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MEMORANDUM r
To: Brian Saeman, Chair
State Board of Health
From: Cody Phinney, MPH, Secretary

State Board of Health

Re: Cons_ideration and adopﬁon of proposed regulation amendment(s) to Nevada Administrative
Code (I\ITAC) 652, “Medijcal Laboratories”, LCB File No. R149-15.

PURPOSE OF AMENDMENT
The main purpose of the amendment is to plotect public safety, bring the regulations into compliance
with Assembly Bill (AB) 243 of the 2015 Legislative Session and to reduce the burden on individuals

and businesses by:

1) Not requiring the laboratory director in which only an HIV waived test is performed to be a
licensed physician. It also does not require personnel performing the test to obtain certification
as an assistant if the person submits proof of successful comypletion of training approved by the
Division.

2) Fxpanding the types of healthcare professionals that can serve as an exempt laboratory director.

-3) Deeming a laboratory licensed pursuant to Nevada Revised Statutes (NRS) and Nevada
Administrative Code (NAC) of Chapter 652 which is also permitted as defined in NRS 450B.100
and certified laboratory personnel who work in the laboratory, to have met the paymént of required
certification and licensure fecs, as applicable.

4) Clarifying that a permit to operate a laboratory at a temporary location expires 90 days after the
effective date of the permit.

5) Clarifying that exempt laboratories must adopt nationally recognized laboratory safety guidelines.

6) Expanding the certification that an applicant that holds a doctorate degree can use fo qualify to be
a licensed or registered laboratory director.

7) Outlining the fee to be assessed for a laboratory that only peiforms Wawed HIV tests.

8) Allowing a laboratory to add as many tests as it wants to on one application for a flat rate of $300,
instead of requiring a $300 application fee plus $50 for each additional specialty or subspecialties in
which tests will be performed.

9) Bringing proficiency testing standards in line with federal regulation requirements.

; !
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10) Providing a method for a technologist to obtain the required one year of experience in Nevada
instead of having to go out of state to obtain the experience, if they don’t already have the

experience.

11) Changing the time a provisional certificate is good for from 180 days after the date of issue, with
the ability to request no more than three provisienal certificates, to one provisional certificate that
cannot be renewed which would be good for 18 months.

SUMMARY OF CHANGES TO NEVADA ADMINISTRATIVE CODE (NAC)
The Board of Health last revised regulations to NAC Chapter 652, “Medical Laboratories™ in 2014.

The proposed regulations currently moving forward accomplish the following:

1) Protect public safety by clarifying that exerapt laboratories must adopt nationally recognized
laboratory safety guidelines, including infection control guidelines.

2) During the 2015 Legislative Session, the legislature passed a law with an intent to expand

the accessibility of HIV waived testing-by removing some of the regulatory requirements.
NRS 652.130 requires that any regulations adopted by the Board must not require that the
laboratory ditector of a laboratory in which the only test performed is an HIV waived test to
be a. licensed physician or to perform duties other than those prescribed in NRS 652.180.
NRS 652.185 requires that a laboratory that performs HIV waived test conduct the test in
accordance with the Centers for Diseasé Control and Prevention’s (CDC) quality assurance
guidelines, as well as comply with the reporting of communicable diseases. NRS 652.186 allows
the individual performing the test from obfaining a laboratory personnel certification if the
person submits proof of training approved by the Division. NRS 652.123 notes the Board may
adopt regulations which are more stringent than federal regulations relaﬁﬁg to any CLIA waived
test, except an HIV test. The changes in the proposed regulations bring the medical laboratory
regulations in compliance with these statutes by eliminating specific criteria to be a laboratory
director, such as being a licensed physician, and instead only requiring that the individual carry
out the duties of a laboratory director as outlined in NRS 652.180. Tt also does not require
personnel performing the test to obtain certification as an assistant if the person submits proof
of successful completion of training approved by the Division.

3) Reduces the burden to industry by expanding the types of healthcare professionals that can serve
as the laboratory director of an exempt laboratory, deems fire-fighting agencies and ambulance
service providers permitted in accordance with NRS 450B.100 to have met laboratory licensing
and personnel certification fee requirements, and other changes as noted in the purpose of
amendment section. : _ '

POSSIBLE QUTCOME IF PROPOSED AMENDMENT IS NOT APPROVED

If the proposed amendments are not approved, current regulations would not be in compliance with
Assembly Bill (AB) 243 of the 2015 Legislative Sessiop as it relates to laboratories that only perform
HIV waived tests. The laboratory licensing and laboratory personnel certification fees would not be
deemed to be met for firefighting and ambulance service agencies increasing the regulatory burden f01
these agencies. Businesses that only perform ghicose waived tests and exempt laboratories in which "
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more than one waived test is performed would be required to have a licensed physician serve as the
laboratory director. In addition, the other proposed changes would not become effective. ‘

APPLICABILITY OF PROPOSED AMENDMENT
These regulations will apply statewide to medical laboratories governed by NRS and NAC Chapter 652.

PUBLIC COMMENT RECEIVED
An outline of opportunities for public comment follows:
Pursuant to NRS 233B.0608 (2) (a); the Division of Public and Behavioral Health has requested input from
laboratories licensed in Nevada and licensed/certified laboratory personnel. Input was also received from the:
1} Adult Day Care Advisory Council; ' ‘ '
2) Homes for Individual Residential Care Advisory Council;
3) Assisted Living Advisory Council; and the
4) Medical Laboratory Advisory Commitiee

i
The proposed regulations were sent to the Board of Nursing, Board of Pharmacy, and Board of Medical
"Bxaminers.

A Small Business Jmpact Questionnaire was sent to medical laboratories and laboratory personnel, along with a
copy of the proposed regulation changes, in June of 2015. These were also posted on the Division’s website and
sent out through the Division’s laboratory, medical, and non-medical facilities listservs. '

Below is a summary of the responses to the questionnaire.

Summary Of Comments Received
(71* responses were received out of 12,865 plus*small business impact questionnaires distributed)

i
Will a specific regulation Will the regulation (s) Do you anticipate Do you anticipate any
have an adverse economic have any beneficial effect | any indirect adverse | indirect beneficial
effect upon your business? | apon youi‘ business? effects upon your effects upon your

- business? business?
No=61 No =062 No =61 No=164
Yes=5 Yes=5 Yes=35 Yes=3
No response/ No response/ No.response/ No response/
unknown =5 unknown. =4 unknown =5 unknown =4
| Comments: Comments: Comments: Comments:
Renewal Feo TamaDNP and Iown a While less on my Will allow ¢lindc to
‘ family practice office. business directly operate our CLIA

Increase Hability insurance Allowing nurse - becanse we will not be | waived fab with less
and push RFFG big and small | practitioners to be using this prograin cost.
into a medical insurance laboratory directors will since I believe it is
premium and out of the non- | save me $500/year. Lhave | unsafe. Asamedical 1) Cost Savings
medical premiums they enjoy | to pay a physician to be my | doctor I see these risks 2) Time Savings
now. Lead to more negative | laboratory director. | as industry wide and

Page 3 of 10




images of the industry with hurting/agitating - 3) Better
misleading promises from the | IfNP’s wese able to be lab | seniors, increasing ER. oversight from
community. They promise a | director our clinic wonld visits unnecessarily, EMS office of
diabetes screening program experience >12,000.00 cost | and leading to many ' all providers
when in fact if is just a finger savings. civil suits. I believe not just a small
stick without giving insulin that most big ' annual percent.
program. I can’t help but As a nonprofit saving fees | companies will not use ‘
believe a common peison will | is important. This this either and will In general there are no
not understand the subtle potentially can lower costs | recognize the risk to | benefits from providing
distinction as something the | associated with director their liability misleading information
community senior and family | fees. insurance. I fear small | to seniors apparently
should have known. providers and smalil with the goal of
Remove the restriction for | more private big discharging residents
Does not affect us ‘ medical doctor. Willbe in | assisted living with complicated
line with the 2013 changes | facilities trying to do | medical problems to
T will need to increase for full practice authority good but who lack the | non-medical facilities
charges for the one test that. | for APRN. medical and risk " | that can’t manage and
we do — a nasal smear. ' management treat them. The issue is
Elimination of secondary . | knowledge to keep not doing a fingerstick
Will have finaricial site * - | oversight and financial | themselves and but not having the full
impact. To get an estimated | charge to be a lab that is residents safe. time RN’s to give
cost would have to go to more than over State EMS , insulin. 1 do have ideas
corporate side. permit to operate. N/A . on how the §tate and
) indusiry can safely
NAC 652.380 A physicianto | No., It only misleads Increase cost of offer a complete
obtain a board cert not related | seniors and familiesand | patient care. diabetes screening
to their primary specialty _ doctors into thinking these | No added benefit that T | program and will
requires an enormous amount | facilities have a full time, can see. continue fo share them
- of time to study. Thousands | fully functioning nurse, as I and RCHCAN
of dollars for training courses | when in fact they do not. Increased financial have in the last year.
and cost of the board exam. This is very misleading for | responsibility. The industry remains
All these regulations will the community. open to sitting down
further push competexit ' Financially because a |} and working with the
physicians out of medicine. Does not affect us N current service will state and HCQC and
not be able fo be other agencies to find
I don’t know yet until It will just increase my provided which will safe, cost effective, care
inspection. overhead costs and increase | cause a reduction in options for the state
- the cost to my patient for revenue. Also, that are clear, '
Unknown ' test. - patients who entrust transparent and safe for
’ . their physicians at our | seniors. This isnot it
Makes my business have a We won’t be able to afford | office to monitor by itself.
ridiculous financial burden I | to perform the waived test | PTT/INR levels will
may not need but for brief with newly imposed fees. loose the benefit of It hurts the patients
amounts of time, yet have to | We barely make a profitso | having their test cansing a delay in care.
maintain annually. - | the fees will create a performed and It hutts the physicians —
' " | negative profit margin. adjusted, if necessary, | taking away the ability
at the same time to provide immediate
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I won’t know until without a delay in
inspection, care,
Do not see anything I don’t know as of yet

beneficial all fees appear to
be increasing.

Only adds to what 1y low
incotne, rural residents have;

to pay.

Unknown,

Restricts residents
right to live where the
want to! Financial
burden, more
intrusive, unnecessary
way to it my ability
to make a living, care
for those in need,
punish my business
because someone else
screwed up! Anyone
can learn to do a
glucometer blood
sugar check — I know
that from home health
nursing over the years.
Lay people and
children do it yet we
who care for seniors
need a lab license —
too far state — too far!
No- )

care and huits by
removing a service that
our patients want to be
performed in their
physician’s office.

I don’t know uniil
further inspection.
NA
Other Comments:
We perform only urine
pregnancy tests on
surgery patients. No
other testing! Do not’
anticipate any adverse
or beneficial effects.

Our lab is an exempt
iab, and there are no
changes to fees that I
can see.

Indirect’

Adverse . Indirect
] Beneficial )
Nunber of Respondents | economie effect? adverse beneficial
out of 12,865 plus effect? ) effeets? effects?
No 61 62 . 61 04
Yes 5 5 5 3
No Response/unknown 5 4 5 4

*questionnaires returned which indicated 150 or more employees were not included.
*questionnaires were also sent o the Board of Nursing, Board of Pharmacy, and Board of Medical Examiners

for distribution to their members.

AN

June 2, 2015 — The proposed regulations were presented to the Medical Laboratory Advisory
Committee (MLAC). MLAC is composed of two pathologists certified in clinical pathology by the
American Board of Pathology, two medical technologists, a bioanalyst who is a laboratory director, a
biochemist from the Nevada System of Higher Education and one licensed physician actively engaged in

the practice of clinical medicine in this State. One of the roles of MLAC is to provide recommendations

-~

to the Board of Health relating fo regulations. MLAC recommended restructuring the paragraphs related
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to-who can serve as an exempt laboratory director. These were restructured so that each paragraph does
not start off with, “In addition” and the word “or” was inserted to make if clear that any of the health
care professionals listed in the paragraphs would be able to serve as the laboratory divector.

December 17, 2015: A public workshop was held on the proposed regulations at the Division of Public
and Behavioral Health located at 727 Fairview Drive, Suite E, Carson City and video conferenced to the
Division’s office located at 4220 South Maryland Parkway, Suite 810, in Las Vegas. -

Two menibers of the public signed in at our Caison City office and both individiials signed in as
supporting the proposed regulations.

Twenty-six individuals signed in at our Las Vegas location, twelve signed in as opposed to the proposed
regulations, eleven signed in support, one signed in as undecided, and two did not list a position.

Support for the proposed regulations expressed during the public workshop included:
One individual expressed support for expanding the types of healthcare professionals who can serve as
an exempt laboratory director.

|
Concerns with the proposed regulations expressed during the public workshop included:
One individual expressed concern that she can give injections in HIRC homes but can’t do glucose
testing. She stated she can’t accept certain residents because they need help with glucose testing and she
feels this is discriminatory. She would like an exemption for group homes, ITIRCs, and ADCs so they
can do glucose testing with proper training through a certified medication program.
It was clarified that a HIRC, ADC, or group home that wants to apply to provide tests can do so, as long
as they meet current requirements by applying to HHCQC for an exempt Jaboratory license.

Another individual expressed concerns regarding a murse who doesn’t have any advanced training such.
as a nurse practitioner, MD, or PhD to supervise a CLIA-waived lab. He feels that to assume that any
nurse can manage and train staff and have the necessary diagnostic skills strains credulity. He does,
however, feel that a nurse practitioner has the necessary skills. He asked why Nevada has tougher
regulations than the federal government on finger sticks. He made three recommendations to improve
_ clinical care: One, let nurses work within their scope of care. Two, let caregivers do observations.
Currently they are not allowed to check a weight, read a thermometer, or do a blood pressure cuff
reading. Three, allow carcgivers with some training to do™finger sticks with the patient’s'own machine,
If they’re using a community machine like those used in a medical lab, then require a nurse practitioner
or MD to administer the test. He feels it’s common sense for finger sticks to be permitted in group
homes and HIRCs with proper training, since people do their pwn finger sticks at home.

Tt was clarified that the regulations currently under consideration only cover medical laboratories
and do not affect NAC 449 regulations covering the administration of medications. The medical

laboratory regulations deal strictly with tesiing only.

Concerns were expressed regarding the cost of applying for an exempt laboratory license and requiring a
medical professional to be its director. She said the $1,000 a year fee is not realistic for a HIRC.

It was clarified that the fee is not $1,000 a year. The initial fee is $500 for two years and $300 to renew
every two years. It was explained that it is understood that it may be cost prohibitive to have a physician
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for just one glucose monitor in a facility, and that’s a reason for expandinyg the individuals who can
serve as laboratory directors, including an R.N., if there’s only one test involved.

Tt was also explained that TICQC does an initial inspection for tests being performed and if' a new test is
added a separate application must be submitted, allowing HCQC to ensure that everyone is properly
trained. Ifa test is added to a one-test lab, then it is no longer a one-test lab.

It was commented that there have been deaths associated with the use of waived tests. One individual
questioned whether someone can die from a'finger stick glucose test.

One individual asked if she was requited to have a monitor like the one used in hospitals for testing
residents at her facilities. She wondered if she ¢ould use the standard home unit since it is less costly.

It was clarified that the definition of an “advanced practice registered nurse™ is basically what the
State Board of Nursing defines as an APRN. . '

. Whitten comments provided to the Division of Public and Behavioral Health included:
Support of the proposed changes because “these changes will improve access to care and remove
unnecessary barriers currently impeding access to care in Nevada.”

Support of the proposed regulations relating to the addition of the National Registry of Cestified
Chemists (NRCC) to the Hst of approved Board certifications that would bé allowed to qualify as the
laboratory director of a registered or licensed laboratory.

Opposition to the proposed changes becaﬁ‘se it was felt the proposed regulations would add more
confusion and potentially lead to incomplete, less monitored care for disabled seniors who have diabetes

and require assistance with finger sticks and insulin inj ections.

For the full text of the written cotaments provided above please refer to the letters included with your
packet. ' '

Recommended changes to the proposed regulations expressed during the public wotkshop process
included:

One individual recommended that HCQC allow facilitied to usé standard home units, not have to pay a
licensing fee, and that nurses be allowed to do what they’re licensed to do, whether they’re in a

residential facility, hospital, or home health agency.

