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Introductions

Georgians of all backgrounds have experienced the devastating impact of cancer. It is the second
leading cause of death in the state and each day more than 100 new cases are diagnosed. Breast
cancer is one of the four cancer types that account for the majority of cancer deaths reported in
Georgia. Breast Cancer is the number one cancer diagnosed in Georgia women and the second
leading cause of cancer deaths in Georgia women. Each year, an average of 1,012 women in
Georgia dies of breast cancer. White women are more likely to be diagnosed with breast cancer than
black women; however black women are more likely to die from the disease.

Opvarian cancer is the fifth leading cause of cancer deaths among women in Georgia. Yeatly, over
530 cases of ovarian cancer are reported to the Georgia Comprehensive Cancer Registry and over
380 women die from ovarian cancer. For both incidence and mortality, the highest increase in the
rate of ovarian cancer is between the age group (0-39) and (40-49 for both what and black women.
BRCA 1 and 2 testing has been established as an accepted method of identifying young women at
high risk for ovarian cancer.



The annual cost for cancer care in Georgia is approximately $4.6 billion. Much of the costs are
related to direct medical care and treatment, but costs associated with the loss of human productivity
due to illness and premature deaths are considerable.

Georgia has demonstrated ability to facilitate the translation of evidence-based genomic applications
into practice as seen in public health’s newborn screening genomics program which began in 1968.
This genomic program was designed to identify and provide early treatment for select inherited
genetic disorders that, if left undetected would cause significant morbidity or death.

The Georgia Breast Cancer Genomics ESP Consortium

One out of every 8 women will develop breast cancer. For ovarian cancer, the incidence is one in
one-hundred women. The majority of cases for both of these cancers will be in women 50 years of
age and older. However, approximately 5-10% of breast and ovarian cancers are considered to be
hereditary and often occur in younger women.

In 1994, the first gene associated with breast cancer BRCAI1 (for BReast CAncerl) was identified on
chromosome 17. A year later, a second gene associated with breast cancer BRCAZ2 was discovered
on chromosome 13. When individuals carry a deleterious mutation on either the BRCA1 or BRCA2
gene, they have an increased risk of developing breast and/ or ovatian cancer at some point in their
lives. Children of parents with a BRCA1 or BRCA2 mutation have a fifty percent chance of
inheriting the gene mutation.

Although multiple factors have been associated with increased risk for breast and ovarian cancer,
heredity remains the most significant and consistent predictor of disease development. Women who
are carriers of these gene mutations have a 45-90% higher risk for developing breast cancer with
over half occurring before age of 50, and a 10-50% higher risk for ovarian cancer.

In 2005, the USPSTF determined that sufficient evidence exists to recommend that “women whose
family history is associated with an increased risk for the BRCA1 or BRCA2 gene mutation should
be referred for genetic counseling/education and evaluation for BRCA testing.

The Georgia Breast Cancer Genomics ESP is a genetic screening project funded by a grant from
CDC and will build on the lessons learned and best practices of Georgia’s Newborn Screening
Program by addressing the high risk populations of young women in Georgia between the ages of
18-49 by aligning collaboratively with the state Public Health infrastructure, Georgia Center for
Oncology Research and Education (CORE), Emory University, Morehouse School of Medicine,
strategic partners and existing cancer resources. This target population of young women aligns with
the Health People data collection metric and allows focus on both African Americans and young
female Jewish populations in targeted areas of the state.

As this project moves forward, it will include surveillance of Georgia women enrolled in public
health programs, genetic education for women considered at risk based on the B-RST surveillance
tool, and genetic testing for women considered high risk to determine if they are carriers of the
BRCA 1 or 2 gene mutation.



The GBCG ESP implementation plan will utilize the existing public health cancer screening
program (BCCP) and the family planning program to offer genetic risk assessment via the B-RST
tool to underserved populations.

Georgia Department of Public Health (GDPH) will advance genomic health practices related to
reducing the burden of breast cancer among women ages 18-49 because it possess the existing
resources to assure implementation of a successful Breast Cancer Genomics Program through
strategic initiative in the areas of Education, Surveillance and Policy (ESP). Ultilizing the existing
infrastructure that networks across the state geographically and across disciplines allows GDPH to
direct resources to create a cost effective model to increase the capacity for Breast Cancer
Genomics.

