (RRM) should be an option for women like myself [Exhibit B].  The efficacy of this surgery for reduction of breast cancer risk is unparalleled. 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...and by up to 90 percent in women who have a strong family history of breast cancer.”[footnoteRef:2] There is broad consensus among clinical organizations about risk-reducing surgery for women with mutations. The, American Congress of Obstetricians and Gynecologists (ACOG) [Exhibit C], American Cancer Society [Exhibit D], National Cancer Institute [Exhibit E] and others recommend the option of RRM for women with BRCA and other mutations.    [2:  Surgery to Reduce the Risk of Breast Cancer (www.cancer.gov/types/breast/risk-reducing-surgery-fact-sheet)] 

Most insurers, including Aetna, consider “prophylactic mastectomy medically necessary for reduction of risk of breast cancer” in high-risk women [Exhibit G]. No woman wants to remove her breasts but given the exceptional risk of cancer, women with these mutations face 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.
Given my significant breast cancer risk, this surgery meets the criteria for medical necessity. Thank you for your consideration. 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]
[bookmark: _GoBack]Exhibit A


Source: https://jamanetwork.com/journals/jama/fullarticle/2748515?appid=scweb&alert=article




Exhibit B
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Source: www.nccn.org/professionals/physician_gls/pdf/genetics_bop.pdf


Exhibit B (continued)

[image: ]
[image: ]
Source: www.nccn.org/professionals/physician_gls/pdf/genetics_bop.pdf


[image: ]Exhibit C

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


Exhibit D
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Exhibit E


Source:  https://www.cancer.gov/types/breast/risk-reducing-surgery-fact-sheet#q9




Exhibit G



Source: http://www.aetna.com/cpb/medical/data/200_299/0227.html
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CANCER RISK MANAGEMENT BASED ON GENETIC TEST RESULTS®®
‘The inclusion of a gene in this table below does not imply the endorsement either for or against multi-gene testing for moderate-penetrance genes.

Gene Breast Cancer Risk and Management ‘Ovarian Cancer Risk and Management | _Other Cancer Risks and Management
Increased risk of female breast cancer’ « Pancreatic
+Screening: Annual mammogram wih consideration of | b1 i rease in ovarian cancer risk | 1 e Bt
';;"“z“;":; and yﬂ"s"’e’ breast MRI with contrast | ' pRs0: Evidence insufficient; manage |+ Unknown or insufficient evidence for
ATM  |. RRM: Evidence insufficient, manage based on family | Pased on family history prostate cancer
history
Comments: Counsel for risk of autosomal recessive condition in offspring. ATM mutation should not lead to a recommendation to avoid radiation therapy
at this time. See Discussion for information regarding the c.727 1T>G variant.
BARD1 | triple negative) risk with insufficient evidence for O O I umckon! SRk
risk management =D
) Pancreatic, Prostate
Increased risk of breast cancer P
BRCAT  |.'See BRCA Pathogenic Variant-Positive Management See BRCA Pathogenie Variant-Posiive
3 Increased risk of ovarian cancer Pancreatic, Prostate, Melanoma
hcrsasodiiskof Desast cancer, +See BRCA Pathogenic Variant-Positive |- See BRCA Pathogenic Variant-Positive
BRCA2 See BRCA Pathogenic Variant-Positive Management Management Management
Comment: Counsel for sk of autosomal recessive condition in offspring.
B e Ere) ek i e Tant avisan e foc ™8 | Increased risk of ovarian cancer Unknown or insufficient evidence for
i m':.““lmm « Consider RRSO at 45-50 y other cancers
BRIP1 | Comments: Counsel for risk of autosomal recessive condition in offspring. Based on estimates from available studies, the ifetime risk of ovarian

‘cancer in carriers of pathogenicfikely pathogenic variants in BRIP1 appears to be sufficient to justify consideration of risk-reducing salpingo-
oophorectomy. The current evidence is insufficient to make a firm recommendation s to the optimal age for this procedure. Based on the current,

onset of ovarian cancer.

ited evidence base, a discussion about surgery should be held around age 45-50 y or earlier based on a specific family history of an earlier

RRM: Risk-reducing mastectomy
RRSO: Risk-reducing salpingo-oophorectomy
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CANCER RISK MANAGEMENT BASED ON GENETIC TEST RESULTS®®
‘The inclusion of a gene in this table below does not imply the endorsement either for or against multi-gene testing for moderate-penetrance genes.