Allowing RN’s who are owners or who have a financial inferest in a facility, to work within their scope

of practice.

Allowing caregivers to perform and record basic observational tasks like weights, temps, and blood
pressures and pulses.

Allowing medication techs to receive additional training on performing finger sticks and administer
prefilled flex pens of varied medications including insulin.
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Recommendation that APRN’s be allowed to oversee a CLIA-waived laboratory, but not allow a nurse
to be able to do so.

September 306, 2016 — A second public workshop was held on the proposed regulations at the Division
of Public and Behavioral Health located at 727 Fairview Drive, Suife E, Carson City and video
conferenced to the Division’s office located at 4220 South Maryland Parkway, Suite 810, in Las Vegas.

In'the Carson City office, ten people signed in with five people signing in support of the proposed
regulations, one signing in support with an addition, one signing as opposed, and three*individuals not
indicating their position on the proposed regulations on the sign in sheet.

In the Las Vegas office, seventeen people signed in with one person signing in as opposed and the rest
did not indicate their position on the proposed regulations on the sign in sheet.

Below is an overview of the testimony provided during the public workshop.
A recommendation was made that dentists be added to the list of those-who can serve as the laboratory

director of an exempt laboratory.

One individual testified in full support of APRN’s acting as exempt laboratory directors and that it was
within their scope of practice to do so. (

One individual stated there was no prevention of a laboratory tree under the regulations and provided an
example of what was meant by this. The example provided was an office with five nurses and each nurse
served as the laboratory director of that office allowing each of them to do different tests in one office,
Another concern expressed was related to quality issues and that people without laboratory experience
don’t have a good picture on how to evaluate tests. Allowing a lab to do a single test, with a focus on HIV
screening, the largest population for syphilis, simple extension to then do a rapid syphilis test. She believes
it is a danger to public health and healthparé in general. A concern that such laboratories would create an
inspection burden. Our state inspectors are overburdened for them to go out to do one laboratory to assure
appropriate evaluation and validation on tests may not be possible so putting in regulation that these
waived tests- can be done without any type of validation or proper control or education who are receiving
' the results. The safest of the CLIA-waived test called the fingerstick glucose which tfhe CDC says the risk
is less than zero, or forgets exactly how it is said, but the risk is so low that doing the test incorrectly
provides no risk, so because the CDC and CMS share that view we agree with them. This is very different
from any CLIA-waived test to their recommendation are narrow and focused and consistent with current

standard of not sharing the meter.
Tt was expressed that exempt laboratories needed to comply with safety and efficiency standards.
One individual expressed concerns about aﬂowﬁlg any nuise to do CLIA-waived tests, He stated that

noting one test is not specific enough, but even if it was fingerstick only with shared meters it should not
be allowed. Adding fingersticks is over reaching due to liability insurance issues. He stated single patient
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use meters were okay. IHe also went on to say that patients using their own meters in adult day cares
would be a problem because the meters would come and go with the patients. He stated it was okay for
residential facilities for groups to do fingersticks with an individual’s meter. He stated nurses working
within their scope of practice is okay. He also sta{ﬂ:ed that the CIDC’s position is that there is zero risk for

fingerstick glucose testing,

One individual stated that the CLIA-waived model used in Skilled Nursing Facilities (SNF’s) should ndt
be used in residential facilities. She opposes the regulations in the residential care facility setting.

She mentioned that the assisted living/residential facilities for groups industry worked closely with the
Legislative Committee for Seniors, Veterans and Adults with Special Needs as well as the Legislative
Commission subcommittee and that there was a post-acute care study that was looking as these issues and
that Dr. Robin Titus and Dr. Joe Hardy were part of it. She mentioned that it was brought to their attention
that individuals who lived there, if at home, fiiends, neighbors and daughters could check their glucose,
blood pressure and heart rate and report it to the doctor but in residential facilities for groups it should not
be allowed because they are not a CLIA lab. Bach individual facility has to have its CLIA lab. This is
ridiculous. It makes no sense because you can do it at home but not in an environment with more people
“looking after you and that have close contact with the physician on all of these things.
Administration of flex pen and managing diabetes makes sense so the legislature is coming up with a
recommendation for the State Board of Health to adopt regulations to allow the administration of the
different types of observation tests, as well as flex pens and other monitoring devices and glucose tolerance
fests. We disagree with shared devices, Want to keep it with just personal devices.
]
An overview of written testimony included:
s Adding that all settings must have clearallowable patient types that include both dJELngOSlS label
-~ and, most importantly, functional needs assessment. For example, if they need 24-hour
protective supervision, help with medication, and PRN Medications and caregiving. In addition,
define what patient types require the safety of a sprinkler and which patient types do not.
e Adding a requirement of -public disclosure of locations for any shared living, congregate care, or
any other site which provides any amount of protective supervision, assistance with medications,
“caregiving, to people who are not completely independent. '
e Removing language which would allow certain health care professionals to.serve as the
laboratory director of an exempt laboratory that only performs one waived test, because it is
beyond current clinical practice standards. '

For the full written comments please refer to the written responses included with your packet.

October 12,2016 A second meeting was held before the Medical Laboratory Advisory Council (MLAC)
meefing. The objections outlined in your packet titled, Objection to #6 of the proposed regulation allowing

a nurse to supervise a one test CLIA-waived medical lab, Industry Response to Small Business Impact '
Questionnaire two (9-24-16) and the proposed regulations document with the “See comments in Green”
and hand written. note, Nevada Assisted Living Association were submitted to MLAC prior to the meeting
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for their review. MLAC’s recommendation to the Board of Health was to move the proposed regulations
forward with the following changes:

1) MILAC recommended that instead of allowing the individuals listed in Section 6, Subsection 2 to
serve as the laboratory director of an exempt laboratory that performs one waived test, that they
only be allowed to serve in this capacity if only waived glucose testing is being performed.

2) MLAC recommended that the time frame from which the director has to submit the plan of
correction be changed from 10 calendar days to 14 calendar days. )

3) MLAC recommended that if a technologist does not have the necessary experience to obtain
certification as a technologist, that he or she be fequired to have a provisional certificate in order
to work.

Changes to Proposed Regulations
The proposed regulations were modified after the public workshop processes and MLAC meetings.
The main changes include: '

1) All of MLAC’s recommendations presented dmmg the October 12, 2016 MILLAC meetmg,
as outlined above, were incorporated into the proposed regulations.

2) Removing the requirement that if the Division cannot determine the qualifications of a
lcense as a director, that the Division is to submit the application to the Committee for its
recommendation.

3) Adding CLIA approved Boards to the certification that an applicant that holds a doctorate degree
can use to qualify to be a licensed or registered laboratory director. :

4) Changing the provisional certificate time frame from a provisional certificate that e}ipires 180 days
after the date of issue, with the ability to request no more than three provisional certificates, to a
provisional certificate valid for 18 months from the time of issuance without the ability fo renew
it. In addition, if a technologist does not have the necessary experience to obtain certification as a
technologist, he or she shall be required to have a provisional certificate in order to work.

5) Allowing the individuals listed in Section 6, Subsection 2 to serve as the laboratory director of an
exempt laboratory that only performs ghicose waived test instead of any waived test.

6) Changing the time frame from which the director hasto submit the plan of correction from 10
calendar days to 14 calendar days.

Medical laboratory regulations are specific to laboratory testing and do not cover medication
administration, taking of blood pressures and other related items; therefore, none of these recommended
changes were made. The Board of Dental Examiners was called to obtain permission to add dentists to
the list of health care professionals that can serve as an exempt laboratory director but permission was
never received to add them. ’

STAFF RECOMMENDATION

Staff recommends the State Board of Health adopt the proposed 1egulat10n amendments to NAC 652,

“Medlcal Laboratories”, LCB File No.R149-15.

PRESENTER
Paul Shubert, Bureau Chief
Enclosures
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NOTICE OF PUBLIC HEARING
Intent to Adopt Regulations
(LCB File No. R149-15)

NOTICE IS HEREBY GIVEN that the State Board of Health will hold a public hearing to
consider amendments to Chapter 652 of Nevada Administrative Code (NAC), Medical
Laboratories. This public hearing is to be held in conjunction with the State Board of Health
meeting on March 10, 2017.

The State Board of Health will be conducted via videoconference beginning at 9:00 a.m. on
Friday, March 10, 2017 at the following locations:

Division of Public and Southern Nevada Iealth | Division of Aging and Disability
Behavioral Health District Services
4150 Technology Way 280 S. Decatur Blvd Early Intervention Services
Room #303 Las Vegas, NV §9107 1020 Ruby Vista Drive, Suite 102
Carson City, NV 89706 Elko, NV

The proposed changes to NAC 652 include the following:
1)Brings the proposed regulations in compliance with Assembly Bill (AB) 243 of the 2015
Legislative Session which directs that any regulations adopted by the Board of Health must
not require the laboratory director in which only an HIV waived test is performed to be a
licensed physician. It also does not require personnel performing the test to obtain
certification as an assistant if the person submits proof of successful completion of training
approved by the Division.

2) Expands the types of healthcare professionals that can serve as an exempt laboratory
director.

3) Deems a laboratory licensed pursuant-to Nevada Revised Statutes (NRS) and Nevada
Administrative Code (NAC) of Chapter 652 which is also permitted as defined in NRS
450B.100 and certified Iaboratory personnel who work in the laboratory, to have met the
payment of required certification and licensure fees, as applicable.

4) Clarifies that 4 permit to operate a laboratory at a temporary location expites 90 days after
the effective date of the permit.

5) Clarifies that exempt laboratories must adopt nationally recognized laboratory safety
guidelines.

6) Expands the certification that an applicant that holds a doctorate degree can use to qualify to
be a licensed or registered laboratory ditector.

7) Outlines the fee to be assessed for a laboratory that only performs waived HIV tests.

8) Instead of requiring a $300 application fee pius $50 for cach additional specialty or
subspecialties in which tests will be performed, the proposed regulations allow a laboratory
to add as many tests as it wants to on one application for a flat rate of $300.

Page 1 of 4




9) Brings proficiency testing standards in line with federal regulation requirements,

10) Provides a method for a technologist to obtain the required one year of experience in
Nevada instead of having to go out of state to obtain the experience, if they don’t already
have the experience. If a technologist does not have the required experience to become
certified as a technologist, a provisional certificate would be required in order to work.

11) Changes the time a provisional certificate is good for from 180 days after the date of issue
with the ability to request no more than three provisional certificates to one provisional
certificate that cannot be renewed which would be good for 18 months.

1. Anticipated effects on the business which NAC 652 regulates:

A. Adverse effects: None.

B. Beneficial: Potential cost savings for exempt laboratories who will have increased
flexibility in the type of health care professional that can serve as the laboratory
director, cost savings for agencies permitted as defined in NRS 450B.100 who are also
licensed as a laboratory, and cost savings for laboratory personnel applicants that
apply for a provisional certificate who would have to request more than one certificate.
The proposed regulations would make it easier to open a laboratory that only performs
HIV waived tests through lower licensing fees and by increasing the flexibility of who
can serve as the laboratory director and perform the HIV waived tests.

C. Immediate: The cost savings and flexibility noted above would be immediately
available.

D. Long-ferm: Continued cost savings.

2. Anticipated effects on the public:

A. Adverse: None.
B. Beneficial: It will also technologists educated in Nevada to obtain the required one

year of experience in Nevada instead of having to go out of state to obtain the experience,
if they don’t already have the experience. It would also-be a cost savings to applicants
who have to pay for more than one provisional certificate.

C. Immediate: The cost savings noted above would be immediately available.

D. Long-term: May result in more newly educated technologists staying in Nevada to

work.

3. The estimated cost to the Division of Public and Behavioral Health for enforcement of the
proposed regulations is to be covered by current licensing and certification fees outlined in NAC
652.488, in addition to the proposed fee to license laboratories that only perform HIV waived
testing in the proposed regulations.

The proposed regulations do not overlap or duplicate any other Nevada state regulations.
Federal regulations do not have any requirements for the individual that serves as the laboratory
director for an exempt laboratory. The proposed regulations expand the type of healthcare
professionals that can serve as the laboratory divector of an exempt laboratory, but remain more
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stringent than federal regulations that do not require that the director be a healthcare
professional.

Members of the public may make oral comunents 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
February 17,2017 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 evidence 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 ingpection and/or may be copied at
the following locations during normal business hours:

Nevada Division of Public and Behavioral Health Nevada State Library
727 Fairview Drive, Suite E 100 Stewart Street
Carson City, NV 89701 Carson City, NV 89701

Nevada Division of Public and Behavioral Health
4220 S. Maryland Parkway, Suite 810, Building D
Las Vegas, NV 89119

A copy of the regulations and small business impact statement can be found on-line by going to:
hitp://dpbh.nv.gov/Reg/Medicall.abs/Notice _of Public Workshops and Proposed Regulations/

A copy of the public hearing notice can also be found at Nevada Legislature’s web page:
https://www.leg.state nv.us/App/Notice/A/

Copies may be obtained in person, by mail, or by calling the Division of Public and Behavioral
Health at (775) 684-1030 in Carson City or (702) 486-65135 in Las Vegas.
Copies may also be obtained from any of the public libraries listed below:

Carson City Library Churchill County Library
900 North Roop Street 553 South Main Street
Carson City, NV 89702 Fallon, NV 89406
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Clark County District Library
1401 East Flamingo Road
Las Vegas, NV 89119

Elko County Library
720 Court Street
Elko, NV 89801

Bureka Branch Library
80 South Monroe Street
Eureka, NV 8§9316-0283

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
Hawthorne, NV 89415-1390

Pershing County Library
1125 Central Avenue
Lovelock, NV 89419-0781

Tonopah Public Library
167 Central Street
Tonopah, NV 89049-0449

White Pine County Library
950 Campton Street
Ely, NV 89301-1965

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

Pahramp Library District
701 Fast Street
Pahrump, NV 89041-0578

Storey County Library
95 South R Street
Virginia City, NV 89440-0014

Washoe County Library
301 South Center Street
Reno, NV 89505-2151

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.,
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REVISED PROPOSED REGULATION OF THE
STATE BOARD OF HEALTH
L.CB File No. R149-15

December 13, 2016

EXPLANATION — Matter in ffalics is new; matter in brackets [emitted material} is material to be omitted.

AUTHORITY: §§1-4, 6-9, 15-23 and 25, NRS 439.200, 652.123, 652.125 and 652.130; §§5 and
10, NRS 439.200, 652.090 and 652.130; §§11 and 12, NRS 439.200, 652.125
and 652.130; §§13 and 14, NRS 439.200, 652.123, 652.130 and 652.260; §24,
NRS 439.150, 439.200, 652.100 and 652.125.

A REGULATION relating to medical laboratories; prescribing requirements for certain
laboratory personnel; establishing provisions concerning the performance of certain
tests for the detection of the human immunodeficiency virus; revising certain
requirements relating to the licensure and certification of laboratory personnel and the
operation of laboratories; and providing other matters properly relating thereto.

- Legislative Counsel’s Digest:

Under existing law, medical laboratories and their personnel are subject to both state and
federal regulation. (42 U.S.C. § 263a; 42 C.F.R. Part 493; chapter 652 of NRS) The State Board
of Health is responsible for adopting regulations governing medical laboratories and their
personnel. (NRS 652.090, 652.123, 652.125, 652.127, 652.130, 652.135, 652.215, 652.225) The
Division of Public and Behavioral Health of the Department of Health and Human Services is
responsible for the enforcement of the applicable laws and regulations, (NRS 652.120)

Federal regulations classify laboratory tests into three categories: (1) simple tests with a low
risk for an incorrect result, which are classified as waived tests; (2) tests of moderate complexity,
which include certain tests categorized as provider-performed microscopy procedures; and (3)
tests of high complexity. (42 C.ER. § 493.5) Section 2 of this regulation defines the term
“exempt laboratory™ as a laboratory in which, with certain exceptions, the only tests performed
are: (1) waived tests; and (2) provider-performed microscopy procedures. Seetion 6 of this
regulation establishes the qualifications to serve as a director of an exempt laboratory.

