NOTICE OF PUBLIC HEARING
Intent to Adopt Regulations
(LCB File No. R057-16)

NOTICE IS HEREBY GIVEN that the State Board of Health will hold a public hearing to
consider amendments to Chapter 457 of Nevada Administrative Code (NAC), Reporting
Information on Cancer. This public hearing is to be held in conjunction with the State Board of
Health meeting on September 9, 2016. The NAC 457 regulation changes will be heard in the
order placed on the State Board of Health agenda.

The State Board of Health will be conducted via videoconference beginning at 9:00 a.m. on
Friday, September 9, 2016 at the following locations:

Division of Public and Southern Nevada Health | Division of Aging and Disability
Behavioral Health District Services
4150 Technology Way Red Rock Conference Early Intervention Services
Room #303 Room 1020 Ruby Vista Drive, Suite 102
Carson City, NV 89706 280 South Decatur Blvd Elko, NV
Las Vegas, NV

The proposed regulations to NAC 457 include the following: The proposed addition/change of
regulations in LCB File No. R057-16 include provisions for:

¢ Amends the requirement of reporting incidence of neoplasms other than cancer to the
system for reporting such information established and maintained by the Chief Medical
Officer.

e Expand the applicability of the reporting requirements that were previously applicable to
physicians who provided treatment for cancer to, with limited exceptions, any provider of
health care who diagnoses or provides treatment for cancer or other neoplasms.

e Adopt by reference the most current version of certain volumes of the Standards for
Cancer Registries, the International Classification of Diseases for Oncology and the
Facility Oncology Registry Data Standards (FORDS), and any subsequent revision of
those publications that have been approved by the Chief Medical Officer for use in this
State.

¢ Amend existing regulations to instead reference the neoplasms listed in one of the
publications adopted by reference as the types of neoplasms which are required, with
certain limited exceptions, to be reported pursuant to existing law.
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Existing regulations require health care facilities to abstract information concerning
malignant neoplasms and provide that information to the Chief Medical Officer or his or
her designee. (NAC 457.050) This regulation expands: (1) the scope of the information
abstracted to include information on cases of cancer and other neoplasms; and (2) the
applicability of the requirement to certain providers of health care and other facilities that
provide screening, diagnostic or therapeutic services to patient with respect to cancer and
other neoplasms.

Establish an administrative penalty of up to $25,000 to impose against any person who
violates certain provisions which govern the abstracting of records of a health care
facility relating to cancer and other neoplasms the Board requires to be reported.

Establish the amount of and the procedures for notice and appeal with regard to the
imposition of such an administrative penalty.

Require a provider of health care who has directly referred or previously admitted a
patient to a hospital, medical laboratory or other facility that provides screening,
diagnostic or therapeutic services to report limited information to the Chief Medical
Officer to obtain information from the hospital, medical laboratory or other facility that
provides screening, diagnostic or therapeutic services to patients with respect to cancer or
other neoplasms to which the patient was referred or admitted to.

Increase from $32 to $250 the fee that the Chief Medical Officer must collect from a
health care facility from whose records regarding cases of neoplasms the Division
abstracts information and expand the applicability of that fee to providers of health care
and other facilities that provide screening, diagnostic or therapeutic services to patients
with respect to cancer and other neoplasms.

Remove the $8 fee imposed on a health care facility that abstracts information from its
own records at the request of the Division.

Increase from $35 to $200 the fee that the Chief Medical Officer must collect from a
medical researcher who obtains data from the registry.

1. Anticipated effects on the business which NAC 457 regulates:

A. Adverse effects: May have a negative economic impact on a small business
depending on the cancer caseload because of additional costs and staff resources
needed to abstract cancer information.

B. Beneficial: Anticipated benefits would improve compliance with cancer reporting
requirements to avoid under-reporting, align with CDC recommendations and
guidelines, complete, timely, and quality production of cancer incidence data for use
in cancer control and prevention activities.

C. Immediate: The stated adverse and beneficial effects would be immediate impacts as
soon as the proposed regulations become effective.

D. Long-term: The long term impacts would be the same as the immediate impacts as it
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would not be expected that the impacts would go away. In addition, Nevada cancer
data would achieve national standards.

2. Anticipated effects on the public:
A. Adverse: None anticipated.
B. Beneficial: Increased patient and public safety.
C. Immediate: Increased patient and public safety.
D. Long-term: Increased patient and public safety.

3. The estimated cost to the Division of Public and Behavioral Health for enforcement of the
proposed regulations is estimated to be $0. Currently it is expected that the provisions of these
regulations would be incorporated into current processes utilizing existing staff therefore no cost
(80) to the agency for enforcement is anticipated.

4. The proposed regulations do not overlap or duplicate any other Nevada state regulations.

Per NRS 233B.064(2), upon adoption of any regulation, the agency, if requested to do so by an
interested person, either prior to adoption or within 30 days thereafter, shall issue a concise
statement of the principal reasons for and against its adoption, and incorporate therein its reason
for overruling the consideration urged against its adoption.

5. Members of the public may make oral comments at this meeting. Persons wishing to submit
written testimony or documentary evidence in excess of two typed, 8-1/2” x 11” pages must
submit the material to the Board’s Secretary, Cody Phinney, to be received no later than August
30, 2016 at the following address:

Secretary, State Board of Health
Division of Public and Behavioral Health
4150 Technology Way, Suite 300
Carson City, NV 89706

Written comments, testimony, or documentary evidenge in excess of two typed pages will not be
accepted at the time of the hearing. The purpose of this requirement is to allow Board members
adequate time to review the documents.

