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THE SUNRISE REVIEW PROCESS

A sunrise review is an evaluation of a proposal to change the laws regulating health professions in
Washington. The Washington State Legislature’s intent, as stated in chapter 18.120 RCW, is to
permit all qualified people to provide health services unless there is an overwhelming need for the
state to protect the interests of the public by restricting entry into the profession. Changes to the
scope of practice should benefit the public.

The Sunrise Act (RCW 18.120.010) says a health care profession should be regulated or scope of
practice expanded only when:

e Unregulated practice can clearly harm or endanger the health, safety or welfare of the public,
and the potential for the harm is easily recognizable and not remote or dependent upon
tenuous argument;

e The public needs and can reasonably be expected to benefit from an assurance of initial and
continuing professional ability; and

e The public cannot be effectively protected by other means in a more cost-beneficial manner.

If the legislature identifies a need and finds it necessary to regulate a health profession not
previously regulated, it should select the least restrictive alternative method of regulation, consistent
with the public interest. Five types of regulation may be considered as set forth in RCW
18.120.010(3):

1. Stricter civil actions and criminal prosecutions. To be used when existing common law,
statutory civil actions, and criminal prohibitions are not sufficient to eradicate existing harm.

2. Inspection requirements. A process enabling an appropriate state agency to enforce violations
by injunctive relief in court, including, but not limited to, regulation of the business activity
providing the service rather than the employees of the business, when a service being
performed for people involves a hazard to the public health, safety or welfare.

3. Registration. A process by which the state maintains an official roster of names and
addresses of the practitioners in a given profession. The roster contains the location, nature
and operation of the health care activity practices and, if required, a description of the service
provided. A registered person is subject to the Uniform Disciplinary Act (chapter 18.130
RCW).

4. Certification. A voluntary process by which the state grants recognition to a person who has
met certain qualifications. Non-certified people may perform the same tasks, but may not use
“certified” in the title.> A certified person is subject to the Uniform Disciplinary Act.

5. Licensure. A method of regulation by which the state grants permission to engage in a health
care profession only to people who meet predetermined qualifications. Licensure protects the
scope of practice and the title. A licensed person is subject to the Uniform Disciplinary Act.

! Although the law defines certification as voluntary, many health care professions have a mandatory certification
requirement such as nursing assistants-certified, home care aides, and pharmacy technicians.
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EXECUTIVE SUMMARY
Background and Proposal

Naturopaths have been licensed to practice naturopathy or naturopathic medicine in Washington
since 1987 under chapter 18.36A RCW.? The Naturopathic Advisory Committee was under the
authority of the secretary of the Department of Health (department) until 2011. At that time, the
legislature replaced the advisory committee with the Board of Naturopathy (board) and transferred
licensing and disciplining authority from the secretary to the board.* Prior to 1987, naturopaths were
regulated under the Drugless Healing statute (chapter 18.36 RCW) to practice “drugless
therapeutics.”

The original naturopathic scope of practice excluded the use” of legend drugs® with the exception of
vitamins, minerals, whole gland thyroid, and substances included in traditional botanical and herbal
pharmacopoeia. Non-drug contraceptive devices were allowed, except for intrauterine devices.
Intramuscular injections were limited to vitamin B-12 preparations and combinations for indication
of B-12 deficiency. The use of controlled substances was specifically prohibited.

The scope of practice was amended in 2005 to expand prescriptive authority for naturopaths. The
current prescriptive authority is limited to “those legend drugs and controlled substances consistent
with naturopathic medical practice in accordance with rules established by the board”® and includes:

e Legend drugs under WAC 246-836-210, excluding botulinum toxin and inert substances for
cosmetic purposes; and

e Controlled substances, limited in RCW to codeine products’ and testosterone products®
contained in Schedules 111, 1V, and V of chapter 69.50 RCW. WAC 246-836-211 requires a
naturopath to be approved by the board before being authorized to prescribe, dispense, or
order the approved controlled substances.

On April 24, 2014, Representative Eileen Cody, chair of the House Health Care and Wellness
Committee, requested that the department consider a sunrise application. The request was to review
a proposal “that would allow naturopaths to prescribe legend drugs and controlled substances
contained in Schedules Il through V of the Uniform Controlled Substances Act” and included draft
bill H-4573.4, an act relating to prescriptive authority of naturopaths (Appendix A). The draft bill
removes the limitation on controlled substances in RCW 18.36A.020(10), and amends the practice of
naturopathic medicine in RCW 18.36A.040(2) to include “legend drugs and controlled substances
contained in Schedules Il through V of the uniform controlled substances act, chapter 69.50 RCW,
necessary in the practice of naturopathy.”

? Naturopaths were originally regulated under the Department of Licensing and moved to the Department of Health

when it was created in 1991 (Chapter 3, laws of 1991).

® Chapter 41, laws of 2011.

* “Use” means prescribing, administering, or dispensing.

® Legend drugs are required to be dispensed on prescription only or are restricted to use by practitioners (RCW 69.41.010).
® Changed in 2011 from “rules established by the secretary” by Chapter 41, Laws of 2011.

”For example, Tylenol #3 (acetaminophen with codeine) or expectorant cough syrup with codeine.

# Male hormone supplements, products to treat low testosterone levels.
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On May 30, 2014, the Washington Association of Naturopathic Physicians (WANP, applicant)
submitted its applicant report to assess the criteria required in chapter 18.120 RCW (Appendix B).
The applicant suggests the following changes to draft bill H-4573.4:

e A section requiring the board to adopt pain management rules that conform with HB 2876
(chapter 209, laws of 2010); and

e Amendments to the proposed changes to RCW 69.41.030(1) to add “a naturopathic physician
under chapter 18.36A RCW when authorized by the board of naturopathy” and to RCW
69.45.010(12) “a naturopathic physician under chapter 18.36A RCW when authorized to
prescribe by the board of naturopathy...”

In subsequent follow up at the public hearing and in written correspondence, the applicant
indicated the desire to include additional changes in the draft bill, such as inclusion in the
prescription monitoring program, a one-time addition of eight hours of supplemental education
and training focused on controlled substances in Schedules 11-V, and 10 additional hours
annually of continuing education in pharmacology.

RECOMMENDATION

The department doesn’t support the proposal to expand the prescriptive authority of naturopaths
to include all Schedule 11-V controlled substances without limitations.

Rationale:

e The applicant has not demonstrated problems with the current prescriptive authority that
would justify unlimited expansion of the naturopathic prescriptive authority for
controlled substances.

e Unlimited prescriptive authority isn’t necessary for naturopaths to practice as primary
care physicians under Medicaid.

e Referrals for controlled substances are often necessary, especially in long-term opioid
therapy, to ensure the most qualified health care professionals are prescribing these
substances, which are controlled because of their significant risks to public health due to
overdose, abuse and misuse.

e The applicant hasn’t demonstrated that naturopaths receive adequate education in clinical
pharmacotherapy of prescribing opioid, antianxiety, sedative, hypnotics, and
amphetamine substances to treat various disease states to safely prescribe controlled
substances.

e The department doesn’t see a benefit to increasing access without limitation to
prescription opioid pain medications included in this proposal because:

o0 Prescription opioid related overdoses and deaths have reached epidemic levels.

o Data has shown a correlation between the rise in overdose deaths and states that
have expanded prescription access to prescribed opioids.

0 The state is currently engaged in intensive and effective efforts to curb the
overuse of opioids in Washington. Granting unlimited prescribing authority for
controlled substances is contrary to these efforts.
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Although the department doesn’t support unlimited expansion of prescriptive authority, the sunrise
review process surfaced new information and perspectives that the legislature should consider.
Notably, the HCA has provided the following arguments in support of a limited expansion of
naturopathic prescriptive authority, with which the department agrees:

e The HCA recognizes the potential benefit of more convenient and comprehensive health
care of clients whose primary care provider is a naturopath.

e Naturopaths currently have a narrower range of prescriptive authority than other
designated primary care providers in Washington.

o Itis likely that patients with acute non-life or limb-threatening injuries will seek care in
their places of practice, and there is a subset of the population for whom codeine is not
effective and/or not tolerated.

e The HCA agrees with the applicant that expanded Medicaid coverage is expected to
include an expanded demographic of patients with medical conditions requiring
controlled substances in the naturopathic primary care setting.

e Deaths related to prescription opioids have occurred almost without exception in patients
on chronic therapy. Short-term treatment of acute conditions with controlled substances is
considered safer.

e Limited prescriptive authority may reduce the number of unnecessary emergency
department visits.

In addition, Bastyr University has indicated a willingness to develop and offer a continuing
medical education program on controlled substances to address deficiencies in core training, and
has offered assistance in developing necessary educational requirements.

Should the legislature consider exploring expanded prescriptive authority for naturopaths, the
department recommends:

e Limiting prescriptive authority to controlled substances in Schedule 111-V®, and
hydrocodone products in Schedule 11.*° All other Schedule 11 controlled substances
should be prohibited.

e Limiting controlled substance prescriptions to no more than seven days when treating a
particular patient for a single trauma, episode, or condition or for pain associated with or
related to the trauma, episode, or condition.

e Maximum dosage of 120 milligrams morphine equivalent dose (MED) per day.™

® This would include Tramadol, which naturopaths had prescriptive authority to prescribe as a legend drug until the
FDA recently reclassified it as a Schedule 1V controlled substance.

1% Hydrocodone products are short-acting opioids, which meet the HCA’s stated goal of providing naturopaths an
additional tool to treat acute pain. These products were rescheduled from Schedule 111 to Schedule 11 in October of
2014.

1 Morphine equivalent dose means a conversion of various opioids to a morphine equivalent dose by the use of
accepted conversion tables. 120 MED is the mandatory consultation threshold for adult patients set in the
administrative codes of providers with full prescriptive authority (as required in Chapter 209, Laws of 2010).
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e Authorization for the Board of Naturopathy, in consultation with the Pharmacy Quality
Assurance Commission, to undergo rulemaking to determine appropriate training and
education.

e Requiring the board to adopt pain management rules appropriate for acute pain treatment,
including, but not limited to, patient examination and screening for comorbidities and risk
factors.

¢ Requiring naturopaths with prescriptive authority for controlled substances to register in
the Prescription Monitoring Program (PMP)*? database to access patient prescription
history.

' The PMP is a secure online database that collects data on Schedules 11-V controlled substances. Prescribers are
authorized to access PMP data before prescribing or dispensing drugs to look for duplicate prescribing, possible
misuse, drug interactions, and other potential concerns (chapter 70.225 RCW).
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SUMMARY OF INFORMATON

Background

Naturopaths have been licensed to practice naturopathy or naturopathic medicine in Washington
since 1987 under chapter 18.36 A RCW. The Naturopathic Advisory Committee was under the
authority of the secretary of the department until 2011. At that time, the legislature replaced the
advisory committee with the Board of Naturopathy (board) and transferred licensing and disciplining
authority from the secretary to the board.*® Prior to 1987, naturopaths were regulated under the
Drugless Healing law (chapter 18.36 RCW) to practice “drugless therapeutics.”

The original naturopathic scope of practice excluded the use of legend drugs with the exception of
vitamins, minerals, whole gland thyroid, and substances as exemplified in traditional botanical and
herbal pharmacopoeia, and non-drug contraceptive devices excluding intrauterine devices.
Intramuscular injections were limited to vitamin B-12 preparations and combinations for indication
of B-12 deficiency. The use of controlled substances was specifically prohibited.

The naturopath’s scope of practice was amended in 2005 to expand the prescriptive authority. The
current prescriptive authority is limited to “those legend drugs and controlled substances consistent
with naturopathic medical practice in accordance with rules established by the board”**and includes:

e Legend drugs under WAC 246-836-210, excluding botulinum toxin and inert substances for
cosmetic purposes; and

e Controlled substances, limited to codeine and testosterone products contained in Schedules
I11, 1V, and V of chapter 69.50 RCW. WAC 246-836-211 requires naturopaths to be
approved by the board before they are authorized to prescribe, dispense, or order controlled
codeine and testosterone products.™

As of November 1, 2014, there were 1,215 naturopaths licensed in Washington.'® Requirements for
licensure under RCW 18.36A.090 and WAC 246-836-150 include successful completion of a board-
approved doctoral degree program in naturopathy (at least 3,000 hours of instruction) and passage of
the basic science, clinical science, and minor surgery portions of the Naturopathic Physicians
Licensing Examination. The board has approved seven schools in the United States and Canada that
are accredited by the Council on Naturopathic Medical Education. The Council on Naturopathic
Medical Education has stricter standards than Washington law, including that the program be a
minimum of 4,100 hours, with at least 1,200 hours devoted to clinical training.

Proposal for Sunrise Review

On April 24, 2014, Representative Eileen Cody, chair of the House Health Care and Wellness
Committee, requested the department consider a sunrise application. The request was to review a
proposal “that would allow naturopaths to prescribe legend drugs and controlled substances
contained in Schedules Il through V of the Uniform Controlled Substances Act” and included draft
bill H-4573.4, an act relating to prescriptive authority of naturopaths (Appendix A). The draft bill

13 Chapter 41, laws of 2011.

14 Changed in 2011 from “rules established by the secretary”

1> Naturopathic physicians must sign an attestation of completion of at least four hours of graduate-level instruction
in specific pharmacology topics before being granted this limited prescriptive authority.

16 Department of Health Integrated Licensing and Regulatory System.
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amends the practice of naturopathic medicine in RCW 18.36A.040(2) to include “legend drugs and
controlled substances contained in Schedules 11 through V of the uniform controlled substances act,
chapter 69.50 RCW, necessary in the practice of naturopathy.”

On May 30, 2014, the applicant submitted its applicant report to assess the criteria required in
chapter 18.120 RCW (Appendix B). The applicant suggests the following changes to draft bill H-
4573.4:

e A pain management section that conforms with HB 2876 (chapter 209, laws of 2010); and

e Amendments to the proposed changes to RCW 69.41.030(1) to add “a naturopathic physician
under chapter 18.36A RCW when authorized by the board of naturopathy” and to RCW
69.45.010(12) “a naturopathic physician under chapter 18.36A RCW when authorized to
prescribe by the board of naturopathy...”

At the public hearing and in written correspondence, the applicant indicated the desire to include
additional changes to its proposal, such as inclusion in the prescription monitoring program ,
eight additional hours of supplemental education and training focused on controlled substances
in Schedules 11-V, and addition of 10 hours of continuing education in pharmacology.

Public Participation and Hearing

The department received the request from the legislature to conduct this sunrise review on April
24, 2014, and received the applicant report on May 30, 2014. On June 9, 2014, the department
posted the proposal and all applicant materials to the sunrise webpage and notified interested
parties of the public hearing scheduled for July 17, 2014. Written comments were accepted until
the conclusion of the public hearing, with an additional comment period for follow up after the
hearing.

At the hearing, the applicant presented the sunrise proposal and responded to questions from the
hearing panel. The applicant presenters included Robert May, ND, from Washington Association
of Naturopathic Physicians; Jane Guiltinan, ND, dean of the Naturopathic Program at Bastyr
University; and Chris Krumm, ND, from HealthPoint (community health organization). Dr. May
testified that he recognizes the draft legislation from Representative Cody does not include
requirements for rulemaking on education and training necessary for expanding prescriptive
authority to include controlled substances. He stated he wanted it to be very clear that WANP
intends to ask the legislature to include education and training necessary to ensure public safety
and optimal care by naturopaths who wish to have this expanded prescriptive authority. He also
indicated he intends to request amendments to bring the bill into conformity with the Controlled
Substances Act and to include a requirement for pain management rules similar to those in place
for other prescribers. He added that naturopath physicians have been safely prescribing legend
drugs and limited controlled substances (testosterone and codeine products) since 2005.

Dr. Guiltinan provided information on Bastyr’s four-year doctoral residency program (see page
16 under Pharmacology Training for details provided at the hearing). She also addressed
questions about naturopathic residencies, stating they are optional at this time. Bastyr offers the
largest number of opportunities with 25 residency slots per year. She also stated there is a
requirement for 20 hours per year of continuing education. Dr. Guiltinan indicated support of
rulemaking to identify where additional education and training requirements would be
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appropriate for naturopaths. However, Dr. Guiltinan stated that if the proposal were enacted by
the legislature, she does not think Bastyr would add hours to the current training but would
adjust the existing pharmacology hours to incorporate controlled substance training. During the
rebuttal period, Dr. Guiltinan revised her statements and indicated Bastyr would be “willing to
develop and offer a continuing medical educational program on controlled substances... that
could address any current deficiencies in core training...” (see summary of rebuttals on page 33
and Appendix F).

Dr. Krumm gave some background on HealthPoint, which is a large, multi-center, community
health organization that serves primarily low-income and underserved King County patients.
HealthPoint is an important provider of Medicaid services. Many of HealthPoint’s patients
struggle with additional physical, mental and psychosocial stressors that complicate their care.
He shared one recent example where a patient needed pain medication, but the prescription was
delayed because Dr. Krumm wasn’t authorized to write a controlled substance prescription;
instead, he had to refer the patient to another doctor. He also discussed how reduction in dual
utilization and time spent consulting unnecessarily within a busy primary care practice would be
better for the patients. All three applicant presenters responded to questions from the department
hearing panel regarding the proposal. (See Appendix C for summary of hearing).

In addition, three members of the public testified at the hearing. One testified in support of the
proposal and two in opposition.

We received 14 letters in support of the proposal from naturopaths and other health care
providers, including allopathic physicians advanced registered nurse practitioners (ARNPs), and
osteopathic physicians.

We received 15 letters in opposition to the proposal from organizations, including the
Washington State Medical Association that was undersigned by a number of organizations
representing physicians in various specialties; Washington Osteopathic Medical Association;
Washington Academy of Family Physicians; Providence Health and Services; Washington State
Medical Quality Assurance Commission; and other health care providers.

We received three letters offering comments from the Association of Washington Health Plans
(AWHP), Washington State Health Care Authority (HCA), and the Washington East Asian
Medicine Association). (See Appendix D for written comments received).

The following themes were found in the written and oral public comments we received during
our review.

Themes in support of proposal

e Naturopaths have been practicing safely with their current prescriptive authority.

e Patients would benefit from increased authority in the primary care setting, including
continuity of care and avoid dual utilization of providers.

e This change is needed for naturopaths to fully participate as primary care providers in
response to the growing shortage.

e Oregon already has broad controlled substance prescriptive authority, and naturopaths are
practicing safely there.
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Naturopaths have adequate training for this increase in prescriptive authority.

A federally funded organization that employs naturopaths as part of a multi-disciplinary
team that serves Medicaid patients and uninsured patients stated that the naturopaths it
employs are competent and compassionate, and expansion of prescriptive authority
would improve services to patients. It would also reduce unnecessary visits and time
spent consulting that drains resources and costs money.

An advanced registered nurse practitioner wrote to state she has worked with naturopaths
in an integrated medicine clinic and has sometimes collaborated with the naturopaths in
her clinic to have patients referred to her for prescriptions outside of the naturopath’s
authority. She wrote that the referrals were always appropriate and warranted.

Themes in opposition to proposal

Other

The fundamental teaching of naturopaths is rooted in the belief that it is an alternative
approach to traditional medicine.

Naturopaths have their place in the health care system as providers with a philosophy that
seeks to restore and maintain optimum health by emphasizing nature’s inherent self-
healing process. According to the American Association of Naturopathic Physicians, this
is accomplished through education and the rational use of natural therapeutics.
Expanding prescriptive authority for controlled substances will add to the problem of
over-prescribing that has led to the epidemic of overdose deaths in Washington.
Expanding prescriptive authority to include controlled substances is not in the best
interest of the public and will not increase access to care in a meaningful way.

There will be negative consequences from the proposal, posing a public threat because
naturopaths lack training in clinical pharmacology, as well as practical knowledge of
drug effects. Medical doctors seek to master this throughout their careers, not just
through continuing medical education.

Medical and osteopathic doctors have substantially more pharmacology training,
including the additional years of residency training.

Granting providers with less training the authority to prescribe dangerous controlled
substances is unnecessary and contrary to the intent of pain management legislation such
as ESHB 2876 (Chapter 209, Laws of 2010).

Designation as a primary care provider is an insufficient argument to support this
expansion.

The Association of Washington Health Plans stated the following:

The applicant should be required to provide details about naturopathic educational
curriculum, particularly in relation to controlled substances and dealing with addiction.
Because of the prescription drug abuse epidemic and high rate of opioid deaths, the
department should exercise significant caution in extending prescriptive authority for
these substances without ensuring appropriate training and education.

Consider inclusion of specific training on acute and long-term chronic pain management,
starting with Washington State Medical Association’s practitioner education on this
topic.
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e The applicant should be required to provide information on the frequency of occurrences
where naturopaths must refer patients for controlled substance prescriptions since that
was used to define the problem.

The HCA stated it recognizes the potential benefit of more convenient and comprehensive health
care of clients whose primary care provider is a naturopath if appropriate pharmacology
education and training are clearly defined. It initially recommended a one-year residency
requirement, but when the HCA found out the rarity of naturopathic residencies and reviewed the
supplemental education requirements submitted by the applicant, had less concern about the
adequacy of naturopath pharmacology training. The HCA recommends expanding prescriptive
authority for naturopaths for controlled substances limited to treatment of acute conditions for a
limited amount of time. It states this will reduce disruption in treatment and may reduce the
number of unnecessary emergency department visits.

Washington East Asian Medicine Association sent a letter with a concern that is outside the
scope of this sunrise review. It was regarding citations the applicant submitted with its applicant
materials so we are including the comment. The reference was to a Department of Labor and
Industries (L&I) definition regarding coverage of health practitioners not covered by another
classification who diagnose, treat, and care for patients (WAC 296-17A-6109). L&I included
acupuncture in the list of remedies these naturopaths may use. The association requested to go on
record in this report to state that acupuncture is not within the naturopathic scope of practice.

Applicant’s Definition of the Problem and Proposed Solution

The applicant relies heavily on the fact that naturopaths have been designated as primary care
providers in several sections of law and rule. In defining the problem, it has stated the current
limitation on prescriptive authority interferes with naturopaths’ ability to provide the whole
spectrum of primary care to their patients. The need for referral to other providers disrupts
continuity and coordination of care and results in dual utilization and increased costs to the
health care system. As evidence of this disruption in care, a member of the applicant group who
IS a naturopath gave one example at the public hearing where he had to refer a patient to another
provider for a controlled substance prescription. His patient faced a one-day delay in receiving
pain medications due to the referral to a medical doctor.

In addition, the dean of Bastyr University’s naturopathic program estimated at the public hearing
that about five percent of the population at the Bastyr teaching clinic in Wallingford has a need
for controlled substances. Several naturopaths and their patients sent comments sharing
challenges they have faced with the need for referrals for controlled substances. Challenges
included the need to develop relationships with several providers who were not as invested in
their care as their naturopath, delays in accessing prescriptions, and using emergency
departments for acute pain needs. Some included stories about poor care they received from
other providers, such as MDs, influencing their decisions to see naturopaths as their primary care
physicians.

