WEST

SupplySide

KSM-66 .
Ashwagandha

FDA Drug Preclusion,

(Fi) North Amerc Enforcement and
Reorganization:

Implications for industry

R s
*,f«s;z%’_

\())j informamarkets




Show Anhnouncements:
Download the Mobile App to view the Exhibitor List, Show Schedule, Floor Plan and our Sponsors.

Thank you to our Mobile App sponsor: Epicor. (Booth 4465)

Wi-Fi — Sponsored by Cactus Botanicals (Booth 4237)
Select network: SupplySideWest23
On the splash page, agree to terms & conditions

Enter access code: cactus4237 (access code is case sensitive)

Please place all devices on silent mode

The Expo Hall is open today from 10am — 5:00pm.

What’s Up With Supps is tonight from 5-11pm at the House of Blues at Mandalay Bay.
Separate registration is required.
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Drug Preclusion:
“Marketed as a Dietary Supplement”

“We are aware that 25—hydroxyvitamin D3 was a component of marketed food; however, this is not enough
to show that 25—hydroxyvitamin D3 was ‘marketed’ as food within the meaning of section 201(ff)(3)(B) of
the FD&C Act (as the district court noted about lovastatin on remand in Pharmanex v. Shalala). Likewise,
the body producing a substance from sun exposure would not make that substance ‘marketed as a dietary
supplement or as a food’ for purposes of section 201(ff)(3)(B) of the FD&C Act. Without information that
25—hydroxyvitamin D3 was ‘marketed as a dietary supplement or as a food’ for purposes of section
201(ff)(3)(B) of the FD&C Act before the relevant date, we currently do not have reason to question that

25—hydroxyvitamin D3 products are excluded from the dietary supplement definition under section
201(fF)(3)(B)(ii) of the FD&C Act.”

Oct. 13 2023 email from Food and Drug Administration to Dan Fabricant, Natural Products Association
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Drug Preclusion:
IND Authorization

We realize the relevant date is not necessarily public information, but would point out that substantial clinical

investigations include investigations by Alan R. Fleischman et al.
(see https://jamanetwork.com/journals/jamapediatrics/fullarticle/508138, published in October 1978) and by

Laura S. Hillman et al.
(see https://www.sciencedirect.com/science/article/pii/S0022347685802559?via%3Dihub, published in June

1985).”

Continuation of previous Oct. 13, 2023 email from Food and Drug Administration to Dan Fabricant, Natural
Products Association
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https://protect-us.mimecast.com/s/a5RHCZ6wWJfPBo6qJHz3ugT?domain=jamanetwork.com
https://protect-us.mimecast.com/s/S34EC1wY98hnWE4AVIGBoL8?domain=sciencedirect.com

SupplySide Aiasse... | @) vor anees

WEST oo ioemsesans

By Informa Markets

Information Classification: General



