Cancer Genomics Best Practices: Is
Testing In Michigan on the Rise?

O




Payer Goals:

« What's in the best interest of the plan?

« What's best for the health of the members?

« How do we reduce, or at least control, overall costs?

MDCH Goals:
- What'’s best for the health of Michigan residents?
« How do we reduce, or at least control, overall costs?

- What can be done by payers to ensure appropriate genetic
testing?



Healthy People 2020

e Started in 1979

e 10-year national objectives for promoting health and preventing disease
e« HP 2020 marks first time for genomics objectives

G-1 Increase the proportion of women with a family history of breast and/or ovarian cancer who receive genetic [ Close Details 'r]
counseling
Baseline: 23.3 percent of females with a family history of breast and/or ovarian cancer received genetic

counseling in 2005

Target: 25.6 percent

Target-Setting Method: 10 percent improvement

Data Source: Mational Health Interview Survey (MHIS), CDC, NCHS
More Information: Data from the HHS Health

& ! Indicators Warehouse

Puhﬁled Search PubMed for Literature Relating to this Objective

search




e Approximately 1in 12 (8%) Michigan women have a significant family history
of breast or ovarian cancer.!

e Women with a significant family history of breast and/or ovarian cancer should
be referred for genetic counseling and risk assessment.?3:4

e As many as 35% of Michigan women with a significant family history of breast
and/or ovarian cancer are referred for genetic counseling and risk assessment;
as many as 65% are not.!

1. Michigan Behavioral Risk Factor Survey, 2009. 2. U.S. Preventive Services Task Force: Genetic risk assessment and BRCA mutation testing for breast and ovarian
cancer susceptibility: recommendation statement. Ann Intern Med 2005; 143: 355—361. 3. National Comprehensive Cancer Network Clinical Practice Guidelines in
Oncology “Genetic/Familial Risk Assessment: Breast and Ovarian” version 1.2012, accessed July 2012 from www.nccn.org. 4. American College of Surgeons
Commission on Cancer 2012 Patient Care Standards accessed June 2012 from http://www.facs.org/cancer/coc/cocprogramstandards2012.pdf. 5. Michigan Resident
Cancer Incidence File. Updated with cases processed through December 30, 2009. Division for Vital Records & Health Statistics, Michigan Department of Community
Health. 6. BRCA Clinical Genetic Counseling Database, Michigan Department of Community Health, Division of Genomics, Perinatal Health, and Chronic Disease
Epidemiology, Genomics and Genetic Disorders Section, Cancer Genomics Program, June 2012.



e Approximately 7,000 Michigan women are diagnosed with breast cancer each
year, with approximately 1,500 being diagnosed under age 50. Approximately
600 Michigan women are diagnosed with ovarian cancer each year.5

e 21% of women with ovarian cancer will test positive for a gene change

(mutation) in a BRCA (“breast cancer”) gene and 8.7% of women with breast
cancer will test positive for a BRCA mutation.6

1. Michigan Behavioral Risk Factor Survey, 2009. 2. U.S. Preventive Services Task Force: Genetic risk assessment and BRCA mutation testing for breast and ovarian
cancer susceptibility: recommendation statement. Ann Intern Med 2005; 143: 355—361. 3. National Comprehensive Cancer Network Clinical Practice Guidelines in
Oncology “Genetic/Familial Risk Assessment: Breast and Ovarian” version 1.2012, accessed July 2012 from www.nccn.org. 4. American College of Surgeons
Commission on Cancer 2012 Patient Care Standards accessed June 2012 from http://www.facs.org/cancer/coc/cocprogramstandards2012.pdf. 5. Michigan Resident
Cancer Incidence File. Updated with cases processed through December 30, 2009. Division for Vital Records & Health Statistics, Michigan Department of Community
Health. 6. BRCA Clinical Genetic Counseling Database, Michigan Department of Community Health, Division of Genomics, Perinatal Health, and Chronic Disease
Epidemiology, Genomics and Genetic Disorders Section, Cancer Genomics Program, June 2012.



“Women whose family
history Is associated with
an increased risk for
deleterious mutations in
BRCAL or BRCAZ2 genes
[should] be referred
for genetic counseling
and evaluation for
BRCA testing.”