Expansion of Medicaid includes an expanded demographic of patients with medical conditions
that require controlled substances in the naturopathic primary care setting. The increasing
shortage of primary care providers in response to Medicaid expansion and increased coverage
under the Patient Protection and Affordable Care Act (ACA) is making referrals more
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challenging. In response to department questions about the primary care shortage and how it
relates to the proposal, the applicant provided numerous references (see Appendix B). It also
included references to support the anticipated new shortage with the expansion of Medicaid.

The applicant has asserted there are parallels to the advanced registered nurse practitioner
expansion in prescriptive authority and to the circumstances that existed during a 1992 sunrise
review on their prescriptive authority. These were listed as:

e Naturopaths have a history of safe prescribing under existing authority evidenced by
increased demand for their services, high patient satisfaction, and no complaints about
prescribing.'’

e Restricting availability of controlled substances to certain segments of the population
creates a lack of access to care and serious risk to the public. Because naturopaths already
serve in primary care roles, failure to expand prescriptive authority creates the same risks.

e Public benefit from the availability of qualified providers to function in an expanded
practice capacity may be more appropriate and less costly. Naturopaths are well
positioned to provide these same benefits to the public with the inclusion of controlled
substances in their scope of practice.

e The circumstances in effect when advanced registered nurse practitioners were granted
expanded prescriptive authority are very similar to current circumstances regarding the
need for increased access in many areas of Washington.

The applicant has stated naturopaths require unlimited controlled substance prescriptive authority
in order to provide optimal care for their patients. They believe most controlled substances are
rarely, if ever, used by any primary care provider, as evidenced by the department’s Prescription
Monitoring Program’s “top 20” list of the most prescribed controlled substances. The applicant
submitted the top 20 list in response to the department’s question about what medications
naturopaths would most likely prescribe. This list includes Schedule Il opioid pain medications
such as oxycodone, methadone and hydromorphone; Schedule Il amphetamine (Adderall) to treat
Attention Deficit Hyperactivity Disorder (ADHD); and Schedule 1V anti-anxiety and sedative
medications like Ambien and lorazepam. After the public hearing, the applicant submitted an
additional list of anticipated medications naturopaths may need in primary care practice. These
included sedatives like Xanax and Valium on Schedule IV, Vicodin on Schedule 111,** ADHD
medications like Ritalin, and opioids like morphine on Schedule 1.

The applicant stated that the eight hours of additional pharmacology education (in addition to the
four hours required for current prescriptive authority) and10 hours of additional continuing
education in pharmacology that it proposes as amendments to the draft bill will ensure public
safety. Naturopaths have been prescribing legend drugs since 2007, many with significant
potential for drug interactions. These medications require more knowledge and monitoring in
order to prescribe within safe parameters and have serious potential side effects and

" The department would like to make a correction to this statement. There are a small number of complaints about
naturopathic prescribing, and even more about improper authorizations of medical marijuana, a Schedule |
controlled substance under both state and federal law.

'8 Vicodin and other hydrocodone combination products became Schedule 11 controlled substances as of October 6,
2014.
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complications. Naturopaths have incorporated these drugs into their primary care practices
successfully. In addition, naturopaths spend more time in office visits and have an emphasis on
the doctor-patient relationship. In combination with the wide array of other traditional non-drug
naturopathic modalities like clinical nutrition, lifestyle counseling, body work techniques, and
stress management; naturopaths create a foundation where use of controlled substance
prescriptions can be used in lower dosages and for shorter periods of time, which limit abuse and
addiction potential. (See Appendix B for full applicant report).

Controlled Substances

Controlled substances are drugs, substances, or immediate precursors included in Schedules I
through V of the state and federal Uniform Controlled Substances Acts (chapter 69.50 RCW and
Title 21 USC). Drugs are scheduled based on acceptable medical use and potential for abuse or
dependence, with the lowest number classifications indicating the most dangerous substances.
Schedule I drugs have no accepted medical use and the highest abuse potential. Schedule Il drugs
have a high potential for abuse which may lead to severe psychological or physical dependence.
Schedules 111 through V drugs have lesser potential for abuse and dependence than Schedule I and II
drugs.

Opioid pain medications fall under Schedule 1l and I11. Also included in Schedule I1 are
methamphetamines, pentobarbital, and hallucinogenic substances. The Centers for Disease Control
and Prevention (CDC) reports that abuse of prescription and nonprescription opioid painkillers is a
public health epidemic that can lead to unintentional poisoning deaths. People in rural counties are
about twice as likely to overdose on prescription painkillers as people in large cities.'® Data shows
that states with higher sales of prescription opioids have higher rates of overdose deaths. In addition:

e The three opioids most often involved in overdose deaths are methadone, oxycodone, and
hydrocodone.

e Medicaid clients are twice as likely to receive an opioid prescription compared to non-
Medicaid clients and are six times more likely to have a fatal overdose involving prescription
opioids.

e One in 20 people in the United States use prescription painkillers non-medically to get high.

e By 2010, enough opioid pain relievers were sold in the United States to medicate every adult
with a typical dose of five milligrams of hydrocodone every four hours for one month.?

e According to the CDC, in 2013 the United States made up about four percent of the world’s
population but consumed 80 percent of the world’s oxycodone and 99 percent of the world’s
hydrocodone.?

Because of the health risks associated with opioid use, the legislature passed ESHB 2876 (chapter
209, Laws of 2010) requiring boards and commissions with prescriptive authority for opioids? to

19 http://www.cdc.gov/Features/VitalSigns/PainkillerOverdoses/, accessed August 12, 2014.
20 H

Ibid.
2! http://www.npr.org/2013/11/02/242594489/with-rise-of-painkiller-abuse-a-closer-look-at-heroin, accessed August
19, 2014,
%2 podiatric Medical Board, Dental Quality Assurance Commission, Board of Osteopathic Medicine and Surgery,
Medical Quality Assurance Commission, and Nursing Care Quality Assurance Commission.
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adopt rules on chronic, non-cancer pain management. The legislation required adoption of rules
related to clinical assessment tools and tracking the use of opioids. It specifically required rules
outlining the criteria for when a practitioner must refer a patient to, or seek a consultation with, a
pain specialist.

The need for referral for controlled substance prescriptions is often a necessary coordination,
rather than a disruption, of health care. It is necessary to ensure the most qualified healthcare
professionals are prescribing these substances, which are controlled because of their risks.
Naturopathic training has a major focus on treatments such as homeopathy, botanical medicines,
and physical medicine techniques like hydrotherapy and soft tissue manipulation. Less time is
focused on pharmacology and little on controlled substances.

With the growing access to prescription opioid medications and the epidemic of overdose deaths,
a very cautious approach should be taken in considering expanding access to these medications.
We must always consider patient safety. This is particularly true when considering controlled
substances and pain management, where the data shows a correlation between the rise in
overdose deaths and states that have expanded the use of controlled substances such as opioids.

Safe and effective chronic opioid therapy for chronic non-cancer pain requires clinical skills and
knowledge in both the principles of opioid prescribing and on the assessment and management of
risks associated with opioid abuse, addiction, and diversion.?® The applicant hasn’t shown that
the current educational standards for clinical pharmacotherapy relating to prescribing opioid,
antianxiety, sedative, hypnotics, and amphetamine substances for various disease states is
sufficient to provide for patient safety and good clinical outcomes.

Current Regulation and Practice of Naturopathic Physicians
The scope of practice of naturopaths has been amended twice since 1987:
e Chapter 158, laws of 2005, expanded the scope of practice to:

0 Expand the prescriptive authority to include “those legend drugs and controlled
substances consistent with naturopathic medical practice in accordance with rules
established with the secretary,” limiting controlled substances to codeine and
testosterone products contained in Schedules 11, 1V, and V of chapter 69.50 RCW.

0 Amend the definition of minor office procedures to add treatment of lesions and
intramuscular, intravenous, subcutaneous, and intradermal injections of substances
according to rules established by the secretary.?*

0 The secretary, in consultation with the former Naturopathy Advisory Committee and the
former Board of Pharmacy? were required to develop education and training
requirements that the naturopaths must meet before being granted prescriptive authority
for testosterone and codeine controlled substance products.

% Roger Chou, et al, Clinical Guidelines for the Use of Chronic Opioid Therapy in Chronic Noncancer Pain, The
Journal of Pain, vol. 10, Issue 2, pp. 113-130, http://www.jpain.org/article/S1526-5900(08)00831-6/fulltext.

2 Consistent with department recommendations in a 1999 sunrise review.

> Now the Pharmacy Quality Assurance Commission.
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e Chapter 40, laws of 2011, changed the limitation that physical modalities must be
noninvasive, replacing it with those physical modalities that don’t exceed those used as of
July 22, 2011, in minor office procedures or common diagnostic procedures. This legislation
also removed the limitation that only non-drug contraceptive devices could be used in
treatment.

e Chapter 41, Laws of 2011, transferred authority from the secretary to the Board of
Naturopathy to adopt rules regarding naturopaths’ authority to prescribe testosterone and
codeine controlled substances.

Naturopaths’ current scope of practice is defined in RCW 18.36A.040 as “the practice by
naturopaths of the art and science of the diagnosis, prevention, and treatment of disorders of the
body by stimulation or support, or both, of the natural processes of the human body.” This includes:

Manual manipulation

Nutrition and food science

Homeopathy

Minor office procedures such as treating superficial lacerations, lesions, and abrasions
Injections of substances consistent with the practice of naturopathic medicine; and
Naturopathic medicines, including legend drugs and controlled substances limited to codeine
and testosterone products (such as Tylenol with codeine or male hormone supplements),
consistent with naturopathic medical practice as set in rule by the board.

Naturopaths who wish to prescribe codeine or testosterone must first submit an attestation that they
have completed at least four hours of graduate-level instruction in specific pharmacology topics and
be granted authority by the board. There are currently 717 out of 1,215 licensed naturopaths who
hold this authorization.

The applicant states that naturopaths have been practicing within their current prescriptive authority
safely. This authority includes many legend drugs that have significant risks such as potential for
drug interactions or serious potential side effects and complications such as Coumadin, lithium, and
insulin. (Note: No data was provided to support or refute this assertion).

Naturopathic Theory

Naturopathic medicine is described as a distinct primary health care profession, emphasizing
prevention, treatment, and optimal health through the use of therapeutic methods and substances that
encourage individuals’ inherent self-healing process. The practice of naturopathic medicine includes
modern and traditional, scientific, and empirical methods. It focuses on holistic, proactive prevention
and comprehensive diagnosis and treatment that help to facilitate the body’s inherent ability to
restore and maintain optimal health. Naturopaths identify and remove barriers to good health by
creating a healing internal and external environment.?® According to the board, this care should
include the full range of medical options, including the use of controlled substances, to ensure
greater options for patients.

% American Association of Naturopathic Physicians (AANP), http://www.naturopathic.org/education.
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Naturopathic Physician Education and Training

The board has approved seven Council on Naturopathic Medical Education (CNME) accredited
schools in the United States and Canada for licensure in Washington. The council requires programs
to be a minimum of 4,100 clock hours, with at least 1,200 hours devoted to clinical training.
Naturopaths are trained in four- or five-year, graduate-level programs in basic and clinical sciences.
Naturopathic curriculum includes many courses in clinical nutrition, homeopathic medicine,
botanical medicine, psychology and counseling.?” There are residency options at schools, such as
Bastyr University, but there is no residency requirement for graduation or state licensure.

The currently accredited naturopathic schools provide a range of 60 to 96 hours dedicated to
pharmacology, with additional hours of medication management.”® The Naturopathic Physicians
Licensing Examination, which is required for licensure in Washington, includes a pharmacology
section that is described in more detail below.

Pharmacology Training

There is no consistency in pharmacology training across the various health professions with full or
limited prescriptive authority for controlled substances in Washington (MDs, osteopathic doctors,
advanced registered nurse practitioners, dentists, podiatrists, and optometrists). The educational
programs for these professions, including that of naturopaths, incorporate basic science courses
and clinical experience. However, there is a broad range of theories and focuses in each type of
school and health profession. Pharmacological concepts are taught throughout many courses,
making it difficult to parse out exactly how many credits or hours focus on pharmacology, the
topics covered, and the depth of the education.

The department requested the applicant identify how naturopathic pharmacology training compares
to other licensed professions with full prescriptive authority. The applicant provided information on
naturopathic training but recommended the department and other prescribers provide information on
other professions for comparison purposes. The department has summarized the information
received from multiple sources on the pharmacology training for other professions with prescriptive
authority below (see written comments in Appendix D for full comments).

Bastyr University states its program includes 88 hours dedicated to pharmacology, with
additional hours included in the clinical sciences modules that cover medication management. In
her presentation at the public hearing, Jane Guiltinan, ND, dean of Bastyr University’s
Naturopathic Medicine program, stated that about half of the pharmacology hours are included in
basic sciences during the first two years, and the other half are learned as part of the clinical
sciences. The current pharmacology training does not focus on controlled substances since they
are not in the Washington scope of practice for naturopaths. Dr. Guiltinan stated that if
controlled substances were added to the prescriptive authority, Bastyr would not add additional
hours to the current training but would instead adjust the current hours to incorporate appropriate
training. During the rebuttal period, Dr. Guiltinan revised her statements and indicated Bastyr
would be “willing to develop and offer a continuing medical educational program on controlled
substances... that could address any current deficiencies in core training...”

27 Bastyr University curriculum, http://www.bastyr.edu/academics/areas-study/study-naturopathic-
medicine/naturopathic-doctor-degree-program#Curriculum, accessed 7/1/2014.
8 Applicant report.
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The applicant submitted information from four other approved naturopathic programs in the United
States showing a range of 70-96 hours of pharmacology training. This information was cited from a
2013 Vermont report®® that reviewed naturopaths’ education and clinical training to determine
whether it includes sufficient academic and clinical training in pharmacology for additional
prescriptive authority (including controlled substances). The report concluded that Council on
Naturopathic Medical Education accredited programs include didactic and clinical pharmacology
training that varies from program to program, “ranging from sufficient to wanting.”

The Vermont report recommended a conservative approach to naturopath prescribing that “errs on
the side of public protection,” including a number of recommendations to be completed as a
condition of enacting expanded prescriptive authority. These included passage of a naturopathic
pharmacology examination, a period of prescription review by another authorized prescriber for new
practitioners, and continuance of a formulary of substances that may be prescribed for patients and
the conditions naturopaths are competent to treat based on that naturopathic training and experience.
According to Sam Russo, naturopathic advisor to the Vermont Office of Professional Regulation, the
formulary will sunset in 2015 and naturopaths will be authorized to prescribe within their scope of
training. This will accommodate for the variation in training among naturopathic programs.

The College of Osteopathic Medicine at Pacific Northwest University of Health Science and
WOMA provided information about osteopathic medicine pharmacology training. They
indicated osteopathic doctor training includes 163 contact hours in pharmacology in the first and
second years, focusing on mechanism of action, potential adverse effects, and appropriate
applications. The following two years incorporate clinical training in pharmacology, including
diagnosis directing medication selection, dosing, and alternative therapies. This is followed by a
minimum of three-year residencies, where DOs hone these skills while overseen by an attending
physician.*

Washington State Medical Association (WSMA) provided information about allopathic
physician pharmacology training. The University of Washington requires two quarters specific to
pharmacology, equaling 180 hours of class time. Pharmacology is covered in many other courses
during the final two years of medical school. In addition, during their residency training, MDs
continue to learn clinical pharmacology, indications and contraindications for prescribing
medications for disease and conditions working with experienced physicians.

Since the applicant has cited parallels to Advanced Registered Nurse Practitioners (ARNPS)
throughout its proposal, we are providing more detail regarding Advanced Registered Nurse
Practitioner practice, education, and training. Advanced Registered Nurse Practitioners are
licensed to practice independently with a broad scope of practice based on education,
certification, standards of care, and competencies developed by professional organizations. For
example, the National Organization of Nurse Practitioner Faculties has developed a set of Nurse

** Vermont Office of Professional Regulation report to the legislature, Prescriptive Authority for Naturopathic
Physicians, February 5, 2013, https://www.sec.state.vt.us/media/389803/Naturopath_Prescribing_2013.pdf

%0 Information submitted by Assistant Dean of Clinical Education at Pacific Northwest University of Health
Sciences College of Osteopathic Medicine, and WOMA (See Appendix D — Written Comments).

31 |etter submitted by WSMA, July 24, 2014 (See Appendix D — Written Comments).
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Practitioner Core Competencies.®* WAC 246-840-300 requires the ARNP scope of practice to be
within the individual ARNP’s knowledge, experience and practice.

Advanced Registered Nurse Practitioners are required to hold a Registered Nurse (RN) license
and to have graduated from an accredited advanced nursing education program. They must also
acquire and maintain certification in a nurse practitioner specialty, such as the American Nurses
Credentialing Center Academy of Nurse Practitioners, American Midwifery Certification Board
or Council on Certification of Nurse Anesthetists. Education to become an RN includes
pharmacology education and principles to appropriately and safely administer medications and
assess patients’ responses to them.

Initial application for advanced registered nurse practitioner prescriptive authority requires at
least 30 contact hours of education in pharmacotherapeutics related to the applicant’s scope of
practice and includes pharmacokinetic principles and their clinical application and the use of
pharmacological agents in the prevention of illness, restoration, and maintenance of health
(WAC 246-840-410). Most programs provide more than the minimum hours.

WAC 246-840-360 requires that advanced registered nurse practitioners meet the following
requirements to renew their licenses every two years:

e Minimum of 250 hours of independent clinical practice in the advanced registered nurse
practitioner role; and

e Completion of 30 continuing education hours relevant to the area of certification and
scope of practice.

Many national certification organizations, such as American Nurses Credentialing Center and
Academy of Nurse Practitioners, require 1,000 clinical practice hours for renewal every five
years, or the advanced registered nurse practitioner must retest and pass the certification
examination again. Renewal of the prescriptive authority is separate and requires 15 hours of
continuing education in pharmcotherapeutics relevant to the area of certification and scope of
practice, in addition to the 30 hours of continuing education required for licensure renewal
(WAC 246-840-451).%

Prescriptive Authority in Other States

Seven states and Washington DC grant naturopaths a limited prescriptive authority that does not
include controlled substances.®* In Alaska, Connecticut,®® Minnesota, and North Dakota,
naturopaths are regulated but don’t have prescriptive authority for legend drugs or controlled
substances. Naturopaths aren’t regulated or licensed in more than 30 states.

%2 http://c.ymedn.com/sites/www.nonpf.org/resource/resmgr/competencies/npcorecompetenciesfinal2012. pdf.

% Provided by Louise Kaplan, PhD, ARNP, FNP-BC, FAANP, Director, Nursing Program, Saint Martin's
University, at the department’s request.

% Hawaii, Idaho, Kansas, Maine, Montana, New Hampshire and Utah have varying levels of prescriptive authority
for legend drugs.

% Connecticut reviewed a proposal dated March 20, 2014, to add prescriptive authority for naturopaths but
concluded it did not provide enough information to demonstrate adequate education. The report can be found at:
http://www.ct.gov/dph/lib/dph/practitioner_licensing_and_investigations/scope of practice 2014/report to_the ge
neral_assembly-naturopaths 3 21 14 final_report.pdf.

Naturopathic Scope of Practice Sunrise Page 18


http://c.ymcdn.com/sites/www.nonpf.org/resource/resmgr/competencies/npcorecompetenciesfinal2012.pdf
http://www.ct.gov/dph/lib/dph/practitioner_licensing_and_investigations/scope_of_practice_2014/report_to_the_general_assembly-naturopaths_3_21_14_final_report.pdf
http://www.ct.gov/dph/lib/dph/practitioner_licensing_and_investigations/scope_of_practice_2014/report_to_the_general_assembly-naturopaths_3_21_14_final_report.pdf

The department identified four states where naturopaths have varying levels of prescriptive
authority for controlled substances: Arizona, Oregon, California, and Vermont. Arizona and
Oregon have the broadest authority for controlled substances (Appendix F). Arizona’s authority
is limited to Schedules I111-V and morphine in Schedule Il (excluding cancer and antipsychotic
medications). Oregon operates from a large formulary that includes many Schedule Il controlled
substances. All four states are uniform in the requirement of continuing education in
pharmacology for license renewal. However, each state also has unique requirements, which
include:

e Arizona, Oregon, and Vermont require additional pharmacology courses and/or
pharmacology/formulary examinations for licensure.

e Oregon includes a one-time mandatory pain management course.

e California requires supervision by an allopathic or osteopathic physician for Schedule 1V-
V controlled substances and a patient-specific protocol checked by a supervising
physician for Schedule Il substances.

e Vermont requires a period of prescription review by an authorized prescriber for new
providers.

Primary Care

The applicant submitted definitions regarding primary care from the American Association of
Family Physicians. The association defines primary care as being performed by a physician®
who manages care and collaborates with other health professionals, using consultation and
referral when appropriate. Primary care physicians are described as generalist physicians who are
the first point of contact and take continuing responsibility for providing a patient’s care, which
includes coordinating the use of the entire healthcare system to benefit the patient.

The applicant has asserted that to provide primary care effectively, naturopaths need prescriptive
authority for the full range of controlled substances in Schedules 11-V. It states that their use will
be limited to those appropriate to the naturopathic scope of practice and within the context of
naturopathic philosophy and training. When asked to elaborate on the conditions naturopaths are
likely to treat under the expanded Medicaid demographic, many of the applicant’s responses
focused on pain management.

Primary care includes coordinating care that is outside of the provider’s scope of practice,
education, and training, and includes referral to an appropriate provider. Naturopathic physicians
are approved under Medicaid to provide primary care services. However, they are authorized to
provide only those services that are within their scope of practice. There is no indication that
unlimited prescriptive authority is necessary or expected by Medicaid to act as primary care
providers. The Medicaid population is shown to be in a high-risk category for opioid pain
medications, with data showing they are twice as likely to receive an opioid prescription
compared to non-Medicaid clients, and are six times more likely to have a fatal overdose
involving prescription opioids. The Health Care Authority has indicated naturopaths may offer a

% AAFP use of the term “physician” refers to MDs and DOs.
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valuable contribution to Medicaid patients through alternative methods to decrease the need for
opioid medications.

