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NDCC 28-32-08.1 — Small Entity Regulatory Analysis

Re: NDAC Article 61-13 — Controlled Substances

There are two alternative methods of restricting the sale and access to substances that have no medical benefit
and a high risk of abuse or death: 1) scheduling through the federal Controlled Substances Act by the Drug
Enforcement Administration; and 2) scheduling by legislative action. Neither of these methods are less stringent
than the current proposed rules.

Because the Food and Drug Administration has not approved 7-hydroxymitragynine, pseudoindoxyl
mitragynine, MGM-15, MGM-16, or 7-acetoxymitragynine as a drug, food, supplement, or device, the only
less stringent alternative to scheduling these substances is status quo. The North Dakota Board of Pharmacy
does not find status quo to be in the best interest of the safety, health, and welfare of the residents of North
Dakota.

The emergency rule was promulgated because the Board noticed immediate harm occurring in the public,
therefore, maintaining status quo would have allowed more sales of these dangerous substances before the
substances become illegal to possess or sell, whether by the North Dakota legislature or by the DEA.
Exemption standards for small entities were not considered, as the same standards would apply to all entities
and, for the same reason, exemption standards would not be practical.

Mark J. Hardy,
Executive Director,
North Dakota State Board of Pharmacy
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