The genetic screening activities of the GDPH were developed and tested by the Avon Breast Cancer
Center at the Georgia Cancer Center for Excellence at Grady Memorial Hospital in Atlanta. The
center is staffed by faculty from the Morehouse School of Medicine and Emory University. These
faculty advisors will make up the Advisory Committee to provide clinical guidance for the GBCG
ESP to assure GDPH remains current with all AHRQ, USPSTF, and NCCN guidelines in this area
of emerging science.

The Breast/Ovarian Cancer Referral Screening Tool (B-RST) was developed by Cecelia Bellcross,
Ph.D. This tool was designed to fill the gap in genomic application and prevention practice. The B-
RST is an initial screening tool and was designed to determine who should be offered genetic
counseling/education. Analysis of this tool has shown an overall sensitivity of 81.2%, specificity of
91.9%, and discriminatory accuracy of 95%. The simplicity of the B-RST allows for quick and
simple identification of individual who should be referred for cancer genetic counseling regarding
their risk for hereditary breast/ovarian cancer and reflects key family history patterns identified by
both USPSTF and NCCN. The B-RST design allows the eatly screening for BRCA 1 and BRCA 2
to be effectively utilized in public health.
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Client Information

* Upon arrival at the clinic, the client will be given an information sheet concerning hereditary breast
and ovarian cancer and the B-RST tool.

Administration of B-RST

(See separate protocol “Screening Workflow B-RST”)
1. After the client has read the information sheet regarding the B-RST, and agreed to participate, the

Public Health

2. Nurse (PHN) will proceed to initiate the B-RST screening tool. Clients may decline service at any
time if they do not wish to participate or complete the screening process.

3. B-RST will be completed by the PHN based on the information obtained from the client.

Screening Results

* The B-RST screening tool is not a diagnostic test and will not give a yes or no answer. This screen is
used to identify who is more likely to have a BRCA mutation based upon the family history that they
report. This is explained in the B-RST tool both prior to taking the screen and on the result pages.

* The possible screen results are: “positive screen”; “negative screen: moderate risk” and “negative

screen: low risk”.
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Public Health Provider Administration of B-RST

Negative Screen
1. Negative screen: moderate risk:
Client will be given an explanation and “B-RST Result Fact Sheet on what this means by the PHN.

They are given a number to call if they have any further questions about their risk for cancer. These

patients are not referred to a genetic counselor.

2. Negative screen: low risk
Clients given an explanation and “B-RST Result Fact Sheet on what this means by the PHN. They are
given a number to call if they have any further questions about their risk for cancer. These patients

are not referred to a genetic counselor

Positive Screen — Follow up by Genetic Services Coordinator (GSC) and/or genetic services
navigator (GSN):  patient may stop and leave any time during this follow up protocol.

1. Follow up/triage by GSC/GSN (patient is give 1 of 2 options)

a. Option 1: Patient is followed up by phone call within 1 week of positive screen. If the client
elects to be contacted by phone, please add her B-RST number and contact information to
the tracking form (Attachment A). Please use printed information label if available. This
tracking form should be faxed to Georgia Core every Monday. Georgia Core Fax # = 404-
584-8839.

b. Option 2: Patient attends a scheduled group education session that will occur 1x/month at
health care facility by GSC/GSN

2. Educational phone and group session (options 1 and 2) will consist of:

a. Overview of positive screen
b. Explanation of Hereditary Breast and Ovarian Cancer
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1. Collection of detailed family history (done individually) by GSC/GSN
a. Negative family history

i. Patient given information/explanation and contact information if they have any
further questions. They are not offered genetic testing and/or not referred to a

formal genetic counseling visit.
b. Positive family history

i. BRCAPRO BRCA mutation likelihood screening is done (this program will give
patient a percent chance of carrying a BRCA mutation based upon their reported

family history.

ii. Information is given on the benefits and limitations of genetic testing for BRCA

mutations

iii. If the client is eligible and elects genetic testing, a blood specimen will be obtained by the
PHN or designated PH staff (not GSC/GSN) following completion of the Mytiad Genetics

Inc. consent form (Attachment B)
iv. .Specimen should be submitted to:

Myriad Genetic Inc.
320 Wakara Way
Salt Lake City, UT 84108

c. If positive BRCA 1 or BRCA 2 results

i. Post test results and education is given to the client along with resources on how to reduce

their risk for cancer. The client will be referred to a genetic counselor.

ii. If patient has a positive family history as indicated by GSC/GSN, they are ALWAYS
referred for formal genetic counseling services throughout the remainder of the

screening/education/testing process.