Primary Care Shortage

The department acknowledges there are shortages of primary care physicians in Washington and
across the country. This is a complicated issue, with disparities in primary care capacity across
different regions and populations, and was an issue long before the Affordable Care Act. Some
of the reasons for the smaller pool of primary care physicians include a high workload, lower
reimbursement rates, and less competitive salaries. Strategies to increase the supply of primary
care providers have included utilizing advanced registered nurse practitioners in an expanded
capacity to help fill gaps in primary care. Their prescriptive authority has evolved in response to
specific needs in the healthcare system. These have included evidence that advanced registered
nurse practitioners have filled specific voids in rural and underserved areas, and their numbers
and distribution have made them effective in filling these gaps. In contrast, the applicant testified
that the vast majority of naturopaths practice within King, Pierce and Snohomish counties. A
map provided by the applicant shows that more than half of all naturopaths licensed in
Washington are in King County alone, and 10 counties have none.

The expansion of Medicaid in the Affordable Care Act has caused anticipation that shortages
may be exacerbated as the primary care workforce must take on many new patients. The
Washington State Office of Financial Management conducted a research project on the
availability of primary care physicians to serve this newly expanded Medicaid population. This
report stated that findings have been unclear on the ability of Washington’s primary care
capacity to absorb the expanded Medicaid population. It concluded that it appears the state has
sufficient capacity overall, with disparities appearing to lie in specific rural areas.®’

Parallels to ARNPs

The department finds that this proposal doesn’t parallel the 1992 sunrise review and subsequent
expansion of advanced registered nurse practitioner prescriptive authority. During the sunrise
review, the ARNP sunrise applicant was able to demonstrate that not expanding their prescriptive
authority would severely restrict access to primary and specialty care in rural areas. It provided
information regarding access to care challenges in rural areas and how advanced registered nurse
practitioner’s prescriptive authority was tied to addressing those challenges. It also showed that
these providers had been put into a situation where they had the responsibility, but not the
authority, to prescribe controlled substances.

The applicant hasn’t demonstrated these same conditions exist or that expansion of naturopath
prescriptive authority would have the same impact. In addition, the advanced registered nurse
practitioner report was conducted prior to the expanded use of opioids for chronic, non-cancer
pain. Many significant changes in the political and health care landscape have occurred since
1992.

¥ Availability of Primary Care Physicians to Serve the Affordable Care Act’s Medicaid Expansion Population,
Washington State Office of Financial Management, Research Brief No. 65, June 2012.
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REVIEW OF PROPOSAL USING SUNRISE CRITERIA

The Sunrise Act, chapter 18.120 RCW includes regulated professions seeking to substantially
increase their scope of practice; however it does not provide specific criteria for evaluating these
proposals. RCW 18.120.010(2) includes the following criteria for evaluating proposals to
regulate a health profession for the first time: “A health profession should be regulated by the
state only when:

e Unregulated practice can clearly harm or endanger the health, safety, or welfare of the
public, and the potential for the harm is easily recognizable and not remote or dependent
upon tenuous argument;

e The public needs and can reasonably be expected to benefit from an assurance of initial
and continuing professional ability; and

e The public cannot be effectively protected by other means in a more cost-beneficial
manner.

First Criterion: Unregulated practice can harm or endanger health or safety.

Naturopaths are currently a thoroughly regulated profession. The proposal as written does not
offer adequate protections to meet this criterion. Controlled substances are often dangerous drugs
and are scheduled based on their potential for misuse, abuse and dependence. Opioids are used at
epidemic levels, with a correlation shown between the rise in overdose deaths and states that
have expanded prescription access of these substances.

Naturopathic schools include training in pharmacology that varies in content and length. The
proposal does not include sufficient training specific to controlled substances, and Bastyr
University, a primary educator of naturopaths in this region, has indicated it will revise the
current pharmacology training to include controlled substances rather than add hours to the
training if the draft bill is enacted. It will also develop and offer continuing medical education
programs on controlled substances.

If the legislature decides to expand the naturopathic scope of practice to include prescriptive
authority for additional controlled substances, it will be necessary for additional protections to
ensure the public’s health and safety. The department believes the additional education and
training the applicant proposes isn’t sufficient for an expanded prescriptive authority for
controlled substances. We would want the Board of Naturopathy, in consultation with the
Pharmacy Quality Assurance Commission, to undergo rulemaking to determine appropriate
training and education.

Second Criterion: The public needs and will benefit from assurance of professional ability.

There are adequate laws and rules in place to assure the public of initial and continued
professional ability for the current naturopath scope of practice. The proposal as written does not
offer adequate protections to meet this criterion. The applicant has not shown adequate core
training or that the additional education proposed will ensure the public of professional ability to
safely prescribe controlled substances.
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If the legislature considers expanding the naturopathic scope of practice to include prescriptive
authority for additional controlled substances, then the Board of Naturopathy will need authority
to undergo rulemaking.

Third Criterion: Public protection cannot be met by other means in a more cost beneficial
manner.

The current naturopathic scope of practice protects the public. The proposal as written does not
offer adequate protections to meet this criterion. If the legislature considers expanding the
naturopathic scope of practice to include prescriptive authority for additional controlled
substances, then the Board of Naturopathy will need authority to undergo rulemaking as there is
no other more cost beneficial manner to protect the public.
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DETAILED RECOMMENDATIONS TO LEGISLATURE

The department doesn’t support the proposal to expand the prescriptive authority of naturopaths
to include all Schedule 11-V controlled substances without limitations.

Rationale:

The applicant has not demonstrated problems with the current prescriptive authority that
would justify unlimited expansion of the naturopathic prescriptive authority for
controlled substances.

Unlimited prescriptive authority isn’t necessary for naturopaths to practice as primary
care physicians under Medicaid.

Referrals for controlled substances are often necessary, especially in long-term opioid
therapy, to ensure the most qualified health care professionals are prescribing these
substances, which are controlled because of their significant risks to public health due to
overdose, abuse and misuse.

The applicant hasn’t demonstrated that naturopaths receive adequate education in clinical
pharmacotherapy of prescribing opioid, antianxiety, sedative, hypnotics, and
amphetamine substances to treat various disease states to safely prescribe controlled
substances.

The department doesn’t see a benefit to increasing access without limitation to
prescription opioid pain medications included in this proposal because:

o0 Prescription opioid related overdoses and deaths have reached epidemic levels.

o Data has shown a correlation between the rise in overdose deaths and states that
have expanded prescription access to prescription opioids.

0 The state is currently engaged in intensive and effective efforts to curb the
overuse of opioids in Washington. Granting broader prescribing authority for
controlled substances is contrary to these efforts.

Although the department doesn’t support unlimited expansion of prescriptive authority, the sunrise
review process surfaced new information and perspectives that the legislature should consider.
Notably, the HCA has provided the following arguments in support of a limited expansion of
naturopathic prescriptive authority, with which the department agrees:

The HCA recognizes the potential benefit of more convenient and comprehensive health
care of clients whose primary care provider is a naturopath.

Naturopaths have a narrower range of prescriptive authority than other designated
primary care providers in Washington.

It is likely that patients with acute non-life threatening or limb-threatening injuries will
seek care in their places of practice, and there is a subset of the population for whom
codeine is not effective and/or not tolerated.

The HCA agrees with the applicant that expanded Medicaid coverage is expected to
include an expanded demographic of patients with medical conditions requiring
controlled substances in the naturopathic primary care setting.
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e Deaths related to prescription opioids have occurred almost without exception in patients
on chronic therapy. Short-term treatment of acute conditions with controlled substances is
considered safer.

e Limited prescriptive authority may reduce the number of unnecessary emergency
department visits.

Bastyr University has indicated a willingness to develop and offer a continuing medical
education program on controlled substances to address deficiencies in core training, and has
offered assistance in developing necessary educational requirements.

If this alternative is considered, the department recommends:

e Limiting prescriptive authority to controlled substances in Schedule 111-V,*® and only
hydrocodone products in Schedule 11.*°

e Limiting controlled substance prescriptions to no more than seven days when treating a
particular patient for a single trauma, episode, or condition or for pain associated with or
related to the trauma, episode, or condition.

e Maximum dosage of 120 milligrams morphine equivalent dose (MED) per day.*°

e Authorizing the Board of Naturopathy, in consultation with the Pharmacy Quality
Assurance Commission, to undergo rulemaking to determine appropriate training and
education.

e Requiring the board to adopt pain management rules appropriate for acute pain treatment,
including, but not limited to, patient examination and screening for comorbidities and risk
factors.

e Requiring naturopaths with prescriptive authority for controlled substances to register in
the Prescription Monitoring Program (PMP)*! database to access patient prescription
history.

*® This would include Tramadol, which naturopaths had prescriptive authority to prescribe as a legend drug until the
FDA recently reclassified it as a Schedule 1V controlled substance.

*Hydrocodone products are short-acting opioids, which meet the HCA’s stated goal of providing naturopaths an
additional tool to treat acute pain. These products were rescheduled from Schedule 111 to Schedule 11 in October of
2014.

“0 Morphine equivalent dose means a conversion of various opioids to a morphine equivalent dose by the use of
accepted conversion tables. 120 MED is the mandatory consultation threshold for adult patients set in the
administrative codes of providers with full prescriptive authority (as required in Chapter 209, Laws of 2010).

*! The PMP is a secure online database that collects data on Schedules 11-V controlled substances. Prescribers are
authorized to access PMP data before prescribing or dispensing drugs to look for duplicate prescribing, possible
misuse, drug interactions, and other potential concerns (chapter 70.225 RCW).
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REBUTTALS TO DRAFT REPORT

The department shared a draft report with sunrise participants and interested parties and invited
rebuttal comments or suggested corrections. We received 37 letters of rebuttal, correction, or
support that are summarized below. The full rebuttals are included in Appendix F. We have
summarized the topics of rebuttals and suggested corrections, along with our response or actions.

Applicant
We received rebuttals from the applicant on the follow topics and statements in the draft report.

1. The applicant didn’t prove the current prescriptive authority is inadequate,
problematic, or that it causes disruption of continuity and coordination of care.

The applicant disagreed with this rationale, citing:

e A 1992 sunrise report supporting expansion of advanced registered nurse practitioner
prescriptive authority.

e The example provided at the hearing where a patient’s pain medication was delayed
(page 9). The applicant stated this example didn’t simply demonstrate
inconvenience, but a patient self-medicating with an inappropriate drug that had dire
implications. This example wasn’t unique for naturopaths in smaller or rural
practices.

e Naturopaths don’t have access to the common controlled substance medications the
applicant submitted with the applicant materials that are necessary for primary care.
This proves the current prescriptive authority is problematic for naturopathic
physicians and patients.

e The HCA report, Emergency Department Utilization: Assumed Savings from Best
Practices Implementation®®. The applicant states the current prescriptive authority
contributes to unnecessary utilization of emergency room services which are
contrary to goals outlined by the HCA in its report. The report states that if a client
does not have a primary care physician or can’t be seen in a reasonable amount of
time for a low acuity need, he or she may turn to the emergency department.

Department Response: The applicant relies heavily on a 22-year old sunrise report that
occurred prior to the opioid epidemic this state and nation faces currently. The political and
health care landscape was very different than what exists today. In addition, the few isolated
examples provided by the applicant are not evidence of a problem that would rise to the level
of substantially expanding a profession’s scope of practice. The HCA report may make a
case for a limited expansion of prescriptive authority for acute conditions.

The department received several rebuttal letters from naturopaths and naturopathic patients
citing challenges they have faced with the lack of prescriptive authority for controlled
substances. In addition, we received a rebuttal letter from the HCA stating the proposal (with

“2 Washington State Health Care Authority,
http://www.hca.wa.gov/Documents/legreports/3ESHB2127C7L2012E2PVEmergencyDepartmentUtilizationReport.

pdf.
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specific limitations) may reduce unnecessary emergency department visits for controlled
substances. The report has been revised to reflect these comments.

2. Prescriptive authority isn’t necessary for naturopaths to practice as primary care
physicians under Medicaid.

The applicant disagreed with this rationale, citing a conclusion in Vermont’s Report on
Education and Clinical Training of Naturopathic Physicians that the evolution of the
naturopathic profession necessitates the ability to prescribe primary care pharmaceuticals to
fulfill their role as primary care physicians when it falls within the scope of a naturopath’s
education and training. Primary care is not defined by provider type but by a core set of
services, including management of acute conditions. The applicant also stated that patients
who select a naturopath as their primary care provider shouldn’t be subject to discrimination
as to services they can receive, including prescribing controlled substances for acute
conditions and for chronic conditions such as ADHD.

Department Response: The department doesn’t consider scope limitations based on
education and training to be discrimination because the patient has a choice between different
types of primary care providers with different levels of training and scopes of practice.
HCA’s letter of rebuttal supporting limited prescriptive authority for naturopaths in order to
effectively treat Medicaid patients stated that allowing naturopaths to prescribe controlled
substances for acute and time limited periods is patient centered and appropriate (with
additional education). Their letter didn’t indicate that the scope expansion is required or
necessary for naturopaths to maintain primary care provider status. The report has been
revised to reflect these comments.

3. Referrals for controlled substances are necessary to ensure the most qualified health
care professionals are prescribing these substances, which are controlled because of
their significant risks to public health due to overdose, abuse and misuse.

The applicant stated that referrals for chronic opioid therapy are well described in the
Interagency Guidelines on Opioid Dosing for Chronic Non-Cancer Pain and other literature
and agrees these patients should be co-managed with a board certified pain specialist.
However, it disagreed that referrals are appropriate for controlled substances for acute cases,
which require timely treatment and when delays for referral can put patients at risk.

Department Response: The department agrees that acute cases require timely treatment and
delays can put patients at risk. However, the statement that the most qualified health care
professionals should be prescribing these substances is accurate, especially for chronic opioid
therapy. This rationale has been slightly revised for clarification.

4. The applicant has not demonstrated naturopaths receive adequate education to safely
prescribe controlled substances and the additional education and continuing education
are not sufficient to overcome the deficiencies.

The applicant reiterated that the four hours of supplemental education naturopaths are
required to complete to apply for the current prescriptive authority works, and that
naturopaths have a safe record of prescribing. This includes pain medications like tramadol
and affirms that the current continuing education model was built on a strong core education
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in pharmacology and pharmacotherapeutics. The applicant requested that if the department
believes alternate educational requirements would better protect the public, we should
identify this education in the final report for consideration for rulemaking.

Department Response: It is the applicant’s responsibility to demonstrate adequate training
to increase a profession’s scope of practice. The department requested the applicant provide
detailed information comparing the pharmacology training of current controlled substance
prescribers to that of naturopaths, including length of training and specific content; however
sufficient information wasn’t provided. No changes were made to the report in response to
these comments.

5. The department doesn’t see a need to increase access to prescription opioid pain
medications because of the prescription opioid epidemic, the link between the rise in
overdose deaths and states that have expanded the use of prescription opioids, and
granting broader prescribing authority for controlled substances is contrary to the
current efforts to curb the overuse of opioids.

The applicant disagreed with this rationale, stating that naturopathic medicine offers an
alternative approach and a unique perspective that includes more time with patients and
emphasis on alternative non-drug therapeutics that will lessen the need for controlled
substances. However, in some acute cases a short-term opioid prescription for a carefully
screened patient may be the most medically appropriate treatment.

The applicant stated that the department suggests a moratorium on new prescriptive authority
for any type of provider, including MDs, osteopathic doctors, advanced registered nurse
practitioner and physician assistants, which would not serve the public and would compound
the problems occurring now. It also suggests the department identify the states with an
increase in overdose deaths to review whether they include licensure for naturopaths and
whether this data is relevant. The applicant included citations of studies supporting the
efficacy of the “naturopathic approach.”

Department Response: The department did not suggest a link between opioid —related
deaths and naturopath prescriptive authority. We were recognizing the current problems with
opioids and stating that adding more provider types who can prescribe controlled substances
IS contrary to efforts to curb the overuse of opioids. However, the Centers for Disease
Control and Prevention (CDC) has released information showing that Oregon and Arizona,
where naturopath prescriptive authority is broadest, had 82.2.-95 painkiller prescription per
100 people in 2012, compared to 72-82.1 per 100 people in Washington.*® In addition,
efficacy of the naturopathic approach isn’t the subject of this review, so the additional
citations are irrelevant to this sunrise. In light of additional information provided during the
rebuttal period of the sunrise review, the department has amended the rationale to indicate we
don’t see a benefit to increasing access without limitation to prescription opioid pain
medications.

*® http://www.cdc.gov/vitalsigns/opioid-prescribing/infographic.html#map.
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6. Speculation that naturopaths have a safe prescribing record.

The applicant disagreed with the statement that it “speculated” naturopaths have been
prescribing legend drugs with significant risks, such as Coumadin, lithium, and insulin safely
and provided no data to support this assertion. It cited:

There have been no complaints against naturopaths for issues with prescribing within the
current scope of practice. The applicant asked the department to provide data on the number
of complaints against naturopaths for issues related to prescribing authorized controlled
substances, testosterone and codeine. The department responded that there have been 24
complaints related to prescribing outside the statutory scope of practice with four closed with
no action, nine with issuance of Stipulations of Informal Disposition, and 11 in process.

Department Response: The department considers the above statements to be speculation
because the applicant provided examples of dangerous legend drugs currently within the
naturopath prescriptive authority but did not provide data on what naturopaths are actually
prescribing. In addition, prescribing outside the statutory scope of practice is a serious
problem. No changes were made to the report in response to these comments.

7. Review of first sunrise criterion: unregulated practice can harm or endanger health or
safety.

The applicant disagreed with the department’s assessment of this criterion, stating that
naturopaths have an established safety record for their current prescriptive authority. It
provided evidence of the primary care shortage and references supporting the anticipated
increased shortage due to Medicaid expansion. This establishes the readily apparent potential
for public harm due to lack of access to primary care.

Department Response: Naturopaths are already considered primary care providers.
However, the HCA agreed in its rebuttal that some prescriptive authority for controlled
substances may be beneficial to the Medicaid population that naturopaths are now authorized
to treat. The report was revised to add this information.

8. Review of second sunrise criterion: the public needs and will benefit from assurance of
professional ability.

The applicant disagreed with the department’s assessment of this criterion, stating the current
model for naturopath prescriptive authority forms the basis for the supplemental and
continuing education in this proposal, and that the proposed additional education meets or
exceeds that of other provider types with full prescriptive authority.

Department Response: The applicant has not provided sufficient information for the
department to adopt this conclusion. However, in light of additional information provided
during the sunrise review process, the department added that if the legislature considers
limited expansion of prescriptive authority, rulemaking by the Board of Naturopathy in
consultation with the Pharmacy Quality Assurance Commission will be necessary.

9. Review of third sunrise criterion: public protection cannot be met by other means in a
more cost beneficial manner.
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10.

11.

12.

The applicant repeated the parallels it cited in their applicant materials to the 1992 advanced
registered nurse practitioner sunrise review and added that referral to the emergency
department or other to other primary care providers for acute conditions requiring controlled
substances would not be considered best practices.

Department Response: The department agrees that referrals for acute conditions can be
problematic and has made changes to indicate this in the report.

Report of Dr. Guiltinan’s testimony from public hearing that Bastyr would not add
hours to the current pharmacology training but would incorporate controlled
substances into existing training.

The applicant stated Bastyr University has confirmed it is interested in and has the ability to
develop and offer supplemental education to fulfill requirements enacted by the legislature
and Dr. Guiltinan has provided comments to this effect. In addition, due to a curriculum
change in process at Bastyr, the number of contact hours for naturopath pharmacology was
inaccurately reported as 60.5, while the correct number is actually 88 hours with an elective
for an additional 20 hours available.

Department Response: This is new information and the report has been revised accordingly.

Placement of public comments in the draft report.

The applicant stated it was unclear why the department included a Health Care Authority
(HCA) letter in the paragraph about letters of opposition when the HCA recognized potential
benefit of the proposal. It also questioned inclusion of the letter from Washington East Asian
Medicine Association, which didn’t address topics covered in the sunrise review.

Department Response: These two letters were clearly identified in the report as letters of
concern, rather than opposition. However, changes have been made to the public testimony
section to ensure these comments are clearly and accurately reported.

Public comments the applicant mistook for department statements.
The applicant had concerns about the following statements in the report:

e The department implies naturopathy is limited to natural therapeutics in the
statement, “NDs have their place in the health care system as providers with a
philosophy that seeks to restore and maintain optimum health... according to the
American Association of Naturopathic Physicians...” It directed us to reference the
current AANP website for correct statements.

e The department suggests prescriptive authority for providers with less training that
MDs is dangerous through the statement, “MDs and DOs having substantially more
pharmacology training and residencies, and that granting providers with less training
controlled substance prescriptive authority is unnecessary and contrary to legislative
efforts...”

Department Response: These statements are represented under public comments, not the
department’s position. No changes were made to the draft report in response to these
comments.
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13.

14.

15.

16.

17.

Department reports of concerns from the AWHP and HCA regarding naturopathic
education.

The applicant states that these comments were made before it provided additional details
about naturopathic education in follow up to the department.

Department Response: The report has been revised to clarify these comments.

Reporting of the expanded demographic of Medicaid population.

The applicant disagreed with the department’s statement that it “has speculated that the
expansion of Medicaid will include an expanded demographic of patients with medical
conditions that require controlled substances in the naturopathic primary care setting.” It
stated that the department’s citation of CDC reports on page 13 showing Medicaid clients are
twice as likely to receive an opioid prescription compared to non-Medicaid clients confirms
Medicaid expansion will include an increased percentage of patients requiring opioid
prescriptions in the naturopathic primary care setting.

Department Response: The term “speculated” was changed to “asserted” in the report.

Department criticism of naturopathic core education and characterization of
applicant’s recommendation for supplemental education.

The applicant pointed to the 2005 legislative change granting their current prescriptive
authority and the additional education to obtain this prescriptive authority, along with the
safe record of prescribing. It also requested a correction needed to the report where the
department reported the applicant recommended eight hours of supplemental education,
rather than the actual 12 hours.

Department Response: The report has been revised to clarify that the applicant recommends
eight hours in addition to the four hours required for current prescriptive authority.

Department statement that the Council on Naturopathic Medical Education has no
standard pharmacology training.

The applicant argued this is an untrue statement and provided a statement from Council on
Naturopathic Medical Education.

Department Response: The report has been revised to remove this statement.

Naturopathic educational standards for clinical pharmacology.

The applicant reiterated its willingness to ask the legislature to require the Board of
Naturopathy to initiate formal rulemaking to develop the most appropriate process and
regulatory means for Washington and request the department identify the recommendations
that would protect the public in this regard.

Department Response: This isn’t new information. No changes were made to the report in
response to this comment.
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18. Registered Nurses and Advanced Registered Nurse Practitioner pharmacology
education.

