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SMALL BUSINESS IMPACT STATEMENT 2020
PROPOSED AMENDMENTS TO NAC 439

The Division of Public and Behavioral Health (DPBH) has determined that the proposed amendments
should not impose an economic burden upon a small business or have a negative impact on the formation,
operation or expansion of a small business in Nevada.

A small business is defined in Nevada Revised Statutes (NRS) 233B as a "business conducted for profit
which employs fewer than 150 full-time or part-time employees."

This small business impact statement is made pursuant to NRS 233B.0608 (3) and complies with the
requirements of NRS 233B.0609. As required by NRS 233B.0608(3), this statement identifies the
methods used by the agency in determining the impact of the proposed regulation on a small business in
sections 1, 2, 3, and 4 below and provides the reasons for the conclusions of the agency in section 8
below followed by the certification by the person responsible for the agency.

Background

Proposed amendments to Nevada Administrative Code (NAC) 439 update the following areas:

» Updated terms and definitions in Section 2 for Department, Director, Manufacturer, Pharmacy and
Pharmacy benefit manager

» Added terminology to include the appointing of three (3) permanent employees to act as hearing
officers. These hearing officers will perform this function in addition to their regular duties. Once a
request for an appeal to be heard has been received, the Director will assign the appeal to the next
hearing officer unless there is a conflict of interest or they are otherwise disqualified from hearing the
appeal

» Included the requirement to notify the entity of the proposed penalty in writing, at least 15 days prior to
the effective date of the imposition of the penalty. This notice will include statutory and regulatory
authority for the penalty, the facts on which the penalty is based, circumstances the Department
considered in taking the penalty, instructions for responding to the notice and the effective date of the
penalty. This notice will be sent to the last known mailing address and email address of the entity

» Section 5 now includes wording on the process when appealing a proposed fine

» Section 6 includes wording for the hearing process

» Section 7 includes wording for the decision after the hearing process

1) A description ofthe way comment was solicited from affected small business, a summary of their
response and an explanation of the way other interested persons may obtain a copy of the
summary.

Pursuant to NRS 233B.0608 (2)(a), the Department of Health and Human Services has requested input
from all known stakeholders.
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A Small Business Impact Questionnaire was distributed to the Drug Transparency Listserv on August

24 2020.
The questions on the questionnaire were:

1) How many employees are currently employed by your business?

2) Will a specific regulation have an adverse economic effect upon your business?
3) Will the regulation(s) have any beneficial effect upon your business?

4) Do you anticipate any indirect adverse effects upon your business?

5) Do you anticipate any indirect beneficial effects upon your business?

Summary of Response

Summary of Comments Received
(4 responses were received out of 342 contacts invited to complete the small business
impactquestionnaire)

Will a specific Will the regulation Do you anticipate any Do you
regulation have an (s) have any indirect adverse anticipate any
adverse economic beneficial effect upon effects upon your indirect

effect upon your your business? business? beneficial
business? effects upon
your business?
Yes -1 Yes -0 Yes -2 Yes -0
No — 3 Responses No -4 No -2 No -4

Question 2 had the following explanation from one company: Because this is very specific to Nevada, the
adverse effects could be related to the cost of having to hire external persons to meet the quick turnaround time
in researching, reviewing and answering any dispute, which could also cause reputational damages if we were
unable to meet the requirements and found at fault. We strive to be 100% compliant in all of our submissions
but since Nevada is unique in its requirements it is more of a manual process than other states or federal reports
and therefore is much more time consuming and tedious to manage.

2) Describe the way the analysis was conducted.

The Small Business Impact Questionnaire was embedded in an online survey with a link to the

proposed amendments to regulation and distributed electronically to the stakeholders identified
above. Responses were reviewed individually and collectively to determine potential impacts of
the proposed amendments. Staff have reviewed the regulations to ensure there is not a negative

impact on small business.

3) The estimated economic effect of the proposed regulation on the small business which it is to
regulate including, without limitation both adverse and beneficial effects and both direct and

indirecteffects.

The proposed amendments are not expected to have any economic effect — adverse or beneficial — on small

businesses.
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4) Provide a description of the methods that the agency considered to reduce the impact of the
proposed regulation on small businesses and a statement regarding whether the agency used
any of those methods.

The agency is not seeking to make any changes to the application fee and doesn’t expect for the proposed
changes to impact small businesses

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

No new costs are anticipated for enforcement of the proposed regulation.

6) If the proposed regulation provides a new fee or increases an existing fee, the total annual
amount DPBH expects to collect and the way the money will be used.

There are no changes to a fee schedule

7) An explanation of why any duplicative or more stringent provisions than federal, state or local
standards regulating the same activity are necessary.

The proposed regulation does not include more stringent provisions than the Nevada Revised Statutes.

8) Provide a summary of the reasons for the conclusions of the agency regarding the impact
of a regulation onsmall businesses.

The response rate to the small business impact questionnaire was relatively low which may be a
reflection that stakeholders do not anticipate significant impact from the proposed regulation. Most
respondents indicated no impact, with one respondent noting positive impact of the regulation, in
general.

Any other persons interested in obtaining a copy of the summary may e-mail, call, or mail in a request to
Drug Transparency at:

Division of Public and Behavioral Health 4150
Technology Way, 3™ Floor
Carson City, NV 89701
Drug Transparency Phone: (775) 684-4255
Email: drugtransparency@dhhs.nv.gov

Certification by Person Responsible for the Agency

I, Richard Whitley, Director of the Department of Health and Human Services certify to the best of my
knowledge or belief, a concerted effort was made to determine the impact ofthe proposed regulation on
small business and the information contained in this statement was prepared properly and is accurate.

Signature: "2\6 wM Date: Cl /2 0) /ZOZO
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