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Goals for Discussion

Review the priority-setting process
Review and discuss Issue ltems voting results

Reach preliminary consensus on high priority issues
worthy of issue brief development

Review next steps in process



Priority-Setting Process Milestones

Feb-May: ldentified 73 possible issues

June: SACGHS members and Ex Officios scored
the issues

July 7-8: Decisions regarding preliminary priority
ISsues

July-Nov: Compile additional information about
Issues, develop Issue Briefs and send to
Committee for review

Dec: Make final decisions on study priorities



Process for Identifying Issues

Brainstorming session at February
SACGHS meeting

Additional iIssues suggested by
SACGHS members

Conference call with ex officios
Request for public comments
Conversations with “horizon scanners”



Request For Public Comments
April 17, 2008 — May 16, 2008

Comments sought through:
e Federal Register
e SACGHS website

 Distribution list: Expanded to include a greater
range of:

— consumer organizations
— major medical organizations (e.g., the AMA)
— groups representing health care disparities

— representatives of business groups and
payers



Horizon Scan:
Experts Interviewed

Thomas Caskey, M.D., Director, CEO-elect of the Brown
Foundation Institute of Molecular Medicine for the
Prevention of Human Diseases; by Jim Evans

Juan Enriquez, Chairman and CEO of Biotechonomy,
LLC; by Paul Billings

Catherine M. Baase, M.D., Corporate Medical Director,
Dow Chemical; by Steven Teutsch

Myrl Weinberg, CAE, President, National Health Councill;
by Steven Teutsch

lan Morrison, Ph.D., President Emeritus, Health Advisory
Panel Chair, Institute for the Future; by Mara Aspinall



SACGHS Scoring of Issues
June 9 —June 20

Total Number of Issues: 73
From:
e Public Comments: 33 (in 26 submissions)
e Horizon Scanning: 16
e SACGHS/EQOs/Staff: 18
o Office of the Secretary: 5
e Journal: Nature Review Genetics: 1



Scoring Process
June 2008

» Likert scale used to assign the relative importance of
each issue, with 1 being Not Important and 5 being
Very Important.

e Scoring Form was provided to SACGHS members and
ex officios June 2008



Criteria for SACGHS Priority Issues

The urgency and national importance of the issue

The extent to which the Federal Government has
jurisdiction/authority over the issue

The need for Federal guidance or regulation on this
Issue

Whether the issue raises concerns that only the Federal
Government can address

Whether the issue raises ethical, legal, or social
concerns that warrant Federal Government
Involvement/leadership

Whether the Committee’s policy advice on this issue
would significantly benefit society



Criteria for SACGHS Priority Issues, Con’d

Whether failure to address the issue would prolong any
negative impact the issue may be having on society

Whether sufficient data about the issue exist for the
Committee to develop informed policy advice

Whether another body is already addressing the issue or
IS better equipped to address it

Whether the issue is within the SACGHS charter (charter
provided In the request)



Distribution of Total Average Scores
(n =73 Issue ltems)
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Results of Scoring—Top 20

Rank Issue Issue MEAN
# SCORE

1 33 |Standards for Monitoring of DTC Genetic Tests 4.04
2 15 |Evidence Development for Personalized Medicine 4.04
3 18 Adequacy of the Education and Training of Health

Professionals in Genetics/Genomics 4.00
4 18 |Evidenced-based Guidelines for Genetic Technologies 4.00
5 53 |Public Health Applications of Genomics Research 3.96
5 30 Clinical Validity and Clinical Utility of DTC Genetic

Tests for Common Disorders 3.96
7 34 |Comprehensive Consumer Protection Strategies 3.88
8 31 |Consumer Interest in Personal Genomics 3.88
9 32 |Medico-legal Implications of DTC 3.84
10 36 |Integration of Genomic Information and Clinical Decision Support 3.84
11 49 |Impact of Personalized Medicine on Health Care 3.84
12 47 |Role of Genetics/Genomics in Health Care Reform 3.80
13 17 |Outcomes Research for Diagnostics Tests 3.76
14 48 |Implications of Structural Changes in Health Care Delivery 3.68