The applicant reported the following observations on training of other prescribers:

e In assessing the core nursing education related to pharmacology, it doesn’t appear
that the bachelor’s level education includes diagnosis or prescription of medications,
which naturopathic education includes both didactically and clinically.

e [Initial application for advanced registered nurse practitioner’s prescriptive authority
requires 30 contact hours of pharmacotherapeutics, while core naturopathic
education includes 70-90 hours, with Bastyr reporting 88 hours of pharmacology
course work and an elective for 20 additional hours.

e Advanced registered nurse practitioner renewal of prescriptive authority requires 15
hours of continuing education in pharmacotherapeutics relevant to the area of
certification and scope of practice, whereas the naturopathic requirements are
proposed in the applicant report to increase from 20 to 30 hours per year with 10
specific to pharmacology, exceeding the ARNP requirements.

Department Response: Comparison of mere numbers of hours without comparing course
content isn’t helpful to this review. No changes were made to the report in response to these
comments.

HEALTH CARE AUTHORITY

The department received a letter requesting the following clarifications and updates about the
Health Care Authority’s initial letter of comment:

1. Modification of the characterization of the HCA’s perspective. Revise this statement to
“recognizes the potential benefit of more convenient and comprehensive health care of
clients whose primary care provider is a naturopath, if appropriate and clearly defined
pharmacology education and training for naturopaths were required in conjunction with this
change in the scope of practice authority for naturopaths.”

2. Clarification of the HCA'’s concerns. The HCA'’s primary concern is than an increase in
prescriptive authority must include adequate pharmacology education and training. It was
concerned with the vagueness in the original applicant report and suggested a one-year
residency. However, after reading follow up comments from the applicant, finding out the
rarity of naturopathic residencies, and reviewing the proposed supplemental education and
continuing education submitted, the HCA has less concern with the adequacy of
pharmacology training as it relates to the limited prescriptive authority it suggests.

3. Concerns in the report over prescription and overuse in patients on Medicaid. Almost
without exception, the deaths from opioids have occurred in patients on chronic therapy.
Short-term treatment with controlled substances is much safer and at times indicated.

4. Medicaid’s expanded demographic. The HCA agreed with the applicant that Medicaid will
include an expanded demographic of patients with medical conditions requiring controlled
substances in the naturopathic primary care setting and that naturopaths can offer valuable
contributions with alternatives that may decrease the need for opioid medications.
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5. Support proposal with limitations. The HCA would support the applicant’s proposal if
prescriptive authority for controlled substances was limited to the treatment of acute
conditions and for a limited amount of time. Treatment for chronic condition should be done
in collaboration with specialists.

6. Benefits. Expanded prescriptive authority will allow naturopaths to manage primary care
patients when they have acute and time limited conditions requiring controlled substances. In
the acute setting, this will reduce disruption of care and may also reduce unnecessary
emergency department visits.

Department Response: The report has been revised to include the requested clarifications,
corrections, and updates. It has also been revised to address the potential benefit of limited
prescriptive authority for acute conditions, including reduction in delays in care and unnecessary
emergency department visits. This is a similar approach to the prescriptive authority for
optometrists. However, the complex prescriptive authorities for various professions cause
confusion for prescribers and place pharmacists in an awkward position of gatekeeper when
filling prescriptions. Clear parameters must be set for pharmacists to effectively play this role.

SAM RUSSO, ND, Lac, RMSK, CONTRIBUTOR TO VERMONT REPORT

The department received a letter from one of the contributors to the VVermont report cited in the
draft sunrise requesting the following clarifications and corrections to the draft report:

1. Naturopathic Physicians Licensing Examination. It didn’t review the Naturopathic Physicians
Licensing Examination, but received information from the organization about its exam. After
the report was published, Dr. Russo stated that he revisited the information on the exam core
clinical science examination and found that it does evaluate the clinical aspects of
pharmacology.

2. Corrections to information on Vermont in Appendix E. Requested correction to the table
of pharmacology education/continuing education to indicate the information was taken from
the administrative rules, not statute.

3. Pharmacology examination. The Vermont rules will be updated to strike the requirement to
pass the National Board of Medical Examiners pharmacology exam or the exam given at the
University of Vermont’s College of Medicine... and will be replaced with “an examination
created by the Office of Professional Regulation.” Vermont found that naturopaths aren’t
eligible to take the National Board of Medical Examiners and the University of Vermont
exams were not appropriate because they test for introductory pharmacology training. A new
exam is available.

4. Vermont formulary. Requested corrections on page 16, fourth paragraph to 1) show that the
current formulary will sunset in 2015 and naturopaths will either be able to pursue a license
endorsement to prescribe within their scope of training or have no prescriptive authority; and
2) expand on “errs on the side of public protection.” One of the reasons Vermont chose a two
tiered system was to accommaodate for the variation in training among naturopath programs.

5. Oregon and Arizona schools. Requested the department address more in the report about
Oregon’s and Arizona’s naturopathic colleges that provide training in controlled substances,
rather than focusing on Bastyr.
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Department Response: The report has been revised to reflect these clarifications and
corrections. However, no changes were made to the report regarding Oregon and Arizona
pharmacology training because detailed information on these schools wasn’t provided by the
applicant.

Jane Guiltinan, ND
Dean and Professor, School of Naturopathic Medicine, Bastyr University

Dr. Guiltinan wrote that Bastyr is willing and able to develop and offer a continuing medical
educational program on controlled substances through its continuing education department to
address any deficiencies in core training required by the legislature and Board of Naturopathy.
She offered Bastyr’s assistance in developing the education and training requirements to ensure
public safety and optimal care by naturopaths in using controlled substances. In addition, she
corrected the number of pharmacology hours she provided at the sunrise hearing, stating it is
actually 88 didactic hours, rather than 60.5.

Department Response: This was new information so the report has been revised accordingly.

Board of Naturopathy
The board wrote in support of the applicant’s proposal, stating:

e The practice of naturopathic medicine seeks to restore and maintain health by
emphasizing the natural and inherent self-healing process, starting with the least invasive
method possible. The continuum of care and treatment modalities should include the full
range of medical options, including controlled substances, which ensures greater health
care options for Washington residents.

e The board supports the applicant’s intent to include rulemaking authority for the board,
which would be similar to the efforts in 2005 when legend drugs, codeine, and
testosterone were added to the naturopathic scope of practice.

e The foundation of naturopath education is sound and the academic standards include a
strong curriculum in clinical pharmacology, prescription drug management, and patient
safety monitoring. It recognized the example of the University of Washington School of
Medicine’s significant pharmacology training and stated that Bastyr also has a curriculum
robust in pharmacology that meets or exceeds that of other prescribers.

e The board agreed that an increase in prescriptive authority to include controlled
substances would require additional specific training to a degree comparable to that of
other prescribers.

e The board stated it supports the applicant’s intent to include additional continuing
education hours specific to pharmacology.

e The board stated it supports the applicant’s intent for adoption of pain management rules
to address concerns about opioid abuse and misuse and ensure public and patient safety.

e The board stated it is confident the history of safe prescribing supported by naturopathic-
complaint history will continue with expanded prescriptive authority.
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Department Response: Since these comments are not rebuttals to the report, no changes were
made to the report except to include the board’s support for the proposal.

Additional Rebuttals to Draft Sunrise from Providers and Patients

We received rebuttal letters from 13 naturopath patients supporting the applicant’s proposal, and
agreeing that the current need for referral to another health care provider for controlled substance
prescriptions causes problems. These include increased costs to patients to see another provider
such as multiple co-pays; loss of time from work or family; and disruption in coordination of
care. These patients indicated trust in their naturopathic primary care providers and the
relationship they have developed, and that they often distrust other types of providers they have
been required to see in order to receive controlled substances. Some patients indicated they were
forced to stop taking necessary medications due to high medical bills and challenges with being
referred.

We received eight rebuttal letters from naturopaths, their staff, and other health care providers
indicating support for the applicant’s proposal. These comments agreed with the applicant that
naturopaths are qualified to prescribe controlled substances, and that the principles of
naturopathic medicine allow for these types of prescriptions when less invasive methods do not
work. These comments also agreed with the applicant’s assertions that the current prescriptive
authority causes challenges, including dual utilization and additional costs. They also cited issues
with titrating patients off of controlled substances (reducing dosage) when implementing an
alternative treatment plan.

The department received four comments generally supporting the applicant’s proposal and
asking the department to reconsider the draft recommendations.

Department Response: The report has been revised to include this information.

Additional Comments Supporting Department’s Draft Recommendations

We also received seven additional letters supporting the recommendations in the draft report.
Three were from health care providers — an advanced registered nurse practitioner in psychiatric
practice and two pharmacists. One of the letters was from the American Naturopathic Medical
Association opposing expanded prescriptive authority for naturopaths (and stating the current
prescriptive rights of naturopaths should be rescinded). It stated it receives many complaints
regarding naturopaths prescribing, Council on Naturopathic Medical Education approved
naturopathic schools don’t train at the same level as allopathic medical schools, and to grant
prescriptive authority for any drug is confusing to the public and dangerous due to the naturopath
level of education.

Department Response: No changes were made to the report in response to these comments.
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State of
Washington
House of
Representatives

April 24,2014

John Wiesman, Secretary

Washington State Department of Health
P.O. Box 47890

Olympia, Washington 98504-7890

Dear Secretary Wiesman,

| am requesting that the Department of Health consider a Sunrise Review application for a proposal that
would allow naturopaths to prescribe legend drugs and controlled substances contained in Schedules I
through V of the Uniform Controlled Substances Act.

A copy of the proposal is attached. The House Health Care and Wellness Committee would be
interested in an assessment of whether the proposal meets the sunrise criteria for expanding the scope
of practice for a regulated health profession in Washington.

| appreciate your consideration of this application, and | look forward to receiving your report. Please
contact my office if you have any questions.

Sincerely,

EILEEN CODY, Chair
House Health Care and Wellness Committee

Cc: Karen Jensen, Washington State Department of Health

Robert May, Washington Association for Naturopathic Physicians
Alexa Silver, Office of Program Research
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BILL REQUEST - CODE REVISER®"S OFFICE

BILL REQ. #: H-4573.4/14 4th draft
ATTY/TYPIST: AL:eab

BRIEF DESCRIPTION: Concerning prescriptive authority of naturopaths.
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AN ACT Relating to prescriptive authority of naturopaths; amending
RCW 18.36A.040 and 69.43.135; and reenacting and amending RCW
18.36A.020, 69.41.030, 69.45.010, and 69.50.101.

BE IT ENACTED BY THE LEGISLATURE OF THE STATE OF WASHINGTON:

Sec. 1. RCW 18.36A.020 and 2011 ¢ 41 s 3 and 2011 ¢ 40 s 1 are
each reenacted and amended to read as follows:
Unless the context clearly requires otherwise, the definitions in

this section apply throughout this chapter.

(1) "Board" means the Dboard of naturopathy created 1in RCW
18.36A.150.
(2) "Common diagnostic procedures”" means the use of venipuncture

consistent with the practice of naturopathic medicine, commonly used
diagnostic modalities consistent with naturopathic practice, health
history taking, physical examination, radiography, examination of body
orifices excluding endoscopy, laboratory medicine, and obtaining
samples of human tissues, but excluding incision or excision beyond
that which is authorized as a minor office procedure.

(3) "Department" means the department of health.
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(4) "Educational program" means an accredited program preparing
persons for the practice of naturopathic medicine.

(5) "Homeopathy" means a system of medicine based on the use of
infinitesimal doses of medicines capable of producing symptoms similar
to those of the disease treated, as 1listed in the homeopathic
pharmacopeia of the United States.

(6) "Hygiene and immunization" means the use of such preventative
techniques as personal hygiene, asepsis, public health, and
immunizations, to the extent allowed by rule.

(7) "Manual manipulation” or "mechanotherapy" means manipulation of
a part or the whole of the body by hand or by mechanical means.

(8) "Minor office procedures" means care and procedures incident
thereto of superficial lacerations, lesions, and abrasions, and the
removal of foreign bodies located in superficial structures, not to
include the eye; and the use of antiseptics and topical or local
anesthetics in connection therewith. "Minor office procedures" also
includes intramuscular, intravenous, subcutaneous, and intradermal
injections of substances consistent with the practice of naturopathic
medicine and in accordance with rules established by the secretary.

(9) "Naturopath" means an individual licensed under this chapter.

(10) "Naturopathic medicines" means vitamins; minerals; botanical

medicines; homeopathic medicines; ( (hormoness+—and—thoseJlegenddrugs—and

Sehedules T E—TV—and—V—in—<chapter—60-50-RCEW)) and other nutrients and

compounds, other than legend drugs or controlled substances, that are

consistent with naturopathic medicine.

(11) "Nutrition and food science" means the prevention and
treatment of disease or other human conditions through the use of
foods, water, herbs, roots, bark, or natural food elements.

(12) "Physical modalities" means wuse of physical, chemical,
electrical, and other modalities that do not exceed those used as of
July 22, 2011, 1in minor office procedures or common diagnostic
procedures, including but not limited to heat, cold, air, light, water
in any of its forms, sound, massage, and therapeutic exercise.

(13) "Radiography" means the ordering, but not the interpretation,

Naturopathic Scope of Practice Sunrise Page 40



o O s W N

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
277
28

29
30
31
32
33
34
35
36

of radiographic diagnostic and other imaging studies and the taking and

interpretation of standard radiographs.

(14) "Secretary" means the secretary of health or the secretary's
designee.
(15) "Suggestion" means techniques including but not limited to

counseling, biofeedback, and hypnosis.

Sec. 2. RCW 18.36A.040 and 2011 c 40 s 2 are each amended to read
as follows:

(1) Naturopathic medicine is the practice by naturopaths of the art
and science of the diagnosis, prevention, and treatment of disorders of
the body by stimulation or support, or both, of the natural processes
of the human body. A naturopath is responsible and accountable to the
consumer for the quality of naturopathic care rendered.

(2) The practice of naturopathic medicine 1includes manual
manipulation (mechanotherapy), the prescription, administration,
dispensing, and use, except for the treatment of malignancies, of
nutrition and food science, physical modalities, minor office
procedures, homeopathy, naturopathic medicines, hygiene and
immunization, contraceptive devices, common diagnostic procedures, and
suggestion; however, nothing in this chapter shall prohibit
consultation and treatment of a patient in concert with a practitioner

licensed under chapter 18.57 or 18.71 RCW. A naturopath may prescribe

and administer legend drugs and controlled substances contained in

Schedules II through V of the uniform controlled substances act,

chapter 69.50 RCW, necessary in the practice of naturopathyv.

(3) No person licensed under this chapter may employ the term
"chiropractic" to describe any services provided by a naturopath under

this chapter.

Sec. 3. RCW 69.41.030 and 2013 ¢ 71 s 1 and 2013 ¢ 12 s 1 are each
reenacted and amended to read as follows:

(1) It shall be unlawful for any person to sell, deliver, or
possess any legend drug except upon the order or prescription of a
physician under chapter 18.71 RCW, an osteopathic physician and surgeon
under chapter 18.57 RCW, an optometrist licensed under chapter 18.53
RCW who 1is certified by the optometry board under RCW 18.53.010, a

dentist under chapter 18.32 RCW, a podiatric physician and surgeon
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under chapter 18.22 RCW, a naturopathic physician under chapter 18.36A

RCW, a veterinarian under chapter 18.92 RCW, a commissioned medical or
dental officer 1in the United States armed forces or public health
service in the discharge of his or her official duties, a duly licensed
physician or dentist employed by the veterans administration in the
discharge of his or her official duties, a registered nurse or advanced
registered nurse practitioner under chapter 18.79 RCW when authorized
by the nursing care quality assurance commission, a pharmacist licensed
under chapter 18.64 RCW to the extent permitted by drug therapy
guidelines or protocols established under RCW 18.64.011 and authorized
by the board of pharmacy and approved by a practitioner authorized to
prescribe drugs, an osteopathic physician assistant under chapter
18.57A RCW when authorized by the board of osteopathic medicine and
surgery, a physician assistant under chapter 18.71A RCW when authorized
by the medical quality assurance commission, or any of the following
professionals in any province of Canada that shares a common border
with the state of Washington or in any state of the United States: A
physician licensed to practice medicine and surgery or a physician

licensed to practice osteopathic medicine and surgery, a physician

licensed to practice naturopathic medicine and authorized to prescribe

legend drugs, a dentist licensed to practice dentistry, a podiatric

physician and surgeon licensed to practice podiatric medicine and
surgery, a licensed advanced registered nurse practitioner, a licensed
physician assistant, a licensed osteopathic physician assistant, or a
veterinarian licensed to practice veterinary medicine: PROVIDED,
HOWEVER, That the above provisions shall not apply to sale, delivery,
or possession by drug wholesalers or drug manufacturers, or their
agents or employees, or to any practitioner acting within the scope of
his or her license, or to a common or contract carrier or warehouse
operator, or any employee thereof, whose possession of any legend drug
is in the usual course of business or employment: PROVIDED FURTHER,
That nothing in this chapter or chapter 18.64 RCW shall prevent a
family planning clinic that 1is under contract with the health care
authority from selling, delivering, possessing, and dispensing
commercially prepackaged oral contraceptives prescribed by authorized,
licensed health care practitioners.

(2) (a) A violation of this section involving the sale, delivery, or
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possession with intent to sell or deliver 1is a <class B felony
punishable according to chapter 9A.20 RCW.
(b) A wviolation of this section involving possession 1is a

misdemeanor.

Sec. 4. RCW 69.43.135 and 2011 c 336 s 838 are each amended to
read as follows:

(1) The definitions 1in this subsection apply throughout this
section unless the context clearly requires otherwise.

(a) "Iodine matrix" means iodine at a concentration greater than
two percent by weight in a matrix or solution.

(b) "Matrix" means something, as a substance, in which something
else originates, develops, or is contained.

(c) "Methylsulfonylmethane™ means methylsulfonylmethane in its
powder form only, and does not include products containing
methylsulfonylmethane in other forms such as liquids, tablets, capsules
not containing methylsulfonylmethane in pure powder form, ointments,
creams, cosmetics, foods, and beverages.

(2) Any person who knowingly purchases in a thirty-day period or
possesses any quantity of iodine in its elemental form, an iodine
matrix, or more than two pounds of methylsulfonylmethane is guilty of
a gross misdemeanor, except as provided in subsection (3) of this
section.

(3) Subsection (2) of this section does not apply to:

(a) A person who possesses iodine 1in its elemental form or an
iodine matrix as a prescription drug, under a prescription issued by a
licensed veterinarian, physician, or advanced registered nurse
practitioner;

(b) A person who possesses iodine in its elemental form, an iodine
matrix, or any quantity of methylsulfonylmethane in its powder form and
is actively engaged in the practice of animal husbandry of livestock;

(c) A person who possesses iodine in its elemental form or an
iodine matrix in conjunction with experiments conducted in a chemistry
or chemistry-related laboratory maintained by a:

(1) Public or private secondary school;

(i1) Public or private institution of higher education that is
accredited by a regional or national accrediting agency recognized by

the United States department of education;

Naturopathic Scope of Practice Sunrise Page 43



O J o O b w N

11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
277
28
29
30
31

32
33
34
35
36

(iii) Manufacturing facility, government agency, oOr research
facility in the course of lawful business activities;

(d) A wveterinarian, physician, naturopathic physician, advanced

registered nurse practitioner, pharmacist, retail distributor,
wholesaler, manufacturer, warehouse operator, or common carrier, or an
agent of any of these persons who possesses iodine in 1its elemental
form, an iodine matrix, or methylsulfonylmethane in its powder form in
the regular course of lawful business activities; or

(e) A person working in a general hospital who possesses iodine in
its elemental form or an 1iodine matrix 1in the regular course of
employment at the hospital.

(4) Any person who purchases any quantity of iodine in 1its
elemental form, an iodine matrix, or any quantity of
methylsulfonylmethane must present an identification card or driver's
license issued by any state in the United States or Jjurisdiction of
another country before purchasing the item.

(5) The Washington state patrol shall develop a form to be used in
recording transactions involving 1iodine 1in 1its elemental form, an
iodine matrix, or methylsulfonylmethane. A person who sells or
otherwise transfers any quantity of iodine in its elemental form, an
iodine matrix, or any quantity of methylsulfonylmethane to a person for
any purpose authorized in subsection (3) of this section must record
each sale or transfer. The record must be made on the form developed
by the Washington state patrol and must be retained by the person for
at least three years. The Washington state patrol or any local law
enforcement agency may request access to the records.

(a) Failure to make or retain a record required under this
subsection is a misdemeanor.

(b) Failure to comply with a request for access to records required
under this subsection to the Washington state patrol or a local law

enforcement agency is a misdemeanor.

Sec. 5. RCW 69.45.010 and 2013 ¢ 19 s 81 are each reenacted and
amended to read as follows:

The definitions in this section apply throughout this chapter.

(1) "Commission" means the pharmacy quality assurance commission.

(2) "Controlled substance" means a drug, substance, or immediate
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precursor of such drug or substance, so designated under or pursuant to
chapter 69.50 RCW, the uniform controlled substances act.

(3) "Deliver" or "delivery" means the actual, constructive, or
attempted transfer from one person to another of a drug or device,
whether or not there is an agency relationship.

(4) "Department" means the department of health.

(5) "Dispense" means the interpretation of a prescription or order
for a drug, biological, or device and, pursuant to that prescription or
order, the proper selection, measuring, compounding, labeling, or
packaging necessary to prepare that prescription or order for delivery.

(6) "Distribute" means to deliver, other than by administering or
dispensing, a legend drug.

(7) "Drug samples" means any federal food and drug administration
approved controlled substance, legend drug, or products requiring
prescriptions in this state, which is distributed at no charge to a
practitioner by a manufacturer or a manufacturer's representative,
exclusive of drugs under <clinical investigations approved by the
federal food and drug administration.

(8) "Legend drug" means any drug that is required by state law or
by regulations of the commission to be dispensed on prescription only
or is restricted to use by practitioners only.

(9) "Manufacturer" means a person or other entity engaged in the
manufacture or distribution of drugs or devices, but does not include
a manufacturer's representative.

(10) "Manufacturer's representative" means an agent or employee of
a drug manufacturer who 1is authorized by the drug manufacturer to
possess drug samples for the purpose of distribution in this state to
appropriately authorized health care practitioners.

(11) "Person" means any individual, corporation, government or
governmental subdivision or agency, business trust, estate, trust,
partnership, association, or any other legal entity.

(12) "Practitioner" means a physician under chapter 18.71 RCW, an
osteopathic physician or an osteopathic physician and surgeon under
chapter 18.57 RCW, a dentist under chapter 18.32 RCW, a podiatric

physician and surgeon under chapter 18.22 RCW, a naturopathic physician

under chapter 18.36A RCW, a veterinarian under chapter 18.92 RCW, a

pharmacist under chapter 18.64 RCW, a commissioned medical or dental

officer in the United States armed forces or the public health service
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in the discharge of his or her official duties, a duly 1licensed
physician or dentist employed by the veterans administration in the
discharge of his or her official duties, a registered nurse or advanced
registered nurse practitioner under chapter 18.79 RCW when authorized
to prescribe by the nursing care dquality assurance commission, an
osteopathic physician assistant under <chapter 18.57A RCW when
authorized by the board of osteopathic medicine and surgery, or a
physician assistant under chapter 18.71A RCW when authorized by the
medical quality assurance commission.

