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NEW: Genomic Data Sharing (GDS) Policy

Notice on Development of Data Sharing Policy for Sequence and Related Genomic Data

Notice Number: NOT-HG-10-006

Key Dates
Release Date: October 19, 2009

Issued by

National Human Genome Research Institute (NHGRI), (http: genome.gov/)

Purpose

The purpose of this Notice is to inform the research community of plans by the National Institutes of Health (NIH) to:

1. Update data sharing policies for NIH supported research, including extramural and intramural projects, invelving sequence and related genomic data obtained with advanced sequencing technology (e.¢., medical resequencing data,
sequence data from non-human species, including microorganisms, transcriptomic and epigenomic data, as well as data needed for interpretation, including associated clinical, other phenotype and metadata, such as supperting sti
documents and methodologies);

2. Encourage investigators and IRBs to consider the potential for broad sharing of sequence and related genomic data in developing informed consent processes and documents for such studies involving human sequence data; and

3. Communicate the agency's intent and current underlying considerations related to developing a policy pertaining to the deposition of these large datasets into centralized databases, such as the GenBank Short Read Archive (SRA) orthe
Database of Genotypes and Phenotypes (dbGaP), so thatthey are available as broadly and rapidly as possible to a wide range of scientific investigators.

= Extension of the rationale for data sharing policies

= Accessibility of whole genome sequencing and
other genomic technologies advancing rapidly

= Consistent approach with regard to consent

= Complexity of data and project types much greater



Updating the Common Rule

= Propose written consent for all uses of existing
research samples (short forms, broad consent OK;
only applies prospectively)

= Biospecimens considered inherently identifiable
based on genetic data — risk classified as
“informational”



Access: Gene Patents

Potential implications for research and clinical
access

Decision out this morning!!



Access: Coverage of Genetic Testing
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Fumbled DNA Tests Mean Peril for Breast-Cancer Patients

By Robert Langreth - Sep 10, 2012

Debbie McCarron was prepared to get both of her breasts taken off if a blood test in December 2006 revealed she carried a gene that vastly increases

the risk of breast cancer. Having survived the disease five years earlier, she didn’t want to risk getting it again.

To her relief, her oncologist told her the test, done by Myriad Genetics Inc. (MYGN), had come back negative, “just like I knew it would,” McCarron
recalls her doctor saying.

He was wrong. The results, in fact, were positive. McCarron didn’t learn this, though, until July 2009, more than two years later, when a genetic
counselor reviewed the test following McCarron’s surgery to remove a new malignant breast tumor. Since then, her oncologist, Haresh Jhangiani,

told Bloomberg he isn’t clear about what happened.

“I don’t think she was positive. Was she positive?” the doctor said. “I would not tell her it was negative if the test was positive, there must be

something more to it.”

McCarron, now 50, was devastated when she found out. “The whole world crumbled down on me that day,” the Huntington Beach, California,
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Moving into the Clinic
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Advancing Respect for
Science Participants
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Advancing human health
through genomics research
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Putting the Pieces Together

= Scientific Design
* Research aims and objectives

= Ethics
» Guiding principles

» Policy
» Applicable laws and regulations



Presidential Bioethics Commission

Recs 1: Clear and consistent policies

Recs 2. Standards for security &
access

Recs 3: Informed consent
Recs 4: Exchange information
between research and clinical

domains

Rec 5: Access for all citizens