A copy of the notice and proposed regulations are on file for inspection and/or may be copied at
the following locations during normal business hours:

Nevada Division of Public and Behavioral Health Nevada State Library
4150 Technology Way, Main Lobby 100 Stewart Street
Carson City, NV 89701 Carson City, NV 89701
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Southern Nevada Health District

Red Rock Conference Room
208 South Decatur Blvd
Las Vegas, NV 89146

A copy of the regulations and this notice can be found on-line by going to:
http://dpbh.nv.gov/Programs/NCCR/dta/Boards/Meetings/

Copies may be obtained in person, by mail, or by calling the Nevada Central Cancer Registry at

(775) 684-5968.

Copies may also be obtained from any of the public libraries listed below:

Carson City Library
900 North Roop Street
Carson City, NV 89702

Clark County District Library
1401 East Flamingo Road
Las Vegas, NV 89119

Elko County Library
720 Court Street
Elko, NV 89801

Eureka Branch Library
80 South Monroe Street
Eureka, NV 89316-0283

Humboldt County Library
85 East 5™ Street
Winnemucca, NV 89445-3095

Lincoln County Library
93 Maine Street
Pioche, NV 89043-0330

Mineral County Library
110 1% Street

Churchill County Library
553 South Main Street
Fallon, NV 89406

Douglas County Library
1625 Library Lane
Minden, NV'89423

Esmeralda County Library
Corner of Crook and 4 Street
Goldfield, NV 89013-0484

Henderson District Public Library
280 South Green Valley Parkway
Henderson, NV 89012

Lander County Library
625 South Broad Street
Battle Mountain, NV 89820-0141

Lyon County Library
20 Nevin Way
Yerington, NV 89447-2399

Pahrump Library District
701 East Street
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Hawthorne, NV 89415-1390 Pahrump, NV 89041-0578

Pershing County Library Storey County Library

1125 Central Avenue 95 South R Street

Lovelock, NV 89419-0781 - Virginia City, NV 89440-0014
Tonopah Public Library Washoe County Library

167 Central Street 301 South Center Street
Tonopah, NV 89049-0449 Reno, NV 89505-2151

White Pine County Library
950 Campton Street
Ely, NV 89301-1965
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STATE OF NEVADA
"BRIAN SANDOVAL CODY L. PHINNEY, MPH
Ciovernor 4 Administraior, DPBH

RICHARD WHITLEY, MS JOHN BIMURG, DO MBA

Director, DHHS Chief Medical Officer
DEPARTMENT OF HEALTH AND HUMAN SERVICES
DIVISION OF PUBLIC AND BEHAVIORAL HEALTH
4150 Technology Way, Suite 300
Carson City, Nevada 89706
Telephone: (775) 684-4200 - Fax: (775) 684-4211

August 4, 2016
MEMORANDUM
To: Brian Saeman, Chairman

State Board of Health
From: Cody L. Phinney, MPH, Secretary

State Board of Health

Re:  Consideration and adoption of proposed regulation amendment(s) to NAC 457, “Reporting
Information on Cancer”, LCB File No. R057-16.

PURPOSE OF AMENDMENT

The main purpose of the amendment is to improve compliance with cancer reporting requirements to
prevent the uniform application of standardized data definitions and codes.

The proposed amendments will: 1) Re-align Nevada’s regulations with updated national guidelines and
recommendations, 2) improve compliance with cancer reporting requirements to avoid under-
reporting, 3) ensure complete, timely, and quality production of cancer incidence data, and 4) improve
data use for cancer control and prevention activities.

SUMMARY OF CHANGES TO NEVADA ADMINISTRATIVE CODE (NAC)
The Board of Health last revised regulations to NAC Chapter 457, “Reporting Information on Cancer”
in the year 1998. This resulted in the adoption of proposed regulations. The proposed regulations
currently moving forward:
* Amends the requirement of reporting incidence of neoplasms other than cancer to the system
for reporting such information established and maintained by the Chief Medical Officer.

e Expand the applicability of the reporting requirements that were previously applicable to
physicians who provided treatment for cancer to, with limited exceptions, any provider of
health care who diagnoses or provides treatment for cancer or other neoplasms.




Adopt by reference the most current version of certain volumes of the Standards for Cancer
Registries, the International Classification of Diseases for Oncology and the Facility Oncology
Registry Data Standards (FORDS), and any subsequent revision of those publications that have
been approved by the Chief Medical Officer for use in this State.

Amend existing regulations to instead reference the neoplasms listed in one of the publications
adopted by reference as the types of neoplasms which are required, with certain limited
exceptions, to be reported pursuant to existing law.

Existing regulations require health care facilities to abstract information concerning malignant
neoplasms and provide that information to the Chief Medical Officer or his or her designee.
(NAC 457.050) This regulation expands: (1) the scope of the information abstracted to include
information on cases of cancer and other neoplasms; and (2) the applicability of the
requirement to certain providers of health care and other facilities that provide screening,
diagnostic or therapeutic services to patient with respect to cancer and other neoplasms.
Establish an administrative penalty of up to $25,000 to impose against any person who violates
certain provisions which govern the abstracting of records of a health care facility relating to
cancer and other neoplasms the Board requires to be reported.

Establish the amount of and the procedures for notice and appeal with regard to the imposition
of such an administrative penalty.

Require a provider of health care who has directly referred or previously admitted a patient to a
hospital, medical laboratory or other facility that provides screening, diagnostic or therapeutic
services to report limited information to the Chief Medical Officer to obtain information from
the hospital, medical laboratory or other facility that provides screening, diagnostic or
therapeutic services to patients with respect to cancer or other neoplasms to which the patient
was referred or admitted to.

