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MCC Welcomes Mercy Cancer Network

The MCC is pleased to announce its newest member organization — Mercy
Cancer Network. As one of Michigan’s largest cancer care networks, the Mercy
Cancer Network delivers advanced medicine to local communities, offering the
latest in cancer diagnostics, clinical research trials, and therapeutic technology.

Mercy Cancer Network offers a unique set of services that include:

e Coordinated attention to each patient’s well being

e Expert, experienced, and caring physicians, fellowship-trained in sub-
specialties

e Leading-edge technology including Cyberknife, TomoTherapy, RapidArc,
DaVinci Robotic Minimally Invasive Surgery, and Digital Mammography

o A seamless care experience supported by integrated clinical information
systems

e Access to research studies available through the National Cancer Institute

e Accreditation by the American College of Surgeons Commission on Cancer
with Commendations.

e Community Clinical Oncology Programs Research bases affiliated with the
Mayo Clinic and M.D. Anderson

e Convenient locations throughout Michigan

In addition, Mercy Cancer Network offers a vast network of cancer care — by the

numbers:

o Offering 17 different locations across Michigan giving patients more options
throughout the state.

¢ Providing the expertise of over 200 highly trained, board-certified cancer
care physicians, including oncologists, radiation oncologists, surgeons and
other cancer-related specialists.

e Treating more than 100,000 patients with advanced radiation therapy
treatments annually.

e Caring for more than 6,000 cancer inpatients annually.

¢ Providing all digital mammography with 32 machines offered throughout the
network.

For more information about Mercy Cancer Network, please visit
http://www.mercycancernetwork.com

The number of MCC member organizations now totals 112.*

*Kalamazoo Hematology and Oncology, Supportive Oncology Services at Karmanos
Cancer Institute, and Oncology Nursing Society resigned their membership with the MCC.
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Spanish, Arabic Family Health History Materials Now Available

Family health history posters and fact cards are now available in Spanish and Arabic. Electronic versions of these materials are
posted on the MCC website at:
http://www.michigancancer.org/familyhistory.cfm
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Information supports MCC Cancer Genomics Special Project for 2009-2011.

Hospice Excels at Providing Pain Relief
~ Submitted by Michigan Hospice & Palliative Care Organization

September 2009 has been proclaimed Pain Awareness Month in Michigan by Governor Jennifer Granholm. Long known as
experts in pain management, hospice treats many different kinds of pain to relieve the suffering of the individuals they serve.

Hospice philosophy respects the patient’s perspective in defining pain, a notion best described by pain management pioneer
Margo McCaffery, RN: ‘Pain is whatever the patient says it is and exists whenever and wherever the patient says it does.’
Pain can be rooted in the disease process, in emotional turmoil, or in spiritual angst. Hospice’s holistic nature treats the whole
person.

Pain is assessed according to its intensity, location, type, duration and anything that brings relief. The nurse may ask a patient
to rate his or her discomfort on a 0 to 10 scale, 0 being no pain and 10 being the worst pain imaginable. Once pain is
measured, it is treated aggressively until the patient and family are satisfied.

Pain treatment is determined by the type of pain experienced; these include muscle, bone, nerve, and visceral. Relief may
come in the form of medication, hot or cold compresses, repositioning, massage, or other physical means. Pain that stems
from emotional or spiritual difficulty may be relieved by a visit from the social worker or the chaplain.

Hospice care is for individuals living with a terminal iliness who have a life expectancy of 6 months or less. For more
information, please contact your local hospice. To learn more about the hospice providers in your area go to
www.mihospice.org

Information supports strategies in the MCC End-of-Life Care Strategic Plan for 2009-2015.
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MCC Develops Prostate Cancer Guidelines for Providers

The MCC Prostate Cancer Action Committee has recently developed guidelines to help primary care providers manage the
side effects most common in men treated for prostate cancer. The Guidelines for the Primary Care Management of Prostate
Cancer Post-Treatment Sequelae were recently approved by the MCC Board of Directors and will be distributed to primary
care providers during the month of September — Prostate Cancer Awareness Month.