Continuing Issues with Coverage and Reimbursement of Genetic
15 46

Tests 3.68
16 35 |Incorporation of Genetics into PHR/EHR 3.64
17 50 |Implications of the Affordable Genome Sequence 3.64
18 45 |Coverage and Reimbursement of Genetic Counseling 3.60
19 44 |Medicare/Medicaid Reimbursement for DNA Tests 3.56
20 21 |Informed Consent for Genomic Data Sharing 3.54
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Issue
Dendrogram with
Voting Rank

RANK 1-10

RANK 11-20 =——

mpact of GIMNA
Sngle Gene Disorder Pathways and Sommon Conditions :lili
Exemption from CLA Certfication Reguirements for Resesarch Lsboratories
Fele of Genetics/Genomics n Health Care Reform
mplications of Strectural Changes in Health Cars Delivery }

nconporation of Genetic Informiation inte EHRs
dentfiabity of Genetic Information

Comsumer Understanding of Electronic Health Records
——) miegration of Genomic Information and Clinical Decisicn Support
ncomporation of Genetics inte PHRIEHR

MIH Funding Paolicy
Analysis of Genetic Data on Autcimmune Diseases :I—
Genetic Excepionalism
Ethical Impications of Prenatal Genstic Testng
Edhical Implications of Camier Testing
Zenetic Testing in the Workplace
Health Insurance Policy Related to Pre—existing Condtions
Technologeal Barrers to Genomics-based Perscnalized Medicne
International Genomics Infrastructure for Clinical Research B
Gilobsl Cooperation and Hamonzation
Technizal Standards for Biospecimens
Stern Cell Research Policy Issues :|t|—
The State of Gene Therapy Ressarch
Definition of Health—related Genetic Tests
—

Scope and Definiton of Genetics B
Evidence Dewe'opment for Personalized Medzine
Co-Development of Therapeutics and Sompanion Diagnostics
Impact of Perscnalized Medicne on Heakh Care
|dentifization and Imegration of Mew Technologies
—— Clinical Walidity and Clnical Utlity of DTC Genetic Tesis for Commaon Disorde

r=
Public: Health Applications of Genomics Reseanch :l_"i
FPublic Health Benefits of Biomonitoring of Chemical Exposures
Reconsent and Humanizing Data
Expansicn of Population Genefic Screening :I l—
Criteria for Assessing the Clinical Utility of Newbom Screening

PTO Conciliation Process

Proliferaton of Gene Patents :I

Use of PiGx for Improwving the Safety and Efficacy of Ewsting Medicnes

Research Priorities for Pharmacogenomics (PGx)

—— Evidenced-based Guideines for Genetic Technologiss
Cutcomes Research for Diagnostos Tests

Impfeations of Maw RiskiScreening Methods
Analysis of Cosis in Genetic Test Development

mplications of the Affordable Genome Sequence
— Standards for Monstoring of DTC Genetic Tests
——
——

Medizo-legal Imgplications of DTS
Comprehensive Consumer Protection Srateges
Consumer Interest in Personal Genomics

Retum of Research Results from ¥YWhole Genome Research Studies

Ethical Guidelines for the Use of DMA in Research

Informed Consent for Senomic Data Sharing

Consumer”s Role im Clinical Trials

Meeds and Expectations of Research Participants in Data Regisiries
Ownership of Samples

Impact of Regulation of Phamaceuwtical Research

Postrmarket Surveillance of New Drugs
Informed Consent lsswes in Cinics! Practics and Public Health Applicatons of Genetic/Genomic Technologies