Increase from $32 to $250 the fee that the Chief Medical Officer must collect from a health
care facility from whose records regarding cases of neoplasms the Division abstracts
information and expand the applicability of that fee to providers of health care and other
facilities that provide screening, diagnostic or therapeutic services to patients with respect to
cancer and other neoplasms.

Remove the $8 fee imposed on a health care facility that abstracts information from its own
records at the request of the Division.

Increase from $35 to $200 the fee that the Chief Medical Officer must collect from a medical
researcher who obtains data from the registry.

POSSIBLE OUTCOME IF PROPOSED AMENDMENT IS NOT APPROVED

If the State Board of Health does not adopt or approve the proposed regulations, the Board would not
be in compliance with certain sections of the Nevada Revised Statutes (NRS) Chapter 457 including:

NRS 457.230, NRS.457.240 requiring the Board to establish by regulation the requirement to
report incidences of other neoplasms to the system.

NRS 457.230 requiring the Board to establish by regulation the requirement for any provider of
health care who diagnoses or provides treatment for cancer or other neoplasms to report to the
system.




e NRS.457.250 requiring the Board to establish by regulation to remove the fee imposed on a
health care facility that abstracts information from its own records.

e NRS 457.250 outlines new statutory penalties to be imposed on a health care facility for
violations of this section.

e In addition, the Nevada Central Cancer Registry (NCCR) has not achieved national data
standards for four years. Until recently, complete and high quality cancer cases were reported
through hospital cancer registries because cancer cases were primarily diagnosed and treated in
a hospital. With advances in medicine, patients are often diagnosed and treated outside the
hospital setting. The proposed regulation will enforce the existing reporting mandate from
facilities that provide screening, diagnostic or therapeutic services and providers of health care
who diagnose and/or treat cancer. If the proposed regulations would not be adopted, new cancer
cases would continue to be missed due to lack of reporting.

e Failure to adopt the proposed regulations would result in a lack of clear direction to both the
Division and the medical industry in how to carry out the provisions of NRS 457.

APPLICABILITY OF PROPOSED AMENDMENT

These regulations will apply state wide to health care facilities, medical laboratories, other facilities
that provide, screening, diagnostic or therapeutic services, and providers of health care governed by
NRS and NAC Chapter 457.

PUBLIC COMMENT RECEIVED
An outline of opportunities for public comment follows:

The Data and Research Committee hosted by the Nevada Cancer Coalition provided recommendations
for the proposed draft. Recommended changes were incorporated into the draft regulations.

By April 6, 2016: Initial draft of proposed regulations was submitted to the Legal Counsel Bureau and
LCB File No.: R057-16 was assigned.

By June 9, 2016 a small business impact questionnaire and draft regulations were sent to licensed
health care facilities, facilities that provide screening, diagnostic or therapeutic services, medical
laboratories, and individual physicians affected by the proposed regulations. Out of 1,648 notifications,
23 responses were received back and 22 responses had less than 150 employees. Of those, 11 reported
that the change would have an adverse economic effect on their business and 7 reported an indirect
adverse effect. The majority of responses received from the questionnaire that indicated an adverse
economic effect upon their business were health care facilities that provide home health, adult care,
nursing home, or hospice services. The Division understands that the meaning of a health care facility
that is required to report as outlined under NRS 457.020 section 3 includes health care facilities that
would not typically diagnose or treat cancer. The form prescribed to abstract these cases contains
limited information to reduce the burden of these facilities.

By July 7, 2016 a workshop notice and draft regulations were sent to licensed health care facilities,
facilities that provide screening, diagnostic or therapeutic services, medical laboratories, and individual




physicians affected by the proposed regulations. The workshop notice and draft regulations were also
posted on the Division of Public and Behavioral Health’s (DPBH) website and distributed through the
Nevada Cancer Coalition and Nevada Hospital Association list serv. Notice was provided in
accordance with the open meeting law.

July 22, 2016: A Public Workshop on LCB File No. R057-16 was held in Carson City and Las Vegas
via videoconference. Notice was provided in accordance with the open meeting law.

During the workshop process public comments were received. An outline of opportunities for public
comment is as follows:

¢ A non-affiliated imaging company believed they should be exempt from reporting because the
company do not diagnose cancers but simply interpret what is seen in the image and then
forward the report to the requesting physician or facility. One hospital responded to this request
that this puts additional burden on them when the case becomes one of their patients and they
are then forced to track down the information.

e A representative of multiple groups felt that the regulations needed to be phased in over time
especially in light of the dollar amount of the fine. There appeared to be some confusion on just
how much the fine would be. They also expressed a want to work with their software vendors
to help technically with the collection and delivery of the data.

e Small practices expressed how burdensome cancer reporting would be because they do not
have the extra staff or technical expertise they felt this would require to report cases as well as
detract from helping patients. They went so far as to infer that this could potentially drive small
practices out of business. They felt the State should provide dollars and or technical support to
help them implement any changes.

e The term “burden” was echoed by other commenters especially in light of what federal
reporting requirements have been implemented in recent years.

e Several suggestions were made to clarify language in the proposed regulation draft.

o Finally there was concern about sharing personal information about their patients, especially
social security numbers as well as raised issue as to whether we had the authority to fine
physicians.

These concerns were all taken into consideration during the regulation development. In certain cases,
individuals contacted us in order to get a better understanding of the concerns the regulation posed and
to answer any questions the individual had.

Testimony in Support or Opposition of the Proposed Regulations

As noted earlier, the opposition related to cancer reporting during the public workshop has resulted in
minor modifications to the LCB file in order to accommodate the changes needed. The new language
is provided in this packet.

» Recommendations for changes to the proposed regulations were made during the public
workshop.




