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Law, Sociology and Ethics in Data Governance for Genomics

Background and rationale

Genomics needs large-scale data collection, storage, sharing and use of genomic datasets. This can help
with things like gene discovery, interpreting test results, and determining population prevalence.

Australia has an active and growing genomics research community and rapidly mainstreaming clinical
provision. However, our regulatory climate, infrastructure and evidence of ethical acceptability of modes
of governance remain under-developed. Significant uncertainty remains about whether and how genomic
data can be shared, and datasets created.

The LINEAGE study has been funded to investigate current gaps and issues within genomic data
governance in a range of settings, to develop a novel governance framework. Our project is asking: How
should genomic datasets be governed effectively and responsibly?

Who are we?

We are a 5-year MRFF-funded research project (2022-2027) based at the University of Sydney. We have 47
Chief Investigators and 8 Associate Investigators from over 20 institutions globally, including Indigenous
researchers, patients, and other experts in health law, bioethics, sociology, genomics and clinical and
laboratory medicine. We also have 12 non-Investigator partners.

LINEAGE Project aims:

1. Delineate emerging ethical, legal and social issues arising from current governance of clinical and
genomic datasets in Australia

2. Establish an interdisciplinary stance to resolve ongoing ethical, legal and social issues in governance of
clinical and genomic datasets

3. ldentify governance solutions for clinical and genomic datasets and develop these into a national
governance framework

4. Work in partnership with stakeholders to ensure that the framework is fit for purpose and feasible for
implementation

LINEAGE project structure:

The LINEAGE Study is being conducted over 4 phases.
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