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Qutline

What does CDRH (FDA) do in regulation of
devices containing nanoscale materials:

1. Regulatory pathways of translating devices
to the clinic

2. Regulatory science challenges/issues
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FDA Mission

FDA is responsible for protecting the public health by
assuring the safety, efficacy, and security of human and
veterinary drugs, biological products, medical devices, our
nati onds food supply, cosmet
radiation.

FDA is also responsible for advancing the public health by:
- helping to speed innovations that make
medicines and foods more effective, safer, and more
affordable; and
- helping the public get the accurate, science-
based information they need to use medicines and foods to
Improve their health.
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CDRH Organization
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Medical Device Classification-
Risk-Based Paradigm

Medical devices are classified and regulated according to their degree of
risk to the public

Class Il - PMA
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Medical Devices Classification

Based on level of regulation necessary to protect the public

A Class |
- General Controls (GC)

A Class I

- Special Controls + GC
- premarket notification (510(k)

A Class Il

- Premarket Approval

General Controls include:

- Prohibition against adulterated or misbranded devices
- Premarket notification (510(k)) requirements

- Banned devices

- Good Manufacturing Practices (GMPs)

- Listing of device types

- Record keeping

- Repair, replacement, refund

Special Controls include:
-Labeling

- Guidance

- Tracking

- Design Controls

- Performance Standards
- Postmarket Surveillance

Most complax, highest risk
- Establish safety and effectiveness
- Bench - Animal *Human testing
- May include post-approval study requirement
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