» Two oppositions and one support to the proposed regulation was expressed during the public
workshop.

> Modifications were made during the drafting process and no further modifications are required
of the proposed regulation, LCB File No. R057-16.

STAFF RECOMMENDATION
Staff recommends the State Board of Health adopt the proposed regulation amendments to NAC, 457,

“Reporting Information on Cancer”, LCB File No. R057-16.

PRESENTER
Christine Pool, BS, Nevada Central Cancer Registry Program Manager

Enclosures




REVISED PROPOSED REGULATION OF THE
STATE BOARD OF HEALTH
LCB File No. R057-16

August 4, 2016

EXPLANATION - Matter in italics is new; matter in brackets [enitiedmaterial] is material to be omitted.

AUTHORITY: §§1, 2, 4-8 and 10-14, NRS 457.065 and 457.240; §3, NRS 457.065 and
457.250; §9, NRS 457.065; §15, NRS 439.150, 457.065, 457.250 and 457.260.

A REGULATION relating to cancer; revising provisions relating to certain publications adopted
by reference by the State Board of Health; revising provisions governing the system for
reporting information on cancer and other neoplasms established and maintained by the
Chief Medical Officer; establishing the amount and the procedure for the imposition of
certain administrative penalties by the Division of Public and Behavioral Health of the
Department of Health and Human Services; and providing other matters properly
relating thereto. '

Legislative Counsel’s Digest:

Existing law defines the term “cancer” to mean “all malignant neoplasms, regardless of
the tissue of origin, including malignant lymphoma and leukemia” and, before the 78th
Legislative Session, required the reporting of incidences of cancer. (NRS 457.020, 457.230)
Pursuant to Assembly Bill No. 42 of the 78th Legislative Session, the State Board of Health is:
(1) authorized to require the reporting of incidences of neoplasms other than cancer, in addition
to incidences of cancer, to the system for reporting such information established and maintained
by the Chief Medical Officer; and (2) required to establish an administrative penalty to impose
against any person who violates certain provisions which govern the abstracting of records of a
health care facility relating to the neoplasms the Board requires to be reported. (Sections 2, 3 and
4 of Assembly Bill No. 42, chapter 103, Statutes of Nevada 2015, at page 385 (NRS 457.230-
457.250)) Section 3 of this regulation establishes the amount of and the procedures for notice
and appeal with regard to the imposition of such an administrative penalty. Sections 4-15 of this
regulation revise existing regulations to comport with the statutory changes made by Assembly
Bill No. 42. (Sections 2, 3 and 4 of Assembly Bill No. 42, chapter 103, Statutes of Nevada 2015,
at page 385)

o1--
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Existing law, as amended by Assembly Bill No. 42, requires, with certain limited
exceptions, a provider of health care who diagnoses or provides treatment for cancer or other
neoplasms and a hospital, medical laboratory or other facility that provides screening, diagnostic
or therapeutic services to patients with respect to cancer or other neoplasms to report information
on cases of cancer and other neoplasms to the system. A provider of health care who has directly
referred or previously admitted a patient to a hospital, medical laboratory or other facility that
provides screening, diagnostic or therapeutic services to patients with respect to cancer or other
neoplasms is excepted from the requirement of reporting information concerning that case to the
system. (Section 2 of Assembly Bill No. 42, chapter 103, Statutes of Nevada 2015, at page 385
(NRS 457.230))

Section 9 of this regulation sets forth the limited information that a provider of health
care who has directly referred or previously admitted a patient to a hospital, medical laboratory
or other facility that provides screening, diagnostic or therapeutic services to patients with
respect to cancer or other neoplasms is required to provide to the Chief Medical Officer. Section
9 does not require such a provider of health care to report information on cases of cancer and
other neoplasms involving such a patient to the system, rather, it requires such a provider of
health care to provide limited information to the Chief Medical Officer which the Chief Medical
Officer may use to obtain the required reports from the hospital, medical laboratory or other
facility that provides screening, diagnostic or therapeutic services to patients with respect to
cancer or other neoplasms to which the patient was referred or admitted.

Existing law authorizes an agency to adopt by reference in a regulation material
published by another authority if certain requirements are satisfied. (NRS 233B.040) Under
existing regulations, the State Board of Health has adopted by reference the Registry Operations
and Data Standards (ROADS) Manual, 1996 edition. (NAC 457.050) Section 2 of this regulation
provides instead that the Board adopts by reference the most current version of certain volumes
of the Standards for Cancer Registries, the International Classification of Diseases for Oncology
and the Facility Oncology Registry Data Standards (FORDS), and any subsequent revision of
those publications that have been approved by the Chief Medical Officer for use in this State.

Existing regulations specify the types of neoplasms that are required to be reported
pursuant to state statute. (NAC 457.040, 457.045) Sections 5 and 6 of this regulation amend
existing regulations to instead reference the neoplasms listed in one of the publications adopted
by reference in section 2 of this regulation as the types of neoplasms which are required, with
certain limited exceptions, to be reported pursuant to existing law.

Existing regulations require health care facilities to abstract information concerning
malignant neoplasms and provide that information to the Chief Medical Officer. (NAC 457.050)
Section 7 of this regulation expands: (1) the scope of the information abstracted to include
information on cases of cancer and other neoplasms; and (2) the applicability of the requirement
to certain providers of health care and other facilities that provide screening, diagnostic or
therapeutic services to patients with respect to cancer and other neoplasms.
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Section 15 of this regulation: (1) increases from $32 to $250 the fee that the Chief
Medical Officer must collect from a health care facility from whose records regarding cases of
neoplasms the Division of Public and Behavioral Health of the Department of Health and Human
Services abstracts information pursuant to section 7; (2) expands the applicability of that fee to
certain providers of health care and other facilities that provide screening, diagnostic or
therapeutic services to patients with respect to cancer and other neoplasms; (3) removes the fee
imposed on a health care facility that abstracts information from its own records at the request of
the Division; and (4) increases from $35 to $200 the fee that the Chief Medical Officer must
collect from a medical researcher who obtains data from the registry.

