Sample Appeal Letter for Ovarian Cancer Screening – Previvor
Updated September 2020

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 [CA125 test and/or transvaginal ultrasound] 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.  Average woman have a 1.5% chance of developing ovarian cancer whereas women with a BRCA mutation face up to a 60% lifetime risk of the disease. The U.S. Preventive Services Task Force (USPSTF) BRCA-Related Cancer: Risk Assessment, Genetic Counseling, and Genetic Testing guidelines published in December 2013, 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 2013 (http://www.uspreventiveservicestaskforce.org/Page/Document/UpdateSummaryFinal/brca-related-cancer-risk-assessment-genetic-counseling-and-genetic-testing)] 

The clinical value of identifying people with a BRCA mutation lies in an individual’s ability to access screening and preventive services that lower the risk for breast or ovarian cancer.  As such, USPSTF guidelines indicate that “more frequent or intensive cancer screening” is recommended for “women who are BRCA mutation carriers.” [Exhibit A]
[bookmark: _GoBack]Transvaginal ultrasound (TVU) and CA125 testing are currently the only ovarian cancer screening methods available.  There is broad consensus among clinical organizations about the benefits of risk-reducing bilateral salpingo-oophorectomy in women at high risk of ovarian cancer, but it is also acknowledged that there are significant side effects from this surgery, i.e. surgical menopause and increased risk of osteoporosis and heart disease.  As such, the USPSTF, and multiple other organizations [Exhibit A] including the American Congress of Obstetricians and Gynecologists (ACOG) [Exhibit C], American College of Radiology (ACR) [Exhibit D], and National Comprehensive Cancer Network (NCCN) [Exhibit E] endorse TVU and CA125 for high-risk women like myself, who still have their ovaries.   
Many health insurers, including Aetna and Blue Cross, consider ovarian cancer screening medically necessary for high-risk women [Exhibits F and G]. Ovarian screening mechanisms such as CA125 and transvaginal ultrasound are the only options for high-risk women who haven’t surgically removed their ovaries and fallopian tubes.  Given my high risk of ovarian cancer, and the poor prognosis if the disease is not diagnosed at an early stage[footnoteRef:2], my medical team and I respectfully request that you cover this important screening.  [2:  Cancer.net, Ovarian Cancer: Statistics (http://www.cancer.net/cancer-types/ovarian-cancer/statistics)] 

Thank you for your consideration. Your prompt attention to this appeal is greatly appreciated.
Sincerely,
[Signature]

Exhibit A


Source: 
Figure2 - https://jamanetwork.com/journals/jama/fullarticle/2748515?appid=scweb&alert=article




Exhibit B 

Source: www.medscape.com/answers/2087557-182632/when-is-serum-ca-125-testing-indicated-in
-ovarian-cancer


Exhibit [image: ]C
Hereditary Breast and Ovarian Cancer Syndrome
Summary of Recommendations
· Women with BRCA mutations or who carry another actionable deleterious mutation that is predisposing to breast cancer should be offered risk-reducing bilateral mastectomy. 
· Women with BRCA mutations or who carry another actionable deleterious mutation predisposing to ovarian 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 patient’s desires for future childbearing, and family history. Typically, risk-reducing salpingo-oophorectomy is recommended at age 35–40 years for BRCA1 carriers with the highest lifetime 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, all 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 until the time they choose to pursue risk-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.
e120   Practice Bulletin 	Hereditary Breast and Ovarian Cancer Syndrome	OBSTETRICS & GYNECOLOGY
Source: www.sgo.org/wp-content/uploads/2012/09/PB-182.pdf


Exhibit D

Source:  www.acr.org/-/media/ACR/Files/Practice-Parameters/US-Pelvis.pdf


Exhibit E
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Exhibit F
[image: ]
Source: www.aetna.com/cpb/medical/data/300_399/0352.html




Exhibit G
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Source: www.bluecrossnc.com/sites/default/files/document/attachment/services/public/pdfs/medicalpolicy/serum_tumor_markers_for_malignancies.pdf
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Drugs & Diseases > Laboratory Medicine > CA 125 Q8A

When is serum CA 125 testing indicated in
ovarian cancer?

T King, MD; Chief Editor: Eric B
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CA 125 is the only tumor marker recommended for clinical use in the diagnosis and
management of ovarian cancer. There are 5 main indications in which the determination
of CA 125 levels is recommended.