Assembly Bill No. 243 of the 2015 Legislative Session made various changes concerning the
performance of laboratory tests for the detection of the human immunodeficiency virus that are
classified as waived tests under federal regulations. (Chapter 176, Statutes of Nevada 2015, at
pages 847-49) Sections 4 and 7-9 of this regulation make additional changes in connection with
the performance of such tests. Section 4 defines a laboratory in which the only test performed is
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a test for the detection of the human immunodeficiency virus that is classified as a waived test
pursuant to federal regulations as an “HIV testing laboratory.” Section 7 establishes the
qualifications to serve as a director of an HIV testing laboratory. Section 8 provides that, with
certain exceptions, the provisions of chapter 652 of NAC do not apply to the director of an HIV
testing laboratory. Section9 provides that, with the exception of the requirements for licensure
and the payment of fees, the provisions of chapter 652 of NAC do not apply to an HIV testing
laboratory. Seetion 9 also provides that none of the provisions of chapter 652 of NAC apply to a
person who performs tests for the detection of the human immunodeficiency virus that are
classified as waived tests under federal regulations if the person meets certain statutory
requirements to perform such tests that were established in A.B. 243.

Under existing regulations, a laboratory that wishes to perform tests at a temporary location
must apply to the Division for a permit and pay a fee. (NAC 652.170) Sections 5 and 10 of this
regulation provide that: (1) only a licensed laboratory may obtain such a permit; and (2) such a
permit expires 90 days after ifs effective date.”

Section 11 of this regulation eliminates a provision of existing regulations which provides
that the fee which accompanies an application for licensure as a laboratory director is not
refundable.

Under existing law, the Medical Laboratory Advisory Committee advises the State Board of
Health on matters of policy concerning medical laboratories, qualifications of laboratory
directors and personnel and other matters. (NRS 652.160) Section 12 of this regulation
eliminates a provision of existing regulations, which requires the Division, if it cannot determine
the qualifications of an applicant for a license as a director of a licensed laboratory, to submit the
application to the Committee for its recommendation before making a determination. Section 21
of this regulation eliminates a similar requirement that the Division refer to the Committee for its
recommendation an application for certification to work in a laboratory at any technical level if
the application is incomplete or requires further review.

Existing federal regulations require laboratories to participate in a program of proficiency
testing. (42 C.F.R. § 493.801) Under existing regulations, the director of a laboratory that fails to
perform a particular procedure satisfactorily in two out of any three proficiency testing events for
the procedure must ensure that the laboratory ceases to perform the procedure until the
laboratory corrects the violation. (NAC 652.284) Section 13 of this regulation revises the pattern
of test failures that triggers a director’s duty to ensure that the laboratory ceases performing the
procedure. ‘

Section 14 of this regulation revises certain provisions of existing regulations concerning the
provision by the Division of a statement of violations to a laboratory following an inspection and
the submission to the Division of a plan of correction.

Existing law requires the Board to adopt regulations concerning the licensure of laboratory
directors and authorizes the Board to establish the qualifications required for such licensure.
(NRS 652.125, 652.130) Existing regulations identify certain professional credentialing
institutions whose certifications the Board may accept in determining whether a person has the
qualifications for a license as a director of certain licensed laboratories or a registered laboratory.
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(NAC 652.380, 652.395) Sections 15 and 17 of this regulation identify certain additional
institutions whose certifications the Board may accept for those purposes, Under existing
regulations, only a licensed physician certified in the subspecialty of pulmonary disease by the
American Board of Internal Medicine is qualified for a license as a director of a licensed
Iaboratory testing for pulmonary conditions. (NAC 652.385) Section 16 of this regulation
provides that certification by the American Osteopathic Board of Internal Medicine is alsc

sufficient for this purpose.

Existing regulations establish various alternative avenues to qualify for a certificate as a
clinical laboratory technologist. One such avenue allows a person to qualify for such a certificate
if the person: (1) has a bachelor’s degree in one of the chemical, physical or biological sciences;
(2) has passed an approved national examination for certification; and (3) has at least I year of
additional full-time experience or training in the specialty or subspecialty in which the person
performs tests. (NAC 652.420) Section 18 of this regulation requires that the experience or
training be obtained in a licensed laboratory or a laboratory of a hospital, health department or
university. Under existing regulations, a technologist who wishes to be certified by the Division
in a specially must, in addition to other requirements, obtain 1 year of experience working in a
licensed laboratory or a laboratory of a hospital, health department or university and must submit
with his or her application a letter from the director of the laboratory in which the applicant
obtained his or her experience which verifies that the applicant has the experience required.
(NAC 652.480) Section 22 of this regulation requires that the experience be full-time, but allows
it to also consist of training. Section.22 also requires that the letter from the laboratory director
be signed and dated.

Section 19 of this regulation: (1) updates the name of the entity that certifies a program of
histotechnology whose completion is an acceptable qualification for a certificate as a histologic
technician; and (2) revises the qualifications for a certificate as a histologio technician to specify
that an associate degree is a valid qualification only if the degiee is in chermstry, biology or a
physical science.

Section 20 of this regulation clarifies that the provisions of existing regulations concerning
the requirement to complete a certain number of hours of continuing education as a condition to
reinstate an inactive or delinquent license or certificate do not apply to a person certified as an
office laboratory assistant or to such a certificate.

Under existing regulations, a person who has submitted an application for certification may be
granted temporary employment for up to 6 months while the application is being processed. A
person who has been issued a provisional certificate may also be granted temporary employment
for up to 6 months, (NAC 652.470) Section 21 of this regulation extends the period of temporary
employment to up to 12 months for persons whose applications are being processed. Section 21
also provides that temporary employment may be granted to a person who has been issued a
provisional certificate until the expiration of the provisional certificate.

Under existing regulations, the Division will issue a provisional certification to a technologist
or technician who 1s required to pass a national examination for certification if he or she has been
accepted as a candidate for testing. A provisional certificate expires 180 days after issuance and
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is not renewable. (NAC 652.486) Section 23 of this regulation revises the circumstances under
which a provisional certificate may be issued and provides that such a certificate expires 18
months after issuance.

Existing regulations set forth the various fees that the Division is authorized to charge and
collect, (NAC 652.488) Section 24 of this regulation: (1) establishes the fee for the licensure of
an HIV testing laboratory; (2) clarifies that the inspection fee for a laboratory that files an
application to perform additional specialty tests is assessed on the application as a whole
regardless of the number of tests included in the application; and (3) exempts an HIV testing
laboratory from otherwise applicable fees for changing the location, director or name of the
laboratory. Section 24 also provides that a person will be deemed to have paid any fee otherwise
charged and collected by the Division in connection with a medical laboratory if the person is, or
is employed by, a person, governmental entity or fire-fighting agency that holds and has paid the
fee for a permit issued by a health authority to operate an ambulance or air ambulance service or
to provide certain emergency medical services,

Under existing regulations, a program of training intended to prepare a person for certification
as a technician must be approved by the Board. (NAC 652.600) Section 25 of this regulation
requires such programs to be approved instead by the Division.

Section 1. Chapter 652 of NAC is hereby amended by adding thereto the provisions set
forth as sections 2 to 8, inclusive, of this regulation.

Sec. 2. 1. Except as otherwise provided in this section and NAC 652.175, “exempt
laboratory” means a laboratory in which each test performed is: |

(a) Classified as a waived test pursuant to 42 C.F.R. Puit 493, Subpart A; or

{b) Categorized as épro vider-performed microscopy procedure pursuant to 42 CF.R. §
493.19.

2. The term‘ does not include an HIV testing laboratory.

Sec. 3. “Form” includes, without limitation, a printed form, an electronic form or an
online or interactive process provided via the Internet.

Sec. 4. “HIV testing laboratory” means a luboratory in which the only test performed is a

test for the detection of the human inununodeficiency virus that is classified as a waived test

pursuant o 42 C.F.R. Part 493, Subpart A.
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Sec. 5. 1. A licensed laboratory that wishes to collect specimens or perform tests, or
both, at a location other rhaté the location set forth in its license must obtain a permit to
operate a laboratory at a temporary location.

2. An application for a permit to operate a laboratory at a temporary location must be:

(a) Made on a form provided by the Division;

(b) Submitted to the Division in the manner set forth in NAC 652.170; and

(c} Accompanied by the fee set forth in NAC 652.488.

3. The Division shall not.ﬁ an applicant of the disposition of an application within 30
days after receipt of a completed application.

4. A permit to operate a laboratory ata temporary location issued pursuant to this section
expires 90 days after the effective date of the permit.

Sec. 6. 1. Except as otherwise provided in subsection 2 and NAC 652.395, to qualify to
serve as a ldirecior of an exempt laboratory, a person must be:

(a) A licensed physician;

(b) Oualified for a license as a director of a licensed laboratory pursuant to NAC 652.380;

(c) Qualified for a license as a director of a registered laboratory pursuant to NAC
652.395;

(d) An advanced practice régistered nurse licensed pursuant to chapter 632 of NRS;

(¢) A physician assistant licensed pursuant to chapter 630 or 633 of NRS; |

(f} A general supervisor of a licensed laboratory certified in accordance with NAC
652,410; or

(g} A clinical laboratory technologist certified in accordance with NAC 652.420.
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2. To qualify to serve as a direchr of an exempt laboratory in which the only tests
performed are glucose fesis that are classified as waived tests pursuant to 42 CFR Part 493,
Subpart A, a person must be:

(@) A person identified in subsection 1;

(b) A nurse licensed pursuant to chapter 632 of NRS;

(c) A pharmacist registered pursuant to chapter 639 of NRS; or

(d} A person licensed or certified pursuant to chapter 652 of NRS, other than a cerfified
blood-gas assistant, certified laboratory assistant or certified office laboratory assistant.

3. As used in this section, “licensed physician” includes:

(a) A physician licensed as a doctor of medicine pursuant to chapter 630 of NRS;

(b) A physician licensed as a doctor of osteopathic medicine pursuant to chapter 633 of
NRS;

(c) A chiropractic physician licensed pursuant to chapter 634 of NRS; and

(d) A podiatric physician licensed pursuant to chapter 635 of NRS.

Sec. 1. To qualify to serve as a director of an HIV testing laboratory, a person must:

1. Possess the technical and managerial skills necessary to perform the duties of a
laboratory director set forth in NRS 652.180; and

2 Sati&ﬁ» the requirements set forth in NRS 652.186 to perform a test for the detection of
the human innmmunodeficiency virus that is classified as a waived test pursuant to 42 C.F.R.
Part 493, Subpart A.

Sec. 8. Except as otherwise p.ra»vinrledY in section 7 of this regulation, the provijions of this
chapter, including, without limitation, any requiremeﬁt to perform duties other than those

prescribed in NRS 652.180, do not apply to the director of an HIV testing laboratory.
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Sec. 9. NAC 652.155 is hereby amended to read as follows:
652.155 1. Exceptas othe-lwise provided in this section and NRS {652.236;] 652.&71,. the
provisions of this chapter: '
(a) Apply to:
(1) A laboratory which is licensed pursuant to NRS 652.080 and which provides services
to the public; and |
(2) A nonexempt laboratory which is registered pursuant to NAC 652.175; and
(b) Do not apply to fan-exemptlaberatory}
(1} An exempt laboratory which: 7
(I) Is licensed pursuant to chapfer 652 of NRS; af-zd
(I} Pays the applicable fees reqm'reii by NAC 652.488;
(2} An HIV testing laboratory which:
() Is licensed pursuant to chapter 652 of NRS; and
(If} Pays the applicable fees required by NAC 652.488; or
(3) A laboratory which is registered as exempt pursuant to NAC 652.175.

2. Except as otherwise provided in subsection 3, a person who is employed by a laboratory
that is licensed by or registered with the Division pursuant to chapter 652 of NRS may perform a
test without complying with the provisions of this chapter if:

(a) The test has been classified as a waived test pursuant to 42 C.F.R. Part 493, Subpart A;
and

(b} The director, a designee of the director or a licensed physician at the laboratory at which
the test is performed:

(1) Verifies that the person is competent to perform the test;
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(2) Ensures that the test is performed in accordance with instructions of the manufacturer
of the test; and
3) Validates and verifies the manner in which the test is performed by using controls

which ensuré that the results of the test will be accurate and reliable.

3. Except as otherwise pfovided in subsection 4, the provisions of subsection 2 do not
relieve a person who performs a test from the requirement to:

(a) Comply with the policies and procedures that the director of the laboratory at which the
test is performed has established pursuant to NAC 652.280; fex}

(b) Comply with the faboratm'y safety guidelines adopied by the laboratory pursuant to
NAC 652.291; or

(¢} Obtain certification pursuant to NAC 652.470 and pay the applicable fees as set forth in
NAC 652.488. |

4. An advanced practice registered nurse as defined in NRS 632.012 or a physician ass._istant
as defined in NRS 630.015 who is employed by a laboratory that is licensed by or registered Vi;ith
the Division pursuant to chapter 652 of NRS and who has not received certification pursuant to
NAC 652,470 may perform a test without complying with the provisions of this chapter if the
test:

{a) Has been classified as a waived test pursuant to 42 C.F.R. Part 493, Subpart A; or

(b) Is a provider-performed microscopy procedure categorized pursuant to 42 CF.R. §
493.19. |

5. Except as otherwise provided in this subsection, a person may perform a test for the
detection of the human immunodeficiency virus that is class.fﬁed as a waived test pursuant to

42 C.F.R. Part 493, Subpart A, without complying with the provisions of this chapter if he or
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she complies with NRS 652.186. This subsection does not apply to a person who holds a
license or certification issued pursuant to this chapter or a license or certification described in
NRS 652.210.

6. As used in this section, “licensed ph&sicia.n” includes:

(a) A physician licensed as a doctor of medicine pursuant to chapter 630 of NRS;

(b) A physician licensed as a doctor of osteopathic medicine pursuant to chapter 633 of NRS;

(¢} A chiropractic physician licensed pursuant to chapfer 634 of NRS; and

(d) A podiatric physician licensed pursuant to chapter 635 of NRS.

Sec, 10, NAC 652.170 is hereby amended to read as follows:

652.170 1. An application for a license or registration for a laboratory must be made on a
form provided by the Division. Upon receipt of a completed application, the Division shall
conduct an inspection of the facility which may incIude an examination of the policies and
prooedurés of the laboratory to determine whether the laboratory is in substantial compliance
with this chapter for the procedures for testing that the laboratory desires to provide.

2. The Division shall notify the applicant of the disposition of the application within 30 days

after receipt of the application.

——4:} The laboratory director shall include at least one of the following forms of proof of
identity with the application:
(a) An electronic signature,

(b) A notarized statement;
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(c) A copy of a form of government-issued identification, which may include, without
limitation, a drivef’s license, passport, identification card issued by the Department of Motor
Vehicles or other government-issued identification acceptable to the Division; or

(d) Other proof of identity acceptable to the Division.

{5} 4. Asusedin this section, “electronic signature™ means a user name attached to or
logicaily associated with a record and executed or adopted by an applicant with the intent to sign
an electronic application or other document.

Sec. 11. NAC 652.200 is hereby amended to read as follows:

652.200 An application for a license as a director must be. on a form provided by the

Division, giving complete information as indicated, including educational background,
experience and the identity of the laboratory to b;a directed. {The-fee-for-Heonsure-isnot
refundabled

Sec. 12. NAC 652.210 is hereby amended to read as follows:

652.210 A license as a director may be issued by the Division on behalf of the Board for
those app}ic_ants who qualify for licensure under NAC 652.380 {er-652:383-H-the-Division
ing-a-determinations} to 652.395, inclusive.

The Division shall notify the applicant of the status of the application within 30 days after receipt

of kel a completed application.
Sec. 13. NAC 652.284 is hereby amended to read as follows:
652.284 A director shall ensure that:

1. The laboratory is enrolled in a program for proficiency testing regarding all the testing

performed by the laboratory.
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2. All procedures of the program are followed, including:

(a) The testing of samples as required; and

(b) The return of results within the required time.

3. Corrective action, which is approved by the Division, is performed if any results are
found to be unacceptable or unsatisfactory.

4. The maintenance of documentation to verify that all reports received regarding the
program are reviewed by appropriate members of the staff for evaluation of the performance of
the laboratory and identification of any problems requiring corrective action.

5. Ifthe laboratory fails to perform satisfactorily in two consecutive testing events or two
oﬁt of {fany} threg testing events for a procedure, and thereafter fails to perform that procedure
satisfactorily in one or piore subsequent testing events, the laboratory ceases to perform that
procedure until it demonstrates to the satisfaction of the Division that the violations of the
laboratory have been corrected in such a manner as to ensure that they will not recur.