Section 1. Chapter 457 of NAC is hereby amended by adding thereto the provisions set
forth as sections 2 and 3 of this regulation.

Sec. 2. 1. The State Board of Health hereby adopts by reference the most current
version of:

(a) The following volumes in the Standards for Cancer Registries published by the North

American Association of Central Cancer Registries:

(1) Volume I, Data Exchange Standards and Record Description;

(2) Volume II, Data Standards and Data Dictionary;

(3) Volume III, Standards for Completeness, Quality, Analysis, Management, Security,

and Confidentiality of Data;

(4) Volume 1V, Standard Data EDITS; and

(5) Volume V, Pathology Laboratory Electronic Reporting.

= A copy of each volume adopted by reference may be obtained, free of charge, from the
North American Association of Central Cancer Registries at the Internet address

http://www.naaccr.org.

o3
LCB Draft of Revised Proposed Regulation R057-16




(b) The International Classification of Diseases for Oncology, published by the World

Health Organization. A copy of this publication may be obtained, free of charge, from the

World Health Organization at the Internet address http://codes.iarc. fr/usingicdo.php.

(c) The Facility Oncology Registry Data Standards (FORDS), published by the

Commission on Cancer of the American College of Surgeons. A copy of this publication may
be obtained, free of charge, from the American College of Surgeons at the Internet address

hittps://www.facs. org/quality-programs/cancer/ncdb/registrymanuals/cocman uals.

2. If a publication adopted by reference in subsection 1 is revised, the Chief Medical
Officer shall review the revision to determine its suitability for this State. If the Chief Medical
Officer determines that the revision is not suitable for this State, the Chief Medical Officer
shall file an objection to the revision with the State Board of Health within 30 days after the
standards are revised. If the Chief Medical Officer does not file such an objection, the revision
becomes part of the publication adopted by reference pursuant to subsection 1. If the Board
determines that the revision is not suitable for this State, it will hold a public hearing to review
its determination and give notice of that hearing within 6 months after the date of the
publication of the revision. If, after the hearing, the Board does not revise its determination,
the Board will give notice that the revision is not suitable for this State within 30 days after the
hearing. If the Board does not give such notice, the revision becomes part of the publication
adopted by reference pursuant to subsection 1.

Sec. 3. 1. The Division may impose an administrative penalty of not more than $25,000
against a person who violates any provision of NRS 45 7.250 and fails to correct the violation

within the time set forth in the notice provided pursuant to subsection 2.
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2. Before imposing an administrative penalty pursuant to this section, the Division shall
give notice in the manner forth in NAC 439.345 which includes, without limitation, a time
determined by the Chief Medical Officer within which the person must correct the violation of
NRS 457.250.

3. If a person is aggrieved by a decision of the Division relating to the imposition of an
administrative penalty pursuant to this section, the aggrieved éerson may appeal the decision
pursuant to the procedures set forth in NAC 439.300 to 439.395, inclusive.

Sec. 4. NAC 457.010 is hereby amended to read as follows:

457.010 Asused in NAC 457.010 to 457.150, inclusive, and sections 2 and 3 of this
regulation, unless the context otherwise requires:

1. “Cancer” has the meaning ascribed to it in NRS 457.020.

2. “Division” means the Division of Public and Behavioral Health of the Department of
Health and Human Services.

3. “Health care facility” has the meaning ascribed to it in NRS 457.020.

73 5. “Provider of health care” has the meaning ascribed to it in NRS 629.031.

6. “Registry” means the office in which the Chief Medical Officer conducts the program for
reporting information on cancer and other neoplasms and maintains records containing that

information.

G
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Sec. 5. NAC 457.040 is hereby amended to read as follows:
457.040 Except as otherwise provided in NAC 457.045, the types of fmalignant} neoplasms

which must be reported pursuant to NRS 457.240 are as follows:

: e
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1. Any neoplasm that is listed in the International Classification of Diseases for

Oncology, as adopted by reference in section 2 of this regulation, with a behavior code of in
situ or malignant; and
2. Any solid tumor of the brain or central nervous system, including, without limitation,

the meninges and intracranial endocrine structures, that is listed in the International

Classification of Diseases for Oncology, as adopted by reference in section 2 of this regulation,
with a behavior code of benign, uhcertain malignant potential, in situ or malignant.

Sec. 6. NAC 457.045 is hereby amended to read as follows:

457.045 Carcinoma in situ of the cervix uteri and fneninvasive} cervical intraepithelial
neoplasia, basal and squamous cell carcinomas of the skin and prostatic intraepithelial
neoplasia are not required to be reported pursuant to NAC 457.040.