Speedng Development of Therapeutics
Ethizal 'mplications of Behavioral Predictive Testing
Ethicallegal Issues in PFharmacogenomics (PGEx)
Coverage and Reimbursement of Genetic Counssling
Medicare/Madicaid Rembursement for DA Tesis
Continuing Issues with Coverage and Reimbursement of Genetic Tests
Comprehensive Genetic Testing Policy Considerations for Medicaid
Health Care lssues of Aging Populations Relatng 1o Genetics
Specal Issues for Minority Populations Related 1o Genstic Testing
Ciata Gaps Related Access of Minorties 1o Genetic Testing

Fiole of Genetics in Addressing Hea'th Disparities
—  fdequacy of the Education and Training of Health Professionals in Genetics/Genomics

Publc Access to Information about Genetic Technologies
Eenetcs Education and Training Meeds of Addiction—focused Health Professiona's
Health Care Provider &warsness as an Cerarching lssus
UUnderstanding the Role of the Madia in Genetics Literacy




Suggested Clusters of Issues with Highest Scores

Issue #
3.80 Role of Genetics/Genomics in Health Care Reform a7
3.64 Incorporation of Genetics into PHR/HER 35
3.68 Implications of Structural Changes in Health Care Delivery 48
3.76 Outcomes Research for Diagnostics Tests 17
3.64 Implications of the Affordable Genome Sequence 50
3.54 Informed Consent for Genomic Data Sharing 21
3.60 Coverage and Reimbursement of Genetic Counseling 45
3.56 Medicare/Medicaid Reimbursement for DNA Tests 44
3.68 Continuing Issues with Coverage and Reimbursement of Genetic Tests 46
3.48 Health Care Provider Awareness as an Overarching Issue 40
3.52 Data Gaps Related Access of Minorities to Genetic Testing 56
3.44 Special Issues for Minority Populations Related to Genetic Testing 71

3.44 Role of Genetics in Addressing Health Disparities 55



Suggested Clusters of Issues
with Highest Scores

Genetics and the health care system

Ensuring the clinical utility of genetic information
Public health applications of genomic research
Consumer issues related to genomic products

Informed consent, privacy, and discrimination that relate
to genomic data sharing

Coverage and reimbursement for genetic services
Education of health professionals on genetics
Genetics, minorities and health disparities



Genetics and Health Care Reform

3.80 Role of Genetics/Genomics in Health Care
Reform (Issue #47)

3.64 Incorporation of Genetics into PHR/HER
(Issue #45)

3.68 Implications of Structural Changes in Health
Care Delivery (Issue #48)



Ensuring the Clinical Utility of
Genetic Information

3.76 Outcomes Research for Diagnostics Tests
(Issue #17)



Public Health Applications of
Genomics Research



Consumer Access to Genomic Information

3.64 Implications of the Affordable Genome
Sequence (Issue #50)



Informed Consent for
Genomic Data Sharing

3.54 Informed Consent for Genomic Data Sharing
(Issue #21)



Coverage and Reimbursement for
Genetic Services

3.60 Coverage and Reimbursement of Genetic
Counseling (Issue #45)

3.56 Medicare/Medicaild Reimbursement for DNA Tests
(Issue #44)

3.68 Continuing Issues with Coverage and
Reimbursement of Genetic Tests (Issue #46)



Education of
Health Professionals on Genetics

3.48 Health Care Provider Awareness as an
Overarching Issue (Issue #40)



Genetics, Minorities and
Health Disparities

3.52 Data Gaps Related to Access of Minorities to
Genetic Testing (Issue #56)

3.44 Special Issues for Minority Populations Related to
Genetic Testing (Issue #71)

3.44 Role of Genetics in Addressing Health Disparities
(Issue #55)



Next Steps

Development of Issue Briefs
— Coordinate with Evaluation and Education Task Forces

Distribution of Issue Briefs to SACGHS Members for
Review

SACGHS Members Vote on Issue Briefs

SACGHS Members Select Priority Issues for Action
Steps
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