rl.) ﬁ U.S. Food and Drug Administration www.fda.gov
r Protecting and Promoting Public Health

Stuff that Might Help

Elizabeth Mansfield, PhD
Director, Personalized Medicine Staff
OIR/CDRH/FDA



Drug Administration www.fda.gov

and Promoting Public Health

Short, but profound list...

e Standards

e Quality Systems

e Curated databases of evidence
e Evidence
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Where we are now

e Building standards (NIST/FDA/GIAB
collaboration)

e Thinking about rationale regulation
* Looking at databases
* Following what is being offered
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Goals

e Widely avallable standards materials/standards

o Systems built with quality metrics

— What do | want to make, how should | design it to do
what | want it to, how do | prove it does what | say it
does?

e Useful databases to build, disseminate
Information

e Evidence to drive care—define actionable,
e Education/interpretation (decision support)

— From the Training and Support page for physicians
« commercial enterprise dispensing patient specific info suggesting care options for cancer patients

“Q: Do I need to know about genetics?”
“A: Not really.”
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