Sec. 7. NAC 457.050 is hereby amended to read as follows:

457.050 1. Each provider of health care who is required to report information on cases
of éancer and other neoplasms pursuatét to NRS 457.230, each health care facility and any
other facility that provides screening, diagnostic or therapeutic services to patients with respect
to cancer and other neoplasms shall , within 6 months (iﬁ‘ei* a patient is admitted, initially
diagnosed with or treated for cancer or another neoplasm, provide to the Chief Medical Officer
information concerning fmalignant} such neoplasms By labstracting} ¢

(a) Abstracting information on a form prescribed by the Chief Medical Officer or a designee
thereof £ and

(b) Except as otherwise provided in subsection 6, submitting that information on a monthly

basis using an electronic means approved by the Chief Medical Officer or the designee.
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2. Except as otherwise provided in subsection 3, each provider of health care described in
subsection 1, each health care facility and any other facility that provides screening, diagnostic
or therapeutic services to patients with respect to cancer and other neoplasms shall abstract

information in conformance with the standards for abstracting information concerning

(a) Volumes I to V, inclusive, of the Standards for Cancer Registries, as adopted by

reference in section 2 of this regulation; and

(b) The Facility Oncology Registry Data Standards (FORDS), as adopted by reference in
section 2 of this iregulation.

3. Thirty days after Jthe-standerds} a publicatior; specified in subsection 2 {are} is revised
 Joramended;} a provider of health care described in subsection 1, a health care facility or other
Sacility that provides screening, 'diagnostic or therapeutic services to patients with respect to
cancer and other neoplasms shall abstract information in conformance with the revision fes

amendment] unless the Chief Medical Officer files an objection to the famendment-er} revision
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pursuant to section 2 of this regulation.

4. A provider of health care described in sub;section 1, a health care facility or other
facility that provides screening, diagnostic or therapeutic services to patients with respect to
cancer and other neoplasms which does not use the staff of the Division to abstract information
~ from its records shall cause to have abstracted and reported to the Division the fmaliznant

ﬁeep-lasms—ksfeed} neoplasms descrzbed in NAC 457.040 in the manner required by this section.

5. If a provider of health care, a health care facility fwith-100-beds-or-more-does-notuse-the

other facility fails to comply with subsection 4, the Division shall give the provider of health

care, health care facility or other facility at least 30 days to comply with subsection 4 before
the Division abstracts information from the records of the provider of health care, health care
facility or other facility and the Chief Medical Officer |} charges the fee set forth in NAC
457.150.

6. The Chief Medical Oﬁ‘ice(‘ may waive the reéuirement of submiitting the information by
electonic means pursuant to subsection 1 if the Chief Medical Officer determines that such a
waiver is in the best interests of the general public.

Sec. 8. NAC 457.053 is hereby amended to read as follows:

B4
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457.053 1. A medical laboratory that obtains a specimen of human tissue which, upon
_ exémination, shows evidence of cancer or other neoplasms shall, within 10 Working days after
the date that the pathology report is completed, provide information concerning its findings to
the Chief Medical Officer using an electronic means approved by the Chief Medical Officer or a
designee thereof.

2. The information provided by a medical laboratory pursuant to subsection 1 must include,
without limitation {:} , for each specimen which shows evidence of cancer or other neoplasms
which are subject to reporting pursuant to NAC 457.040:

(a) The name, address, da;ce of birth, gender and social security number of the person from
whom the specimen was obtained;

(b) The name and the address or telephone number of the{physéeéaﬂ} provider of health care
who ordered the examination of the specimen;

(c) The name and the address or telephone number of the medical laboratory that examined
the specimen;

(d) The final diagnosis from the pathology report; and

(e) Any other relevant information from the pathology report, including, without limitation:

(1) The anatomical site of the lesion;

(2) The size of the lesion;

(3) The stage of the disease and the igrade of tumor;
(4) The lesion margin status, if available; and

(5) Lymphatic involvement, .if available.

Sec. 9. NAC 457.057 is hereby amended to read as follows:

w45
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457.057 1.

A provider of
health care who has a case of cancer or another neoplasm in which he or she fdiagneses} has
directly referred or previously admitted a patient fas-havingecancer-or-provides-treatment-to-a

patient-with-eancer]} to a hospital, medical laboratory or other facility that provides screening,
diagnostic or therapeutic services to patients with respect to cancer and other neoplasms is not
required to provide information to the Chief Medical Officer pursuant to NAC 457.050 but
shall, within -8} 30 working days after the date of the {diagnesis-erthe-date-of the-first
treatments} referral or admission, provide information to the Chief Medical Officer concerning
the case on a form prescribed by the Chief Medical Officer or a designee thereof, or by an
electronic means approved by the Chief Medical Officer or the designee.

2. Information provided by a {physician} provider of health care pursuant to subsection 1
must include, without limitation:

(a) The name, address, date of birth, gender, race or ethnicity, and social security number of
the patient;

(b) The name and the address or telephone number of the {physieiant provider of health care

making the report;

(¢) The date and final diagnosis Hfrem-the-pathologyreportand} of the patient;

- —} The anatomical site of the lesion;
— )
(e) The stage of the disease , jand-the-grade-eftumer:
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4} Thelesi " if available: and
e 8)-Lyrmphatic-invelvement] if available & ; and
() The name and the address or telephone number of the hospital, medical laboratory or

other facility that provides screening, diagnostic or therapeutic services to patients with respect

to cancer and other neoplasms to which the patient was referred or admitted.

Medical Officer or a (lesignee thereof shall notify a provider of health care who fails to comply
with this section of the fact that the provider of health care is not in compliance with the
provisions of this section.

4. The Chief Medical Ofﬁce}‘ or a designee thereof may contact a provider of health care
regarding a patient who was directly referred to or previously admitted to a hospital, medical
laboratory or other facility that provides screening, diagnostic or therapeutic services to
patients with respect to cancer and other neoplasms if the Chief Medical Officer determiﬁes it
is necessary for the abstraction of the required data relating to the incidence of neoplqsms.