Table 1 summarizes the recommendations from different societies in both Europe and
the United States. *)

Table 1. Recommendations for CA 125 Testing in Ovarian Cancer by Different Expert
Groups (Open Table in a new window)

NCCN | NH | NACB | EGTM | ESMO
181620 | [19) 221 1261 127.28]
Early detection in
hereditary cancer Yes Yes Yes Yes None
syndromes
Differential diagnosi
erential AT | Yes Yes Yes Yes None
of pelvic mass
Monitoring response
Yes None | Yes Yes Yes
to therapy
Detection of Yes Yes Yes Yes Yes
recurrence
Prognosis None Yes Yes No Yes

Abbreviations: NCCN, National Comprehensive Cancer Network; NIH, National
Institutes of Health; NACB, National Academy for Clinical Biochemistry; EGTM,
European Group on Tumor Markers; ESMO, European Society for Medical
Oncology
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L INTRODUCTION

‘The clinical aspects contained in specific sections of this practice parameter (Introduction, Indications, Specifications
of the Examination, and Equipment Specifications) were developed collaboratively by the American College of
Radiology (ACR), the American Institute of Ultrasound in Medicine (AIUM), the American College of Obstetricians
and Gynecologists (ACOG), the Society of Pediatric Radiology (SPR), and the Society of Radiologists in Ultrasound
(SRU). Recommendations for physician requirements, written request for the examination, documentation, and
quality control vary among the 4 organizations and are addressed by each separately.

‘This practice parameter has been developed to assist physicians performing sonographic studies of the female pelvis.
Ultrasound of the female pelvis should be performed only when there is a valid medical reason, and the lowest
possible ultrasonic exposure settings should be used to gain the necessary diagnostic information. In some cases,
additional or specialized examinations may be necessary. Although it is not possible to detect every abnormality,
adherence to the following practice parameter will maximize the probability of detecting most abnormalities. For
ultrasound of the urinary bladder see ACR-AIUM-SPR-SRU Practice Parameter for the Performance of an Ultrasound

Examination of the Abdomen and/or Retroperitoneum.

.

DICATIONS
Indications for pelvic sonography include, but are not limited to, the following:

Evaluation of pelvic pain

Evaluation of pelvic masses

Evaluation of endocrine abnormalities, including polycystic ovaries

Evaluation of dysmenorrhea (painful menses)

Evaluation of amenorrhea

Evaluation of abnormal vaginal bleeding

Evaluation of delayed menses

Follow-up of a previously detected abnormality

Evaluation, monitoring, and/or treatment of infertility patients

10. Evaluation when there is limited clinical examination of the pelvis

1. Evaluation for signs or symptoms of pelvic infection

12. Further characterization of a pelvic abnormality noted on another imaging study

13. Evaluation of congenital uterine and lower genital tract anomalies

of excessive bleeding, pain, or signs of infection after pelvic surgery, delivery, or abortion
uterine ice

RN

luation of incontinence or pelvic organ prolapse
18. Guidance for interventional or surgical procedures
19. Preoperative and postoperative evaluation of pelvic structures
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ACR-ACOG-AIUM-SPR-SRU PRACTICE PARAMETER FOR THE
PERFORMANCE OF ULTRASOUND OF THE FEMALE PELVIS
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National =~ NCCN Guidelines Version 1.2020

Guidelines Index
Comprehensive A - . . T Table of Contents.
NCCN Cancer a BRCA-Pathogenic/Likely Pathogenic Variant - %
Network® Positive Management T

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
pathoger ely 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, transv: ultrasound combined with serum CA-125 for ovarian cancer screening, although of
uncertain benefit, may be considered at the cl ian's 5 iscretion 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 NC Reduction).

« Conside aging 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
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Policy
1. Aetna considers any of the following serum tumor markers for the stated indication medically necessary
S. Cancer antigen 125 (CA 125) levels for any of the following:
1. As a preoperative diagnostic aid in women with ovarian masses that are suspected to be malignant,

such that arrangements can be made for intraoperative availability of a gynecological oncologist if
the CA 125 s increased; or

Diagnosis of ovarian cancer in women with new symptoms (bloating, pelvic or abdominal pain,
difficulty eating or feeling full quickly, or urinary frequency and urgency) that have persisted for
three or more weeks, where the cnician has performed a pelvic and rectal examination and
suspects ovarian cancer; or

4. In members with adenocarcinoma of unknown primary, to rule out ovarian cancer; or

5. In members with known ovarian cancer, s an aid in the monitoring of disease, response to
treatment, detection of recurrent disease, or assessing value of performing second-look surgery.
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Policy

BCBSNC will provide coverage for serum tumor markers for malignancies when itis determined the
medical criteria and guidelines below are met.

When Serum Tumor Markers for Malignancies is covered

1. Reimbursement is allowed for the use of the serum tumor for the following indications:

. Cancer Antigen 125 (CA-125) for:
a) Epithelial ovarian cancer, fallopian tube cancer or primary peritoneal cancer workup and

monitor i

¢) Borderline epithelial tumors (low malignant potential) monitoring
d) Endometrial Cancer for workup and surveillance
) Occult Primary - adenocarcinoma or carcinoma not otherwise specified workup
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