Not recommended for those
without significant family and/or
without personal history
(USPSTF)

http://www.ahrg.gov/CLINIC/uspstfix.htm

Annals of Internal Medicine

Crmvicar GUIDELIN

Genetic Risk Assessment and BRCA Mutation Testing for Breast and
Ovarian Cancer Susceptihility: Recommendation Statement

LS. Preventive Services Task Force®

This statement summarizes the U.5. Preventive Services Task Force
(USPSTF) recommendations on genetic risk assessment and BRCA
mutation testing for breast and ovarian cancer susceptibility, along
with the supporting scientific evidence. The complete information
on which this statement is based, including evidence tables and
references, is included in the evidence synthesis available through
the USPSTF Web site www.preventiveservices.ahrg.gov). The rec-
ommendation is also posted on the Web site of the National
Guideline Clearinghouse {wwwi.guideline gov).

Ann intem Med, 2005143355251, ANk 01
For author afflation, see end of test.

Indiiduak wha wish to cite this recommendation statement shoukd sz the
folowing format: 1.5, Preverttive Services Task Force. Geneti rik asesment
and BRCA mutation testig for breast and awaan canver susceptibiky. &nn
Irtem Med, 2005;143.355-61.

“For a bt of the members of the LS. Preventive Senvces Task Force, see the
Append:

Summary of RECOMMENDATIONS

The U.S. Preventive Services Task Force (USPSTF)
recommends against routine referral for genetic counsel-
ing or routine breast cancer susceptibility gene (BRCA)
testing for women whese family history is not associated
with an increased risk for deleterious mutations in breast
cancer susceptibility gene | (BRCAJ) or breast cancer
susceptibility gene 2 (BRCAZ)

This is a grade D recommendation. (See Appendix
Table | for 4 description of the USPSTE classification of
recommendations.
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Affordable Care Act

O

== rebruary 25, 2013 Home | Discuss & Share | Blog | Mewsroom | Glossary | Email Updates | En Espariol

HealthCare.gov Search Q

Take health care into your own hands

i Prepare for the Health Health Insurance The Health Care Law & Prevention, Wellness
Insurance Marketplace Basics You m

Home = Newsroom = Fact Sheets = Preventive Semvices Covered Under the Affordable Care Act

22 Covered Preventive Services for Women, Including Pregnant Women

The eight new prevention-related health services marked with an asterisk { * ) must be covered with no cost-sharing in
plan years starting on or after August 1, 2012.

1. Anemia screening on a routine basis for pregnant women
2. Bacteriuria urinary tract or other infection screening for pregnant women

/ 3. BRCA counseling about genetic testing for women at higher risk

4 PBreast Cancer Mammaonranhv crreeninns evend 1 tn 2 vears foir wenmen nver AN




American College of Surgeons Commission on
Cancer (Coc) Cancer Program Standards 2012

COMMISSION ON CANCER®

Cancer Program Standards 2012:
Ensuring Patient-Centered Care

Standard 2.3: Risk
Assessment and Genetic
Counseling

Cancer risk assessment,
genetic counseling, and

testing services are provided
to patients either on-site or
by referral, by a qualified
genetics professional

http://www.facs.org/cancer/coc/cocprogramstandards
2012.pdf S
X AMERICAN COLLEGE OF SURGEONS

|2 7 | g p——
WARNEEE Highest Standards, Betier Outcomes




American College of Surgeons Commission on
Cancer (Coc) Cancer Program Standards 2012

Genetics professionals include people with the following:
COMMISSION ON CANCER®

+ An American Board of Genetic Counseling
(ABGC) or American Board of Medical Genetics
(ABMG) board-certified/board-eligible or (in
some states) a licensed genetic counselor

Cancer Program Standards 2012:
Ensuring Patient-Centered Care

+ An American College of Medical Genetics
physician board certified in medical genetics

+ A Genetics Clinical Nurse (GCN) or an
Advanced Practice Nurse in Genetics (APNG),
credentialed through the Genetics Nursing
Credentialing Commission (GNCC). Credentialing
is obtained through successful completion of
a professional portfolio review process.

* An advanced practice oncology nurse who

is prepared at the graduate level (master or
doctorate) with specialized education in cancer
genetics and hereditary cancer predisposition
syndromes*; certification by the Oncology
Nursing Certification Corporation is preferred.

A board-certified physician with experience in
cancer genetics (defined as providing cancer
risk assessment on a regular basis).

*Please note, specialized training in cancer genetics /
should be ongoing; educational seminars offered

by commercial laboratories about how fo perform

i AMerICAN COLLEGE OF SURGEONS
W Inspiring Quality:
" Highest Standards, Better Outcomes

genetic testing are not considered adequate training

Jor cancer risk assessment and genetic counseling.



