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v Must submit a PMA application to FDA
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510(k) Premarket Notification
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510(k) Premarket Notification — practical points
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Premarket Approval Application — practical points
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“Off-label” Use of Marketed Devices

* FDA's “Practice of Medicine” Policy
states that a physician should:
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Investigational Use

* Intend to study:
— New intended use of approved device; or
— New device




Significant Risk?

Presents a potential for serious risk to the
health, safety, or welfare of the subject
and may be:




Significant Risk -- Who Decides?

» Sponsor (S/l or firm) presents to IRB




NSR versus SR

NSR SR
* IRB approval * IRB approval
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S/l vs Manufacturer IDE

S/ IDE: Manufacturer IDE:

 Usually pilot trials - May have a pilot trial
- May reference « Complete IDE with

17



FDA will help you!!

* Informal Meetings
— Pre-IDE

18



Patient Protection Measures
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Other Considerations

* Differential protection vs. STDs:
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Websites for Add’l Info

* 510(k) http://www.fda.gov/cdrh/manual/510kprt1.html
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Discussion Questions

What is a reasonable, achievable
product claim, with respect to STD
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Discussion Questions

What are the key elements of a
practical clinical study that would
support such a claim?
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