Big Picture DSHEA & DS Safety

» Key DSHEA product safety features:
* Defines substance eligibility for inclusion in a DS

* Has provisions for FDA evaluating and approving new dietary
ingredients

* Has specific GMP requirements for quality

* As amended, has specific requirements for documenting and
reporting of both serious and non-serious adverse events

* Grants FDA specific authorities for declaring products adulterated or
misbranded including recall and detention action

* Contains specific requirements for labeling and claims

* Contains provisions for civil and criminal penalties for violations
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