National Comprehensive Cancer Network (NCCN)

Printed by Jennifer MclLosky on 12/8/2012 12:40:38 PM. For personal use only. Not approved for distribution. Copyright @ 2012 National Comprehensive Cancer Network, Inc., All Rights Reserved.

National

g Comprehensive NCCN Guidelines Version 1.2012 NCCN Guidelines Index
INO®INE Cancer . . Genetics Table of Contents
Network® Breast and/or Ovarian Cancer Genetic Assessment Discussion
/ CRITERIA FOR FURTHER GENETIC RISK EVALUATION?2
An affected individual with one or more of the An unaffected individual with a family history of
following: one or more of the following:f
« Early-age-onset breast cancer® += 2 breast primaries, either in 1 individual or
« Triple negative (ER-, PR-, HER2-) breast cancer 2 different individuals from the same side of
« Two breast cancer primaries®in a single individual family (maternal or paternal)
* Breast cancer at any age, and + =1 ovarian® cancer primary from the same side
» = 1close blood relatived with breast cancer of family (maternal or paternal)
<50y, or +First- or second-degree relative with breast
» = 1 close blood relative 9 with epithelial ovarian® cancer =45y
cancer at any age, or + A combination of breast cancer with one or Referral to See

cancer genetics

» > 2 close blood relatives 9 with breast cancer more of the following: thyroid cancer, sarcoma, | — fossi : —»|Assessment
and/or pancreatic cancer at any age adrenocortical carcinoma, endometrial cancer, protessiona .
P Yy ag recommended! BR/OV-2

» From a population at increased riskf

» A combination of breast cancer with one or more of
the following: thyroid cancer, sarcoma,
adrenocortical carcinoma, endometrial cancer,
pancreatic cancer, brain tumors, diffuse gastric
cancer, 9 dermatologic manifestations! andfor
macrocephaly, or leukemia/lymphoma on the same
side of family (especially if early onset)

» Ovarian® cancer

* Male breast cancer

pancreatic cancer, brain tumors, diffuse gastric
cancer,9 dermatologic manifestationsM and/or
macrocephaly, or leukemia/lymphoma on the
same side of family (especially if early onset)

+ A known mutation in a breast cancer
susceptibility gene within the family

« Male breast cancer

©For the purposes of these guidelines, fallopian tube and primary peritoneal

3The criteria for further risk evaluation and genetic testing are not identical. For
the purposes of these guidelines, invasive and ductal carcinoma in situ breast
cancers should be included. The maternal and paternal sides of the family
should be considered independently for familial patterns of cancer.

bClinically use age < 50 y because studies define early onset as either
<40 o0r=<50y.

CTwo breast primaries includes | {confralateral) di or two or more
cleary separate ipsilateral primary tumors either synchronously or
asynchronously.

dClose blood relatives include first-, second-, and third-degree relatives.

(See BRIOV-3)

cancers are included.

fFor populations at increased risk, requirements for inclusion may be modified (eg.
women of Ashkenazi Jewish descent with breast or ovarian cancer at any age).

9For lobular breast cancer with a family history of difuse gastric cancer, CDH1
gene testing should be considered.

hFor dermatologic mani jons, see COWD-1.

iGenetic counseling is highly recommended when genetic testing is offered and
after results are disclosed. A genetic counselor, medical geneticist, oncologist,
surgeon, oncology nurse or other health professional with expertise and
experence in cancer genetics should be involved early in counseling patients
who potentially meet criteria for an inherited syndrome.

Note: All recommendations are category 2A unless otherwise indicated.

Clinical Trials: NCCN believes that the best management of any cancer patient is in a clinical trial. Participation in clinical trials is especially encouraged.

Version 1 2012, 050212 & National Camprehensive Cancer Netwark, Inc. 2012, All éghls mserved. The NCCN Guidelines® and this ilusisfon may inany apress wiillen

BR/OV-1

san of NCON®.




National Comprehensive Cancer Network (NCCN)

Printed by Jennifer McLosky on 12/6/2012 12:40:38 PM. For personal use onty. Not approved for distribution. Copyright © 2012 National Comprehensive Cancer Network, Inc.. All Rights Reserved.