Sec. 14. NAC 652.320 is hereby amended to read as follows:

652.320 1. Except as otherwise provided in this subsection, the Division shall inspect
periodically the premises and operation of each laboratory, iﬁcluding, without limitation, the
premises of an outpatient center of the laboratory, if any. A laboratory that is subject to
inspection by an accrediting organization approved by the Centers for Medicare and Medicaid
Sewice‘s of the United States Department of Tealth and Human Services putsuant to 42 C.F.R.
§§ 493.551 to 493.575, inclusive, is not required to be inspected periodically by the Division if
the reports of the inspections are available to the Division,

2. Uponreceipt of a complaint against a laboratory or its personnel, except for a compiaint

concerning the cost of services, the Division may conduct an investigation into the premises,
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qualifications of personnel, methods of operation, policies, procedures and records of that
laboratory or any other laboratory which may have information pettinent to the complaint.

3. The Division shall report violations noted at the time of cach inspection by Hervarding
te} providing the director , or the director’s designee, with a statement of violations, which must
include the severity level for the violation as determined by the Division, and a form for the
director o submit a plan of correction. Any violation for which a severity level is not specified in
the statement of violations is presumed to be a violation of severity level one. The director shall
freturn-the-form| submit the plan of correction to the Division, containing thereon the plan of
correction for each of the violations, within }8-werking} 14 days after receiving the form. The
plan must indicate the date by which each violation will be corrected.

4. TFailure to submit the plan of correction timely pursuant to subsection 3 to the Division
constitutes a separate violation subject to monetary penalties with a severity level rated at the
same level as the highest violation identified on the statement of violations.

See, 15, NAC 652.380 is hereby amended to read as follows:

652.380 Except as otheﬁise provided in NAC 652.383, to qualify for a Iicense as a director
of a licensed laboratory, a person must meet one of the following qualifications:

1. Be aphysician who is licensed to practice medicine in this State and:

(a) Be certified in anatomical and clinical pathology, or in clinical pathology, by:

(1) The American Board of Pathology; or
(2) The American Ostéopathic Board of Pathology;
(b) Possess qualifications which are equivalent to those required for certification by either of

the institutions listed in paragraph (a);
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(c) Within the 10 years immediately preceding application for a license, have successfully
completed a 4-year program accredited by the National Accrediting Agency for Clinical
Laboratory Sciences;

(d) Be certified, in accordance with NAC 652.410, as a general supervisbr; or

(e) Have at least 4 years of experience as a technologist:

(1) In a licensed laboratory or a laboratory of a hospital, health department or university;
(2) As afull-time employee working at least 30 hours per week; and
(3) Under the supervisionrof a director who possesses a doctoral degree,

2. Hold an earned doctoral degree from an accredited institution, with a chemical, physical,
biological or clinical laboratory sciepce as the major, and;

(a) Be certified by:

(1)} The American Board of Medical Microbiology;
(2) The American Board of Clinical Chemistry;
(3) The American Board of Bioanalysis;
(4) The American Board of Medical Laboratory Immunology;
(5) The American Board of Forensic Toxicology; fer}
(6j The American Board of Medical Genétics B} and Genomics;
(7) The National Regisfry of Certified Chenuists;
(8) The American Board of Histocompatibility and Immunogenetics; or
(9) Any other institution approved by the United States Department of Health and
Human Services in accordance with 42 C.F.R § 493.1443(b)(3); or
(b) Possess qualifications which are equivalent to those required for certification by any of

the institutions listed in paragraph (a).
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See. 16. NAC 652.385 is hereby amended to read as follows:

652.385 To qualify for a license as a director of a licensed laboratory testing for pulmonary

conditions, a person must:

e} in the subspecialty

1. Be aphysician certified fby
of pulmonary discase £} by the:

{a) American Board of Internal Medicine; or

(b) American Osteopathic Board of Internal Medicine; or

2. Ina geogfaphical area which does not have a person who meets the qualifications set
forth in subsection 1, be a physician licensed to practice in this State, whose experience is
acceptable to the Division.

See. 17. NAC 652.395 is hereby amended to read as follows:

652.395 To qualify for a license as a director of a registered laboratory, a person must:

1. Be aphysician licensed to practice in this State and have:

(a) At least 1 year of experience directing or supervising laboratory testing in a laboratory
which meets the requirements of NAC 652.170 to 652.600, inclusive;

(b) Credit for at least 20 hours of continuing medical education in laboratory practice
regarding the responsibilities of a director; or

(c) Laboratory training, obtained during medical residency, equivalent to the training
required by paragraph (b); or

2. Hold an earned doctoral degree from an accredited institution, with a major in chemicrai,
physical, biological or clinical laboratory science, and: ,

(a) Have at least 1 year of experience directing or supervising laborét01y testing in a

laboratory which meets the requirements of NAC 652.170 to 652.600, inclusive;
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(b) Be certified by:

(1) The American Board of Medical Microbiology;

(2) The American Board of Bioanalysis;

(3) The American Board of Medical Laboratory Immunology;

(4) The American Board of Clinical Chemistry;

* (5) The American Board of Forensic Toxicology; fez}

{6) The American Board of Medical Genetics {:} and Genomics;

(7} The National Registry of Certified Chemists;

(8) The American Board of Histecompatibility and Immunogenetics; or

(9) Any other institution approved by the Unite.d States Department of Health and
Human Services in accordance with 42 CF.R § 493.1443(b)(3); or

(c) Possess qualifications which are equivalent to those required for certification by any of
the institutions listed in paragraph (b).

Sec. 18. NAC 652.420 is hereby amended to read as follows:

652420 1. A cl_inical laboratory technologist may:

(a) Perform tests which require the exercise of independent judgment, under minimum
supervision ‘01' review by the director or general supervisor, in those specialties for which the
technologfst has had adequate education, fraining and experience and in which he or she has
demonstrated a proficiency; and

(b) Supervise, if necessary, the work of the medical technicians and laboratory assistants.

2. To qualify for a certificate as a clinical laboratory technologist, a person must:
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(a) Successfully complete a full course of study which meets all -academic requirements for a
bachelor’s degree in medical technology from an accredited college or university, and pass a
national examination for certification approved by the Board; |

(b) Successfully complete a course of study for a bachelor’s degree in one of the chemical,
physical or biological sciences at an accredited college or university, have at least 1 year of
additional full-time experience or training in & licensed laboratory, or laboratory of a hospital,
health departiment or university in the specialty or subspecialty in which the person performs
tests, and pass a national examination for certification approved by the Board; or

(c) Pass the examination for clinical laboratory technologists given by the United States
Department of Health and Human Services.

Sec. 19. NAC 652.437 is hereby amended to read as foliows: ‘

652.437 1. To qualify for a certificate as a histologic technician, a person must:

(a) | Successfully complete a program in histotechnology certified by the fConmmittee]
Commission on Accreditation of Allied Health Education {and-Acereditations] Programs;

(b) Have an associate degree in chemistry, biology or a physical science or successfully
complete at least 60 semester hours or the equivalent of academic .credit from an accredited
college or university with at least 12 semester hours in science, of which 6 hours are in chemistry
and 6 hours are in biclogy, and have 1 year of full-time experience in histotechnology in a
histology laboratory under the supervision of a pathologist certified in anatomic pathology by the
American Board of Pathology Incorporated or a pathologist eligible for certification in anatomic
pathology; or

(c) Be a'high school graduate or the equivalent and have 2 years of full-time experience in

histotechnology, within the preceding 5 years, in a histology 1aborat61’y under the supervision of
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a pathologist certified in anatomic pathology by the Ametican Board of Pathology Incotporated
- or a pathologist eligible for ceri;iﬁcaﬁon in anatomic pathology.

2. A histologic technician may only perform histologic procedures under the sﬁpervision of
a histotechnologist or the director and may only perform cytologic procedures under the
direction of a cytotechnologist, a histotechnologist or the director.

See. 20. NAC 652.461 is hereby amended to read as follows:

652.461 1. Except as otherwise provided in subsection 2 frany} :

{a) Any person desiring to have an inactive or a delinquent license or certificate reinstated
shall submit evidence to the Division that he or she has completed 1 unit of continuing education
within the 2 years immediately preceding the application for reinstatement of the license or
certificate.

. 23 (b)) Aninactive or delinquent license or certificate may be conditionally reinstated
without the evidence required by {subsection-t} paragraph (a) if the \appIicant completes one
unit of continuing education within a period established by the Division. Any failure to compléte
the continuing education or satisfy any other condition established by the Division is a ground
for revocation of the license or certificate.

2. This section does not apply to a person certified as an office lal)orato;y assistant or to
such a certificate.

Sec. 21. NAC 652.470 is hereby amended to read as follows:

652.470 1. Before working in a laboratory at any technical level:

{a) An application for certification must be made on a form provided by the Division giving

information on the applicant’s educational background;
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(b) Substantiating documents such as college or other academic transcripts or copies of
certificates of registration should accompany the applic'atidn, but must be submitted within 6
months after the date of the application;

| {c) The formrmust indicate the level and title for which certification is desired; and

(d) The fee prescribed in NAC 652.488 must accompany the application.

2. Temporary employment : xoeeding s} may be granted :

(a) For a period not exceeding 12 months while the application is being processed ; 1} or
fohent

{b) If the applicant has been issued a provisionat certificate &} , until the expiration of the

provisional certificate,

3. The Division shall issue the appropriate certificate on behalf of the Board when it is
determined that all requirements for certification are satisfied. fApplications-whick-are

4. A person may upgrade his or her certificate after completing the appropriate additional

experience, training or academic requirements, of any combination thereof, by applying to the
Division pursuant to subsection 1.

5. A person whose certification has lapsed for more than 5 years may reapply for
certification by submitting an original application to thé Division accompanied by the fee
prescribed in NAC 652.488.

6. A person whose certification has lapsed for 5 years or less may reapply for certification

by submitting an application for reinstatement to the Division accompanied by the fee prescribed

in NAC 652.4388.
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7. A certiﬁcate‘ will be placed in an inactive status upon the approval of the Division and
payment of the fee prescribed in NAC 652.488.

Sec. 22, NAC 652.480 is hereby amended to read as follqws:

652.480 1. Except as otherwise provided in NAC 652.483, to be certified by the Division
in a specialty, a technologist must pass a national examination for certification in the specialty
and must have successfully completed a course of study for a bachelor’s degree in one of the
chemical, physical or biological sciences at an aceredited college or university, and have af least
1 year of additional full-time cxperience Pweorking} or fraining in a licensed laboratory, or a
laboratory of a hospital, health department or university, in the chosen specialty under the
supervision of a director who possesses a doctoral degree.

2. BHach applicant for certification in a specialty must designate on the application the
specialty in which he or she desires to be certified. The applicant must submit with the
application:

(a) Vertfication of successful completion of the course of study required by subsection 1; and

(b) A signed and dated letter from the director of the laboratory in which the applicant
obtained kis or her experience , which verifies that the applicant has the experience required by
subsection 1.

3. Each certificate will designate the holder by:

{a) The title of “Technologiét” in a specialty; or

(b) An equivalent title and will show his or her area of specialty by a subtitle.

Sec. 23. NAC 652.486 is hereby amended to read as follows:

652.486 1. The Division shall -upenreguestbyl issue a provisional certificate to a

technologist or technician who is otherwise qualified for a certificate if he or she has not yet:
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a) Passed a required Ho-pass-a} national examination for certification fand-whel , but has
been accepted as a candidate for testing f-issue-hinrerher-a-provisienalcertificate-Thel ; or

(b) Accumulated the amount of experience or training required for certification.

2. A technologist or technician must apply for a provisional certificate on a form provided
by the Division and pay the fee for initial certification of personnel set forth in NAC 652.488.

3. A provisional certificate issued pursnant to this section cxpires {1-80-days] 18 months

after the date of issue and is not renewable. {Ne-techrologist-or-technician-mayreguestraore

Sec. 24. NAC 652.488 is hereby amended to read as follows:

652.488 [The}

1. Except as otherwise provided in this section, the following fees will be charged:

H-} (@) Licensure of laboratory not described in fsubsection2} paragraph (b) or (¢)

Initial:
Annual test volume less that 25,000 ...t cireeer s ee e eeseseeanes $1,100
Annual test volume at least 25,000 but less than 100,000..... ............................... 3,000
Amnnual test volume 100,000 0f MO .......oovvivveviviirecveerrreeeenenres e 4,000
Biennial renewal:
Annual test volume less than' 25,000 .. e 8060
Annual test volume at least 25,000 but less than 100,000.......ccormrrnininrinninnnn, 2,500
Annual test volume 100,000 OF MOTE ....vevvvuiririireeciiisir e ceesee e seseners 3,500
Reinstatement:
Annual test volume less than 25,000 ..........covvioivvrcrciie e 1,100
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Annual test volume at least 25,000 but less than 100,000......; .............................. 3,000
Annual test volume 100,000 0f MOTE e 4,000
2} (B) Licensure of laboratory operated by health district, district
board of health, county board of health or city or town board of health, or
the State Public Health Laboratory
| Initial:
Annual test volume less than 25,000......cccccvevviviieiiiennne, ettt aetaabr e $550

Annual test volume at least 25,000 but less than 100,000............ccoivvieciiineeennnn. 800

Annual test volume 100,000 08 TOTE .....cccrieeiceieee e 1,150
Biennial renewal:

Annual test VOiﬂHlB less than 25,000 ... e e e et s e s s et raee e 400

Annugl tes.t volume at least 25,000 but less than 100,000.....c.cccoooeieeeiice e, 600

Annual test volume 100,000 OF IO .oovvvvvicieecrecic e are s seressennenes SO0

Reinstatement:
Annual test volume 1ess than 25,000.........oveeiriviiiirrineeinnrr e seresersessrstsssrsessenes 550
Annual test volume at least 25,000 but less than 100,000......eevennnnnnl eeeereeeeerre—— 800
Annual test volume 100,000 61' 1110 2= PR 1,150

B} (c) Licensure of HIV testing laboratory

THITIAL o rorerrssinnssnresrerivssiseerssmssisisarassnsastossirsrsesssrssessssessnsssostrssassiasssessnssnossnnansnenssasessses 3150

BieRRial 1EREWALuuneiririiiiiiriiiiiiiiiiiiiis s iessisseesssssssssnessesssssssssssssasssass e senssnse 150
(d) Licensure of director pursuant to paragraph (b) of subsection 3 of

NAC 652,175 or NAC 652,380 to 652.395, inclusive

THIIAL oot sasssssas s sre e mraress s ssens DO 00
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Biennial renewal......oooov e iiieeenes

ReINSIAtEMENT ... e ettt eena e ettt ettt b raenaen st 500
= (e¢) Registration of laboratory operated pursuant to NRS {52235}
652.072 which is nonexempt pursuant to NAC 652,155
TITHAL ottt ettt a bt et bbb st a4 et bn b s e as s st e b ke bess it $1,500
Bienmial TEIEWAL ...c.veuiieiiieiieince ettt b ea bt 900
REIASEALEITIENT .. ... vivvveesicveresrseresreesesrsseerasessssssersarsorsssssneserssesitntssrasssbaresntesasnsnsessrsenns 1,500
5E 'Registration of laboratory operated pursuant to NRS 6522354
652,072 Whiph is exempt pursuant to NAC 652.155
IIIEIAL oottt et sttt Re et rnaene $500
Biennial T8NEWaL.....coiiiiiiiiiii ettt et nrs 300
{61 (g} Certification of personnel |
Initial:
GENETAL SUPEIVISO  c.uvietteeieeiiricteereeresit e s ce e staeseseaeesseasnessesssessaesrsassaseesaessessnesnnssanas $225
TeChnolOZISt ....ovvvvivvveeeererseasereenrrereraseenas e 113
TOGRIIGAN ..o er e oo ettt 113
Pathologist’s B 113
Point-of-care test analyst ...................................................... T 75
Laboratory, blood-gas or office laboratory assmtant ............... 60

Biemnial renewal:
GENETAl SUPCIVISOI .. eviteeereeereeiiresieeeite e et et e eeee e e r et e et besresbessesassnneenensasassraess L OO
TeChNOIOLISt .ocovieie e e e et ner st 75

oY (TN Te3 F: 5 T TR 75

DD
LCB Draft of Revised Proposed Regulation R149-15




Pathologist’s assiStant.........ccvererrieeieec e ss s ettt eee e 75

Point-of-care test analyst.......c..ccoiiiiicninni e 00

Laboratory, blood-gas or office laboratory assistant..........coeeecriceiicnncninccninicneenas 45
Reinstatement: |
GENIETAL SUPEIVISOT o vtererrereesiertatt s tsmeame st et erreses s eas e easnesseensssasmrersesteshassseanonsans 225
TECHROLOZIST .ottt bttt s e s ere e 113
TECRMICIAN ..ecenciiiii et e et e et e e emer et sremnas 113
Pathologist’s assistant..........cevvvvviiieenns s e s 113
Point-of-care test analyst.........cccceenceenen. et ert e et r e sa et et e e st na 75
Laboratory, blood-gas or office laboratory assistant.......cccccvvvenierveccresviesnenineiinceens 60
7+ (h) Placement of license or certificate in inactive statls......covveeveviverveerrersescr s resnesninns $50
1 (i) Issuance of original duplicate license or certificate ..o, 350
91 () Permit to operate laboratory at temporary location...........oveceevinneccrnneseeeeeee $300
163 (k) Change of location 0f 1aD0Tatory . ..oerrererernn et e eee e $300
41 (@) Change of director of 1aboratory .o e e $300
23 () Change of name of [abOratory cveovvv i viecieceer e $300

H3.3 (n) Inspection Hes} following receipt of an application to

perform additional {spesiatties-andsubspesialtesinwhish] tests Fwilhbe

performed] at a laboratory (per appliCation) ..............cccucniineccnieniciiiece e e $300
’ [-P; Sl Sg ﬁ . i i 3‘ - 1
speetalty-or-subspesialty
1434 (o) Inspection of an outpatient center of a laboratory (per site)
TNitA] INSPECHOM .. e.eeveeerieerrteree e erte e rre sttt enere st sre s aeeeennesenaeneneas et ressnseseaes $300
“23
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Inspection at time of biennial TeREWaL ......cvviiviii e 150

{54 2. If the Division conducts an inspection of a laboratory that is located outside of this
State, the Division shall assess the expenses that the Division incurs as a result of the inspection

1o the laboratory. The Iaboratory shall reimburse the Division for the expenses assessed pursuant
“to this subsection.

