Plus ca allez, plus ce la
meme chose

or

Mobile may be cool - but is it different?

Arthur Brandwood
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New Technologies
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Your MRI is calling: FDA approves first medical iPhone app
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FDA will use Enforcement
Discretion — so what'’s covered?

HOT NOT

« Apps which control « Medical eBooks

another device « General health info

 Mobile device with websites
accessories - e.g. . General
sensors

wellness/health apps

« Apps with algorithms
to process patient
data.

« What about Apps as

« Generic use apps not
specifically medical

e Health Records

: systems
accessories to _ ]
regulated devices?  Medical Device Data

Systems
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And the FDA hasn’t changed either:
Design Control is for NOW

« Ensures product
development meets
requirements

e Submissions will be truthful
and accurate

e Regulatory and Product
Development Process are
the SAME

...DO it all ONCE
« It will be audited later
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