National
g Comprehensive NCCN Guidelines Version 1.2012 NCCN Guidelines Index
INO®NE Cancer . . Genetics Table of Contents
Network® Hereditary Breast and/or Ovarian Cancer Syndrome Discussion

/ HEREDITARY BREAST AND/OR OVARIAN CANCER SYNDROME TESTING CRITERIA2b.¢

e Individual from a family with a known deleterious BRCA1/BRCA2 mutation
+ Personal history of breast cancerd + one or more of the s Personal history of epithelial ovarianfcancer
following: « Personal history of male breast cancer
» Diagnosed age < 45y « Personal history of pancreatic cancer at any HBOG See Follow-up
» Diagnosed age < 50 y with = 1 close blood relative® age with = 2 close blood relatives® with breast crltterla (HBOC-2)
with breast cancer < 50 y andJor > 1 close blood and/or ovarianfand/or pancreatic cancer at any me
relative® with epithelial ovarianfcancer at any age :ge ilv hist I
» Two breast primaries9when first breast cancer ° ramily history only .
) | (Testing of unaffected family members should
diagnosis occurred <age 50 y. . only be considered when no affected family
» Diagnosed age < 60 y with atriple negative breast member is available and then the unaffected
cancer family member with the highest probability of See NCCN
» Diagnosed age < 50 y with a limited family history® mutation should be tested. Significant limitations T
» Diagnosed at any age, with = 2 close blood relatives®  of interpreting test results should be discussed.) HBOG _—
with breast and/or epithelial ovarianfcancer atany age »> First- or second-degree blood relative meeting c:;:en:t Screening and
» Diagnosed at any age with > 2 close blood relatives® any of the above criteria notm _Dla.gno.5|s
with pancreatic cancer at any age » Third-degree blood relative with breast cancerd Guidelines
» Close male blood relative® with breast cancer and/or ovarianf cancer with = 2 close blood
» For an individual of ethnicity associated with higher relatives® with breast cancer (at least one with
mutation frequency (eg, Ashkenazi Jewish) no breast cancer < 50 y) and/or ovarian® cancer

additional family history may be requiredh
dFor the purposes of these guidelines, invasive and ductal carcinoma in situ breast
20ne or more of these criteria is suggestive of hereditary breast/ovarian cancer ~ cancers should be included.

syndrome that warrants further personalized risk assessment, genetic ©Close blood relatives include first-, second-, and third-degree relatives.

counseling and management. The maternal and paternal sides should be (See BR/IOV-3)

considered independently. Other malignancies reported in some HBOC fFor the purposes of these guidelines, fallopian tube and primary peritoneal cancers
families include prostate and melanoma. are included. Ovaran/fallopian tube/primary peritoneal cancers are component

b Patients who have received an allogeneic bone marrow transplant should not tumors of hereditary non-polyposis colorectal cancer/ Lynch syndrome: be attentive
have molecular genetic testing via blood or buccal samples due to unreliable for clinical evidence of this syndrome. See NCCN Colorectal Cancer Screening

test results from contamination by donor DNA. If available, DNA should be Guidelines.

extracted from a fibroblast culture. If this source of DNA s not possible, buccal 9Two breast primaries includes bilateral (contralateral) disease or two or more cleary

samples can be considered, subject to the risk of donor DNA contamination. separate ipsilateral primary tumors either synchronously or asynchronously.
CIndividuals with limited family history, such as fewer than 2 first- or second- hTesting for Ashkenazi Jewish founder-specific mutation(s), should be performed first.

degree female relatives or female relatives surviving beyond 45 years in either  Full sequencing may be considered if ancestry also includes non-Ashkenazi Jewish

lineage, may have an underestimated probability of a familial mutation. relatives or other HBOC criteria is met. Founder mutations exist in other populations.

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

Version 12012, 0502112 & Nasonal Comprehensive Cancer Nelwark, inc. 2012, Al dghts mserved. The NCCN Guideines” and this flusimBion may nol be regroduced in any form wilhoul Be express wrillen pesnission of NCON®. HBOC'1




Accounts for 5-10% of all breast cancers and 10% of ovarian
cancers. And accounts for 20% of breast cancers in women

diagnosed under age 45.

Approximately 1 in 200 people
are carriers in the general
population.

Autosomal dominant inheritance —
each child/sibling.