3. The Division shall not charge or collect a fee set forth in paragraph (k), (1) or (m) of
subsection I to an HIV testing laboratory.

4. The holder of or an applicant for a license or certificate issued pursuant to chapter 652
of NRS, or an applicant for a permit to operate a laboratory at a femporary location i;'szled :
pursuant to section 5 of this regulation, shall be deemed to have paid any fee otherwise
required pursuant fo subsection 1 if the holder or applicant: |

(a) Is, or is employed by, a medical laboratory that is operated by a person, governmental
entity or fire-fighting agency that holds a permit issued by a health authority pursuant to NRS
430B.200; aﬁa’

(b) Has ,éaid the fee for the permit established by a board pursuant to NRS 450B.200.

5. As used in this section:

() “Board” has the meaning ascribed fo it in NRS 450B.060.

(b) “Health authority” has the meaning ascribed to it in NRS 450B.077.

{c) “Permit” has the meaning ascribed to it in NRS 450B.100.

Sec. 25. NAC 652.600 is hereby amended to read as follows:

652.600 1. Any program of training intended to prepare a person for certification as a

technician must be approved by the HBeard} Division. Application for approval must be

i, Y. I
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submitted fr-writing} to the Beard:} Division in the manner prescribed by the Division. The
application must include:

(a) A description of the goals of the program,

(b) A description of the methods of instruction;

(c) A descri‘ption of the contents of the courses;

(d) A description of the gualifications of the instructors;

(e) A description of the methods of evaluating the perfonﬁance of the trainee; and

{f) The name of the director who is responsible for the program.

2. The director shall certify in writing to the Division each trainee who has successfully

completed the program.
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SMALL BUSINESS IMPACT STATEMENT 2016
PROPOSED AMENDMENTS TO NAC CHAPTER 652

The Division of Public and Behavioral Health (DPBH) has determined that the proposed amendments
should not have a negative financial impact on a small business and in some circumstances may have a
beneficial financial impact. The proposed regulations are not expected to negatively impact 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 regulations on a small business
and provides the reasons for the conclusions of the agency followed by certification by the person
responsible for the agency.

Bac

round

The three main things the proposed regulations do include:

1y

2)

3)

Bringing the proposed regulations in compliance with Assembly Bill (AB) 243 of the 2015
Legislative Session which directs that any regulations adopted by the Board of Health must not
require the laboratory director in which only an FIV waived test is performed to be a licensed
physician. It also does not require personnel performing the test to obtain certification as an
assistant if the person submits proof of successful completion of training approved by the
Division.

Expanding the types of healthcare professionals that can serve as an exempt Iaboratory director.
Many states in the United States do not have state licensure requirements and only follow federal
guidelines. Federal guidelines have no requirements for who can serve as the laboratory director
of a waived laboratory. In these cases the laboratory director can be an office worker with no
healthcare experience. The Division recognizes that the laboratory director should have at a
minitmum, certification/licensure as a healthcare professional to ensure the appropriate guality
control measures and infection control practices are adhered to in order to ensure accurate and
safe results. The proposed regulations are more stringent than the federal regulations in this
regard but at the same time relax current state regulation requirements to help reduce the financial
burden on certain industry while maintaining patient safety.

Deems a laboratory licensed pursuant to Nevada Revised Statutes (NRS) and Nevada
Administrative Code (NAC) of Chapter 652 which is also permitted as defined in NRS 450B.100
and certified laboratory personnel who work in the laboratory, to have met the payment of
required certification and licensure fees, as applicable.

The regulations also:
1) Clarify that a permit {o operate a laboratory at a temporary location expires 90 days after the

effective date of the permit.
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2) Clarify that exempt laboratories must adopt nationally recognized laboratory safety guidelines
including infection control guidelines such as those put out by the Centers for Disease Control
and Prevention (CDC) which can be obtained for free on the CDC’s website.

3) Expands the certification that an applicant that holds a doctorate degree can use to qualify to be a
licensed or registered laboratory director. ]

4) OQutlines the fee to be assessed for a laboratory that only performs waived HIV tests.

5) Instead of requiring a $300 application fee plus $50 for each additional specialty or subspecialties
in which tests will be performed, the proposed regulations allow a laboratory to add as many tests
as it wants to on one application for a flat rate of $300.

6) Brings proficiency testing standards in line with federal regulation requirements.

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 all laboratories licensed in Nevada and licensed/certified laboratoty personnel. The proposed
regulations were also presented to the following advisory groups:

1) Adult Day Care Advisory Council;

2) Homes for Individual Residential Care Advisory Council;

3) Assisted Living Advisory Council; and the

4) Medical Laboratory Advisory Commitiee

The proposed regulations were also sent to the Division of Public and Behavioral Health’s Emergency
Medical Services, Board of Nursing, Board of Pharmacy and Board of Medical Examiners for distribution
to their licensees. '

A Small Business Impact Questionnaire was sent to all licensed laboratories and licensed/certified
laboratory personnel along with a copy of the proposed regulation changes, in June of 2015. These were
also posted on the Division’s website and sent out through the Division’s laboratory, medical and non-
medical facilities listservs. 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?
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Summary of Responge

Summary Of Comments Received
(71* responses were received out of 12,865 plus*small business impact questionnaires distributed)

Will a specific regulation have
an adverse economic effect

Will the regulation (s) have
any beneficial effect upon

Do you anticipate any
indirect adverse effecis

Do you antictpate any
indirect beneficial

upon your business? your business? upon your business? effects upon your
' business?

No =61 No=062 No =61 No=64

Yes=5 | Yes=5 Yes=35 Yes=3

No response/ No response/ No response/ No response/

unknown = 5 unknown = 4 unknown = 5 unknown = 4

Comments: Comments: Comments; Commenis:

Renewal Fee Tam a DNP and I own a ‘While less on my Will allow clinic to

Increase liability insurance and
push RFFG big and small into a
medical insurance premium and
out of the non-medical
premiums they enjoy now, Lead
to more negative images of the
industry with misleading
promises from the community,
They promise a diabetes
screening program when in fact
it is just a finger stick without
giving insulin program. I can’t
help but belisve a common
porson will not understand the
subtle distinction as something
the community senior and family
“should have known.

Does not affect us

T will need to increase charges
for the one test that we do--a
nasal smear.

Will have financial site impact.
To get an estimated cost would
have to go to corporate side,

family practice office.
Allowing nurse practitioners
to be laboratory directors will
save me $500/year. I have to
pay a physician to be my
laboratory director,

IFNP’s were able to be lab
director our clinic would
experience >12,000.00 cost
savings,

As anonprofif saving fees is
important. This potentially
can lower costs associated
with director fees.

Remove the restriction for
medical doctor. Will be in
fine with the 2013 changes for
full practice authority for
APRN.

Elimination of secondary
oversight and financial charge
to be a lab that is more than
aver State EMS permit to
operate.

business directly because
we will not be using this
program since I believe
it is unsafe. Asa
medical doctor I see
these risks as indusiry
wide and
hurting/agitating seniors,
increasing ER visits
unnecessarily, and
leading to many civil
suiis. 1 believe that most
big companies will not
use this either and will
recognize the risk to
their liability insurance.
I fear small providers
and small more private
big assisted living
facilities trying to do
good but who lack the
medical and risk
management knowledge
to keep themselves and
residents safe.

N/A

operafe our CLIA waived
Iab with less cost.

1) Cost Savings

2) Time Savings

3) Better oversight
from EMS office
of all providers
not just a small
annual percent.

In general there are no
benefits from providing
misleading information to
seniors apparently with
the goal of discharging
residents with
complicated medical
problems to non-medical
facilities that can’t
manage and treat them.
The issue is not doing a
fingerstick but not having
the full time RN’s to give
nsulin, I do have ideas on
how the state and industry
can safely offer a
complete diabetes
screening program and
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NAC 652.380 A physician to
obtain a board cert not related to
their primary specialty requires
an enormous amount of time to
study. Thousands of dollars for
training courses and cost of the
board exam, Al these
regulations will further push
competent physicians out of
medicine,

I don’t know yet until
ingpection,

Unknown

Makes my business have a
ridiculous financial burden I
may not need but for brief
amounts of time, yet have to
maintain annnally,

No. I only misieads seniors
and families and doctors into
thinking these facilities have a
full time, folly fonctioning
nurse, when in fact they do
not. This is very misleading
for the community.

Droes not affect us

It will just increase my
overhead costs and increase
the cost to my patient for test,

‘We won’t be able to afford to
perform the waived test with
newly imposed fees. We
barely make a profit so the
fees will create a negative
profit margin.

I won’t know until inspection.
Do not see anything beneficial

all fees appear to be
increasing.

Only adds to what my low

income, rural residents have to
pay.

Increase cost of patient
care. :
No added benefit that I
can see.

Increased financial
responsibility.

Financially because a

- current service will not

be able to be provided
which will cause a
reduction in revenue.
Also, patients who
entrust their physicians
at our office to monitor
PTT/INR levels will lose
the benefit of having
their test performed and
adjusted, if necessary, at
the same time without a
delay in care.

I don’t know as of yet

J Unknown.

Restricts residents right
to live where the want
tol Financial burden,
more intrusive,
unnecessary way to limit
my ability to make a
living, care for those in
need, punish my
business because
someone else screwed
up! Anyone can learn to
do a glucometer blood
sngar check — I know
that from home health
nursing over the years,
Lay people and children
do it yet we who care for
seniors need a lab license
—too far state — too farl
No-

will continue to share
them as T and RCHCAN
have in the lasi year, The
industry remains open to
sitting down and working
with the state and HCQC
and other agencies to find
safe, cost effective, care
options for the state that
are clear, transparent and
safe for seniors. This is
not it by itself.

It hurts the patients
causing a delay in care. It
hurts the physicians —
taking away the ability to
provide immediate care
and hurts by removing a
service that our patients
want to be performed in
their physician’s office.

I don’t know until further
inspection,

N/A

Other Comments:

We perform only urine
pregnancy fests on
surgery patients. No
other testing! Do not
anticipate any adverse or
beneficial effects.

Our lab is an exempt lab,
and there are no changes
to fees that I can see.
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Adverse . Indirect .
cconomic Beneficial advers Indirect bene
Number of Respondenis on effect? € effects?
out of 12,865 plus eifect? effects?
No 61 62 61 64
Yes 3 5 3 3
No Response/unknown 5 4 5 4

*questionnaires returned which indicated 150 or more employees were not included.
*questionnaires were also sent to the Board of Nursing, Board of Pharmacy and Board of Medical
Examiners for distribution to their members.

Any other persons interested in obtaining a copy of the summary may e-mail, call, or mail in a request to
the: Division of Public and Behavioral Health
727 Fairview Drive, Suite B
Carson City, NV 89701
Leticia Metherell: Phone: 775-684-1045; Email: Imetherell@health.nv.gov
2) Describe the manner in which the analysis was conducted.

An analysis of the input collected from stakeholders was conducted by the medical laboratories unit
manager. Input was varied with some fecling there would be a cost savings, some feeling there would be
no impact and some feeling it would result in a cost increase. To alleviate concerns it was explained to
several individuals that the proposed regulations do not raise fees. That the proposed regulations expand
the type of healthcare professionals that can serve as the director of an exempt laboratory and do not place
greater restrictions on them. It was also noted that nationally recognized infection control guidelines such
as those from the CDC could be obtained at no cost.

An analysis determined that the proposed regulations should not have a negative fiscal impact and may
have a beneficial fiscal impact for some industries.

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 effeets,

It is estimated that there would be no adverse economic effect on small businesses and may have a beneficial
effect on some. This would vary based on each situation. For example, one small business estimated a cost
savings of $500 per year while others noted there would be no changes. No adverse financial offects are
anticipated, There was concern expressed that there would be an increase in lability insurance and it would
push residential type facilities into a medical insurance premium and out of non-medical premiums. The
proposed regulations do not require businesses to offer laboratory services if they do not want to, Currently
these businesses are able to provide laboratory services if licensing requirements are met, so the proposed
regulations do not add an additional service that can be provided by these businesses. Beneficial effects
include offering these small businesses flexibility in determining what is best for their business and does
not dictate that they must use a health care provider other than a physician to serve as an exempt laboratory
director. In addition, many Staies do not require a physician or even a healthcare professional to serve as
an exempt laboratory director. Each business would be able to make the determination based on their

!
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liability insurance what is best for them. Direct effects may include cost savings for some businesses. .
Indirect financial effects are unknown.

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 actually
used any of those methods.

The Division of Public and Behavioral Health has held several opportunities for stakeholders to provide
nput and comments regarding the proposed medical laboratory regulations, including the economic
impact the proposed regulations may have on industry. Modifications to the proposed regulations have
been made as a result of input received during the regulation development process including not allowing
a laboratory assistant to serve as an exempt laboratory director. A public workshop was conducted on
December 17, 2015 and a second public workshop will be scheduled allowing for further input by
stakeholders and the public regarding the proposed regulations and how they will impact industry.
Comments received during the public workshop will also be taken into consideration for possible firrther
revisions to the regulations fo reduce the economic impact on facilities.

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

At this time, it is estimated that there would be no additional cost to the agency to enforce the proposed
regulations. It is anticipated that any increased workload cansed by industry opening a medical laboratory
to perform only waived HIV testing would be absorbed into exiting workload by existing staff. Emergency
Medical Services staff would incorporate the inspection of a medical laboratory located in permitted
emergency medical services and firefighting agencies into their current inspection workload. Tt is estimated
that the other provisions in the proposed regulations would not result in an additional cost to the agency.

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

A new fee would be collected for medical laboratories that perform only waived HIV testing. The fee for
an initial application would be $150 with a $150 renewal fee every two years, [t is unknown how many
applications will be submitted therefore the total amount DPBH expects to collect is unknown. If we
anticipated 10 of these medical laboratories opening in the first year the collected amount would be $1,500.
The money would be used to carry out the provisions to license and regulate these medical laboratories.
There are no fee increases being proposed. Currently the Division may collect a $300 fee for the addition
of specialties and subspecialties for tests performed plus $50 for each additional specialty or subspecialty.
A modification was made to the existing fee so only one flat fee of $300 is assessed for as many tests as the
laboratory wants to make on one application.