(13) "Reasonable cause" means a state of facts found to exist that
would warrant a reasonably intelligent and prudent person to believe
that a person has violated state or federal drug laws or regulations.

(14) "Secretary" means the secretary of health or the secretary's

designee.

Sec. 6. RCW 69.50.101 and 2014 c 192 s 1 are each amended to read
as follows:

Unless the context clearly requires otherwise, definitions of terms
shall be as indicated where used in this chapter:

(a) "Administer" means to apply a controlled substance, whether by
injection, inhalation, ingestion, or any other means, directly to the
body of a patient or research subject by:

(1) a practitioner authorized to prescribe (or, by the
practitioner's authorized agent); or

(2) the patient or research subject at the direction and in the
presence of the practitioner.

(b) "Agent" means an authorized person who acts on behalf of or at
the direction of a manufacturer, distributor, or dispenser. It does
not include a common or contract carrier, public warehouseperson, or
employee of the carrier or warehouseperson.

(c) "Commission" means the pharmacy quality assurance commission.

(d) "Controlled substance" means a drug, substance, or immediate
precursor included in Schedules I through V as set forth in federal or
state laws, or federal or commission rules.

(e) (1) "Controlled substance analog" means a substance the chemical
structure of which is substantially similar to the chemical structure

of a controlled substance in Schedule I or II and:
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(1) that has a stimulant, depressant, or hallucinogenic effect on
the central nervous system substantially similar to the stimulant,
depressant, or hallucinogenic effect on the central nervous system of
a controlled substance included in Schedule I or II; or

(i1) with respect to a particular individual, that the individual
represents or intends to have a stimulant, depressant, or
hallucinogenic effect on the central nervous system substantially
similar to the stimulant, depressant, or hallucinogenic effect on the
central nervous system of a controlled substance included in Schedule
I or IT.

(2) The term does not include:

(1) a controlled substance;

(i1i) a substance for which there 1s an approved new drug
application;

(iii) a substance with respect to which an exemption is in effect
for investigational use by a particular person under Section 505 of the
federal Food, Drug and Cosmetic Act, 21 U.S.C. Sec. 355, to the extent
conduct with respect to the substance is pursuant to the exemption; or

(iv) any substance to the extent not intended for human consumption
before an exemption takes effect with respect to the substance.

(f) "Deliver" or "delivery," means the actual or constructive
transfer from one person to another of a substance, whether or not
there is an agency relationship.

(g) "Department" means the department of health.

(h) "Dispense" means the interpretation of a prescription or order
for a controlled substance and, pursuant to that prescription or order,
the proper selection, measuring, compounding, labeling, or packaging
necessary to prepare that prescription or order for delivery.

(1) "Dispenser" means a practitioner who dispenses.

(J) "Distribute" means to deliver other than by administering or
dispensing a controlled substance.

(k) "Distributor" means a person who distributes.

(1) "Drug" means (1) a controlled substance recognized as a drug in
the official United States pharmacopoeia/national formulary or the
official homeopathic pharmacopoeia of the United States, or any
supplement to them; (2) controlled substances intended for use in the
diagnosis, cure, mitigation, treatment, or prevention of disease in

individuals or animals; (3) controlled substances (other than food)
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intended to affect the structure or any function of the body of
individuals or animals; and (4) controlled substances intended for use
as a component of any article specified in (1), (2), or (3) of this
subsection. The term does not include devices or their components,
parts, or accessories.

(m) "Drug enforcement administration”™ means the drug enforcement
administration in the United States Department of Justice, or its
successor agency.

(n) "Electronic communication of prescription information" means
the transmission of a prescription or refill authorization for a drug
of a practitioner using computer systems. The term does not include a
prescription or refill authorization verbally transmitted by telephone
nor a facsimile manually signed by the practitioner.

(o) "Immediate precursor" means a substance:

(1) that the commission has found to be and by rule designates as
being the principal compound commonly used, or produced primarily for
use, in the manufacture of a controlled substance;

(2) that is an immediate chemical intermediary used or likely to be
used in the manufacture of a controlled substance; and

(3) the control of which is necessary to prevent, curtail, or limit
the manufacture of the controlled substance.

(p) "Isomer" means an optical isomer, but in subsection (z) (5) of
this section, RCW 69.50.204(a) (12) and (34), and 69.50.206(b) (4), the
term includes any geometrical isomer; in RCW 69.50.204 (a) (8) and (42),
and 69.50.210(c) the term includes any positional isomer; and in RCW
69.50.204 (a) (35), 69.50.204(c), and 69.50.208(a) the term includes any
positional or geometric isomer.

(q) "Lot" means a definite quantity of marijuana, <useable
marijuana, or marijuana-infused product identified by a lot number,
every portion or package of which is wuniform within recognized
tolerances for the factors that appear in the labeling.

(r) "Lot number" shall identify the licensee by business or trade
name and Washington state unified business identifier number, and the
date of harvest or processing for each lot of marijuana, useable
marijuana, or marijuana-infused product.

(s) "Manufacture" means the production, preparation, propagation,
compounding, conversion, or processing of a controlled substance,

either directly or indirectly or by extraction from substances of
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natural origin, or independently by means of chemical synthesis, or by
a combination of extraction and chemical synthesis, and includes any
packaging or repackaging of the substance or labeling or relabeling of
its container. The term does not include the preparation, compounding,
packaging, repackaging, labeling, or relabeling of a controlled
substance:

(1) by a practitioner as an incident to the practitioner's
administering or dispensing of a controlled substance in the course of
the practitioner's professional practice; or

(2) by a practitioner, or by the practitioner's authorized agent
under the practitioner's supervision, for the purpose of, or as an
incident to, research, teaching, or chemical analysis and not for sale.

(t) "Marijuana" or "marihuana" means all parts of the plant
Cannabis, whether growing or not, with a THC concentration greater than
0.3 percent on a dry weight Dbasis; the seeds thereof; the resin
extracted from any part of the plant; and every compound, manufacture,
salt, derivative, mixture, or preparation of the plant, its seeds or
resin. The term does not include the mature stalks of the plant, fiber
produced from the stalks, o0il or cake made from the seeds of the plant,
any other compound, manufacture, salt, derivative, mixture, or
preparation of the mature stalks (except the resin extracted
therefrom), fiber, o0il, or cake, or the sterilized seed of the plant
which is incapable of germination.

(u) "Marijuana concentrates" means products consisting wholly or in
part of the resin extracted from any part of the plant Cannabis and
having a THC concentration greater than sixty percent.

(v) "Marijuana processor" means a person licensed by the state
liquor control board to process marijuana 1into useable marijuana and
marijuana-infused products, package and label useable marijuana and
marijuana-infused products for sale in retail outlets, and sell useable
marijuana and marijuana-infused products at wholesale to marijuana
retailers.

(w) "Marijuana producer" means a person licensed by the state
liquor control board to produce and sell marijuana at wholesale to
marijuana processors and other marijuana producers.

(x) "Marijuana-infused products" means products that contain

marijuana or marijuana extracts, are intended for human use, and have
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a THC concentration greater than 0.3 percent and no greater than sixty
percent. The term "marijuana-infused products" does not include either
useable marijuana or marijuana concentrates.

(y) "Marijuana retailer" means a person licensed by the state
liquor control board to sell useable marijuana and marijuana-infused
products in a retail outlet.

(z) "Narcotic drug" means any of the following, whether produced
directly or indirectly by extraction from substances of vegetable
origin, or 1independently by means of chemical synthesis, or by a
combination of extraction and chemical synthesis:

(1) Opium, opium derivative, and any derivative of opium or opium
derivative, 1including their salts, isomers, and salts of isomers,
whenever the existence of the salts, isomers, and salts of isomers is
possible within the specific chemical designation. The term does not
include the isoquinoline alkaloids of opium.

(2) Synthetic opiate and any derivative of synthetic opiate,
including their isomers, esters, ethers, salts, and salts of isomers,
esters, and ethers, whenever the existence of the isomers, esters,
ethers, and salts is possible within the specific chemical designation.

(3) Poppy straw and concentrate of poppy straw.

(4) Coca leaves, except coca leaves and extracts of coca leaves
from which cocaine, ecgonine, and derivatives or ecgonine or their
salts have been removed.

(5) Cocaine, or any salt, isomer, or salt of isomer thereof.

(6) Cocaine base.

(7) Ecgonine, or any derivative, salt, isomer, or salt of isomer
thereof.

(8) Any compound, mixture, or preparation containing any quantity
of any substance referred to in subparagraphs (1) through (7).

(aa) "Opiate" means any substance having an addiction-forming or
addiction-sustaining liability similar to morphine or being capable of
conversion into a drug having addiction-forming or addiction-sustaining
liability. The term includes opium, substances derived from opium
(opium derivatives), and synthetic opiates. The term does not include,
unless specifically designated as controlled under RCW 69.50.201, the
dextrorotatory isomer of 3-methoxy-n-methylmorphinan and its salts
(dextromethorphan) . The term includes the racemic and levorotatory

forms of dextromethorphan.
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(bb) "Opium poppy" means the plant of the species Papaver
somniferum L., except its seeds.

(cc) "Person" means individual, corporation, business trust,
estate, trust, partnership, association, joint wventure, government,
governmental subdivision or agency, or any other legal or commercial
entity.

(dd) "Poppy straw" means all parts, except the seeds, of the opium
poppy, after mowing.

(ee) "Practitioner" means:

(1) A physician under chapter 18.71 RCW; a physician assistant
under chapter 18.71A RCW; an osteopathic physician and surgeon under

chapter 18.57 RCW; a naturopathic physician under chapter 18.36A RCW;

an osteopathic physician assistant under chapter 18.57A RCW who 1is
licensed under RCW 18.57A.020 subject to any limitations in RCW
18.57A.040; an optometrist licensed under chapter 18.53 RCW who 1s
certified by the optometry board under RCW 18.53.010 subject to any
limitations in RCW 18.53.010; a dentist under chapter 18.32 RCW; a
podiatric physician and surgeon under chapter 18.22 RCW; a veterinarian
under chapter 18.92 RCW; a registered nurse, advanced registered nurse

practitioner, or licensed practical nurse under chapter 18.79 RCW; ((&

pharmacist under chapter 18.64 RCW or a scientific investigator under

this chapter, licensed, registered or otherwise permitted insofar as is
consistent with those licensing laws to distribute, dispense, conduct
research with respect to or administer a controlled substance in the
course of their professional practice or research in this state.

(2) A pharmacy, hospital or other institution licensed, registered,
or otherwise permitted to distribute, dispense, conduct research with
respect to or to administer a controlled substance in the course of
professional practice or research in this state.

(3) A physician licensed to practice medicine and surgery, a
physician licensed to practice osteopathic medicine and surgery, a
dentist licensed to practice dentistry, a podiatric physician and
surgeon licensed to practice podiatric medicine and surgery, a licensed
physician assistant or a licensed osteopathic physician assistant
specifically approved to prescribe controlled substances by his or her

state's medical quality assurance commission or equivalent and his or
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her supervising physician, an advanced registered nurse practitioner

licensed to prescribe controlled substances, a naturopathic physician

licensed to prescribe controlled substances, or a veterinarian licensed

to practice veterinary medicine in any state of the United States.

(ff) "Prescription" means an order for controlled substances issued
by a practitioner duly authorized by law or rule in the state of
Washington to prescribe controlled substances within the scope of his
or her professional practice for a legitimate medical purpose.

(gg) "Production" includes the manufacturing, planting,
cultivating, growing, or harvesting of a controlled substance.

(hh) "Retail outlet" means a location licensed by the state liquor
control board for the retail sale of useable marijuana and marijuana-

infused products.

(11) "Secretary" means the secretary of health or the secretary's
designee.
(J3J) "State," unless the context otherwise requires, means a state

of the United States, the District of Columbia, the Commonwealth of
Puerto Rico, or a territory or insular possession subject to the
jurisdiction of the United States.

(kk) "THC concentration" means percent of delta-9
tetrahydrocannabinol content per dry weight of any part of the plant
Cannabis, or per volume or weight of marijuana product, or the combined
percent of delta-9 tetrahydrocannabinol and tetrahydrocannabinolic acid
in any part of the plant Cannabis regardless of moisture content.

(11) "Ultimate user" means an individual who lawfully possesses a
controlled substance for the individual's own use or for the use of a
member of the individual's household or for administering to an animal
owned by the individual or by a member of the individual's household.

(mm) "Useable marijuana" means dried marijuana flowers. The term
"useable marijuana" does not include either marijuana-infused products

or marijuana concentrates.

——— END ---
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Applicant Report Cover Sheet and Outline
Washington State Department of Health Sunrise Review

COVER SHEET

o Legislative proposal being reviewed under the sunrise process (include bill number if
available):

Bill #: H 4573.4 Concerning prescriptive authority of naturopaths.

Summary: A naturopath may prescribe and administer controlled substances contained in
Schedules II through V of the uniform controlled substances act, chapter 69.50 RCW, necessary in
the practice of naturopathy.

Proposed Amendments: WANP recommends the Final Sunrise Review Report and
Recommendations to the Legislature include a pain management section that conforms with HB
2876 (2010) Concerning pain management (Moeller); plus the following two bolded amendments
that will require authorization by the Board of Naturopathy because H 4573.4 fails to require such
authorization:

Sec. 3. RCW 69.41.030 and 2013 c71 s 1 and 2013 c 12 s 1 are each reenacted and amended to read
as follows: (1) It shall be unlawful for any person to sell, deliver, or possess any legend drug except
upon the order or prescription of “....a naturopathic physician under chapter 18.36A RCW when

authorized by the board of naturopathy, ....”

Sec. 5. RCW 69.45.010 and 2013 c 19 s 81 are each reenacted and amended to read as follows:
.... (12) "Practitioner"” means ... a naturopathic physician under chapter 18.36A RCW when

authorized to prescribe by the board of naturopathy ....

e Name and title of profession the applicant seeks to credential/institute change in scope
of practice:

Naturopathy (Naturopathic Physicians) RCW 18.36A

e Applicant’s organization: Washington Association of Naturopathic Physicians (WANP)
Contact person: Robert May, ND - Executive Director
Address: 9500 Roosevelt Way NE, Ste 306, Seattle, WA 98115
Telephone number: 206-547-2130 Email address: executive@wanp.org

e Number of members in the organization: Approximately 350
Approximate number of individuals practicing in Washington: 850

Name(s) and address(es) of national organization(s) with which the state organization is
affiliated:

The American Association of Naturopathic Physicians

818 18th Street, NW, Suite 250

Washington, DC 20006 www.naturopathic.org

o Name(s) of other state organizations representing the profession: None
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OUTLINE OF FACTORS TO BE ADDRESSED

Please refer to RCW 18.120.030 (attached) for more detail. Concise, narrative answers are
encouraged. Please explain the following:

(1) Define the problem and why regulation is necessary:

In Washington State, Naturopathic physicians (NDs) are licensed and regulated by the State Board
of Naturopathy and have primary care scope of practice, including prescriptive authority for legend
drugs, and the controlled substances testosterone and codeine. NDs are not currently authorized to
prescribe other controlled substances commonly used in primary care practice.

As of January 2014, NDs are eligible to enroll as primary care providers in Apple Health (Medicaid)
and are covered in the Exchange Medicaid Insurance plans, including Coordinated Care Corp.,
Community Health Plan of Washington, and Molina Healthcare of Washington. This expanded
demographic includes many patients with medical conditions that require controlled substances in
the primary care setting.

Due to the limitations on ND prescriptive authority, NDs now must refer patients to other primary
care providers when controlled substances are necessary. This results in “dual-utilization” of
medical providers, and increased costs to patients, insurers, and the State. It also interferes with
optimal patient care by disrupting continuity and coordination of care.

In addition, the well-known and increasing shortage of primary care providers due to the expansion
of Medicaid and increased coverage under the Affordable Care Act is making such referrals more
challenging.

(2) The efforts made to address the problem:

H 4573.4, as submitted by Representative Cody, is the specific effort to update the naturopathic
practice act (RCW 18.36A) to address the problem described above.

(3) The alternatives considered:

NDs are licensed and regulated by the State Board of Naturopathy. However, the Board cannot
provide for such expansion of scope. Legislation, with rulemaking by the Board of Naturopathy, is
required to make this change in prescriptive authority.

(4) The benefit to the public if regulation is granted:

Benefits to the public, insurance carriers and the State, include lower costs, improved quality of care
and increased access to primary care providers. Regulation and supervision by the Board of
Naturopathy will assure proper qualifications, education, training, examinations, and maintenance
of competency.

(5) The extent to which regulation might harm the public:

The need for regulation of controlled substances to protect the public from harm is well
documented and was further identified in the passage of HB 2876 (2010) Concerning pain
management (Moeller), which required health care provider boards and commissions to adopt new
and extensive rules regarding chronic, non-cancer pain management.
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(6) The maintenance of standards:

The Washington State Board of Naturopathy regulates the naturopathic profession. This body is
responsible for and subject to all of the oversight provisions and requirements for effective quality
assurance standards to exist in the health profession as defined in the following:

e RCW 18.130 Regulation of Health Professions - Uniform Disciplinary Act

o WAC 246-12 Administrative Procedure and Requirements for Credentialed health Care
Providers

e WAC 246-16 Standard of Professional Conduct

Ultimate oversight is already in place under the Washington State Secretary of Health.

(7) A description of the group proposed for regulation, including a list of associations,
organizations, and other groups representing the practitioners in this state, an estimate of
the number of practitioners in each group, and whether the groups represent different levels
of practice.

Naturopathic physicians are the group proposed for regulation and are already licensed under RCW
18.36A and regulated by the State Board of Naturopathy under WAC 246-836. The Washington
Association of Naturopathic Physicians (WANP) is the only group in the state representing
naturopathic physicians, and has done so since 1934. WANP does not represent groups with
different levels of practice. According to the Department of Health, there are currently 1177 NDs
licensed in Washington State (as reported at the May 16, 2014, State Board of Naturopathy public
meeting.)

(8) The expected costs of regulation:

NDs are already eligible to obtain DEA numbers at a cost of approximately $750 every 3 years. We
anticipate additional requirements and costs for continuing education and training for those NDs
who choose to prescribe the controlled substances listed under Bill #: H 4573.4.

We do not foresee any additional costs to the State from this legislation.
(9) List and describe major functions and procedures performed by members of the
profession (refer to titles listed above.) Indicate percentage of time typical individual

spends performing each function or procedure:

Naturopathic physicians are recognized in statute and in practice as primary care providers in the
State of Washington. See attached reference.

As primary care providers, NDs supervise, coordinate, and provide initial care or continuing care to

patients, and initiate a referral for specialty care and maintain supervision of health care services
rendered to the covered person. WAC 284-43-130(26)
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Attachment
NATUROPATHIC PHYSICIANS (NDs) ARE PRIMARY CARE PROVIDERS (PCPs)
Health Care Authority, Labor and Industries, and Public Assistance cover NDs as PCPs.

Exchange Regence Innova small group plan includes NDs as physicians performing primary care
services.

Exchange Non-PPO Private Insurance plans cover NDs as PCP Physicians: Bridge Span Health
Co. (Cambia’s Regence individual Exchange Plan); Lifewise Health Plan of WA (subsidiary of
Premera Blue Cross); Premera.

Exchange Medicaid Insurance plans cover ND PCP services: Coordinated Care Corp.;
Community Health Plan of Washington; Molina Healthcare of Washington.

ND COVERED AS PCPs UNDER EXCHANGE CARRIER PLANS

WAC 284-43-865 OFFICE OF INSURANCE COMMISSIONER. Essential health benefits package
benchmark reference plan.

A not grandfathered individual or small group health benefit plan offered, issued, amended or
renewed on or after January 1, 2014, must, at a minimum, include coverage for essential health
benefits. "Essential health benefits" means all of the following:

(1) The benefits and services covered by health care service contractor Regence Blue Shield as
the Innova small group plan policy form, policy form number WW0711CCONMS, and certificate
form number WWO0112BINNS, offered during the first quarter of 2012. The SERFF filing number
is RGWA-127372701.

NOTE: Regence Innova is the small group plan that was selected as the state’s benchmark
reference plan for the Exchange. Naturopathic Physicians (NDs) are included as primary care
Physicians (PCPs) under Regence Innova: Physician means an individual who is duly licensed as
a doctor of medicine (M.D.), doctor of osteopathy (D.O.) or doctor of naturopathic medicine
(N.D.) who is a Provider covered under the Contract.

NDs COVERED AS PCPS UNDER HEALTH CARE AUTHORITY

SB 5034 - Making 2013-2015 operating appropriations. (Hill, Hargrove; By Request: Governor
Gregoire)

18 NEW SECTION. Sec. 213. FOR THE STATE HEALTH CARE AUTHORITY

33 The appropriations in this section are subject to the following

34 conditions and limitations:

10 (40) Within the amounts appropriated in this section, the authority

11 shall reimburse for primary care services provided by naturopathic

12 physicians.

WSR 13-20-031 HEALTH CARE AUTHORITY [Filed September 23, 2013, 3:09 p.m.]
NOTICE

Title or Subject: Medicaid State Plan Amendment (SPA) 13-28. Effective Date: January
1, 2013.
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Description: The agency intends to submit medicaid SPA 13-28 to:

» Comply with the state budget approved by the legislature in ESSB 5034, which
recognizes naturopathic physicians as physicians who can enroll with medicaid and
bill medicaid for physician-related primary care services provided to medicaid
clients.... The agency anticipates no increase in annual aggregate expenditures
associated with recognizing naturopathic physicians as medicaid providers....

WAC 182-500-0085 Health Care Authority, Medical assistance. definitions—P.
"Physician" means a doctor of medicine, osteopathy, naturopathy, or podiatry who is
legally authorized to perform the functions of the profession by the state in which the
services are performed.

WAC 182-502-0002 HEALTH CARE AUTHORITY. ADMINISTRATION OF MEDICAL
PROGRAMS—PROVIDERS

Eligible provider types. The following health care professionals, health care entities,

suppliers or contractors of service may request enrollment with the Washington

state health care authority (medicaid agency) to provide covered health care services

to eligible clients. For the purposes of this chapter, health care services

include((s)) treatment, equipment, related supplies, and drugs.

(1) Professionals: .... (p) Naturopathic physicians;

NDs COVERED AS PCPS UNDER LABOR AND INDUSTRIES PLANS

WAC 296-20-01010 DEPARTMENT OF LABOR AND INDUSTRIES. Medical Aid Rules. Scope of
health care provider network.