BRCA Genes

Tumor Suppressor Genes

“3— BRCA

Chromosomeo 13 Chromosome 17




Hereditary Breast and/or Ovarian Cancer
(HBOC) Syndrome
Cancer Lifetime Lifetime 2nd Cancer 2nd Cancer Risk
Cancer risk Cancer risk Risk within 5 yrs
within 5yrs
General BRCA1/2 General BRCA1/2
Population mutation Population mutation
carrier carrier
Breast 12% 36-85% 5% 12-20%
Ovary 1.6% 20-45%
Pancreas Slightly
increased
Prostate 20% Slightly
increased
** Men with BRCAL or BRCA2 mutations have a 1.5% to 8% lifetime risk of breast cancer respectively (by age 80)




= Women’s breast cancer risk » Prophylactic masectomy

IS increased to 50-85% may reduce the risk of
(from 12%) breast cancer by 90%

= Men'’s breast cancer risk is = Prophylactic oophrectomy
increased to 1.5 to 8% reduces the risk of ovarian

= Ovarian cancer risk is cancer by 90-95% .
increased to 16-50% (from (perlto_neal carcinomatosis
1%) mgy stlllboccur); and y

R : reduces breast cancer ris
Risk of second primary by 50%.

cancer within 10 years
following initial breast
cancer is as high as 40%

http://www.ahrg.gov/clinic/uspstfO5/brcagen/brcagenrs.htm#clinical



Understand current status of Michigan health insurance policies for BRCA1/2
testing with respect to USPSTF guidelines

16 out of 25 health plans with written policies for BRCA coverage as of
2012

14 in alignment with USPSTF recommendations as of 2012
Congratulations to Humana and Health Plus of Michigan for 2012

Increase the number of health plans that have policies consistent with USPSTF
recommendations

Increased the number from 4 to 14 Michigan plans as of 2012

CDC Division of Cancer Prevention & Control used process as a model to
investigate BRCA health plan policies in most states in 2011

Georgia, Michigan and Oregon received CDC cooperative agreements from
2011-2013; foci on health plans and policy

Ohio Cancer Genetics Network currently replicating surveillance and education
with their health plans



Investigate insurance gaps for BRCA Clinical Services among 25 health plans

Enhance payers’ awareness, knowledge and use of BRCA Clinical Services with
respect to USPSTF and NCCN

Increase number of health plans that have written policies for BRCA Clinical
Services consistent with USPSTF and NCCN recommended practices

NCCN recommends the following services (when appropriate) for BRCA
positive patients: breast MRI, mammogram, prophylactic oophorectomy,
prophylactic mastectomy, breast reconstruction following mastectomy



National Health Partners State Health Partners

._._}

CDC DCPC [ MDCH Genomics
NCHPEG / C MCSP Registry& Vital Records
y ~ ¥ M]}CH Camxr Sn{:hnﬂ

D Al

]]: Mlcmgan As&ncmtmn of I-Iealtll
Local Health Partners A Plans
Mir:hi gan Cancer Genetics B

v, ~ ol

B[‘B? of Michigan R Climical Practices
Pr;tm_l} He;alth_ _ J A 15 Clinics providing BRCA
Michigan Medicaid - T ™~ services by board-certified

I providers

/ —0[ " "*--1 \ Wayne State University and

Providers / / }.; ," Emory University Genetic
MCSP Reporting Providers \ |. |" | Counseling Programs

Providers reached through
health plans

MI adults at

Michigan adults at risk for BRCA

risk for ;' //
Family Members and BRCA /f,
Carepivers a

POLICY

Impact: A reduction in the voung breast cancer death rate and the ovarian cancer death rate

Multilevel Partners to Enhance Breast Cancer Genomics Best Practices in the State of Michigan. Adapted
from Taplmn et al. Multilevel intervention Clinical-Public Health Collaboration (2011).




xamples of 2012 Health Plan
Policy Enhancements

« Promote USPSTF and NCCN
guidelines

+ New ‘BRCA Policy Dashboard’
for each health plan

+ New BRCA Genetic Counseling
& Testing report for each health
plan

+ New education resource packet
contains:

- Same resources as previous
educational packet plus

- NCCN guidelines for
referral and testing for
those with personal and/or
family history plus

- NCCN guidelines for
management for women
with known deleterious
mutation plus

- Model policies from Cigna
and BCBSM of above

P.O. Box 30195 ng. M1 48909 1-866-852-1247 (toll-free)

Sample Health Plan

Member Report on BRCA Genetic Counseling & Testing
MDCH Cancer Genetics Database (October 2007-March 2011)

rch 2011 for assessment of HBOC and possible BRCA genetic testing. Data on
over 5,800 patients includes those with a personal history of cancer and those with a significant
of cancer as determined by the USPSTF Grade B recommendation statement. In

e outlined the total number of SAMPLE HEALTH PLA ients who recetved
BRCA testing during this timeframe and the total number of patients not tested reporting
“inadequate insurance coverage” as the primary reason not to test

lease contact the MDCH Cancer Genomics Team at 1-866-852.

