explaining why the duplication or overlapping is necessary. If the proposed regulation
overlaps or duplicates a federal regulation, the noticeé must include the name of the

regulating federal agency.

The Board of Pharmacy is not aware of any similar regulation of any other state or local
governmental agency that the proposed regulation overlaps or duplicates.

6. If the requlation is required pursuant to federal law, a citation and description of the
federal law.

The Board of Pharmacy is not aware of this regulation being required by federal law.

7. 1If the regulation includes provisions which are more stringent than a federal
regulation that regulates the same activity, a summary of such provisions.

The Board of Pharmacy is not aware of any similar federal regulation of the same activity
in which the state regulation is more stringent. Federal regulations do not mention the
substances to be added to Nevada's Schedule I.

8. Whether the proposed regulation establishes a new fee or increases an existing fee.

This regulation does not provide a new or increase of fees.

Amendment of Nevada Administrative Code (NAC) 639.620, NAC 639.6282, NAC
639.6305 — Third-Party Logjstics Providers

1. _The need for and the purpose of the proposed requlation or amendment.

The regulation amends the definition of third-party logistics providers (3PLs) to be
consistent with the Federal Drug Quality and Security Act (DQSA). The amendment
requires that a 3PL obtain a license as an authorized warehouse, rather than being
licensed as a wholesaler as they have historically been licensed.

2. Either the terms or the substance of the requlations to be adopted and amended.

A copy of the proposed regulation amendment is attached to this notice.

3. The estimated economic effect of the requlation on the business which it is to
regulate and on the public:

(a) Both adverse and beneficial effects.

There should be no adverse or beneficial economic effect of this regulation on the
business or the public. The Board is amending the regulation to create a sub-category
of license for 3PLs, rather than continuing to license them as wholesalers.

(b) Both immediate and long-term effects.

There will be no immediate or long-term economic effect on businesses or the public.



4. The estimated cost to the agency for enforcement of the proposed regulation.

There will be no significant new costs incurred by the board for enforcement of this
regulation.

5. A description of and citation to any requlations of other state or local governmental

agencies which the proposed regulation overlaps or duplicates and a statement
explaining why the duplication or overlapping is necessary. If the proposed regulation
overlaps or duplicates a federal regulation, the notice must include the name of the
requlating federal agency.

The Board of Pharmacy is not éware of any similar regulations of any other state or local
governmental agency that the proposed regulation overlaps or duplicates.

-~

6. If the regulation is required pursuant to federal law, a citation and description of the
federal law. :

The Drug Quality and Security Act (DQSA) was signed into law by President Obama on
November 27, 2013. Title Il of DQSA, The Drug Supply Chain Security Act, outlines
critical steps to build an electronic, interoperable system to identify and trace certain
prescription drugs as they are distributed in the United States. One of those steps is to
require third-party logistics providers, or 3PLs, to be licensed by their respective states
as 3PLs, and not as wholesalers, as they have historically been licensed.

7. lf the regulation includes provisions which are more stringent than a federal

regulation that requlates the same activity, a summary of such provisions.

The Board of Pharmacy is not aware of any similar federal regulation of the same activity
in which the state regulation is more stringent. The amendment is intended to bring
Nevada law in line with federal law to ease compliance concerns within the industry.

8. Whether the proposed regulation establishes a new fee or increases an existing fee.

This regulation does not provide a new or increase of fees.

Amendment of Nevada Administrative Code (NAC) 639.050 and NAC 639.498

1. The need for and the purpose of the proposed requlation or amendment.

The proposed amendment will update the regulations to comply with current federal
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Section 1. Chapter 639 of NAC is hereby amended by adding thereto a new section to read
as follows:

“Poisons, drugs, chemicals, devices or appliances” mean poisons, drugs, chemicals, devices
or appliances that are subject to the provisions of chapters 453, 454 or 639 of NRS.

Sec. 2. NAC 639.620 is hereby amended to read as follows:

639.620 As used in NAC 639.620 to 639.644, inclusive, and section 1 of this regulation,
unless the context otﬁerwise requires, the words and terms defined in NAC 639.621 to 639.629,
inclusive, and section 1 of this regulation have the meanings ascribed to them in those sections.

Sec. 3. NAC 639.6282 is hereby amended to read as follows:

639.6282 “Third-party logistics provider” means a business that contracts with a
manufacturer or wholesaler to provide or coordinate warehousing, distribution or other services

Jor poisons, drugs, chemicals, devices or appliances on behalf of the manufacturer or
wholesaler without taking title to or ownership of the [presesiption] poisons, drugs, chemicals,
devices or appliances and without authority to direct the sale or disposition of the fpresesiption}
poisons, drugs i}, chemicals, devices or appliances.

Sec. 4. NAC 639.6305 is hereby amended to read as follows:

639.6305 A third-party logistics provider that is located in this State or that ships poisons,
drugs, chemicals, devices or appliances into this State shall obtain a license to engage in
business as an authorized warehouse pursuant to, and shall otherwise comply with, the

provisions of NAC 639.620 to 639.644, inclusive §} and section 1 of this regulation.

D
LCB Draft of Proposed Regulation R001-15