Gene B Risk and Man: ‘Ovarian Cancer Risk and Management Cancer Risks and M:
increased risk of female breast cancer for
individuals with 657del5 variant! i ovar
- Screening: Annual mammogram with consideration of ::::""' increase in ovarian cancer |\, 10w or insufficient evidence for
tomosynihesis and consider breast MRI with conirast donce insufic other cancers
+ RRSO: Evidence insuficient; manage
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« RRM: Evidence insufficient, manage based on family
history.
Comments: Current data suggest that breast cancer risks are not increased for pathogenicfikely pathogenic variants other than 657del5. Counsel
for risk of autosomal recessive condition in children.
Increased risk of female breast cancer'
« Screening: Annual mammogram with consideration « Malignant peripheral nerve sheath
of tomosynthesis starting at age 30 y and consider |\ - s tumors, GIST, others.
breast MRI with contrast from ages 30-50 yo. increase ovarian cancer + Recommend referral to NF1 specialist for
NF1 « RRM: Evidence insufficient, manage based on family evaluation and management
history.
‘Comments: At this time, there are no data to suggest an increased breast cancer risk after age 50 y. Screening recommendations only apply to
individuals with a clinical diagnosis of NF. Consider possibily of false-positive MR! results due to presence of breast neurofibromas.
Increased risk of female breast cancer! al i i ovark .
+ Screening: Annual mammogram with consideration of | Petential increase in ovarian cancer risk
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« RRM: Discuss option of risk-reducing mastectomy. ased
Comments: Counsel for risk of autosomal recessive condition in offspring.
[eTEN Il ircrsnssdiriskof female bresst cancery No increased risk of ovarian cancer | See Cowden Syndrome Management

‘See Cowden Syndrome Management

RRM: Risk-reducing mastectomy
RRSO: Risk-reducing salpingo-oophorectomy
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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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MANAGEMENT OF INDIVIDUALS AT INCREASED HEREDITARY RISK

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 ot age 25. Annual screening breast
MIRI should be started betuween ages 25-30 with annual mammogram added after age
30. Chemoprevention with tamoxifen has been shown to reduce breast cancer risk in
the BRCA-positive population. Raloxifene and aromatase inhibitors have been found to
reduce risk of hormone-receptor postive breast cancer in the general population;
however, data on the efficacy of these agents in the BRCA-positive population s lacking

at this time.
Ovarian cancer screening may

include periodic transvaginal uitrasound and serum CA-125 testing starting at ages 30-
35. Chemoprevention with oral contraceptives has been shown to be effective in
preventing ovarian cancer for women with HBOC. Preventative/risk-reducing salpingo-
ophorectomy (RRSO) should be performed at the completion of childbearing. RRSO has
been shown to decrease the risk of breast and ovarian cancer and improve survival in
women with BRCAI and BRCA2 mutations. RRSO should be considered earlier

for BRCAL carriers (before 40) than for BRCA2 carriers given the earlier onset of ovarian
cancer in BRCAL mutation carrirs.

Source: https:/funww 25c0.0rg/practice-guicelines/cancer-care-iniitives/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 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 if she has a strong family RiStory of breast
and/or ovarian cancer, a deleterious (disease-causing) mutation in the BRGAT gene or the BRGAZgene, or a

oo e —— -

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?

Bilateral prophylactic mastectomy has been shown to feduce the risk of breast cancer by at least 95 percent in

women who have a deleterious (disease-causing) mutation in the BRCAT gene or the BRCA2 gene and by Upt0.
(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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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 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 if she has a strong family RiStory of breast
and/or ovarian cancer, a deleterious (disease-causing) mutation in the BRGAT gene or the BRGAZgene, or a
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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?

Bilateral prophylactic mastectomy has been shown to feduce the risk of breast cancer by at least 95 percent in

women who have a deleterious (disease-causing) mutation in the BRCAT gene or the BRCA2 gene and by Upt0.
(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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