For questions regarding this report,
1247 or email Eokbbas o

eneticsdm

Patients Accessing Genetic Counseling for BRCA

Health Plan Michigan Clinical
Network Total
Numiber (%) Number (%)
Patients counseled L e
With personal history of br (%) (%)
USPSTF family history (no personal history) o %) (%)
won anw

Patients tested after counseling

With personal history of breast/ovarian cancer

USPSTF family hisu personal history)

Patients not testing due

inadequate insurance

These data include genetic counseling visits from October 1, 2007 ~ March 31, 2011 as reposted to MDCH through a
eretics professionals. Special thanks to the following instifutions whose
v was included in these analyses: Beaumont Health Sysi

NAY, Karmanos Cancer Institute Genetics Service, Michigan St

Division of Clirical Geneti
Hospital Medical Genetics, Spectrum Health Cancer Genetics Program, University of Michigan Cancer Gen
Clinic, andl University of Michigan Breas arian Cancer Risk and Evaluation Program. Without the
commitment and effort of these institutions, this work weuld nes be possible.

* Phone coursding servioe providing data on patients resicling in Michigan only

BREAST CANCER
GENOMICS
BEST PRACTICES

for Miskipan
Health Plan FPartrers

SAMPLE HEALTH PLAN
BRCA Policy Dashboard

This score cord was created for Somple Plon as on updote on progress toward developing written policies
related to oll four areos of concer genetic services (Figure 1). For more information on policy
development or for technical assistance from MDCH Cancer Genomics Program stoff coll 1-866-852-1247
or email genetics@michigan.gov. If this scorecard is not accurote, please contoct us immediately. We

would greatly oppreciate up-to-date information from all health plons in Michigon.
Figure 1. Spectrum of Cancer Genetic Services

1 L Y i

Becad CoenGan BCA BA
Py mier b e Toagk v
- Refemi md - e =

o Ccer Comdng elbeny s with project stancards

‘ﬁ » policy is consistent with project standards

IQ = policy is not consistent with project standards

dnal U = policy is unavaitable/unknown if consistent

7

Your health plan has written policies related to BRCA that...

1. include coverage for the following individuals:

«  Adults with 2 personal history of breast and/or ovarian cancer.'

o Adults with a family history of breast and/or ovarian cancer.'

~

require or strongly recommend genetic counseling prior to BACA genetic testing.

-

. encourage providers to obtain written informed consent (as is required by Michigan law)
prior to ordering BRCA genetic testing,

4. cover BRCA-related clinical services for positive patients (policies would contain coverage
information for the following services)*

*  Mammography

+  MRIof the Breast

*  Prophylactic Mastectomy

+  Prophylactic Gophorectomy

+  Breast Reconstruction and Prostheses

« Genetic Testing for Susceptibility to Breast and Ovarian Cancer

+  Genetic Counseling

(s

1 n Oscoteny e
mest: Breait and Ovarian” version 1 2012, accerind bely 2013 trom warm rin org, 2. U S Prevenve Sersice Tank
Force: Ganeeic rmk aunument and BACA mutanon Ltong for Bl 4nd CVrin CAnCer 1ULHOEBALY. recomman
008 Lateraeet. A Intern Med 2005, 4 155261




Clinical BRCA Testing in Michigan

O

e Carried out by only one lab, Myriad Genetics Inc.

e Four levels of testing:
o Single site testing for a family mutation

o Multisite 3 testing for the three common founder mutations in
the Ashkenazi Jewish population

o Comprehensive testing of both BRCAl and BRCA2

o BRACAnalysis® Rearrangement Test (BART) testing both
BRCAL and BRCAZ for large scale rearrangements




Single Site BRACAnalysis®

O

For Individuals with a Known Familial Mutation in BRCA1 or BRCAZ2
$475.00

* Performed when there is a known mutation in the family

» Since Single Site BRACAnalysis® requires knowledge of the specific
mutation in the family, it is important for patients to notify family members
about their mutation

» Itisalso important for providers to ask for this information prior to ordering
BRCA testing

* Knowing if there is a specific mutation in the family prior to testing will
result in a more informative test result for family members and lower test
costs.