" Sec. 10. NAC 457.060 is hereby amended to-read as follows:

457.06‘0 All documents in the possession of the registry which contain names of patients,
fphysiciansshospitals} providers of health care, health care facilities, other facilities that
provide screening, diagnostic or therapeutic services to patients with respect to cancer and
other neoplasms or medical laboratories are confidential except the list of names of thespitais}

health care facilities or other facilities that provide screening, diagnostic or therapeutic
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services which report information to the registry and the list of names of medical laboratories
which report information to the registry.

Sec. 11. NAC 457.090 is hereby amended to read as follows:

| 457.090 1. If confidential information of the registry is to be mailed to a fphysician}
provider of health care or health ca’re- facility, the envelope or container must be addressed
directly to the {physician} provider of health care or to the person designated by the health care
- facility to receive such information.

2. The Chief Medical Officer shall keep a list of the persons who havé been designated by
the chief édministrator of the health care facﬂity to receive confidential information of the
registry.

Sec. 12. NAC 457.110 is hereby amended to read as follows:

457.110 1. The Chief Medical Officer or person employed in the registry shall not
disclose the existence or nonexistence in the registry of a record concerning any patient or
disclose other information about the patient except to:

(a) The fphysieiant provider of health care who treated the patient;

(b) The health care facility , medical laboratory or other facility that provides screening,
diagnostic or therapeutic services to patients with respect to cancer and other neoplasms where
the patient was treated;

(c) A health care facility , medical laboratory or other faciiity’ that provides screening,
diagnostic or therapeutic services to patients with respect to cancer and other neoplasms, or a
registry connected with fthatfaeility} one of those entities which has participated or is
‘ participating in treating the patient; or |

‘ -48--
LCB Draft of Revised Proposed Regulation R057-16




(d) A qualified researcher in cancer. |

2. If arequest for information aboﬁt a patient is made over the telephone by the fphysician}
provider of health care who treated the patient or by a representative of the health care facility ,
medical laboratory or other facility that provides screening, diagnostic or therapeutic services
fo patients with respect to cancer and other neoplasms in which the patient was treated, and the
caller is not known to the employee who receives the call at the registry, the employee must
verify the identity of the caller in the manner described in NAC 457.130.

Sec. 13. NAC 457.120 is hereby amended to read as follows:

457.120 The Chief Medical Officer or person erﬁployed in the registry may provide
confidential medical information in the registry concerning a patient’s medical tréatment for
cancer with any health care facility, medical laboratory or otizer Sacility that provides screening,
diagnostic or therapeutic services to patients withl respect to cancer and other neoplasms, or
registry connected with fthe-facility} one of those entities which has par_ticipated or is
participating in treating that patient’s illness if the person seeking the information:

1. Has been identified in the manner desbribed in NAC 457.130;

2. Furnishes the employee of the registry with specific information, other than the patient’s
name, which is sufficient to identify the patient without using his or her name; and

3. Gives assurances to the employee of the registry that the confidentiality of the
information will be maintained to the same extent as is required in NAC 457.010 to 457.150,
inclusive } , and sections 2 and 3 of this regulation.

Sec. 14. NAC 457.140 is hereby amended to read as follows:

 wnfQ..
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457.140 1. A person who desires to use the confidential records of individual patients or
the statistical data of the registry for the purpose of scientific research into cancer must apply in
writing to the Chief Medical Officer. The applicant must:

(a) Set forth in the application:

(1) His or her qualifications as an epidemiologist, {physician} provider of health care or
employee of a bona fide program of research into cancer or other qualification for using
confidential information and statistical data in the registry; and

(2) A description of the research project in which that information will be used.

(b) Sign a statement, on a form furnished by the Chief Medical Officer or a designee thereof,
in which the applicant agrees not to make any copies of the re'cords, and to maintain the
confidentiality of the information in the records in the manner required by NAC 457.010 to
457.150, inclusive -}, and sections 2 and 3 of this regulation.

(c) Agree to {submit} ¢

(1) Subrﬁit to the Chief Medical Officer or the designee for review and approval any
proposed publication which is based on or contains information obtained from the registry +} ;

- (2) Notify the Chief Medical Officer if, at any time during the research project or before
publishing any results, the applicant finds an increased risk or decreased survival for cancer
as compared to other states in either:

(I) A geographical area of this State; or

(1) A particular group of persons in this State, including, without limitation, a group
of persons identifiable by age, gender, race, ethnicity, occupation, lifestyle or place of
residence; and
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(3) Include in any publication which is based on or contains information obtained from

the registry the following disclosure in substantially the following form:

The views expressed herein are solely those of the author and do not necessarily reflect the

views of the Division.

2. The Chief Medical Officer or the designee must:
“(a) Before a researcher is allowed access to information in the registry, make a written

finding that he or she'is qualified as a researcher and has a need for the information; and

-+ Notify the
Division as soon as practicable after the Chief Medical Officer recel;ves notice of a finding
described in subparagraph (2) of paragraph (c) of subsection 1 so that the Division may
independently assess the validity of the finding before the material 1’5‘ published or released by
the researcher.

Sec. 15. NAC 457.150 is hereby amended to read as follows:

457.150 The Chief Medical Officer shall charge and collect from:

L. A provider of health care who.is required to report information on cases of cancer and
other neoplasms pursuant to NRS 457.230, a health care facility |5} or other Jacility that
provides screening, diagnostic or therapeutic services to patients with respect to cancer and

other neoplasms, a fee of }$32} $250 for each abstract prepared by the Division from the records
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of the provider of health care, health care facility fand-a-fee-of $8-for-each-abstract-prepared-by
the-health-eare faciitfrom-tsownrecords:} or other Sacility.
2. A medical researcher for-otherpersent who obtains finfermatien} data from the registry,

a fee of }$35} $200 or the actual cost of Hurnishingthe-informations} providing the data,
whichever is Hargerd more.
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SMALL BUSINESS IMPACT STATEMENT 2016
PROPOSED AMENDMENTS TO NAC 457

The Division of Public and Behavioral Health (DPBH) has determined that the proposed
amendments should little impact upon a small business or 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

Nevada Administrative Code (NAC) Chapter 457 (Cancer) provides authorities and requirements
related to reporting information on cancer to the Nevada Central Cancer Registry (NCCR).
Proposed changes include amendments to re-align regulations with updated national guidelines
and recommendations, improve compliance with cancer reporting requirements, and ensure
complete, timely, and quality production of cancer incidence data.