The guidelines are also available for download on the MCC website at:
http://www.michigancancer.orqg/PDFs/MCCGuidelines-PrimaryCareMgtProstateCaPost-TxSequelae.pdf

MC& Michigan Cancer Consortium Prostate Cancer Action Committee
Guidelines for Primary Care Management of Prostate Cancer Post-Treatment Sequelae
bick s CanearConmectiinn www.prestatecancerdecision.org
Levels of Evidence (LOE) indicated if research available: LOE I = Randomized Controlled Trial; LOE II = Non-randemized Controlled Trial;
LOE III = Case Series; LOE O = opinion, observation, literature review, pilot study

Problem Onset Primary Care M: Options
Recurrence Lifelong Confirm that PSAs are being done at appropriate infervals: PSA every 612 months after

prostatectomy or radiation therapy; PSA every 3 months after Androgen Deprivation Therapy.
Any confirmed detectable PSA after surgery is indication for referral to specialist. Any
confirmed two rises in PSA level from nadiv after radiation is indication for referral to specialist.

Erectile Dysfunction (ED) Variable onset Pharmacologic - Pharmacological regimen may be complicated. Provider must have in-depth
depending on type of knowledge or refer to 3gec1a]lst for optimal management
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contribute to ED
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Counseling/therapy (general and/or sexual)
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Information supports strategies in the MCC Prostate Cancer Strategic Plan for 2009-2015.

Have You Registered for the 2009 MCC Annual Meeting?

Registration is now open for the 2009 Michigan Cancer Consortium Annual Meeting on November 12, 2009 at The Lansing
Center — downtown Lansing.

This year’s meeting, Cancer Control Partners in Action, will feature concurrent sessions addressing the MCC'’s 5 Special
Projects for 2009-2011:

e Survivorship Care Plan: Addressing Potential Late Effects of Treatment
Direct to Consumer (DTC) Marketing of Genetic Tests

Breast Cancer Risk Assessment

Strategies to Increase Uptake for HPV4 Vaccine

Training in Tobacco Use Treatment for Health Care Professionals

All MCC members, partners, and friends are welcome. Scholarships are 2009 Annual Meetiﬂg
available for those needing financial assistance. “Cancer a in Action”

More information about the meeting, including the registration brochure,
is available online at: Bl
http://www.michigancancer.org/WhatWeDo/AnnualMeetings.cfm

If you have any questions, please contact Amy Stagg at stagga@michigan.gov or 517-324-7310.
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Oncotype DX Testing in Breast Cancer Patients: What is the
Evidence?

~ Submitted by the Michigan Cancer Genetics Alliance

In 2004, Genomic Health Inc. created the Oncotype DX Breast Cancer Assay, and the test was quickly integrated into clinical
practice. Only five short years after this genomic discovery, the company celebrated its 100,000" clinical patient tested
worldwide (65,000 of which have been in the United States). What do clinicians and patients need to know about this
commonly used test?

The Oncotype DX Breast Cancer Assay is one type of gene expression profiling test that evaluates somatic mutations in
breast tumor tissue. It is intended for use with other conventional risk assessment approaches (such as tumor
staging/grading and analysis of other markers) to predict the likelihood of breast cancer recurrence for women with Stage | or
II, node negative, ER positive cancers. The purpose of the test is to help patients facing decisions regarding adjuvant use of
chemotherapy.

Oncotype DX is advertised as a test that identifies which women with certain types of breast cancer are more likely to benefit
from chemotherapy. The test selectively looks at the expression of 21 different genes (called markers). Some markers are
thought to increase a cell’s growth rate; other markers are thought to make a cancer cell more aggressive and likely to
spread. Depending on which genes are expressed, Oncotype DX provides a low, intermediate, or high recurrence risk score.

Despite its rapid adoption into clinical practice, much remains unknown about how helpful the test really is. In order to
address this question, the Evaluation of Genomic Applications in Practice and Prevention (EGAPP) Working Group reviewed
Oncotype DX and similar tests. EGAPP was launched in 2004 by the CDC’s Office of Public Health Genomics. The goal of
EGAPP is to support a coordinated, systematic process for evaluating genetic tests and other genomic applications that are
transitioning from research to clinical and public health practice.

As shown in the flow chart below, an appropriate translational highway for genetic discoveries to travel from research to
clinical practice to population health impact has been described by Khoury et al (2007).

Discovery of Identify Candidate Health Evaluate the Genetic Test by establishing
a gene or <> Application il Analytic and Clinical Validity, Clinical Utility,
gene product (Clinical Trials and Observation) and Ethical, Legal and Social Implications
Research population Disseminate Guidelines Synthesize Evidence and
outcomes and population <> and Integrate into il Develop Evidence Based
health impact Health Practices Practice Guidelines

Genetic research is sometimes translated into health practice when it is still unclear whether the test developed is valid and
useful. The independent, multidisciplinary Evaluation of Genomic Applications in Practice and Prevention (EGAPP) Working
Group selects tests, oversees systematic evidence reviews, makes research and data publically available, highlights critical
knowledge gaps about a test, and provides guidance to providers in the form of recommendation statements, on the use of
particular tests in specific clinical scenarios. In some cases the Working Group determines that there is insufficient evidence
to make a recommendation for or against the test’'s use. EGAPP recommendations are based upon consideration of the
following concepts:

Analytic Validity:
e Does the test accurately and reliably measure what it is designed to measure? (i.e., Does the test actually measure
the expression of the intended genes in the tumor tissue, and does it provide consistent results?)