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

Federal regulations do not have any requirements for the individual that serves as the laboratory diréctor
for an exempt laboratory. Nevada’s current regulations require that the laboratory director of an exempt
laboratory be a licensed physician as defined inNAC 652. The proposed regulations expand who can serve
as an exempt laboratory director to include certain, other healthcare professionals licensed or certified in
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Nevada. This requirement does remain more stringent than the federal regulations that do not require that
a healthcare professional to serve in this capacity but due to input received during the regulation
development process it was felt that having a healthcare professional serve in this capacity be a requirement
to help ensure the safety and well-being of Nevada’s public.

8) Provide 2 summary of the reasons for the conclusions of the agency regarding the impact of a
regulation on small businesses,

Afier reviewing the proposed regulations, reviewing internal processes and evaluating the feedback
provided by different stakeholders it was concluded that the proposed regulations would provide
increased flexibility to small businesses without creating an adverse economic burden while providing a
beneficial economic impact in certain cases. Recently, the Division has encountered infection control
breaches in some exempt laboratories. Clarifying that these laboratories also must adopt nationa]l'y
recognized safety standards including infection control standards will help ensure patient safety.

Explanation of Revisions and Effects of Changes on Small Business

Currently, applicants to become technologists pursuant to Nevada Revised Statutes (NRS) and Nevada
Administrative Code (NAC) Chapter 652 who do not have the required 1 year of experience outlined in
NAC 652.420 or 652.480, as applicable, that are educated in Nevada have to go out of state to obtain the
necessary experience to become certified. The revisions allow an applicant to become a technologist the
ability to gain this experience in Nevada instead of having to go out of state to obtain it. This would
result in a cost savings to any individuals that move or travel out of state in order to obtain the necessary
experience to become certified.

Currently, a provisional certificate is good for 180 days and can be renewed up to three times. The
applicant has to pay a fee for each provisional certificate they apply for. The revisions would create only
one provisional certificate with the amount of time equivalent to three 180 day provisional certificates for
the cost of only one provisional certificate. This would result in a cost savings to all applicants that may
require more than one provisional cettificate because instead of paying the fee for a provisional certificate
a second or third time the applicant would only pay the fee once.

These changes may therefore result in a cost savings to any small business that pays for these costs for
their employees,

Certification by Person Responsible for the Agenc

L, 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-irifoymation contained in this statement was prepared properly and is accurate.

Signature{\ A‘}/DQJU\ \\ \ LM,:LLL% Date: b\ l (’\ \ K@
A -

|
LY
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National Registry of Certified Chemists

125 Rase Ann Lane, West Grove, Pennsylvania, USA 19390
610-322-0657 / 800-858-6273 Fax / rphifer@nrect.org

American Chemical Soclety
American fnstitute of Chemists
American Board of Clinical Chemistry
American Industrial Hygiene Association
National Academy of Clinical Biochemistry
American Assoclation for Clinical Chemistry

- October 19, 2015

Nevada Division of Public & Behavioral Health
Medical Laboratory Services

727 Fairview Drive, Suite E

Carson City. NV 89701

Attn: Leticia Metherell

Deé r Leticia -

I understand from one of our certified Clinical Chemists that this would be a good
time to contact you regarding being added to the list of accepted boards for
certification for Lab Director licensing'in Nevada.

The National Registry of Certified Chemists was formed in 1967, and is an
approved Certification Board for Laboratory Directors of High Complexity Testing
by CLIA. We have an exemplary Board of Directors managing our certification
exams and programs, and would appreciate being added to the approved [ist.

Please let me know if you need addltzonal information, and thanks for your kind
consideration.

Sincerely,

NATIONAL REGISTRY OF CERTIFIED CHEMISTS
e B .
%ﬂ//«%‘ii/ o

i / _—"-_M—_“"‘““-\A-._‘
/

Russell Phifer
Executive Director

2015 NRCC Board of Directors: Dr. Mark Marzinke, President; Ms. Marie Bevier, Dr. Douglas Walters; Dr. Corinne Fantz; Dr. Jean Joseph; Dr,
Laurence Doemeny; Dr, Gus Manning; Mr. David Blye; Dr. Steven C. Kazmierczak; Dr. ChrlstopherR McCudden; Dr. Alina Sofronescu; Mr.

Robert West; Russ Phifer, Executive Director.




FRESTAIPTION MONITORINGE
AN PHARMADDGENETICS

Marc D, Julliard, PhD

General Laboratory Supervisor — MD Labs
10715 bBouble R Blvd, Suite 102

Reno, NV 89521,

Reno, Nov 1% 2015

To Whom it May Concern,

1 am writing this letter in an effort to support the Proposed Régulation of The State Board of
Healih, section 4, article 2 — more particularly the additiqn of the National Registry of Certified
Chemists {NRCC) to the list of approved Boeard certifications for High Complexity Laboratory

Director (HCLD) licensing. -

The NRCC is a well-established institution founded in the 1980°s. lis Board members
_representing AACC, ABCC, AlHA, ACS and AIC are nominated for 3-year terms by their
respective organizations. NRCC is an approved CLIA Board for laboratory directors of High
Complexity Testing. As listed on the CMS website, board cert[ﬂcatlon by the NRCC along with a
PhD degree are sufficient requirements to gualify as a laboratory director of High Complexity
Testing. Several US states already recognize the NRCC Beard certification for HCLD [licensing. It
is my personal opinion that the addition of the NRCC to the accepted Board certifications for
High Complexity Laboratory Director in the state of Nevada, will greatly benefit the whole

medical community. .

Thanks a lot for your time and consideration,

Sincerely,

eVl ERIRL Ll 1 BO6E « VOVAIN 'ONZE « 0L 2LNS GATR ¥ T18N00 81204 « SEYT 0N




: AHONN & RCHCAN
Opposition staterent to the proposed CLIA waived lak regulation,

On behalf of both trade associations that represent Residential Care Homes in Nevadsg - The
Assaciation of Homeowners of Northern Nevada {AHONN) in the north and The Residential
Cate Horne Community Alllance of Nevada {RCHCAN) in the south we reiterating our previous
ohjection ta the proposed CLIA waived lab regulation, which was reflected in the small business
Impact statement submitted back In July 2015, {see attached) ' :

We beliave the proposed regulation allowing entities under RFFG’s to apply for a CLIA waived
laboratory adds mote confusion and potentially leads to incomplete, less monitored care for
disabled seniors who have disbetas and require assistance with finger sticks & fnsulin
infections. ' . . ‘

For hundreds of years nurses have been going into communities and patients homes teaching
.caregivers from all walks of life how to properly parform finger sticks and how to administering
insulin injections. B '

The Idea that caregivers who work in RFFG’s are niot allowed to be taughit by professional RIVs
or be allowed to receive additional trainlng on how to properly perform these tasks and canvey
the information to the proper health care professional does a great disservice and is
.discriminatory to the thousands of Diabetic Nevads ns who are forced into institutions and on
ta Medicaid solely because they have diabetes and netd assistance with these simple tasks that
even young children can be taught. ] . 7
This proposal misleads peaple away from more practical initiatives that would have direct, safe,
clinfcal benefits such as letting nurses worl within their scope of practice, arid for caregiversto
do observational tasks we listed previously.

Ways this proposed regulation hurt not help;

= Allowing certain health care professionals, like LPN'S, RN's, who are not traried or
experienced in running or managing CUA Type laboratary will add unnecessary .
confusion and reduce quality and consistency of care to the facilities and to their
residents. There is a slgnificant diffarence between an office based doctor who has 1
mitlion/3 million In liability insurance and supervises a CLIA waivad lab in his own office
where he orders lab tests on. his own patients every day and an appointed “token” LPN,
RN or FT or other health professional in a RFFG fatility who likely does not have a
vested interest in overseeing this type of ab and is only doing it for the sake of being
able to perform a simple finger stick that is done by millions of people, young and old, at’
home every day. :

= -if a facility does have a CLIA waived Jab and performs a finger stick, it does very iitte for

the resident or the physician ord ering the test because the caregivers are still not
- allowed to administer insufin {even with a flax pen} if the doctor orders it, to treat an

episode of high sugar. This forces the physician to have to unhecessarily send a diabetic
resident to the hospital to get medication that could have been easily he administerad
at the facility. In addition, caregivers not being allowad to make common observations
of weight, temp, digital BPs and report this information to the treating physician, clearly
lirnits the doctor’s ability get all pertinent infermation to make a decision on the bast
way to treat a low or high blood sugar. Thisiack of information will increase ER visits
and hospitalizations and reduce quality & continuity of care.




s [f passed, this regulation will add confusion and call into question the appropriate
classification of a facillty as a medical modal of care instead of the social madel itis buile ~
upon. Currently, RFFG’s are elassified as non-medical. RFFG'S who might choosete
utilize this walved laboratory will likely be faced with being misclassified as a medical
facility when NRs 449 clearly states they are not a medical Facility.

* This proposal will help very few, if any, diabetics wha need assistance with performing
. bloed glucoss monitoring or admi nistering thelr insulin because the amount of added
fees, increases in liability insurance, responsibility and oversite needed to coordinate
and suparvise a CLIA waived lab, justforthe sake of being able to gerform finger sticks
far outweighs the benefit. Therefore few people or facilities will utilize it even ifitis
alfowad. Once again leaving the diabetics that are in desperate need of cost effective
community based care options out In the cold, ’

I

PRACTICAL ALTERNATIVE SOLUTIONS: ,

Iniiia;:ives to work on collaboratively in the NRS that will Improve quality of care & expand -
patient centered, community based care options for all Nevadans should he tha goal. Tha
following are initiatives that would d ramatically improve quality and accessihility of care:

* Allow RN's who are owners are or who have a “financial Interest” in a facility, to work
within their scope of practice., Disallowing RN's who are parsonally involved or
financially invested decreases continuity of care and does a disservice to residents.

+ Allow caregivers to perform & record basic observational tasks litte weights, temps,

'BP's/pulse with digital machines and report this information for the residents’ health
care professional. ,

« Allow medication techs to receive additional training on performing finger sticks &
administration of the prefilled flex pens of varted medications including insulin (continue,
to disallow med techs from drawing any injectable medication into a syringe). That is
only allowed by a nurse who is licensed to do so. ‘

Industry requests to be invalved in discussions and planning for regulatory changes, training
fritiatives & other relative issues

Agaln, as reprasentatives of the RCH Industry, AHONN and RCHCAN request to be invelved in
discussions on regulatory changes, training initiatives, or other Issues that relate to our ind ustry
The industry asks who the HCQC currently utilizes as consultants to galn informatian or insight
on Issues related to RCH's or RFFG's and what their experience and credentials are.

AHONN & RCHCAN have made repeated requests and continue to request to be involved in the
revision of the state medication management program. We are aware of several active
providers and administrators in the RFFG Industry who are not only long time certified
madication trainars but also have vast professionat experience as RiW's & MiY's that actively do
the day to day work in their facilities who are interested in contributing unique points of view
from years of actively working and teaching with in the industry which may not he representad

by consultants that are currently used by the HCQC, Betsuse wa are not aware of wha the
HCQC uses as consultants or how they decide on what regulatory changes are being made we




have strong reservations aboyt the potentjal changes that may be coming in relation to the
medication program and/or othar issties that have a direct effect on the industry. Our trade
organizations provide a broad and vetted view of the overall positions of the industry which
may differ from a nurse in the roles of regulator or private individual provider. :

As 501c 6 trade organizations, we are contin ually looking for ways to imprave quallty of care

indusiry wide, We support the HCQC getting additional finding to accommodate more staffing
to help with monitqring and irmproved enforcement of RCH's who are not: meeting or axceading -
theninimury standards of care fn the industry. ‘ oo

Shawn McGivney MD, RFA, Prasident RCHCAN JDSE%?JH%; %ent AHONN

Cc Mike Weldon, Chief of Staff for Governor Sandoval
CC Richard Whitley, ‘

Here iz the link to proposed ragulation chaige and documiants, .
http://dpbh.nv.gev/ Reg/Medicaltabs/Notice of Public Workshops and Pronosed Regulations/




FAX COVER

From: Shawn McGivney MDD, RFA, President RCHCAN
702 448 1222, cell 702 556 1639,f;1x 702 537 7001,
Tor Letichas Metherell, HCOC Kyle Devine ‘ ‘ o ‘ ‘ Date.: ;p;g: /15“
727 Falrview drive, suite E
Carson City, NV 897041, co . &

7756841073 fax, ph 775 684-1045

Imetherellé@hes tEhonv.gov, kdevine@health.qv.gdv,

4 pgs plus cover,

Daar sivs,
Please find my small husiness impact statement enclosed.
I typed sorme answers on a separate page when they ware too crowded in the space provided,

. While this is a well-intended effort by itself{ helleve it is risleading, unsafe, and will be very misleading
to doctars, fachities, and senfors all of whom will undoubtedly think this s a full diabetes care /
screening program complate with the option fora licensed RN 10 give insulln when needed when in fact

Htisa finger stick only program and has no mechanizm of providing treatment for the finger sticks excapt
for the doctor to send them to tha ER. '

I do believe there ara safer alternatives the state and industry coutd adopt but this by ftself is not it and
seemns to run the risk of misleading many in the medical and RFFG communizies.

Shawn Mcﬁi\}ngy

Sent fax, email, and mail |




Thig supplements my prewious emails, calls, aud digcussions in many gettingy.

~mall Business Impact Ouestionnalra
Medical Laboratory Praposed Regulations
Changas to Nevada Administrative Code (NAC) Chapter 652

The following questions pertatfa fa fjmw the changes in the Nevada Admintstrative Code presentedin the
“enclosure will affect your business, IFit is defermined that the Proposed regulation is likely 1 impose a

direct and signiffcant economic burden upon a small business; or directly restrict the Tortmation,

operation or expanslon of a small business; then tha agency will take any or all of the following actions:

1. Insofar as practicable, consult with owners and officers of affected smal businesses,
- 2, Consider methods ta redycs the impact of the proposed regulation, and

3. Prapare a small business tmpact statement and make copies of the statement available tothe public
at the workshop conducted and the public hearing hald pursuant to NRS 233B.081. \

The proposed regulations are included for Your review and comments, Addfttonal topies can be
obtained by calling 775-684-1030, '

Pleasa an’swer_ éach of the questions that apply and add any gualifying remarks that may halpusto
understand your position. Matl, fax or emaj] your completed form on or pror 1o July 22, 2015 to:

Laticia Metherell, RN, CPM, Health Facilitias Inspection Manager
Bureau of Health Care Quality and Compliance

727 Fairview Drive, Sujte £

Carson City, NV 89701

775-584-1045

FAX 775-684-684-1073

imetherell@health.nv.gay

Shawn, Mc_Gimej

- Your Name
Organization_Residential care home cwner, administrator, doctor

Date 7/22/15

NRS 23380382 “Small Business defined,” “Small business” means a business conducted for profit,
which eraploys fewar than 150 fullime or park-time employess. { !

1. How many employess aje eurrently employed by yourbusiness? 15 _ lfmorathan
150, you will not nead fo answer the rest af the questions. Please MAIL or FAX quesiionnaire to the
above address, If Jess than 150, please continue with the remalning questions.
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2. Will a spetific regulation have an adverse ecunamic effect upan yaur business? if so, pleasa inafcafe

- ihe estimated dalfar ameunt(s) you helleve the zd ofted ragulations will cost you over one calen dar year
with a brief explanation as to how the dollar amount was caleylated,

Yesx No . Explain: Please list each regulation and explain the impact,
#ee attached. Incresss liability insurance and push ReFe big aod small into a medical insurance oxemdim
and out of the non - medical premiums they epdoy new. . . : ' ' ' ' '
- Lead to moze megative images of the Indnstry with misleading promises from the commmnity, THay mramts
a disbates screening program when in fack it is just a finger stick without giving ingulin program,
cant help bitt believe & common Dergon will not undergtand he auhitle Aistinciion ag Zomebhing the
sormupdty senlor and Zemilv ghowld have koown,

3. Will the regutation(s) have any beneficia! effect upon your businessy If sv, please Includa any cost

savings you belleve the adapied regulations will save You aver one calendar year with an estimated
dollar arnount If applicahle. '

x i
Yes No .

