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And…
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Why life sucked before DSHEA.
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The Advent of Synthetic Chemistry
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• Wonder drug

• Wonder business

• Comparative ease of regulation
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Nutrition Facts: Good Idea
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Health Claims: Good Idea
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Things get suckier…
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• This report (also known as the Dykstra Report) was 
requested by Commissioner David Kessler and offered 
general findings and conclusions that:

– The regulatory framework for supplements was inadequate.

– Many dietary supplements are of uncertain safety.

– Botanicals and amino acids in particular present the greatest 
safety concerns.

– Many botanicals and amino acids can and should be regarded as 
drugs or unapproved food additives.
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Somehow we are back to 
botanical medicines.
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2019: DSHEA at 25
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New FDA Initiatives

1. Amendments to DSHEA.

2. Regulatory pathway for cannabis.

3. Three focus points:
• GMP improvements

• Unlawful claims

• Spiking
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A few industry issues:

• NDI reassessments.

• Inspection consistency.

• Recognize a “no-483” inspection.

• Synthetic botanicals.

• CBD / Hemp Extracts -- status
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Where we make progress.
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Thank you!