... (2) As of January 1, 2013, the following types of health care providers (hereafter providers)
must be enrolled in the network with an approved provider agreement to provide and be
reimbursed for care to injured workers in Washington state beyond the initial office or
emergency room visit:

(a) Medical physicians and surgeons;

(b) Osteopathic physicians and surgeons;

(c) Chiropractic physicians;

(d) Naturopathic physicians;

(h) Advanced registered nurse practitioners; and

(i) Physician assistants.

... (4) The department may phase implementation of the network to ensure access within all
geographic areas. The director of the department shall determine, at his/her discretion,
whether to establish or expand the network, after consideration of at least the following:

* The percent of injured workers statewide who have access to at least five primary care
providers within fifteen miles, compared to a baseline established within the previous twelve
months;

WAC 296-20-01002 DEPARTMENT OF LABOR AND INDUSTRIES. Medical aid rules. Definitions.
... Attending provider: For these rules, means a person licensed to independently practice one
or more of the following professions: Medicine and surgery; osteopathic medicine and surgery;
chiropractic; naturopathic physician; podiatry; dentistry; optometry; and advanced registered
nurse practitioner. An attending provider actively treats an injured or ill worker.

Naturopathic Scope of Practice Sunrise Page 59



... Doctor or attending doctor: For these rules, means a person licensed to independently
practice one or more of the following professions: Medicine and surgery; osteopathic medicine
and surgery; chiropractic; naturopathic physician; podiatry; dentistry; optometry. An
attending doctor is a treating doctor.

... Health services provider or provider: For these rules means any person, firm, corporation,
partnership, association, agency, institution, or other legal entity providing any kind of services
related to the treatment of an industrially injured worker. It includes, but is not limited to,
hospitals, medical doctors, dentists, ... osteopathic physicians, ... naturopathic physicians, and
durable medical equipment dealers.

WAC 296-23 DEPARTMENT OF LABOR AND INDUSTRIES. Radiology, radiation
therapy, nuclear medicine, pathology, hospital, chiropractic, physical therapy,
drugless therapeutics and nursing -- Drugless therapeutics, etc.
NATUROPATHIC PHYSICIANS

296-23-205 General instructions -- Naturopathic physicians.

296-23-215  Office visits and special services—Naturopathic physicians.

WAC 296-17A-6109 DEPARTMENT OF LABOR AND INDUSTRIES. Classification
6109. 6109-00 Physicians, surgeons, and medical clinics, N.O.C.

6109-04 Naturopaths, N.O.C. Applies to establishments of health practitioners not
covered by another classification (N.O.C.) who diagnose, treat, and care for patients,
using a system of practice that bases treatment of physiological functions and
abnormal conditions on natural laws governing the human body, relying on natural
remedies such as, but not limited to, acupuncture, sunlight supplemented with diet, and
naturopathic corrections and manipulations to treat the sick. This classification includes
clerical office and sales personnel, as well as other employees engaged in service in
the naturopath's office.

NDs INCLUDED AS PCPS UNDER DSHS/DOH/DOL

RCW 74.09.010 Public Assistance. Medical care. Definitions

The definitions in this section apply throughout this chapter unless the context clearly requires
otherwise.

(1) "Children's health program" ....

(8) "Health home" or "primary care health home" means coordinated health care
provided by a licensed primary care provider coordinating all medical care services, and
a multidisciplinary health care team comprised of clinical and nonclinical staff. The term
"coordinating all medical care services" shall not be construed to require prior authorization
by a primary care provider in order for a patient to receive treatment for covered services
by an optometrist licensed under chapter 18.53RCW. Primary care health home services
shall include those services defined as health home services in 42 U.S.C. Sec. 1396w-4
and, in addition, may include, but are not limited to:

(16) "Primary care provider" means a general practice physician, family practitioner, internist,
pediatrician, osteopath, naturopath, physician assistant, osteopathic physician assistant, and
advanced registered nurse practitioner licensed under Title 18 RCW.

RCW 74.09.470 Public assistance. Children's affordable health coverage -- Department duties.
(6) The authority .... shall collaborate with the department of social and health services,
department of health, local public health jurisdictions, the office of the superintendent of
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public instruction, the department of early learning, health educators, health care providers,
health carriers, community-based organizations, and parents in the design and development of
this effort. The outreach and education effort shall include the following components:

(e) Development and dissemination of materials to engage and inform parents and families
statewide on issues such as: The benefits of health insurance coverage; the appropriate use of
health services, including primary care provided by health care practitioners licensed under
chapters 18.71, 18.57, 18.36A (naturopathic physician), and 18.79 RCW, and emergency
services; the value of a medical home, well-child services and immunization, and other
preventive health services with linkages to department of health child profile efforts;
identifying and managing chronic conditions such as asthma and diabetes; and the value of
good nutrition and physical activity;

WAC 246-338-020 DEPARTMENT OF HEALTH. Licensure—Types of medical test site licenses.
After July 1, 1990, any person advertising, operating, managing, owning, conducting, opening,
or maintaining a medical test site must first obtain a license from the department. License types
are described in Table 020-1.

(2) Provider performed microscopic procedures (PPMP) ....

(a) PPMP may be performed only by one of the following licensed professionals: ... (v)
Naturopath licensed under chapter 18.36A RCW, Naturopathy ....

WAC 246-803-010 DEPARTMENT OF HEALTH. East Asian Medicine Practitioner Definitions.
The definitions in this section apply throughout this chapter unless the context clearly requires
otherwise:

(10) "Primary health care provider" is an individual licensed under:

(a) Chapter 18.36A RCW, Naturopathy;

(b) Chapter 18.57 RCW, Osteopathy—Osteopathic medicine and surgery;

(c) Chapter 18.57A RCW, Osteopathic physicians' assistants;

(d) Chapter 18.71 RCW, Physicians;

(e) Chapter 18.71A RCW, Physician assistants; or

(f) RCW 18.79.050, "Advanced registered nursing practice" defined—Exceptions

RCW 18.06.140 BUSINESSES AND PROFESSIONS. East Asian medicine practitioners.
Consultation and referral to other health care practitioners.

(2) When a person licensed under this chapter sees patients with potentially serious
disorders such as cardiac conditions, acute abdominal symptoms, and such other conditions,
the practitioner shall immediately request a consultation or recent written diagnosis from a
primary health care provider licensed under chapter 18.71, 18.57, 18.57A, 18.36A, or 18.71A
RCW or RCW 18.79.050.

WAC 308-96B-010 DEPARTMENT OF LICENSING; Definitions—Individual with disabilities
special parking privileges.

For the purposes of determining eligibility under RCW 46.16.381, for individual with disabilities
special parking placards and license plates, the following definitions apply:

(1) "Application for individual" means the form provided by the department that must be
completed by the individual and physician.

(4) "Licensed physician" is a health care provider to include: ... naturopath (ND) ....
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HB 2549 (2008) Establishing a patient-centered primary care collaborative program
(Seaquist).

NEW SECTION. Sec. 1. The legislature finds that our primary care system is severely faltering
and the number of people choosing primary care as a profession is decreasing dramatically.
Primary care providers include family medicine and general internal medicine physicians,
pediatricians, naturopathic physicians, advanced registered nurse practitioners, and physician
assistants.
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Naturopathic Scope of Practice Sunrise
Follow Up Questions to Applicant

Responses from Washington Association of Naturopathic Physicians
Contact: Robert May, ND executive@wanp.org 206-547-2130

July 9, 2014

1. Please explain generally how prescription of controlled substances fits within the
traditional philosophy and practice of naturopathy.

The scope of naturopathic medicine has evolved since its inception to include primary care
practice. As the profession has grown and become more integrated within the larger
healthcare system, the patient demographics have changed as well. NDs now participate in
Medicaid, as well as all private insurance plans in Washington. To meet the needs of this
larger patient population NDs need prescriptive authority for controlled substances Schedule
-V,

Traditional naturopathic philosophy emphasizes the importance of supporting the patient’s
innate healing capacity and thus includes a wide array of ‘natural’ therapeutics, such as diet,
lifestyle and nutritional medicine. However, this philosophy does not preclude the use of
treatments that are in the best interest of the patient and meet the current standard of care.

NDs are currently trained and licensed to utilize prescription drugs, including testosterone
and codeine products in Schedules lll, IV and V. Such prescriptions are most commonly used
when non-pharmaceutical treatments are not appropriate to address a patient’s condition at
a particular time.

2. Schedules Il through V of the Uniform Controlled Substances Act (UCSA) broadly
includes opium/opiates, stimulants, depressants, narcotics, and anabolic steroids, with
specific substances and drugs fully set forth in Chapter 69.50 RCW.

(A) From among the listed drugs and substances in these schedules, which are those
that would be commonly used in primary care practice of naturopathic physicians, for
what specific purpose, and with what frequency?

ND education and scope of practice focuses on primary care services. Therefore, the ND use
of controlled substances will be limited to those medications appropriate for primary care
services. In addition, NDs have a wide array of non-pharmacologic treatments and have many
options for treatment that do not involve use of controlled substances.

See the attached list of ‘top twenty’ most commonly prescribed controlled substances from
the Prescription Review Program of the Washington Department of Health.
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We anticipate, and recommend, that with the addition of prescriptive authority for controlled
substances, NDs will be subject to all provisions of the Pain Management Rules, RCW
18.32.785, as applied to ARNPs, MDs, and DOs.

(B) Similarly, which of the listed drugs and substances would be rarely or never used in a
naturopathic setting?

NDs would rarely or never use those controlled medications not recognized or appropriate for
primary care practice.

Please see the ‘top twenty’ most commonly prescribed controlled substances list referenced
above. We expect NDs prescription patterns will parallel the frequency of use reflected in
this data and that additional controlled substances will rarely be used.

3. lIsityourintent to include all Schedule Il =V controlled substances, or do you intend for
the board of naturopathy to have authority to limit the medications in rule?

Yes, it is our intent to include all Schedule Il - V controlled substances, consistent with the ND
primary care scope of practice. However, the WANP has also requested in our Applicant
Report that the legislature includes the following three amendments to H-4573.4/14 4th in
the final Sunrise Review Report and Recommendations to the Legislature. These
Amendments will require the Board of Naturopathy to (1) adopt new rules on chronic, non-
cancer pain management under HB 2876 (2010) Concerning pain management (Moeller); and
(2) to authorize a naturopathic physician to prescribe controlled substances, as follows:

(1) Include a pain management section that conforms with HB 2876 (2010) Concerning pain
management (Moeller); plus the following two underlined amendments that will require the
Board of Naturopathy to authorize a naturopathic physician to prescribe controlled
substances because H 4573.4 fails to require such authorization:

(2) Sec. 3. RCW 69.41.030 and 2013 c 71 s 1 and 2013 ¢ 12 s 1 are each reenacted and
amended to read as follows: (1) It shall be unlawful for any person to sell, deliver, or possess
any legend drug except upon the order or prescription of “....a naturopathic physician under
chapter 18.36A RCW when authorized by the board of naturopathy, ....”

(3) Sec. 5. RCW 69.45.010 and 2013 c 19 s 81 are each reenacted and amended to read as
follows: .... (12) "Practitioner" means ... a naturopathic physician under chapter 18.36A RCW
when authorized to prescribe by the board of naturopathy ....

These amendments will conform naturopathic laws to those of the ARNP, DO, and MD boards
and commissions regarding pain management. They will also require the Board of
Naturopathy to promulgate new rules covering new education and training requirements for
these new controlled substances as further discussed below.
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4. Do you have specific data to support the reference to the “well-known and increasing
shortage of primary care providers due to the expansion of Medicaid and increased
coverage under the Affordable Care Act?”

Yes. Please see the attached document entitled, ‘SHORTAGE OF PRIMARY CARE PROVIDERS
REFERENCES.’

5. RCW 18.120.030(4)(c) asks the extent to which the public can be confident that qualified
practitioners are competent.

- (A) What education and training qualifies naturopaths to prescribe controlled
substances?

- (B) Please include initial education and training, as well as continuing education
currently available to ensure ongoing competency.

- (C) Please be specific on course content and credits/length and how this compares
to the level of preparation offered to other licensed professions with full prescriptive
authority.

- (D) Please also be specific regarding curricula both in Washington and for out-of-
state schools offering naturopathy training.

- (E) Please describe both the current curricula and the training received by
practitioners who graduated within the prior thirty years.

- (F) The draft bill expands the scope of practice for all naturopathic physicians. How
can the public be confident all currently licensed naturopaths have sufficient
training?

According to Bastyr University, the largest naturopathic medical institution in the country, ND
curriculum requires satisfactory completion of a total of 4383.5 hours of instruction. Of these
hours, 3173.5 are didactic and 1210 are clinical with 60.5 hours dedicated to pharmacology.
In addition, medication management is included in many of the clinical science courses in
third and fourth year, though it is very difficult to provide an exact number of hours for these.

The State of Vermont, which is in the process of finalizing full prescriptive authority for NDs,
surveyed a number of naturopathic medical institutions in the US and Canada and report
those hours of pharmacology instruction are as follows:

e Canadian College of Naturopathic Medicine, Toronto, ON — 70 hours

e National University of Health Sciences, Lombard, IL — 90 hours

e National College of Natural Medicine, Portland, OR — 72 hours

e Southwest College of Naturopathic Medicine, Scottsdale, AZ — 96 hours

In Washington State, naturopathic physicians have had prescriptive authority for all legend
drugs, including testosterone and codeine products in Schedules I, IV and V, since 2007
(WAC 246-836-210 and 246.836.211.) The WANP understands, according to DOH data, that
there have not been any complaints against NDs for prescribing substances that are in the
current authorized scope (i.e. legend drugs; codeine and testosterone products.)

Naturopathic Scope of Practice Sunrise Page 65



Public confidence in ND competence is enhanced by the requirements that all naturopathic
graduates must currently take and pass national board licensing exams (NPLEX) that include
pharmaco-therapeutic agents in schedules II-V. In addition to the national examinations, the
Department of Health, in November 2007, implemented WAC 246.836.210 and 246.836.211
requiring all NDs to complete additional educational hours for prescriptive authority for
legend substances and the controlled substances testosterone and codeine products.

Continuing education requirements for NDs in Washington State are defined in WAC
246.836.080. The WANP will recommend to the legislature the inclusion of a requirement for
the Board of Naturopathy to promulgate rules covering education and training requirements
for this expanded prescriptive authority.

The WANP recommends the DOH and other professions directly provide information about
‘the level of preparation offered to other licensed professions with full prescriptive
authority.’

Since 2005, all NDs, including those who graduated within the prior thirty years, have been
required to meet the education requirements specified in WAC 246.836.211. Similarly, to
qualify for expanded prescriptive authority, NDs will have to meet appropriate and clearly
defined educational requirements promulgated by the Board of Naturopathy following
passage of this legislation, including the amendments recommended above.

Evidence of public confidence in NDs is demonstrated by a finding in the 2013-2014 Puget
Sound Health Alliance report that rated Bastyr Center for Natural Health the fourth highest
score for ‘Overall Rating of the Provider’, a measure of the patient’s overall satisfaction. This
was out of 46 medical groups with clinics in 185 locations across the Puget Sound region. The
Center includes the Doctor of Naturopathic Medicine program.

6. RCW 18.120.030(3) asks what alternatives were considered to the proposal.

- (A) Did you consider options other than granting full prescriptive authority to
address the problem you identified with treating an expanded demographic?

- (B) Is full prescriptive authority, including all Schedule 1I-V controlled substances,
the only option?

Yes, full prescriptive authority, including all Schedule 1I-V controlled substances, is the only
option available for treating the expanded demographic of patients in Washington. RCW
18.36A.020 (10) of the Naturopathy Practice Act, specifically prohibits the prescribing of
controlled substances other than codeine and testosterone products that are contained in
Schedules I, IV, and V in chapter 69.50 RCW. Therefore, only an amendment to this law will
extend the authority to prescribe controlled substances to NDs.
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Naturopathic prescriptive authority will be the same as that of ARNPs in a primary care
setting. Full authority is necessary to address the full range of primary care clinical situations
and also to maintain the ability for NDs to access new drugs that will surely be developed for
use in primary care over time. Expanded prescriptive authority is also necessary to maintain
access to changes in classification of medications. This recently occurred with Tramadol,
previously a legend medication. It will soon be reclassified as a Schedule IV drug and NDs will
no longer have authority to prescribe it.
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WA State Dept. of Health

Top 20 Controlled Substances

01/01/2012-12/31/2012

Prescription Monitoring Program

01/01/2013-12/31/2013

Controlled Substance Generic Name # of RXs | # of Recipients Controlled Substance Generic Name # of RXs | # of Recipients
1 |HYDROCODONE /ACETAMINOPHEN 3,007,054 1,153,732] 1 |HYDROCODONE /ACETAMINOPHEN 2,814,288 1,109,338
2 |OXYCODONE HCL 927,899 252,365 2 |OXYCODONE HCL 962,909 271,387
3 |OXYCODONE HCL/ACETAMINOPHEN 922,408 399,757| 3 |OXYCODONE HCL/ACETAMINOPHEN 854,344 375,630
4 |ZOLPIDEM 916,823 225,108] 4 |ZOLPIDEM 834,515 204,446
5 |ALPRAZOLAM 657,064 182,898| 5 |ALPRAZOLAM 638,556 180,613
6 |LORAZEPAM 644,306 203,996 6 |AMPHETAMINE 518,964 92,703
7 |CLONAZEPAM 529,671 106,499 7 |CLONAZEPAM 518,349 106,605
8 |AMPHETAMINE 475,749 85,865 8 |LORAZEPAM 457,689 158,821
9 [METHYLPHENIDATE HCL 412,848 75,1451 9 |METHYLPHENIDATE HCL 414,548 76,226
10 [MORPHINE SULFATE 333,717 65,950 10 |MORPHINE SULFATE 328,015 66,173
11 |DIAZEPAM 292,312 124,106| 11 |DIAZEPAM 278,931 119,725
12 |ACETAMINOPHEN WITH CODEINE 243,795 139,650] 12 |ACETAMINOPHEN WITH CODEINE 211,735 119,994
13 |~ METHADONE HCL 211,155 27,862 13 |~ METHADONE HCL 191,545 25,486
14 |GUAIFENESIN/CODEINE PHOSPHATE 180,170 148,100| 14 [GUAIFENESIN/CODEINE PHOSPHATE 186,139 153,634
15 |TESTOSTERONE 144,088 41,884| 15 |TESTOSTERONE 156,896 45,000
16 |BUPRENORPHINE HCL/NALOXONE HCL 138,928 14,671| 16 |[HYDROMORPHONE HCL 138,165 49,107
17 [HYDROMORPHONE HCL 132,190 48,272 17 [BUPRENORPHINE HCL/NALOXONE HCL 137,558 15,548
18 [LISDEXAMFETAMINE DIMESYLATE 125,911 25,104] 18 |LISDEXAMFETAMINE DIMESYLATE 129,295 25,691
19 |CARISOPRODOL 125,095 26,943 19 |PREGABALIN 120,854 25,560
20 |PREGABALIN 118,266 24,108] 20 |CARISOPRODOL 110,555 23,584

* The recipient count for each drug is unduplicated but a recipient may have received more than one top 20 drug
~ Methadone data in the PMP does not include Methadone dispensed for treatment at Opioid Treatment Programs
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DOH SUNRISE REVIEW QUESTION ON PCP SHORTAGE
Submitted by WANP Robert May,ND, Executive Director

DOH: Do you have specific data to support the reference to the “well-known and increasing
shortage of primary care providers due to the expansion of Medicaid and increased coverage
under the Affordable Care Act?”

FEDERAL AND WA STATE LAWS RELATED TO SHORTAGE OF PRIMARY CARE PROVIDERS

DHHS Rule: We continue to encourage Exchanges to consider a broader definition of the types of
providers who may furnish primary care services, because this should improve access to such services for
consumers, particularly those in medically underserved or rural areas.

DHHS, 45 CFR Parts 155, 156, and 157. e. Network Adequacy Standards (§ 156.230) 03/27/2012.

Response: We continue to encourage Exchanges to consider a broader definition of the types of providers
who may furnish primary care services, because this should improve access to such services for consumers,
particularly those in medically underserved or rural areas. We also recognize that the definition of a “primary
care provider” should be consistent across health insurance programs to the extent possible, and we
encourage Exchanges to be mindful of existing definitions and approaches in other health insurance programs
when outlining corresponding standards for QHP issuers participating in the Exchange. All provider contracts
executed by QHP issuers participating in the Exchange must be fully compliant with State scope of practice
laws.
https://www.federalregister.gov/articles/2012/03/27/2012-6125/patient-protection-and-affordable-care-act-
establishment-of-exchanges-and-qualified-health-plans

WASHINGTON LAWS, 2011 Ch. 150 [ 1109 ] CHAPTER 150 [Engrossed Substitute House Bill
1183] PRIMARY CARE PROVIDERS—INCREASE—CLINICAL ROTATION

http://www.leg.wa.gov/CodeReviser/documents/sessionlaw/2011pam2.pdf

150 AN ACT Relating to increasing the number of primary health care providers in Washington;
adding new sections to chapter 28B.115 RCW; and creating a new section.

Be it enacted by the Legislature of the State of Washington:

NEW SECTION. Sec. 1. The legislature finds that a severe shortage of

primary health care providers exists in Washington, particularly in rural and
underserved areas of the state. The legislature further finds that an over reliance
on specialty health care at the expense of primary care results in a health care
system that is less efficient. The legislature further finds that institutions of
higher education must produce more primary care providers. The legislature
further finds that the efficient use of clinical sites for rotations will expand the
supply of primary care providers. The legislature further finds that expanding
residency programs in community health centers will increase residents'
exposure to primary care practice.

(16) "Primary care provider" means a general practice physician,

family practitioner, internist, pediatrician, osteopath, naturopath, physician
assistant, osteopathic physician assistant, and advanced registered nurse
practitioner licensed under Title 18 RCW.

WASHINGTON LAWS, 2011 Ch. 150 [ 1109 ]
CHAPTER 150 [Engrossed Substitute House Bill 1183]
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PRIMARY CARE PROVIDERS—INCREASE—CLINICAL ROTATION
http://www.leg.wa.gov/CodeReviser/documents/sessionlaw/2011pam2.pdf

AN ACT Relating to increasing the number of primary health care providers in Washington;
adding new sections to chapter 28B.115 RCW; and creating a new section.

Be it enacted by the Legislature of the State of Washington:

NEW SECTION. Sec. 1. The legislature finds that a severe shortage of

primary health care providers exists in Washington, particularly in rural and
underserved areas of the state. The legislature further finds that an over reliance
on specialty health care at the expense of primary care results in a health care
system that is less efficient. The legislature further finds that institutions of
higher education must produce more primary care providers. The legislature
further finds that the efficient use of clinical sites for rotations will expand the
supply of primary care providers. The legislature further finds that expanding
residency programs in community health centers will increase residents'
exposure to primary care practice.