Used with permission from Nancie Petrucelli, Karmanos Cancer Institute, Detroit, Ml




Multisite 3 BRACAnalysis®

O

For Individuals of Ashkenazi Jewish
Ancestry

$575.00

BRCA1

BRCA2




Comprehensive BRACAnalysis®
$3,340.00

Sequencing @

BRCA1

BRCA2

5-Site Rearrangement

BRCA1|1|2|3|4|5|6|7|8|9|10 |11 |12 |13 |14 |15 |16 |17 |18 |19 [20 |21 |22 |23 | 24

Dutch Ancestry: deletions in exon 13 and exon 22
European (primarily British) ancestry: duplication of exon 13

European ancestry: deletion of exons 8 and 9

B W N =

Deletion of exons 14-20




26

BART analysis is not necessary for every case and should be considered in very specific
clinical situations

All coding exons are examined for duplications and deletions.*

These deletions or duplications are present in approximately 1% of individuals who
undergo BRCA1/2 testing.

*Exon 1 and 4 in BRCAL are non-coding; exon 1 in BRCAZ2 is non-coding

Used with permission from Nancie Petrucelli, Karmanos Cancer Institute, Detroit, Ml




Overview of BRCA Testing in Michigan

O

10 elcieri izdelapcsias Clinical Indication Cost Description of Test Number of
tests per
year ordered
in Michigan
since 2008

Comprehensive Patient with significant family ~ $3,340 Full sequencing of 2,442 in 2008;

BRACAnNalysis® and/or personal history (1, 2) BRCA1/2 and five 4,205 in 2011

specific large genomic
rearrangements
analyzed

Known deleterious mutation in  ~$475  Specific single known  388-434 per

BRACAnNalysis® the family mutation analyzed year

Multisite3 Patient of Ashkenazi Jewish ~$575 Three specific 199-235 per

BRACAnNalysis® with family and/or personal mutations examined year

history of breast and/or ovarian (accounts for >90% of
cancer BRCA mutations in

Ashkenazi Jewish

population)
Patient with no known = Large genomic 175in 2008;
mutation detected on $700  rearrangements of 824 in 2011
Comprehensive BRCAL1/2

BRCACAnNalysis with
significant family and/or
personal history (2,3)




e From 2008-2011, genetics providers ordered
approximately 30% of Comprehensive
BRACAnNalysis tests each year

e In 2008, over 95% of all BART tests were
ordered by genetics providers

e In 2011, only 61.7% of all BART tests were
ordered by genetics providers

e In 2011 more 50% of both Single Site BRACAnalysis® and Multisite3
BRACAnNalysis® tests were ordered by genetics providers.



Comparing Data

O

BRCA testing is increasing among genetics and
other providers in Michigan.

The growth is primarily due to increases in
Comprehensive BRACAnalysis® and BART
testing.

Single Site BRACAnalysis® and Multisite3
BRACAnNalysis® constitute a diminishing
proportion of all tests.

These cost-saving tests require a more
sophisticated knowledge of BRCA1/2 genetics and
are disproportionately ordered by genetics
providers.




Determination of the most appropriate test for each clinical scenario, which
may mean testing an alternative family member or not testing at all

Collaboration with other providers in making management decisions
regarding earlier screening and detection, alternating breast MRI with
mammogram, prophylactic surgeries, chemoprevention, etc

Summarizes appropriate medical management that can lead to earlier
diagnoses, perhaps stage | and Il rather than 111 and IV; or possibly prevent
cancer all together with prophylactic oophorectomy or mastectomy

With the goal of preventing cancer or diagnosing it at an earlier stage which
can possibly reduce the cost of treatment or end of life hospice care and lead to
healthier members overall



Current Genomics Health Environment

O

Insufficient access to Unrealistic public
genetics experts and expectations

genetic counsellng ® Perceptions of genetic testing

* Payers, providers and patients exgeed realities of scie.n.ce,
don’t know what they don’t policy, expense and clinical

know. utility.

Laboratory influence on Policies in place, but
test ordering proactive approach
needed for full benefit

® Have provider education

initiatives and marketing e Providers are aware of genetic

campaigns policies, but often don’t
change practice. Providers
must be engaged to realize
full impact of genetic policy.




Insufficient access to
genetics experts and
genetic counseling

e Payers, providers and patients
don’t know what they don’t

know.

« Michigan Cancer Genetics Alliance (MCGA) maintains a directory of board certified
genetics professionals, including a telephone counseling service (www.migrc.org)

« Michigan Association of Health Plans (MAHP) has an online, CME module for providers
that’s available now!