Explain:

NO, It only misleads seniors and families and doctore intp Ehinking these Faeilities have

‘A full time, fully funectdoning suree, when in Tact they do not.
This is very misleading for the CORMMLILY .-

4. Do you anticipate any indirect adverse effocts upan your bugingss?

Yas ¥ 7 No

Whlfépg'f‘ghs o my business directly because we will not be' using this program since I
believe it is unsafe. As a medical doctor T see thase riake ax industry wide and
hurting / agitating seniors, increasing ER visits unnecesgarily, and leading to meny
civil suits. .

I beliave that most hig companies will not use this either and wiii regogoize the »isk
€o their ijability insuvance. I fear small providers and swall more private big
aggisted living faeilities trving to ds good but who lack the medical and rizk

management. knowledgs to keep themselves and regidents safe,
5. Do you anticipate ahy Indlrect beneficial effacts upon your business?

’

. Yag Ng ==

lain: ' ‘
n E;}ggaera.l there awve no bhenefits firom providing misleading {nformation to deniors appacently with the
goal of discharging residents with complicated medioal problems tg non~medical facilities that can'r
manzge and trest them, The isaue is not doing a finger stick but NOT HAVING THE FOLL TIME RW'S 70
GIVE INSULIN. L
T do have idems on how the state and indnatry can safely offer n complete diabetes doveendng progrem
angd will combinne fo shawe them as T ang RCHCAN hawe in the last yeay. ) .
The industry remains opem £o sitring down and working with the sbate and HOOC and abther agencies to
€ind safe, cost effective, gare optimns for the state that are clear, transparent and safie for
gsendors. This ig not ik by itself.
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Small buslness SUIVEY answers
> 7/2zf45,

Follow up to provious amails and public comments in other setiings,

1. 15 amplovess,

2. I anticipate this new ruling for a nurse to supervise a
finger stick monitoring program will result in many civil layw
sults and raise assisted living, RFFG premiums for everyona,

It iz clearly medical o check Finger sticks and we are a non-~
medical model. When you check a finger stick and have no
available Lreatment like giving insulin by injection the doctor
will be forced to say send them te the BER as the only answer
when / if a staff person calls to report high finger sticks.

Second, I am not confident that all narse monitored, unlicensed,
staff will call the ‘doctor with all finger stick readings over a
given level. While many doctors will wamt to be called for
various levels that too will be véry diffiéult to monitor and
enforce. Doctors are use to finger stick WITH coverage as the
plan and are likely to be very confused by finger sticks WITHOUT
ZHE BBILITY TO GXVE INSULIN COVERAGE BY INOECTION, In a nursing
home the nurse can address the issue herself but a nurse
supervising a finger stick only pbrogram is not a nurse working
as a nurse and giving insulin. Moreover, that nurse supervisor
is not goding to be the person dolag the finger sticks she is
delagating that to “staff”. wWithout that essential part of
giving insulin injections combined with the finger stick issue
this program is ripe for misuse and under reporting to the
doctor. Even if the nen~licensed, largely untrained, staff who
is supervised by the nurse director of 'the fiager stigk progrmn
their only recourse is to send the frail often times mildly .
confused and easily agitated senior to the ER which will create
agitation, anxiety and a lot of ummecessary stress for patients.

This view ve addresses concern T have made over the past several
months in vardous discussion Forums. .




3. Answer on form,

"4, While iéss on my business directly becauss we will not be using this
program since I believe it is unsafe. As a medical doctor I see thesa Lisks
a3’ industry wlde and hurting / agitating seniors, increasing BR vigits
Junnecessarily, and leading to many civil suits. . '

I believe that most big compantes will not use this either ang will recognize
the risk to their liabllity insurance. I fear snall Providers and small more

5+ In general there are no benafits Erpm pProviding misleadipg information to sentors
and vasuspecting asgisted living / Residential care heme providers apparently with +he
goal of discharging residents with complicated wedieal problems to non-medieal
favilitissg that cen'k marage and treat them. The isaue is not deing a Finger stick
but NOT HAVING THE FULL TIME RN'S 76 GIVE IHBULIN, ’

I do have ideas on how the state and industey can safaly offer g complete diabetes
screening progran and will continve o share then as T and RCHCAN have in the last
ysar. .

The industry remains open to sitting down and working with the atate and BCQC and

other agencies To Find safe, cost effactive, care options for the state that ara
vlear, transparent awd safe for seniprs. This is not it by iftgels.

Bhawn MeGivney MD,RFA, president RCHCAN

¢
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RFFG Trade Association Coalition % ) __
Comments on Posi-Acute BDR Recommen ations: e, ErtA D,

The RFFG’s trade Association Coalition would like to applaud The Post-Acuie Care Committee for working |
diligently to dig in and better understand what each care setting offers relative to each other. While all
settings provide “care”, clearly the levels and amounts of 24hr protective supervision, care & monitoring vary
widely. This is a fantastic first step at making safe, cost effective choices for custodial type care available to
Nevada’s seniors and disabled while holding providers accountable for the services they provide.

We appreciate your efforts to help establish consistent and transparent standards that seniors and the
community can access and understand,

Upon reviewing your proposed regulation, we noted a few items that should be added and clarified to nake
this BDR as clear and concise as possible.

We would add in aline item under #3 on page 2 of your propbsal requiring

o all settings must have clear allowable patient types, that include bath diagnasis label and most
importantly functional needs assessment, For example, if they need 24 hr protective supervision, help
with medication and PRN Medicatiotis and caregiving. _[n addition, define what patient types require
the safety of a sprinkler and which patient tynes do not.

Whether a person has a diagnosis of dementia, mental liinass, poor mobility related to chronic illnesses, and or
varied mood disorder like depression or mild memory loss most would agree they all need the safety of a
sprinkled setting. Anyone with a diagnosis of chronic illness, mental illness or dementia who needs assistance
with taking their medication in order to keep them stable and needs protective supervision and or assistance
with care at any level, should be required to be in a sprinkled, highly monitored, moré frequently inspected,
care setting than people who are “trapsitional” and do not require that. Also to be considered in the
functional analysis is a realistic expectation that they will get better or transition with treatment to
independent status or if more likely with age they are more likely to need even more help despite standard

therapies.

Having Clear definitions of the patient type allowed to reside in each setting can prevent miss classification or
error in placements of disabled seniors or other patient type being improperly placed in a setting that does not
offer the level of care to meet their functional needs. For example, disabled seniors who need 24 hr. care,
protective supervision and medication assistance being inappropriately placed in SLA transitional living homes
‘instead of Residential Facilities for Groups (RFFGS) with various endorsement which is safer & more

appropriate. .

Current regulations for SLA’s under NRS 435 have fewer rules & regulations, protective supervision and
monitoring in these SLA settings. This may be suitable for transitional residents who are more independent
and have less care, protective supervision and monitoring needs. The recent incident of a fire in the less

-regulated, non-sprinkled SLA home which resulted in the death of a caregiver demonstrates how people who
have mental iliness and potential for risky behaviors may be better protected and served in a more regulated,
monitored and sprinkled Residential Facility for Groups. ‘

Also under # 3, on page 2 we would add a line item that states:

o Reguire public disclosure of locations for any shared living, congregate care, or any other site which

provides any ameount of protective supervision, assistance with medications, caregmng, to people who

are not completely independent.

Paged of 4




~ [tis important to have transparency with the community €0 let the community know who is iving intheir ~~ ~ ©~ ~ =

neighborhood. Currently many neighhiors are not aware of what type of facility ray be next door or down the
block, as SLA’s are not required to publicly list there address, facility type and phone number as RFFG's are.

Observational tasks, blood glucose testing and administering Insulin via injectable pen.

#5 on page 3, of the current proposed BDR address 3 separate issues — authorizing people employed by
RFFG's, PCA Agencies providing personal care In the home, facility for the care of adults during the day and

intermediary services organizations to:

e 1) check, record and report a list of observational tasks such as temperature, blood pressure, pulse,
apical heart rate, respiration or oxygen saturation of a resident, or any combination of these.

We suggest the observational tasks of blood pressure, temperature, pulse and oxygen saturation only be
allowed if a digital machine is used. The use of a digital machine for home use takes away the need for
any assessment, and should greatly reduce variation in interpretation of the observational data gathered.
A digital machine should give more reliable consistent data. We would add to the BDR that when
reparting the observational data to the medical provider they must indicate the data obtained by a digital

machine.

e 2)administer insulin furnished by a pharmacist to a resident for the treatment of insulin
dependent diabetes as directed by a physician and using an aute injection device approved by the
FDA for use in the home.

@ 3) conduct a glucose test on a resident using a device for monitoring that is approved and

" described above and used only an that resident.

Concerns for allowing staff of PCA’s & Adult Day Caves to check, record & report the tasks listed above

While we fully support the all above mentioned tasks being allowed to be performed in RFFG’s we have
reservations about allowing PCA’s and err]plovees of Adult Day Cares to check, record and report
observational date like bload pressures, pulse & oxygen saturations, but have even gréater concern for
allowing employees of PCAs and Adult Day Cares to perform # 2 & #3 relating to msulln administration

and blood glucose monitoring.

Gbservaﬂonal task of Biood pressure, pulse, temperature and oxygen saturataon

In general, bsth PCA’s and employees of Adult Day Cares (with the exceptlon of g licensed nurse) have far
less, required training and or obligation or access to report and communicate with a resident’s medical

provider than employees of RFFG's,

Residents who reside in a RFEG’s have many more rules and regulations under NRS 449 guiding the care
they receive. Including more protective supervision, annual state required training for caregiving and
endorsement training, and oversite by a BELTCA certified Administrator who is responsible and liable for
the resident and the care given by the employees. In addition, they have state approved Medication Techs
who are required to completed the state medication training program annually. .

Because the staff of RFFG are with the resident for long periods of time and assist them with their many

or all of their ADL’s on a 24hr basis, it allows them to have insight and knowledge to report other

pertinent information to the doctor like changes in input & output, bowel patterns, appetite, variations in

mood or energy. This added information can be useful to a medical provider to get a complete picture of

the resident’s status. It is already required under NRS 449, for RFFG’s to report changes in clinical status to

a resident’s medical provider so it seems natural that adding the ohservational data items of BP, Pulse,
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“temperature and weight would pravide a more complete and reliable data set to report to the doctor. I

the doctor chooses to add or change a resident’s medication based on the ohservational data, the Med
tech of the RFFG’s is able to contact the pharmacy, obtain the medication, update the Medication
Admmlstrat:on Record and administer the medication according to the doctor's order.  This s a great
help to the doctor and the resident and helps te avoid sending the patient to the ER unnecessarily.

PCA employees have less training and on the job oversite by the agency than employees of RFFG’s and
while they may be scheduled to visit a patient at home on a regular basis, it is usually for a limited amount
of time. Also, it is well known that the PCA’s frequently change, causing incansistency and confusion in
the plan of care and data log. Because they are not in the home for long periods of time they most likely.
are unaware of g patient’s patterns and routmes They.don't keep track of what happens on a 24hr basis

when they are not there. .

To our knowledge PCA’s have no ohligation or training on reporting or communication changes in clinical
status to the patient’s medical provider, cbmmunication, if any, is usually to the family. In addition, PCA’s
are NOT allowed to assist with medications in any way, so if the observational data were reportad to the
doctor and the doctor asked to give an extra pill or medication the PCA would not be able to obtain or
administer it. This increases our concerns on the accuracy, consistency and benefit of observational data
like blood pressures, temperatures and the like being obtained, recorded and reported by this group.

Likewise, employees of Adult Dare Cares have minimal training, do not assist with personal care, do NOT
manage mediations like employees of RFFG’s who take doctors’ orders, obtain, store, administer and
document the medication received and administered in a consistent Medication Administration Record

- (MAR) record that stays in the RFFG and does not travel from place to place.

Participants of Adult Day Cares are at the facility for limited amounts of tirhe, maybe 4 — 8 hrs a day.
Employees of Adult day cares don’t keep track of what happens on a 24hr basis when the participants are
not on site and are not required o have consistent communication with or report changas in clinical
status to the patient’s medical provider. :

Consistency and accuracy of daia log

There is also concern for the consistency of data log. A log that gets transported from place to place
and/or recorded by several different employees increases our concerns on the accuracy and consistency
of observational data like biood pressures, temperatures etc, being obtained, recorded and reported by
employees of PCA agencies and Adult Day cares.

In RFFG’s there is a consistent staff that reports to each other, aver a 24hrs period. They are able to
obtain and record observational data in a consist data log, by using the same home based machines to
produce consistent results a by consistent staff in a RFFG,

PCA’s and employees of Adult Day Cares should not he allowed to do finger sticks or use the flex pen

With the exception of a licensed nurse, employees of Adult Day Cares or PCA agencies should not be allowed
to perform blood glucose monitoring or administer insufin using an injectable pen for many of the same issues
stated above; lack ef consistency, lack of general training, lack of state approved Mediation Management
training, ne required communication with the doctor, moving the glucometer, data log and or insulin pen from
place to place, and storing multiple peoples’ meters, data iogs and medications multiple times. This may
promote an environment in Adult Day Cares of sharing a meter if one forgets it or leaves it at home and the
clients individual meter is not available for the client to use. That is the main issue relating to finger stick
testing and the CLIA waived medical lab, not sharing a meter.

Page 3 of 4




Indeed, most PCA’s workers or adult days’ care employees likely don’t know who their clients doctor is or how
to get in touch with them. They rely on the family to do that. Currently, PCA’s are not allowed to administer
any medications and have no medication training and employaes of Adult Day Care can only administer
medication prepared in advance by the family, if at all. if either of these two were to perform a finger stick
which was to6 high or too low and they were to report it to the doctor, they would still be unable to

administer any medications if the doctor asked them to and the doctor would likely still be forced to send the .

client to the ER.

Example of relative value of Medicaid Aduli Day care reimbursement from Medicaid.

Many may not be dware that the Meédicaid reimbufsemént rate for Adult Day Care costs $57/ day for6-10hrs

while on site, but often have the added cost of $20-30 each way for Medicaid reimbursed transportation
increasing the cost to $100-5120 / day. Medicaid reimburses a participant who goes to Adult Day Care 5 days
a week, 6-10hrs a day at $120/day or $2,400/mao. which is significantly higher than the maximum Medicaid
reimbursement of 51,80_0 for someane receiving 24 hr. care 7 days a week and supervision in a RFFG's under a
home and community based waiver. There is definitely something wrong with the payment system when one
provider gets paid more for providing 6-8 hrs., 5 days a week of what equates to onsite babysitting than
another provider type who provides 24 hr., personal ADL care, supervision, mea[s, medications, coordination
of care with the doctor. etc,

We applaud this committee's effort to continue to learn and move toward a more relative value payment for
all care choices in Nevada. We believe there is a need and place for all provider types, but believe RFFG's with
all of its rules and regulations and high level iraining and monitoring, they are the most appropriate setting to
allow observational tasks of blood pressure, pulse, temperature and axygenation to be performed only with a
digital machine and are the best equipped to assist with blood giucose testing using an individual home meter
and administer insulin only via an injectable pen.’ ‘
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PROPOSED REGULATION OF
THE STATE BOARD OF HEALTH

LCB File No. R149-15

These regulations are being proposed in accordance with NRS 652.125 and 652.690.

EXPLANATION - Matter in ifalics is new; matter in brackets fomitted-watestold
omitted.

Chapter 652 of NAC is hereby amended by adding thereto the provisions set forth as
sections 1 to 20, inclusive, of this regniation. .

Section | “Temporary Location” defined, “Tempeorary Location” means a location established
by a licensed laboratory that is lacated outside of the Heensed laboratory and is established for
- nomore than 90 days from the effective date of licensure.

Section 2 “Exempt Laboreatory” defined. Except as etherwise provided in NAC
652.175, “exempt laboratory” means a laboratory in which the only laboratory
fzsis performed are:

L, Classified as waived tests pursuant to 42 CFR Part 493, Subpart A; or

2. Categorized as provider -performed microscopy pmeedﬂres pursaani io 42

CFR §493.19.

Section 3 “Form” defined. “Form” imenns a paper form or elecivonic form including an online
application as required by the Division.