(16) "Primary care provider" means a general practice physician,

family practitioner, internist, pediatrician, osteopath, naturopath, physician
assistant, osteopathic physician assistant, and advanced registered nurse
practitioner licensed under Title 18 RCW.

REFERENCES TO WA STATE PCP SHORTAGES
MEDICAID PLANS

Washington State
Office of the
Insurance Commissioner
FOR IMMEDIATE RELEASE — June 12, 2014
Media contact: Public Affairs (360) 725-7055
Individual health insurance market expands more than 30 percent — enroliment now at

327,000

OLYMPIA, Wash. — The individual health insurance market grew 30 percent in one year to more than
327,000 people in Washington state, according to new information reported by health insurers to the Office
of the Insurance Commissioner... The latest enrollment numbers and other insurance market data also
indicate that Washington state has succeeded in reducing the number of uninsured by more than 370,000....
“The enrollment numbers from the insurers continue to show sustained growth in our individual health
insurance market,” said Insurance Commissioner Mike Kreidler.... The Insurance Commissioner’s Office
estimated earlier this year that 113,000 of those who received notices would qualify for subsidies and
30,000 would qualify for the state’s newly expanded Medicaid program, Apple Health.

Key findings include: .... “People looking to buy their own health insurance or switch plans next year will likely have
more choices,” said Kreidler. “This, along with today’s enrollment numbers, are more evidence that health reform is
working.” Release No. 14-29 The full report on Washington state’s individual health plan enrollment.

Seattle Times

County survey: For Medicaid patients, access to primary-care may not be as advertised

May 13, 2014 at 11:04 PM

Posted by Carol M. Ostrom
http://blogs.seattletimes.com/healthcarecheckup/2014/05/13/county-survey-for-medicaid-
patients-access-to-primary-care-may-not-be-as-advertised/
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“Using ‘mystery shoppers’ looking for access to health care, Public Health — Seattle & King County has found
troubling indications that access to primary-care providers may not be as advertised. About three-quarters of
the time, primary-care providers listed as accepting new patients on Medicaid managed-care organization
websites in fact told the “shoppers” they were not accepting new Medicaid patients.... King County added
about 80,000 new adult Medicaid clients over the past six months, surpassing the state’s 2018 enrollment
target.... Among states that expanded Medicaid and created a state-based exchange, Hutchinson calculated
that Washington’s enrollment, as a percentage of those potentially eligible, was bested only by
Massachusetts, Rhode Island and Vermont.

An editorial in the Seattle Times from March 10, 2013 “Solving Washington’s Primary-Care

Workforce Shortage” (in support of SB 5615), points out that “The likely expansion of Medicaid means
about 300,000 more Washingtonians will be added to the rolls. They will need access to care, despite a
shortage of providers in every single county.”

http://seattletimes.com/html/editorials/2020518472 editphysicianloanrepaymentxml.html?fb action ids=10
101432101493955&fb action types=og.recommends&fb source=aggregation&fb aggregation id=28838148
1237582

Inslee pleases docs with focus on access to primary care

February 13, 2014 at 4:35 PM Posted by Carol M. Ostrom
http://blogs.seattletimes.com/healthcarecheckup/2014/02/13/inslee-pleases-docs-with-focus-on-access-to-
care/

Among them were potential shortages of physicians and other health-care providers and how to continue
increased reimbursements for primary-care doctors who see Medicaid patients — a group that has grown
rapidly with the expansion of Medicaid under the Affordable Care Act.

The Joint Select Committee on Health Reform Implementation

Workforce Advisory Group Final Report November 22, 2010 (attached)

The Workforce Advisory Group (WAG) was convened by the Joint Task Force on Health Reform
Implementation (the Joint Task Force). The purpose of the WAG was to advise the Joint Task Force on ways to
address the current workforce shortage, which is expected to increase due to federal health care reform and is
already problematic due to demographic changes and projections in Washington....

Ideas Presented to the Workforce Advisory Group1l

Short-Term Long-Term |. Efficient Use of Existing Primary Care Workforce

Allow naturopaths to be primary care practitioners for purposes of Medicaid.

Add naturopaths to the list of provider types covered by Medicaid.

Modernize the scope of practice of naturopaths to allow all minor office procedures and increased
prescriptive authority (to include schedule II-V controlled substances).

REFERENCES TO WA STATE PCP SHORTAGES

ALL PLANS

The Health Resources and Services Administration (HRSA), an agency of the U.S. Department
of Health and Human Services - Health Professional Shortage Areas

6/16/2014

HPSAs may be designated as having a shortage of primary medical care, dental or mental health providers.

They may be urban or rural areas, population groups or medical or other public facilities.
NHSC Jobs Center Exported Search Results
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Find Shortage Areas: HPSA by State & County

NOTE: The following information was obtained from the HRSA site when entering WASHINGTON STATE for
All Counties for Primary Care Medical.

Data as of: 6/16/2014

STATE: WASHINGTON

County: All Counties

Discipline: Primary Medical Care

Open Positions = 63 PCP positions available in WA State As of January 1, 2014:

USA: There are currently approximately 6,000 designated Primary Care HPSAs. Primary Care HPSAs are based
on a physician to population ratio of 1:3,500. In other words, when there are 3,500 or more people per
primary care physician, an area is eligible to be designated as a primary care HPSA. Applying this formula, it
would take approximately 8,000 additional primary care physicians to eliminate the current primary care
HPSA designations. Additionally, the formula used to designate primary care HPSAs does not take into
account the availability of additional primary care services provided by Nurse Practitioners and Physician
Assistants in an area. Other sources describing primary care supply use other ratios; for example, a ratio of 1
physician to 2,000 population. To meet this ratio, approximately 16,000 more primary care physicians would
need to be added to the current supply in HPSAs.

http://www.hrsa.gov/shortage/

http://hpsafind.hrsa.gov/HPSASearch.aspx
http://nhscjobs.hrsa.gov/external/search/export.seam?type=html&query=%7B%22fq%22:%22IsPrimaryCar
eFacility:true%22,%22q%22:%22%20Geolocation:%5B46.63126233691654,-
125.29397160781252%20T0%2048.84729856693493,-
116.18630559218752%5D%22,%22s0rt%22:%22PositionsOpen_PC%20desc%22,%22rows%22:%22200%22%
7D

Kaiser Family Foundation (reporting on HRSA’s findings for Shortage Areas Statistics, as of

April 28, 2014, for Primary Care Health Professional Shortage Areas)
http://kff.org/other/state-indicator/primary-care-health-professional-shortage-areas-hpsas/

Sources: Bureau of Clinician Recruitment and Service, Health Resources and Services Administration (HRSA),
U.S. Department of Health & Human Services, HRSA Data Warehouse: Designated Health Professional
Shortage Areas Statistics, as of April 28, 2014

Primary Care Health Professional Shortage Areas (HPSAs)

Location Total Primary Care HPSA Designations Percent of Need Met Practitioners Needed to
Remove HPSA Designation

United States  6,0871 60.41% 8,073

Washington 147 46.71% 228

NOTES: For primary medical care, the population to provider ratio must be at least 3,500 to 1 (3,000 to 1 if
there are unusually high needs in the community). The number of primary care HPSA designations includes
HPSAs that are proposed for withdrawal and HPSAs that have no data. By statute, designations are not
withdrawn until a Federal Register Notice is published, generally once a year on or around July 1. The percent
of need met is computed by dividing the number of physicians available to serve the population of the area,
group, or facility by the number of physicians that would be necessary to eliminate the primary care HPSA
(based on a ratio of 3,500 to 1 (3,000 to 1 where high needs are indicated)).The number of additional primary
care physicians needed to achieve a population-to-primary care physician ratio of 3,500 to 1 (3,000 to 1 where
high needs are indicated) in all designated primary care HPSAs, resulting in their removal from designation.
The formula used to designate primary care HPSAs does not take into account the availability of additional
primary care services provided by nurse practitioners and physician assistants in an area.
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The National Conference of State Legislators

The ACA May Aggravate the Doc Shortage. What's the ACA Going To Do About It?

by Anthony Wilson, California Healthline Contributing Editor

Wednesday, June 11, 2014
http://www.californiahealthline.org/road-to-reform/2014/the-aca-may-aggravate-the-doc-shortage-whats-
the-aca-going-to-do-about-it

The Obama administration and other ACA supporters crowed about the large enrollment figures, offering
them as evidence that the law is working as intended. However, to paraphrase a common axiom, no good
news comes without consequence. While many agree it is good news that more U.S. residents have access to
coverage, the influx of insured residents also means that the focus might need to be redoubled on a pre-
existing problem: a shortage of primary care providers. Scope of the Situation: Concerning, or Dire? Most
observers predict that the ACA will further aggravate anticipated primary care physician shortages, but the
guestion is by how much.

Primary Care Workforce November 2011
http://www.ncsl.org/research/health/primary-care-workforce.aspx

According to the information on this site, in 2011 19-33% of the population in Washington State lived in a
“Designated Health Professional Shortage Area”. From the same site, in the section entitled Primary Care
Workforce: Resources for State Policymakers: “In 2009, the national primary care physician shortage was
estimated to reach 21,000 by 2015. Fewer medical graduates are selecting primary care as a specialty and
existing primary care physicians are retiring or leaving for opportunities in other fields. With passage of the
Affordable Care Act,[1] it is estimated that an additional 32 million Americans will have insurance coverage by
2019. Starting in 2014, millions of the newly insured will seek medical care in a primary care setting, placing an
even greater strain on the primary care workforce.

The Washington Policy Center

The Looming Doctor Shortage

By Dr. Roger Stark, MD, FACS, November, 2011
http://www.washingtonpolicy.org/publications/notes/looming-doctor-shortage

“The United States in general and Washington State in particular are facing a severe doctor shortage in the
next 10 to 15 years. Not only is the population growing, but the baby boomer generation is aging and will
require more medical services in the near future. Also, the new federal health care law, the Patient
Protection and Affordable Care Act, will give health insurance to 30 million previously uninsured people
over the next few years. These millions of newly insured patients will further burden our stretched provider
network.”

REFERENCES TO U.S. PCP SHORTAGES

Projecting the Supply and Demand for Primary Care Practitioners Through 2020
http://bhpr.hrsa.gov/healthworkforce/supplydemand/usworkforce/primarycare/

Published November 2013

HRSA: If the system for delivering primary care in 2020 were to remain fundamentally the same as today,
there will be a projected shortage of 20,400 primary care physicians.... Demand for primary care services is
projected to increase through 2020, largely because of aging and population growth and, to a much lesser
extent, from expanded insurance coverage as the Affordable Care Act is fully implemented.
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Doctor Shortage Not Impacting Just Veterans

Weritten by Raven Clabough

Tuesday, 03 June 2014 15:40
http://www.thenewamerican.com/usnews/health-care/item/18400-doctor-shortage-not-impacting-just-
veterans

An investigative report released last week helped to shed some light on an issue that is plaguing America's
veterans. According to the report, 1,700 veterans waiting to see a doctor at a Phoenix Veterans Affairs hospital
were in fact missing from an official waiting last. The report also revealed that the Veterans Affairs
Department is short of 400 doctors. And the National Journal reported that the shortage of doctors is not
merely limited to the VA. "America is running out of doctors," wrote the National Journal. "The country will
be 91,500 physicians short of what it needs to treat patients by 2020, according to the Association of
American Medical Colleges. By 2025, it will be short 130,600." The highest demand for the Veterans Affairs
Department, as well as nationwide, is for primary care physicians, such as general internists, family doctors,
and pediatricians — the types of doctors many people go to first for non-emergency medical attention before
seeing specialists. In 2012, an Annals of Family Medicine study predicted the country will need 52,000 more
primary-care physicians by 2025
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Additional Summary Comments Supporting the
Naturopathic Scope of Practice Sunrise Review

Submitted by the Washington Association of Naturopathic Physicians
Contact: Robert May, ND executive@wanp.org 206-547-2130

Benefits of ND Prescriptive Authority for Controlled Substances,
Schedules Il - V

By granting full prescriptive authority for naturopathic physicians (NDs), the state and its
patients will benefit because health care costs are expected to decrease, access is expected to
increase, and a greater mix of health care providers will all benefit primary care patients.
Specifically, duplicative, fragmented, and delayed services will be minimized or eliminated; as
well as emergency room referrals for filling Schedule II-V prescriptions and double billing.

All health care practitioners recognize the potential harm to the public if appropriate
medication therapy is delayed. Restricting availability of Schedule II-V drugs to ND patients
represents a serious risk to public life, health, and safety.

Benefits of ND Prescriptive Authority for Controlled Substances, Schedules Il -V, also include

the following:

a)

b)

d)

f)

g)

The public will benefit by the availability of additional qualified providers, already
functioning in their primary care practice capacity, to prescribe prescription drugs,
which may be more appropriate and less costly for the patient.

The State benefits because ND licensing fees cover all the costs of regulating ND
education, training, and enforcement.

Patients will benefit in the reduction in time off work and transportation costs.
Patients are also protected by existing Drug Enforcement Agency requirements that
apply equally to NDs and other health care providers who prescribe controlled
substances. The Board of Pharmacy also provides sanctions for misuse of controlled
substances.

Patients will benefit from ND treatment of the whole person as primary care providers,
assuring continuity in patient treatment and greater accountability of the provider.
Patients will feel more assured when they have one provider to go to regarding their
care and treatment.

Patient care is also assured because NDs are already trained as PCPs to use independent
judgment, consult with other health care providers, know their scope limits, and refer
patients to more specialized providers when necessary.

And, NDs are traditionally very conservative in prescribing medications and typically
utilize more natural, educational, lifestyle approaches, unless otherwise indicated for
specific patient needs.
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Washington State Health Care Innovation Plan, The Washington Way

JANUARY 2014
http://www.hca.wa.gov/shcip/Documents/SHCIP InnovationPlan.pdf

Page 40: “Leverage Washington State’s Progressive Scope of Practice Laws to Improve
Patient Management and Mitigate the Shortage of Primary Care Providers.”

“Washington has led in scope of practice innovation in several disciplines, providing additional
opportunity for meeting the needs of a growing and changing population. For example, Washington is
one of 18 states that grant independent practice and full prescriptive authority to ARNPs. .... Roadmap
focus areas will include:

0 Enhancing the supply of ARNPs as well as other primary care providers, including physician
assistants....

0 Deploying registered nurses to their full potential...”

WANP Recommendation: NDs also need to be deployed to their full potential with full
prescriptive authority.

Page A13: “Primary Care Workforce”

“Washington’s current health workforce must continue to build capacity and make the shift to more
collaborative and team-based care across the gamut of rural and urban areas and in support of a
population diverse in age, disability, race, and ethnicity. As is the case in many parts of the country, the
primary care workforce is facing significant challenges, and must both expand in number, work to full
scope, and find new ways of extending services. Data also demonstrate issues with mal-distribution of
the primary care workforce in many rural areas of the state, particularly post-Medicaid expansion.”

WANP Recommendation: As is the case in many parts of the country, including Washington State,
the primary care workforce is facing significant challenges and must both expand in number, work to
full scope, and find new ways of extending services by allowing NDs to ‘work to full scope’ with full
prescriptive authority.
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Additional Comments on Naturopathic Scope of Practice Sunrise

Responses from Washington Association of Naturopathic Physicians
Contact: Robert May, ND executive@wanp.org 206-547-2130

July 27, 2014

Overview

In comments submitted to the Department of Health and offered in
testimony at the public hearing on July 17, 2014, it is evident that there are
two primary concerns of opponents to this Sunrise Review:

1) Public safety in relation to prescription of opiate-based medications, and
2) Naturopathic education and training

The WANP recognizes and agrees that both of these issues need to be
addressed in order for the proposed legislation to serve the public good
and improve the quality of naturopathic medical care in our State. We
recognize the wide spread public health issues in our state and across the
country related to the abuse and addiction from opiate medications, as well
as the potential for overdose and serious adverse reactions with these
drugs. We recognize that expanded prescriptive authority carries with it a
significantly increased burden of responsibility for NDs and that such
expanded authority also raises issues of drug-seeking behavior and
diversion of medications.

To address these increased risks to public safety, we advocate for inclusion
in the proposed legislation of, and will promote to the naturopathic
profession, awareness and use of, all of the State’s systems, monitoring,
and reporting programs related to controlled substance prescribing,
including:

Pain Management statutory language
(http://apps.leg.wa.gov/WAC/default.aspx?cite=246-853-673),

Prescription Monitoring Program
(http://www.doh.wa.gov/ForPublicHealthandHealthcareProviders/Healthca
reProfessionsandFacilities/PrescriptionMonitoringProgramPMP.aspx),
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DOH Pain Management Resources
(http://www.doh.wa.gov/LicensesPermitsandCertificates/MedicalCommissi
on/MedicalResources/PainManagement.aspx).

These established programs, in addition to the increased requirements for
education and training that are detailed below, will ensure public safety by
providing NDs with resources to safely and competently utilize medications
from Schedules Il = V in their primary care practices.

We also want to highlight the safe and successful prescriptive practices of
naturopathic physicians at their current level of prescriptive authority.
Since 2007 NDs in Washington have had authority for ALL legend drugs, and
the controlled substances testosterone and codeine products. In addition
to the aforementioned and widely recognized issues of abuse and addiction
with opiate medications, it should be noted that many legend drugs have
significant potential for drug interactions, (e.g. MAO inhibitors, anti-fungal
azole medications, Coumadin), require more knowledge and monitoring to
prescribe with safe parameters (e.g. Coumadin, lithium, insulin) and have
serious potential side effects and complications (e.g. insulin, NSAIDs,
diuretics, SSRIs).

The fact that NDs have incorporated legend drugs into their primary care
practices successfully and without complaint or disciplinary action from the
DOH since 2007 demonstrates that our doctors have a significant and
working awareness and competence in medication therapy and
management — and that with the supplemental education requirements
proposed below — will be able to incorporate expanded prescriptive
authority for Schedule Il — V medications successfully and to the public’s
benefit.

We also offer the perspective that one of the primary factors impacting
patient safety with regard to prescription medications is a strong doctor /
patient relationship. Both naturopathic medical education and philosophy
emphasize a comprehensive understanding of multiple health factors in
patient assessment, including psycho-social parameters that give the
doctor more insight into the core issues impacting a patient’s health. NDs
also emphasize patient education and self-responsibility for health positive
behaviors. This is the reason that naturopathic office visits tend to take
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more time, with 60-minute initial visits and 30-minute return visits quite
common among the profession.

These naturopathic practice patterns and emphasis on the doctor — patient
relationship, in combination with the wide array of other traditional non-
drug naturopathic modalities, such as clinical nutrition, lifestyle counseling,
body work techniques, and stress management practices create a
foundation in which the use of controlled substance prescriptions can be
used in lower dosages and for shorter periods of time, thus limiting the
inherent abuse and addiction potential of these substances.

The proposals offered below for increasing both supplemental and
continuing competency education will ensure that NDs safely and
competently prescribe medications from Schedules Il = V. We believe these
additional educational requirements address the issues raised in the public
hearing and the written comments submitted to the DOH.

DOH Public Hearing Panel Questions from 7/7/14

1. Much of the information you've submitted emphasizes the naturopath's
relationship to primary care, but | don't have a good sense of the range of
what is considered "primary care." Could you please describe common
conditions or medical issues that are likely to present among patients
seeking primary care from naturopaths?

Primary care has the same meaning for naturopathic physicians that it does
for other primary care providers, such ARNPs, MDs, DOs and PAs. Please
see the attached document including a description of ‘primary care’ from
the American Academy of Family Physicians. NDs manage and treat the
same spectrum of acute and chronic conditions. (“AAFP primary care
definition.”)

In naturopathic practice, common conditions include, but are not limited
to, infections, abdominal pain and digestive disorders, chest pain, sprains
and strains, fatigue, headaches, fevers, skin conditions, as well as chronic
conditions such as high blood pressure, high cholesterol, asthma, anxiety,
depression, hormone issues, diabetes, skin conditions, and women’s health
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issues. Like other primary care providers, NDs also perform physical exams,
PAP smears and well-child visits. They order laboratory tests, provide
immunizations and refer for specialist services whenever appropriate.

NDs have been providing primary care services for nearly 20 years in
Washington and are recognized for contracting and reimbursement by all
major health plans, including the Medicaid and Labor and Industries
systems. Claims for naturopathic services utilize the same AMA CPT codes
for office visits and primary care procedures as other primary care
providers. Diagnoses are recorded with the same ICD-9 coding system used
throughout the health care system. In addition, the WANP has already
presented continuing education programs for naturopathic physicians in
the new ICD-10 diagnostic coding system set to take effect in October 2015.

2. Your submittals state that "the ND use of controlled substances will be
limited to those medications appropriate for primary care services" and
that "NDs would rarely or never use those controlled medications not
recognized or appropriate for primary care practice." Could you please
talk about which of the Schedule 1I-V substances would be appropriate for
the primary care services you've described?

Examples of common controlled substances that could be used in
naturopathic primary care practice include, but are not limited to the
following:

Schedule V:

Codeine products — Cough suppressant (authorized currently)

Pregabalin — Anti-convulsant, Analgesic in neuropathic pain

Lomatil / Preparations w/small amts of opium — Anti-diarrheal (Very rarely prescribed)

Schedule IV:

Xanax — Anxiolytic, sedative

Librium — Anxiolytic, sedative

Klonopin — Anxiolytic, sedative

Valium — Anxiolytic, sedative

Zolpidem — Hypnotic for insomnia

Tramadol — Analgesic

Soma — Anti-spasmodic (Very rarely prescribed)
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Schedule lll:

Vicodin — Analgesic

Marinol — Anti-nausea (Very rarely prescribed)
Tylenol 3 — Analgesic (authorized currently)
Testosterone — Anabolic steroid (authorized currently)

Schedule lI:

Ritalin — Stimulant for ADHD

Adderall - Stimulant for ADHD and Narcolepsy

Oxycodone — Analgesic for severe pain

Desoxyn — Stimulant for ADHD and Obesity

Codeine — Analgesic for acute pain, NSAID allergy

Morphine — Analgesic for severe chronic pain (as an alternative to Oxycodone, rarely)

As with all other professions with prescriptive authority, NDs must practice
within the limits of their training and licensed scope of practice.

3. Can you give us a general estimate of the percentage of primary care
cases that would require Schedule II-V substances?

Specific data is not available to assess the actual percentage of controlled
substance prescriptions by naturopathic physicians. We expect that ND
prescriptive patterns will follow similar trends as other primary care
providers with the caveat that NDs may prescribe controlled substances
less frequently as their patients are often seeking alternatives to drug
therapies.

4. Some additional material you submitted draws a parallel between
naturopaths and ARNP prescriptive authority. Have you read the ARNP
rules relative to that group's prescriptive authority, and are naturopaths
seeking the same conditions and requirements as those applied to
ARNPs?