« American College of Surgeons Commission
on Cancer (CoC) has accreditation <
ﬁ M' GenetiCS Skip fo Content | Sitemap | Submit Resources | Request Resources |

‘

standards for cancer centers which Linttiisint~ N
require that genetic counseling be ————1I3

provided OnSite Or th rough referral *® : Patients & Families Providers Teachers & Students Public Health Directories Resources Ne!
. ) ) ) Home — Providers — MCGA Home B
« MCGA maintains a patient tutorial, i Michigan Cancer Genetics Alliance

MCGA
H News:
appropriate for your members, about
. . . About MCGA Check out our Directory of Cancer Genetic Service Providers in Michigan!
inherited breast and ovarian cancer SN
MCGA Directory locating materials or resources, please contact genetics@michigan qov. &4
Z

an d th e ge nEti C CO u nse I i n g p rocess e The Michigan Cancer Genetics Alliance (MCGA) is a collaborative network =

of individuals (including genetics professionals, patient advocates,
oncology experts, health plan employees, state and local public health
workers, and others) with an interest in cancer genomics. We come
together on a biannual basis to discuss the latest issues in cancer
genetics and clinical care, research, public health initiatives, genetic counseling and testing,

patient needs, advocacy and support availability, and provider education in the state of Michigan.

; Participation in MCGA is voluntary and there are no fees associated with being a member. !




Policies in place, but
proactive approach
needed for full benefit

e Providers are aware of genetic
policies, but often don’t change
practice. Providers must be

engaged to realize full impact
of genetic policy.

« NCHPEG Core Competencies - Each health care professional should at a minimum be
able to: Appreciate limitations of genomics expertise; Understand social and
psychological implications of genetic services; Know how and when to make a referral to
a genetics professional (www.nchpeg.org)

« Michigan Informed Consent Law

« Previous MDCH Chart Reviews - showed that most charts (82-92%) show
documentation of family history; however greater than 98% of chars are missing age at
onset of the affected family member
i

« Follow up focus groups with providers - =k
- Do not believe they see patients with high-risk cancer family history e
- Do not feel confident in ability to identify high-risk family history
- Uncertain where to refer







e State and National Professional Groups

e Professional Meetings and CME Courses

e Internet Searching

e Professional newsletters and e-blasts

e Colleagues

e Presentations from MDCH Cancer Genomics Educator
e Presentations from local genetics services providers

e Myriad Genetics, Inc.

e Others?

MDCH will be disseminating a provider survey through a major Michigan health
plan to determine provider knowledge and practices surrounding genetics, as well
as where they turn to for information related to genetics. If other health plans
would like to disseminate the survey as well, please let us know.






No information provided about when to order specific test types
Multisite3 testing is not mentioned at all

Single site testing is only discussed in the context of interpreting test
results

NO mention of genetic counseling or referral to a genetics specialist



So what'’s the bottom line for Michigan?

High testing
volume

High cost of
testing

Inappropriate
testing

* There are more than 1200 genetic tests clinically
available

e 5,000,000 gene-based tests ordered in 2009
» Make up approximately 1/3 of diagnostic tests

e In 2008 - $8,156,280 on comprehensive BRCA,
$184.300 on single site, $144,425 on multisite,
and $122,500 on BART

e In 2011 - $14,044700 on comprehensive and
$576,800 on BART

\

 Clinical utility varies
* Inappropriate test selection by clinicians
e Underutilization of appropriate testing




Payer Goals:

« What's in the best interest of the plan?

« What's best for the health of the members?

« How do we reduce, or at least control, overall costs?

MDCH Goals:
- What'’s best for the health of Michigan residents?
« How do we reduce, or at least control, overall costs?

- What can be done by payers to ensure appropriate genetic
testing?



We are still encouraging plans to have a written policy for BRCAL/2 genetic
testing that includes:

Family history criteria consistent with the USPSTF recommendation
Strongly recommending or requiring genetic counseling
Health Plus of Michigan and Humana are being honored with 2012 awards

We are also encouraging plans to have written policies for BRCA-related
clinical services for positive patients (i.e. mammogram, breast MRI,
prophylactic surgeries, etc.)

Blue Cross Blue Shield of Michigan, Blue Care Network, and Cigna are being
honored with 2012 awards

Contact Jenna McLosky — or 517-335-8826 for your
specialized health plan packet