~ Continued on Page 5 ~
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Oncotype DX Testing in Breast Cancer Patients: What is the
Evidence? continued

Clinical Validity
e Can the test accurately and reliably predict the condition of interest (i.e., Does the created recurrence risk score
equate to actual recurrence risk and survival outcomes? Would a patient get the same recurrence risk score if the
test were repeated?)

Clinical Utility:
o Will the use of the test significantly improve health-related outcomes? (i.e., Does knowing a recurrence risk improve a
woman’s chance of survival or reduce negative effects of chemotherapy by leading to better treatment decisions?)

For Oncotype DX, the answers to many of the above questions are unclear. The EGAPP Working Group found
adequate evidence of the association between the recurrence risk score and the likelihood of breast cancer recurrence 10
years after diagnosis (clinical validity). The evidence came primarily from a single high quality study in a population of mostly
white women. Test performance in other populations is not known. Of concern, the EGAPP Working Group found
inadequate evidence of the analytic validity for Oncotype DX. In addition, Oncotype DX testing initially failed in 14.5% of
samples. According to a customer service representative of Genomic Health, Inc., the lab “runs every test three times, and if
the same result is generated two out of the three times, the most common result is reported and the patient’s recurrence
score is determined”. In order to address these gaps in the evidence, the Working Group suggested exploring ways to
reduce testing failures, publish better quality data regarding analytic validity, and research the feasibility of providing the test
routinely to large numbers of women.

The EGAPP Working Group also found inadequate evidence to recommend for or against the use of Oncotype DX to improve
patient survival outcomes (Clinical Utility). They found limited evidence of potential benefit for some women facing treatment
decisions (i.e., reduction in adverse side-effects of chemotherapy in women with a “low risk” score who decline this
treatment). However, EGAPP could not rule out the potential for harm for other women. For example, a woman who decides
not to have chemotherapy on the basis of a “low risk” score and experiences a cancer recurrence. A randomized clinical trial,
called TAILORYX, is being conducted to understand whether use of chemotherapy impacts outcomes in women classified into
the “intermediate” risk category; however, the results of this clinical trial will not be known for several years. EGAPP also
indicated the need for research to develop management algorithms, evaluate the impact of Oncotype Dx based management
decisions on individuals “low” and “high” risk scores, and to assess how women understand and use the Oncotype DX score
in making treatment decisions.

The EGAPP Working Group suggests that until more data are available, clinicians must decide on a case by case basis
whether or not gene expression profiling with tests such as Oncotype DX add value beyond current prognostic markers. In
addition, providers should carefully consider the benefits, harms, and clinical relevance for a particular patient. The Working
Group emphasizes that if a clinician is considering the use of gene expression profiling, counseling, and educational materials
should be provided to the patient to address possible harms, benefits, and potential impact of results on therapy decisions.

Both the National Comprehensive Cancer Network (NCCN) and The American Society of Clinical Oncology have made
statements in support of using Oncotype DX. However, it should be noted that these groups do not employ rigorous methods
of systematic evidence review and include expert consensus in forming their recommendations. The NCCN guidelines
suggest use of a “21 gene RT PCR assay” (Oncotype Dx) be considered in evaluating treatment options for women with early
stage, ER positive breast cancer. In contrast, the ECRI Institute Target Policy Statement concluded that while evidence of
clinical validity exists, “the studies are insufficient to allow one to draw strong conclusions regarding the clinical utility of these
assays for guiding treatment decisions for patients with early-stage invasive breast cancer.”

The EGAPP recommendation also included two other breast cancer gene expression profiles, MammaPrint and the H:l ratio
test, both of which demonstrated less supporting evidence than Oncotype Dx. A fourth profile test, “Bioclassifier” has become
available since the EGAPP review and recommendations and has not been formally evaluated.

To read more, please visit http://www.egappreviews.org/docs/EGAPPWG-BrCaGEPRec.pdf.

Information supports strategies in the MCC Cancer Genomics Strategic Plan for 2009-2015.
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