Section 4 I. Except as otlrerwise provided in this section and NRS 652.071, the

provisions of this chapter do not apply fo a laboratory in which the only test

performed is for the detection of the human immunodeficiency virus that is

classified us a waived test pursnant {o the provisions of Paré 496 of Title 42 of

the Code of Federal Regulations.
2. The provisions of this seclion do not relieve a laboratory in which the ouly test performed is
Jfor the detection of the human inumunodeficiency vivas that is classified as a waived fest
puisuant to the provisions of Part 496 of Title 42 of the Code of Federal Regulations from the
requivement to submit an application in a format prescribed by the Division and pay the
applicable fees as set forth in NAC 652.488.

3. The laboratory divecior of a laboratory pursuant to this sectioi does not have to meef any
qualifications except those as provided in NRS 652,180,

Section SNAC 652.155 is hereby amended to read as follows:
1. Except as otherwise provided in this section and NRS 652.230, the provisions of this chapter:

(a) Apply to:
(1) A Iaboratory which is licensed pursuant to NRS 652.080 and which provides services

to the public; and
(2) ? nonexempt laboratory which is registered pursuant to NAC 652.175;and
Shared testing lab that '@E@wéﬁﬂ@g service to public, net

individuals using thelr own perseonal meter.




Clia walved medical lab usually allowed as incident to
existing care by existing providers

(b} Do notapply.toan exemet taboratory which is registered pursuant to NAC 652.175.
2. Except as otherwwe provnded in subsectmn 3, a person who is employed by a laboratory that
is licensed by or registered with the Division pursuant to chapter 652 of NRS may perform a test
without complying with the provisions of this chapter if:
wponsible (A) Thg test has been classified as a waived test pursuant to 42 C.F.R. Part 493, Subpait A;
vty whe ana -
‘guablyis (b) The director a designee of the director or a hcenssd physician at the Iaboratory at which
gally  the test is performed: o

lsggg%tﬁm (1) verifies that the person is competent fo perform the test
:ﬁsiz‘zem (2) Ensures that the test is performed in accordance with instructions of the manufactuser
saifity %F the test; and

] 1

porting & (3) Validates and verifies the manner in which the fest is performed by using controls
aseminativhich ensure that the results of the test will be accurate and reliable, controls of device & siafl,
refthe 3. Except as otherwise provided in subsection 4, the provisions of subsection 2 do noi relieve a
15t resul?. person who performs a test from the requirement to: '
(a) Comply with the policies and procedures that the director of the laboratory at which the
test is performed has established pursuant to NAC 652.280; Joi}
{b) Comply with the Laboratory Safety Guidelines pursuant o NAC 652.291; or
" {bY(c) Obtain certification pursuant to NAC 652470 and pay the applicable fees as set forth
in NAC 652.488.
4. An advanced practice registered nurse as defined in NRS 632,012 or a physician assistant as
defined in NRS 630.015 who is employed by a laboratory that is licensed by or registered with
ek, the Division pursuant to chapter 652 of NRS and who has not received certification pursuant to
NAC 652470 may perform a test without complymg with the provisions of this chapter if the
test: .
(») Has been classified as a wawed test pursuant to 42 C.F.R. Part 493, Subpart A; or
(b) Isa pIOVldGF*pﬁI‘fOI‘I‘I’l@d microscopy categorized pmsuant to 42 C.F.R. §493.19.

5. Excepl as otherwise provided in subsection 3 of Section 4, to serve as the laboratory direcior
of an exempi laboratery an individual must be a Heensed plysician, an advanced prociice
registered nurse licensed pursuani to Chapter 632 of NRS, a physicien assistait Eeewsed
pursuant to chapter 630 or 633 of NRS, a general supervisor of a licensed laboraiory licensed
persnant fo Chapter 632 of NRS, or a clinical laboratory technologist leensed pursaant to
Chupter 652 af NRS.

spnove O Except as otherwise provided in subsection 3 of Section 4, to serve as the laboratory divector

eF mreenyy !abaram:y that only performs one waived t2st classified s a waived | fest persuani
wififions an individual must

T

? fo the pmwswn "of-Rarf 493 of Tm‘e 4.2 of the Code af Federgl
syond pe one of the mdwfdmls listmi-in-sahsection 5 of thivSeition, @ nurse keensed pursuani fo
serent Chapter 632 of NRS, a pfmmmem‘ Jic apf ra Cimﬁfe’?‘ 639 of NES or any laboralory

iniesl personnel ie’censed or ceriifies iFsaant 1o Chapfer 630 BF-PIRS excepa‘ s’fmr a (,eri‘ij' ed office

faborafary [ “Blood gus asszsiarrt or luboratory ﬂSSi&iﬂP?f would 7y e o serve as a
ActCe jpnumor? irec!ar i S
andards.

£ 7. Asused in this section, “licensed physician™ includes:
{a) A physician licensed as a doctor of medicine pursuant fo chapter 630 of NRS;
(b) A physician licensed as a doctor of osteopathic medicine pursuant to chapier 633 of
NRS;
(c) A chiropractic physician licensed pursuant to chapter 634 of NRS; and
ey




NOTICE OF PUBLIC WORKSHOP

NOTICE IS HEREBY GIVEN that the Divisjon of Public and Behavioral Health will hold a public Woﬂcshop to
consider amendments to Nevada Administrative Code (NAC) Chapter 652.

The workshop will be conducted via videoconference beginning at 2:00 PM on Thursday, December 17, 2015,
at the following locations:

Division of Public and Behavioral Health Division of Public and Behavioral Health
Bureats of Health Care Quality and Compliance | Bureaw of Health Care Quality and Compliance
727 Fairview Drive, Suite B 4220 South Maryland Parkway, Suite 810,
Carson City, NV 89701 . Building D
Las Vegas, NV 89119

These workshops will be-conducted in accordance with NRS 241.02¢, Nevada’s Open Mecting Law.

AGENDA

1. Introduction of workshop process )
2. Public comment on'proposed amendments to Nevada Administrative Code Chapter 652

3. Public Comment

The proposed changes will revise Chapter 652 of the Nevada Administrative Code and are being proposed in
accordance with NRS 652.125 and NRS 652.090. ' \

The proposed regulations provide provisions for the foilowing:

1) Brings the proposed regulations in compliance with Assembly Bill (AB) 243 ol the 2015
‘Legislative Session which directs that any regulations adopted by the Board of Health must not
require the laboratory director in which only an HIV waived test is performed to ‘be alicensed
physician. Italso does not require personnel performing the test to obtain certification as an
assistant if the person submits proof of successful compietion of training approved by the
Division.

2) Expands the types of healthcare professionals that can serve as an exempt laboratory director.

" 3) Eliminates medical laboratory fees for permitted emergency medical services and firefighting
agencies.

4) Allows the Division to enter into an agreement to allow SNHD to determine compliance with
medical laboratory regulations and for the Division to use the determination of compliance to
issue laboratory licenses and personuel certifications to these agencies without additional fees.

5) Defines temporary location. \ :

6) Clarifies that exempt laboratories must adopt nationally recognized laboratory safety gnidelines.

7) Expands the certification that an applicant that holds a doctorate degree can use to qualify to be a
licensed or registered laboratory director. .

8) Outlines the fee to be assessed for a laboratory that only performs waived HIV tests.
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N
9) Tnstead of requiring a $300 application' fee plus $50 for each additional specialty or
subspecialties in which tests will be performed, the proposed regulations allow a laboratory to
add as many fests as it wants to on one application for a flat rate of $300.
10) Brings proficiency testing standards in line with federal regulation requirernents.

Members of the public may make oral comments at this meeting. Persons wishing to submit written festimony
or documentary evidence may submit the material to Leticia Metherell, Health Facilities Inspection Manager at

' ’che .follo_wing_ addl_'ess: .
Division of Public and Behavioral Health
727 Fairview Drive, Suite B " '
Carson City, NV 89701
775-684-1073 (EAX)

Members of the public who require special accommodations or assistance at the workshops are required to
notify Leticia Metherell, Health Facilities Inspection Manager, in writing to the Division of Public and
Behavioral Health, 727 Fairview Drive, Suite E, Carson City, Nevada, 89701, or by calling (775) 684-1030 at
least five (5) working days prior to the date of the public workshop.

You may contact Leticia Metherell, Health Facilities Inspection Manager by calling 775-684-1045 for finther
information on the proposed regulations.

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

Division of Public and Behavmml Health Division of Public and Behavioral Health
727 Fairview Drive, Suite E 4220 S. Maryland Parkway, Suite 810, Bldg D
Carson City, NV . ' Las Vegas, NV
Nevada State Library and Archives
100 Stewart Street
Carson City, NV

A copy of the regulations and small business impact statement can be found on-line by going to:
http://dpbh.av.gov/Reg/Medicall.abs/Notice_of Public Workshops and Proposed Regulations/
A copy of this notice has been posted at the following locations:
Division of Public and Behavioral Health, 4150 Technology Way, First Floor Lobby, Carson City
Nevada State Library and Archives, 100 Stewart Street, Carson City
Legislative Byilding, 401 S. Carson Street, Carson City
Grant Sawyer Building, 555 E. Washington Avenue, Las Vegas
Washoe County District Health Department, 9™ and Wells, Reno
Division of Public and Behavioral Health’s web page: http://health.nv.gov/

PR

Copies may be obtained in person, by mail, or by calling (775) 684-1030.

Copies'may also be obtained from any of the public libraries listed below:
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Carson City Library
900 North Roop Street
Carson City, NV 89702

Clark County District T ibrary
833 Las Vegas Boulevard North
Las Vegas, NV 89101 -

Elko County Library
720 Court Street.
Elko, NV 89801

Eureka Branch Libraty
210 South Monroe Street
Fureka, NV 89316-0283

Humboldt County Library
85 East 5% Street
Winnemucca, NV 89445-3005

Lincoln County Library
93 Maine Street
" Pioche, NV 8§9043-0330

Mineral County Library
110 1% Street
Hawthorne, NV §94.15-1390

Pershing County Library
1125 Central Avenue
Lovelock, NV 89419-0781

“Tonopah Pyblic Library
167 Central Street
Tonopah, NV 89049-0449

White Pine County Library
950 Campton Street
Ely, NV 89301-1965

Churchill County Library
553 South Main Street
Fallon, NV 89406

Douglas County Library
1625 Library Lane
Minden, NV 89423

t

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

Henderson District Public Library
280 South Water Sireet
Henderson, NV 89105

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

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

Pahrump Library District
701 East Street
Pabrump, NV 89041-0578

Storey County Library
95 South R Street _
Virginia City, NV 89440-0014

‘Washoe County Library
301 South Center Street
Reno, NV 89505-2151

Per NRS 233B.064(2), upon adoption of any regulations, the agency, if requested to do so by an interested
petson, 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.
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NOTICE OF PUBLIC WORKSHOP

NOTICE IS HEREBY GIVEN that the Division of Public and Behavioral Health will hold a public workshop to
consider amendments to Nevada Administrative Code (NAC) Chapter 652,

The workshop will be conducted via videoconference beginning at 10:00 AM on Friday, September 30, 2016, at
the following locations:

Division of Public and Behavioral Health Division of Public and Behavioral Health
Bureau of Health Care Quality and Compliance | Bureau of Health Care Quality and Compliance
727 Fairview Drive, Suite E 4220 South Maryland Parkway, Suite 810,
Carson City, NV 89701 ‘ Building D
Las Vegas, NV §9119

These workshops will be conducted in accordance with NRS 241.020, Nevada’s Open Meeting Law.

AGENDA
1. Introduction of workshop process
2. Public comment on proposed amendments to Nevada Administrative Code Chapter 652

3. Public Comment

The proposed changes will revise Chapter 652 of the Nevada Administrative Code and are being proposed in
accordance with NRS 652.125 and NRS 652.090.

The proposed regulations provide provisions for the following:

1) Brings the proposed regulations in compliance with Assembly Bill (AB) 243 of the 2015
Legislative Session which directs that any regulations adopted by the Board of Health must not
require the laboratory director in which only an HIV waived test is performed to be a licensed
physician. It also does not require personnel performing the test to obtain certification as an
assistant if the person submits proof of successful completion of training approved by the
Division.

2) Expands the types of healthcare professionals that can serve as an exempt laboratory director.

3) Deems a laboratory licensed pursuant to Nevada Revised Statutes (NRS) and Nevada
Administrative Code (NAC) of Chapter 652 which is also permitted as defined in NRS 4508.100
and certified laboratory personnel who work in the laboratory, to have met the payment of
required certification and licensure fees, as applicable.

4) Clarifies that a permit to operate a laboratory at a temporary location expires 90 days after the
effective date of the permit.

5) Clarifies that exempt laboratories must adopt nationally recognized laboratory safety guidelines.

6) Expands the certification that an applicant that holds a doctorate degree can use to qualify to be a
licensed or registered laboratory director.

7) Outlines the fee to be assessed for a laboratory that only performs waived HIV tests.

8) Instead of requiring a $300 application fee plus $50 for each additional specialty or
subspecialties in which tests will be performed, the proposed regulations allow a laboratory to
add as many tests as it wants to on one application for a flat rate of $300.

9) Brings proficiency testing standards in line with federal regulation requirements,

10) Provides a method for a technologist to obtain the required one year of experience in Nevada
instead of having to go out of state to obtain the experience, if they don’t already have the

experience.
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11) Changes the time a provisional certificate is good for from 180 days after the date of issue with
the ability to request no more than three provisional certificates to one provisional certificate that
cannot be renewed which would be good for 18 months.

Members of the public may make oral comments at this meeting. Persons wishing to submit written testimony
or documentary evidence may submit the material to Leticia Metherell, Health Facilities Inspection Manager at

the following address:

Division of Public and Behavioral Health
727 Fairview Drive, Suite B
Carson City, NV 89701
775-684-1073 (FAX)

Members of the public who require special accommodations or assistance at the workshops are required to
notify Leticia Metherell, Health Facilities Inspection Manager, in writing to the Division of Public and
Behavioral Health, 727 Fairview Drive, Suite E, Carson City, Nevada, 89701, or by calling (775) 684-1030 at
least five (5) working days prior to the date of the public wotkshop.

You may contact Leticia Metherell, Health Facilities Inspection Manager by calling 775-684-1045 for further
information on the proposed regulations.

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

Division of Public and Behavioral Health Division of Public and Behavioral Health
727 Fairview Drive, Suite E 4220 S. Maryland Parkway, Suite 810, Bldg D
Carson City, NV Las Vegas, NV

Nevada State Library and Archives
100 Stewart Street
Carson City, NV

A copy of the regulations and small business impact statement can be found on-line by going to:
htip://dpbh.nv.gov/Reg/MedicalLabs/Notice of Public Workshops and Proposed Regulations/

A copy of the public workshop notice can also be found at Nevada Legislature’s web page:
https://www.leg.state.nv.us/App/Notice/A/

A copy of this notice has been posted at the following locations: _

Division of Public and Behavioral Health, 4150 Technology Way, First Floor Lobby, Carson City
Nevada State Library and Archives, 100 Stewart Street, Carson City

Legislative Building, 401 S. Carson Street, Carson City _

Grant Sawyer Building, 555 E. Washington Avenue, Las Vegas

Washoe County District Health Department, 9™ and Wells, Reno

Division of Public and Behavioral Health’s web page: hitp://health.nv.gov/

S U

Copies may be obtained in person, by mail, or by calling (775) 684-1030.
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Copies may also be obtained from any of the public libraries listed below:

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

Clark County District Library
833 Las Vegas Boulevard North
Las Vegas, NV 89101

Elko County Library
720 Court Street
Elko, NV 89801

Eureka Branch Library
210 South Monroe Street
EBureka, 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
Hawthorne, NV 89415-1390

Pershing County Library
1125 Central Avenue
Lovelock, NV 89419-(0781

Tonopah Public Library
167 Central Street
Tonopah, NV 89049-0449

White Pine County Library
950 Campton Street
Ely, NV 89301-1965

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 Water Street
Henderson, NV 89105

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

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

Pahtump Library District
701 East Street
Pahrump, NV 8§9041-0578

Storey County Library
95 South R Street
Virginia City, NV 89440-0014

Washoe County Library
301 South Center Street
Reno, NV 89505-2151

Per NRS 233B.064(2), upon adoption of any regulations, 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.
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