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Genesis of “ELSI”



| essons learned

Privacy, discrimination
Psychosocial impact of genetic testing
Attitudes towards and uptake of genetic testing

Community engagement



ELSI iIssues: Research

Informed consent

Privacy and confidentiality
Data sharing and use
Recruitment and diversity

Fair distribution of benefits



ELSI iIssues: Health care

Fairness in and access to services
Effectiveness and cost-effectiveness
Informed consent

Communication

Health disparities



ELSI Issues: Societal

Concepts of risk and benefit
Distinction between research and clinical practice
Concepts of health and disease

Implications for reductionism, determinism, free will,
Individual responsibility

Understanding of relationships among humans and
between humans and non-humans



ELSI issues: Legal, regulatory & policy
Intellectual property
Regulation of genetic testing
Ownership and liability of biobanked samples
Impact of genetic non-discrimination legislation

Use of genetics in non-medical settings



Criteria for ethical research

® Scientific or social value

® Scientific validity
® Fair subject selection
® Favorable risk:benefit ratio

® Independent review

® |nformed consent

® Respect for potential and enrolled participants

® Emanuel et al. 2000 JAMA 283:2701



Independent review

® Current review based on:
® Recognition of conflict of interest
® Power differential

®* |[RBs formed to mitigate conflict of interest

® Relationship between researchers and participants has
changed

® Funding

® Research design

® Access to research materials and data
® Ownership



Independent review

® ASD vs ADHD funding and COl

® 319% of articles on ADHD vs 6% on autism in PubMed had
a disclosed COl

® 10% for-profit funders of ADHD research vs 1% of autism
research



Scientific or social value

® \What are the benefits of the research?

® \Who decides what constitutes benefit?



Scientific or social value

® Oxytocin study
® Enhancement
® Medicalization of normal behavior

®* Prenatal genetic testing
® Prenatal genetic counseling patients indicated desire to use
prenatal testing for:
® 75% for “mental retardation”
® 13% for “superior intelligence”
® Hathaway et al. 2009












Question 1

®* What is needed to heighten awareness of ELSI issues,
and approaches to address those issues, in the autism
research community?

Developing methods to integrate community values into
research



Question 2

®* What ELSI issues in autism require targeted research?

Assessing perceptions of benefit from research

Evaluating ethical and scientific impact of changing
relationship between researchers, participants and
autism community on research



CIRGE Research Program



INVEST model
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