1) A description of the manner in which comment was solicited from affected small
businesses, a summary of their response and an explanation of the manner in which other
interested persons may obtain a copy of the summary.

Pursuant to NRS 233B.0608 (2)(a), the Division of Public and Behavioral Health has
requested input from health care facilities, facilities that provide screening, diagnostic or
therapeutic services, medical laboratories, and individual physicians in Nevada.

A Small Business Impact Questionnaire was sent to licensed health care facilities, facilities
that provide screening, diagnostic or therapeutic services, medical laboratories, and
individual physicians along with a copy of the proposed regulation changes, on June 9, 2016.
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

(23 responses were received out of 1,648 small business impact questionnaires distributed
to valid addresses, 22 had less than 150 employees)

No Response=4

No Response=6

No Response=6

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=11 Yes=0 Yes=7 Yes=0

No=7 No=16 No=9 No=16

No Response=6

Number of Adverse . Indirect Indirect
Respondents economic Beneficial adverse beneficial
out of 1,648 effect?
mailings effect? effects? effects?
23 11 0 7 0

2) Describe the manner in which the analysis was conducted.

A postcard with a link to the small business questionnaires and draft of proposed regulation
changes were mailed to licensed health care facilities, facilities that provide screening,
diagnostic or therapeutic services, medical laboratories, and individual physicians on June 9,
2016. There were a total of 23 responses with only 22 whose organization is under 150
employees. 11 reported that the change would have an adverse economic effect on their
business and 7 reported an indirect adverse effect.

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 indirect effects.




4)

3)

6)

7

11 small businesses indicated that the regulation would have an adverse effect on upon the
business. 8 reported it would incur an additional cost and require extra staff or staff time to the
company; and 3 did not provide justification.

0 small businesses indicated that this regulation would have a beneficial effect upon the
business.

7 small businesses anticipate that the regulation would have any indirect adverse effect upon
their business. 2 reported it would occur additional staff time; 1 reported additional costs to the
company; 2 reported that reduced staff time would affect patient care; and 2 did not provide a
reason.

0 small businesses anticipate any indirect beneficial effects upon their business.

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 actually used any of those methods.

The Division of Public and Behavioral Health has worked to reduce the impact these
proposed regulation changes would have on a small business by drafting language that aims
to align with national recommendations (i.e. guidelines from the Centers for Disease Control
and Prevention) which targets hospitals, medical laboratories, facilities that provide
screening, diagnosis, and treatment services, and physicians specialties that diagnose and
treat cancer.

The Division of Public and Behavioral Health understands that the meaning of a health care
facility that is required to report as outlined under NRS 457.020 section 3 includes health
care facilities that would not typically diagnose or treat cancer. To reduce the burden on these
facilities the NCCR will only request patient indexes instead of a full cancer abstract to
ensure the cancer case was not missed by any of the target facilities listed above.

The NCCR promotes electronic cancer reporting for efficient use of staff resources in the
registry as well as in the facility/provider office.

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

No additional cost.

If the proposed regulation provides a new fee or increases an existing fee, the total annual

amount DPBH expects to collect and the manner in which the money will be used.

Division of Public and Behavioral Health estimates to collect $50,000 annually. Fees
collected will be utilized to support registry operations to off-set the elimination of the $8 fee
collected from hospitals.

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




Public Law 102-515 authorized the CDC to fund states and territories to support cancer
registries and help develop model legislation and regulation for states to support the operation
of population-based statewide registries, and to comply with appropriate standards of
completeness, timeliness, and quality cancer data. The proposed changes will re-align
Nevada’s regulations to national standards and assist the NCCR to improve compliance with
cancer reporting requirements to avoid under-reporting.

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

Out of the 1,648 postcards that were mailed out 1.3 % responded. The majority of responses
received from the questionnaire that indicated an adverse economic effect upon their business
were health care facilities that provide home health, adult care, nursing home, or hospice
services. The NCCR will work with these facilities to only request patient indexes to ensure
the case was not missed by any facility or provider that diagnoses or provides treatment to
cancer patients.

Responses received that indicated any indirect adverse effects upon their business also
indicated the reporting mandate would require additional staff and time to comply with the
reporting mandate. The NCCR is able to receive electronic files form provider electronic
health care systems which would reduce staff time and resources for these providers.

Any other persons interested in obtaining a copy of the summary may e-mail, call, or mail in a
request to Christine Pool at the Division of Public and Behavioral Health at:

Division of Public and Behavioral Health
4150 Technology Way, Suite 300
Carson City, NV 89701
Christine Pool
Phone: 775-684-3221
Email: cpool@health.nv.gov

Certification by Person Responsible for the Agency

I, Cody Phinney, Administrator of the Division of Public and Behavioral Health certify to the
best of my knowledge or belief, a concerted effort was made to determine the impact of the
proposed regulation on small businesses and the information contained in this statement was

prepared properly and is accurate.
Signature O@%M‘“ﬁ/ ate: 7/ 5 ///(/
7 fomtant frteres =