The WANP has reviewed the ARNP rules for prescriptive authority:

WAC 246-840-410 “Application requirements for ARNP prescriptive authority”
WAC 246-840-420 “Authorized prescriptions with prescriptive authority”
WAC 246-840-450 “Renewal of ARNP prescriptive authority”
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We assume these Rules provide an assurance of public safety and
regulation and we have identified numerous parallels in the scope of
practice and need for controlled substances in Schedules Il -V between the
ARNP primary care providers and naturopathic primary care providers. In
terms of naturopathic primary care services, we do advocate for
comparable conditions and requirements as those applied to ARNP primary
care providers with regard to prescriptive authority for Schedules Il - V.

5. You have asserted that naturopaths will help to fill a shortage in
primary care practitioners and provided numerous references to such a
shortage in other documents, several of which specify shortages in rural
or underserved areas. You also included data from the federal Health
Professions Shortage Areas database, which shows the distribution of
shortage areas and underserved populations by county. Could you
please talk about the geographic distribution of naturopaths in relation to
the underserved areas and specific populations identified in the HRSA
database?

Attached are geographic maps (“Maps ND by county 7-18-14") from the
Department of Health identifying the location of NDs throughout
Washington State. While the majority of NDs are currently located in King
County, we anticipate continuing expansion into all areas of Washington.
This is supported by a study conducted at Bastyr University that identified a
strong interest from naturopathic medical students in practicing in both
rural and underserved areas of our state. The study is attached. (“Survey -
ND student interest rural or underserved areas.”)

We anticipate increasing numbers of NDs serving rural and underserved
areas resulting from inclusion of NDs in Medicaid. However, as was noted
in the ARNP Sunrise Review report of 1992, some providers “are unwilling
to move to rural locations because under current law they know that they
cannot provide the full range of indicated medication therapy their patients
might require.” NDs face similar challenges in primary care rural practices
due to this limitation in prescriptive authority.

6. The proposed bill would give naturopaths prescriptive authority only
for those Schedule II-V substances that are "necessary in the practice of
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naturopathy.” In your submittals, you've stated that you expect "ND
prescribing patterns will parallel the frequency of use" shown in the
Prescription Monitoring Program table you submitted. There are 20 items
on that list, compared with considerably more than 20 substances and all
manner of derivatives listed in Schedule Il alone. At the same time, your
submittals indicate your intent to include all Schedule II-V
substances. Given what you've said about limitations of use to primary
care and probable use paralleling the PMP list, could you please explain
why everything on Schedules II-V is "necessary in the practice of
naturopathy"?

The WANP would like to be very clear that we do not consider “everything
on Schedules Il =V is ‘necessary to the practice of naturopathy’” and most
controlled substances are rarely, if ever used by any of the primary care
professions, as evidenced in data from the Prescription Monitoring
Program. This data shows that the twenty most common controlled
substances, which account for less than 10% of all controlled substances
and derivatives listed in Schedules Il =V, constitute approximately 90% of
controlled substance prescriptions. We also note that none of the
professions with full prescriptive authority likely use ALL of the controlled
substances available to them. However, the administrative model in use by
all other prescribing professions will be applicable to NDs as well. Full
access to Schedules Il — V also allows for development and change in
medication technology and classification of drugs, as has been seen
recently with the reclassification of Tramadol from legend to Schedule IV
status.

Dentists, podiatrists and nurse practitioners have full access to Schedules Il
—V, but only use those controlled substances as indicated and appropriate
for their scope and patient populations. These same limitations will be in
effect for NDs. As a result the WANP feels strongly that naturopathic
physicians need access to the full range of Schedule Il — V controlled
substances.

The primary reason that NDs need prescriptive authority for Schedules Il —

V controlled substances is to provide optimal care. As primary care
providers, NDs see the full range of patients and practice throughout the
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state, often as independent practitioners. In acute clinical situations, such
as in a severe migraine headache, low back strain/sprain, or in an
uncomplicated kidney stone, current prescriptive authority is insufficient
and can prevent patients from receiving the most effective treatment.
Similarly, in cases of episodic anxiety, current ND prescriptive authority
does not include anti-anxiety medications that can adequately address a
patient’s needs. Patients in any of the above situations must currently
incur the cost of time and expense to schedule with another type of
provider for these otherwise very manageable situations. Also, in an urgent
situation, lack of access to a medication from Schedule Il — V could create a
hazard for our patients by delaying medically necessary and appropriate
therapy and contribute to excessive use of emergency department services.

An additional reason for granting full scope prescriptive authority is that it
allows the naturopathic profession to grow and evolve with changes in the
health care and pharmaceutical industries. The recent re-classification of
the drug Tramadol from legend status to Schedule IV is a good example of
the type of problem that can occur when NDs have a limited or partial list
of controlled substances.

All providers with full prescriptive authority, including dentists, podiatrists,
and nurse practitioners, are required to practice within the limits of their
training. Naturopathic physicians will be limited to the use of controlled
substances appropriate to their scope of practice and within the context of
naturopathic philosophy and training.

Medications commonly used in primary care run the full spectrum of
Scheduled drugs to unscheduled Legend drugs. Limiting a primary care
provider’s prescriptive authority to legend drugs, plus testosterone and
codeine products only, as the current naturopathic statute does,
significantly compromises the doctor’s ability to prescribe appropriate
medications.

For example, common medications used for treating ADHD and narcolepsy
such as Ritalin and Concerta (methylphenidate) and Adderall
(dextroamphetamine/amphetamine) are Schedule I, but another common
ADHD medication Stattera (atomoxetine) is a legend drug. While some
ADHD patients may benefit from Straterra, if either of the other two most
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commonly used ADHD medications (Ritalin and Concerta) are needed, the
patient would have to access a different provider.

Common medications used to treat fibromyalgia and neuropathic pain,
such as Cymbalta (duloxetine) and Neurontin (gabapentin) are legend
drugs, but Lyrica (pregabalin) is a schedule V medication. Again, one
particular drug is not appropriate for all patients and primary care providers
need the ability to choose the medication that will be the safest and most
effective.

In some cases, primary care providers must provide a short-term “bridge”
prescription of a medication (such as a benzodiazepine) until the patient
can access his or her original prescribing provider or specialist. Primary care
providers also often help wean their patients off chronic benzodiazepines
when the original prescriber or a specialist is not accessible. This is
especially common in low-income underserved clinic settings. And, since
benzodiazepines are not included in the current ND prescriptive scope, ND
patients must either risk potentially severe withdrawal side effects from
abrupt cessation of their medication, or they must access a different
provider promptly.

Currently, NDs have very limited medication options in cases of acute and
chronic pain. These options include NSAIDs, Tylenol and Codeine products.

NSAIDS such as naproxen and indomethacin are commonly used for mild to
moderate acute pain and arthritis. However, in many cases, NSAIDs are
inappropriate and potentially dangerous. For example, in patients using
blood thinners like warfarin, patients with renal insufficiency, and patients
with gastric ulcers these legend drugs are contraindicated.

Tylenol (acetominophen) may help with mild to moderate pain but rarely
helps alone in cases of more severe pain, and it may be inappropriate in
patients with liver disease. Schedule 1] Tylenol #3
(acetaminophen/codeine) is in current ND prescriptive scope, but it is
indicated for mild to moderate pain.

Other common pain medications used by primary care providers for
moderate to moderately-severe pain, such as Schedule Il Vicodin
(hydrocodone/acetaminophen) and schedule Il Percocet
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(oxycodone/acetaminophen) can avoid some of the above mentioned
problems, but are outside the current scope of NDs.

Ultram (tramadol), a legend drug indicated for moderate to moderately
severe acute pain, was a useful legend drug until just recently, when it was
reclassified to a Schedule IV (and is now no longer within naturopathic
prescriptive authority.)

NDs use many non-drug therapies (such as physical medicine and manual
techniques) to relieve pain and often are able to help patients avoid drug
therapy completely. However, in cases where those treatments are not
effective, or are not medically appropriate, conventional pain medications
may be needed, including the commonly prescribed Scheduled
medications.

These are just a few examples of how patient care, and in some cases
patient safety, can be compromised by the current limitations in
prescriptive authority — and they provide a strong rationale for expansion
of ND authority to include medications in Schedules Il - V.

Response to Issues Raised at the Public Hearing

“Convenience”

The issue of ‘patient convenience’ was raised as insufficient reason to
justify this expansion in prescriptive authority. The WANP fully agrees that
convenience alone does not justify this legislative change. However, we
also note that expanded prescriptive authority for NDs would decrease the
need for patients to schedule additional office visits with additional
providers solely for the prescription of a controlled substance. Such
decreased utilization protects the doctor patient relationship and
contributes to better case management, patient compliance, and quality of
care and can save time and cost for additional medical visits, as well as
unnecessary trips to the emergency department.

The fact that NDs were not included in the chronic pain management bill in
2010 was also raised. When this bill was passed, NDs only had access to
controlled substances testosterone and codeine products, as is currently
the case. These controlled substances are not typically relevant to chronic
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pain management as defined in the bill and so inclusion of NDs was not
warranted.

An MD attendee at the public hearing who supports expansion of ND
prescriptive authority offered the perspective that the doctor — patient
relationship is of primary importance in prescription safety and
effectiveness. The WANP agrees with this perspective and recognizes the
nature and average length of time of naturopathic office visits is consistent
with this perspective. Extended face-to-face time strengthens the doctor
patient relationship and allows the doctor to both gather information and
also educate patients about their condition and care.

Education and Training

It is evident from comments to the Department of Health prior to the public
hearing that the primary concern about expanding naturopathic
prescriptive authority is whether NDs have sufficient education and training
to safely incorporate medications from Schedules Il — V in their primary
care practices. The WANP appreciates these concerns and is committed to
advocating for high quality supplemental education for NDs as well as
expanded continuing education requirements to ensure ongoing
competency and public safety.

Similar concerns were raised in 2005 when the legislature revised the
naturopathic practice act RCW 18.36A to expand naturopathic prescriptive
authority to include all legend drugs and the controlled substances
testosterone and codeine products. Following that legislative action, the
Department of Health implemented WAC 246-836-211 that requires the
following in order for NDs to be eligible to apply for DEA certification (a pre-
requisite to prescribing controlled substances):

WAC 246-836-211
Authorization regarding controlled substances.

(1) Upon approval by the board, naturopathic physicians may obtain a current
Federal Drug Enforcement Administration registration. The board may approve
naturopathic physicians who have:

(a) Provided documentation of a current Federal Drug Enforcement Administration
registration from another state; or
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(b) Submitted an attestation of at least four twelve hours of instruction. Instruction
must be part of a graduate level course from a school approved under chapter 18.36A,
18.71, 18.57, or 18.79 RCW. Instruction must include the following:

(i) Principles of medication selection;

(ii) Patient selection and therapeutics education;

(iii) Problem identification and assessment;

(iv) Knowledge of interactions, if any;

(v) Evaluation of outcome;

(vi) Recognition and management of complications and untoward reactions; and

(vii) Education in pain management and drug seeking behaviors.

(2) The naturopathic physician must retain training documentation at least five years

from attestation date.

Since implementation of WAC 246-836-211 in 2007, NDs have had
expanded prescriptive authority and according to the Department of
Health, there have been no formal charges made against an ND for
prescribing within current authorized scope of practice.

Such lack of formal charges against NDs also shows that a residency
program, on top of WANP’s proposed education requirements, is not
needed as ND education and training has been sufficient without residency
ever since the passage of the ND’s last scope bill mentioned above. Also,
the WANP proposed education requirements will be greater than that of
ARNPs and ARNPs have also shown that a residency program has not been
needed as ARNPs obtained full prescriptive authority without a
requirement for a residency program as well.

In this Sunrise process, the WANP proposes to modify WAC 246-836-211 to
require an additional 12 hours of supplemental education (currently 4
hours; ARNPs do not have a supplemental requirement) and training
focused on controlled substances in Schedules Il - V.

In addition, the WANP proposes changes to continuing competency
requirements for NDs, currently defined as follows:

WAC 246-836-080
Continuing competency program.

(1) Licensed naturopathic physicians must demonstrate completion of twenty thirty
hours of continuing education as provided in chapter 246-12 WAC, Part 7. Only courses
in diagnosis and therapeutics as listed in RCW 18.36A.040 shall be eligible for credit.
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(2) In emergency situations, such as personal or family illness, the board may in its
discretion, for good cause shown, waive all or part of the continuing education
requirement for a particular one-year period for an individual licensee. The board may
require such verification of the emergency as is necessary to prove its existence.

We propose increasing the annual requirement for ongoing naturopathic
continuing education to 30 hours per year (versus the current 20 hours;
ARNPs require 22.5 hours per year.) We also recommend 10 hours, of the
total 30 hours, be required in the area of pharmacology (not currently
required; ARNPs require 7.5 hours per year of pharmacology.) This
requirement for ongoing annual education in pharmacology is consistent
with Oregon’s requirement where NDs have had full scope prescriptive
authority since 2007. It is also comparable to current continuing
competency requirements in Washington for ARNPs who are required to
have 15 hours of pharmacology credits every two years.

Please note that the WANP plans to request the legislature to modify
H4573.4 to include the amendments specified in our Applicant Report
requiring the Board of Naturopathy to promulgate formal rulemaking that
requires additional education and training for NDs. The WANP believes the
aforementioned recommendations will ensure public safety and ongoing
competency of naturopathic physicians in providing optimal primary care
services to the citizens of Washington. (See attached “Added Legal
References.”)

Washington State Health Innovation Plan

The Washington State Health Innovation Plan, published in January 2014,
“....is built to achieve three ultimate aims: better health, better care, and
lower costs.” Page iii.

Approval of this Sunrise Review legislation is fully compatible with the
intent and process outlined in the Plan as seen in the following excerpts:

*Page 40: “Leverage Washington State’s Progressive Scope of Practice

Laws to Improve Patient Management and Mitigate the Shortage of
Primary Care Providers.”
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“Washington has led in scope of practice innovation in several disciplines,

providing additional opportunity for meeting the needs of a growing and
changing population. For example, Washington is one of 18 states that
grant independent practice and full prescriptive authority to ARNPs. ....
Roadmap focus areas will include:

e Enhancing the supply of ARNPs as well as other primary care
providers, including physician assistants....
e Deploying registered nurses to their full potential...”

WANP Recommendation: NDs also need to be deployed to their full
potential with full prescriptive authority.

*Page A13: “Primary Care Workforce”

“Washington’s current health workforce must continue to build capacity
and make the shift to more collaborative and team-based care across the
gamut of rural and urban areas and in support of a population diverse in
age, disability, race, and ethnicity. As is the case in many parts of the
country, the primary care workforce is facing significant challenges, and
must both expand in number, work to full scope, and find new ways of
extending services. Data also demonstrate issues with mal-distribution of
the primary care workforce in many rural areas of the state, particularly
post-Medicaid expansion.”

WANP Recommendation: As is the case in many parts of the country,
including Washington State, the primary care workforce is facing significant
challenges and must both expand in number, work to full scope, and find
new ways of extending services by allowing NDs to ‘work to full scope’ with
full prescriptive authority.

Report to the Legislature

In its report to the State legislature, the Health Care Authority has
identified that lack of access to primary care results in unnecessary use of
emergency departments. Approval of this Sunrise Review and passage of
the proposed legislation can give NDs tools to more effectively help prevent
such unnecessary use of emergency departments.
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Emergency Department Utilization: Assumed Savings from Best Practices
Implementation

Third Engrossed Substitute House Bill 2127, Chapter 7, Laws of 2012, 2nd Special Session
(Partial Veto) January 15, 2013

Washington State Health Care Authority Office of the Chief Medical Officer
http://www.hca.wa.gov/documents/legreports/report-
3eshb2127emergencydeptutilization.pdf

“Next Steps:

The seven best practices adopted by hospitals represent just the first step in reducing
unnecessary use of the emergency room. To address the demand side of emergency
department care, our state must address the larger, systemic reasons why Medicaid
clients go to the emergency room for their care. ..... In some cases, a lack of adequate or
timely access to primary care may contribute to unnecessary use of the emergency
department. If a client does not have a primary care physician, or cannot be seen in a
reasonable amount of time for a low-acuity need, he or she may turn to the
emergency department. .....”

Conclusion

In 1992, the Department of Health conducted a Sunrise Review entitled
“Expansion of ARNP Prescriptive Authority.” The conclusion of that process
was a recommendation from the DOH to approve expansion of prescriptive
authority for ARNPs.

The WANP notes numerous parallels throughout that report to the current
Sunrise and the proposal to expand prescriptive authority for naturopathic
physicians. These include:

e In 1992, ARNPs had “been legally prescribing legend drugs and Class
V controlled substances in Washington for 13 years.” NDs have been
prescribing legend drugs and controlled substances limited to
testosterone and codeine products in Schedules Ill — V for seven
years.

e “Their prescribing patterns have proven effective and safe. This is
evidenced by: (1) an increased demand for ARNP services,
particularly in areas of the health care system underserved by their
physician counterparts; (2) high levels of patient satisfaction; and (3)
minimal complaints about ARNP prescribers before the boards of
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nursing and pharmacy.”

O ND licenses in Washington have steadily increased and are
now comparable to the number of osteopathic physicians at
near 1200.

O Evidence of public confidence in NDs is demonstrated by a
finding in the 2013-2014 Puget Sound Health Alliance report
that rated Bastyr Center for Natural Health — the teaching
clinic for the naturopathic medical program — the fourth
highest score for ‘Overall Rating of the Provider’, a measure of
the patient’s overall satisfaction. This was out of 46 medical
groups with clinics in 185 locations across the Puget Sound
region.

0 According to the DOH, there have been no complaints and no
disciplinary actions against NDs for prescribing within their
current scope of practice.

The concluding statements and DOH recommendation in support of the
ARNP Sunrise Review of the 1992 identify risks and benefits to the public,
including:

“Information provided indicates that restricting availability of Schedule Il —
IV drugs to certain segments of the population creates a lack of access to
care and represents a serious risk to the public life, health, and safety.”

0 WANP Recommendation: With NDs already serving in primary
care roles throughout Washington, the WANP believes that
failure to expand prescriptive authority for NDs creates the
same risk for lack of access to appropriate care for the public
as was noted in 1992.

And,
“The public would benefit by the availability of qualified providers, already
functioning in an expanded practice capacity, to prescribe prescription

drugs which may be more appropriate and less costly. ARNPs use
independent judgment, deal with many of the same maladies as do
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physicians, consult with other health care providers, know their limits and
know when to refer.”

0 WANP Recommendation: In light of the documented
increased need for primary care providers and increased
access to care in Washington, the WANP believes that NDs are
very well positioned to offer these same benefits to the public
and that this statement is equally true for NDs with the
inclusion of expanded prescriptive authority for Schedule Il -V
controlled substances.

We have identified numerous additional parallels in the 1992 ARNP Sunrise
Review report and we have attached a copy for your review.

Given that:

e the circumstances in effect when the ARNPs gained expanded
authority are very similar to those at present, in terms of a
need for increased access in many areas of Washington,

e that NDs have a demonstrated record of understanding drug
therapy and incorporating it in their practices effectively since
2007,

e that there have been minimal complaints and disciplinary
action against NDs related to prescriptive authority,

e that the WANP is committed to inclusion of all pertinent
controlled substance statutes, as applicable to other
prescribing professions,

e that the WANP is committed to inclusion of an amendment to
H4573.4 requiring the Board of Naturopathy to promulgate
rules requiring additional education and training,

e that the WANP is recommending supplemental education of
12 hours in controlled substances from recognized experts in
the field,

e that the WANP is recommending increasing annual continuing
competency requirements for NDs to 30 hours per year with
10 specifically in pharmacology, (beyond the current ARNP
requirements),
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e that NDs in Oregon have been successfully prescribing
Schedules Il =V since 2007,

e and that this scope expansion will benefit the public, the state,
insurers and individual patients,

the WANP encourages the Department of Health to recommend approval

of expansion of naturopathic prescriptive authority to include Schedule Il —
V controlled substances.
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WANP REFERENCES

1. Much of the information you've submitted emphasizes the
naturopath's relationship to primary care, but | don't have a good
sense of the range of what is considered "primary care." Could
you please describe common conditions or medical issues that are
likely to present among patients seeking primary care from
naturopaths?

Primary Care

http://www.aafp.org/about/policies/all /primary-care.html

Primary Care

In defining primary care, it is necessary to describe the nature of services provided to
patients, as well as to identify who are the primary care providers. The domain of primary
care includes the primary care physician, other physicians who include some primary
care services in their practices, and some non-physician providers. However, central to
the concept of primary care is the patient. Therefore, such definitions are incomplete
without including a description of the primary care practice.

The following five definitions relating to primary care should be taken together. They
describe the care provided to the patient, the system of providing such care, the types of
physicians whose role in the system is to provide primary care, and the role of other
physicians, and non-physicians, in providing such care. Taken together they form a
framework within which patients will have access to efficient and effective primary care
services of the highest quality.

Definition #1 - Primary Care

Primary care is that care provided by physicians specifically trained for and skilled in
comprehensive first contact and continuing care for persons with any undiagnosed sign,
symptom, or health concern (the "undifferentiated" patient) not limited by problem origin
(biological, behavioral, or social), organ system, or diagnosis.

Primary care includes health promotion, disease prevention, health maintenance,
counseling, patient education, diagnosis and treatment of acute and chronic illnesses in a
variety of health care settings (e.g., office, inpatient, critical care, long-term care, home
care, day care, etc.). Primary care is performed and managed by a personal physician
often collaborating with other health professionals, and utilizing consultation or referral
as appropriate.Primary care provides patient advocacy in the health care system to
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accomplish cost-effective care by coordination of health care services. Primary care
promotes effective communication with patients and encourages the role of the patient as
a partner in health care.

Definition #2 - Primary Care Practice

A primary care practice serves as the patient's first point of entry into the health care
system and as the continuing focal point for all needed health care services. Primary care
practices provide patients with ready access to their own personal physician, or to an
established back-up physician when the primary physician is not available.

Primary care practices provide health promotion, disease prevention, health maintenance,
counseling, patient education, diagnosis and treatment of acute and chronic illnesses in a
variety of health care settings (e.g., office, inpatient, critical care, long-term care, home
care, day care, etc.).

Primary care practices are organized to meet the needs of patients with undifferentiated
problems, with the vast majority of patient concerns and needs being cared for in the
primary care practice itself. Primary care practices are generally located in the
community of the patients, thereby facilitating access to health care while maintaining a
wide variety of specialty and institutional consultative and referral relationships for
specific care needs. The structure of the primary care practice may include a team of
physicians and non-physician health professionals.

Definition #3 - Primary Care Physician

A primary care physician is a generalist physician who provides definitive care to the
undifferentiated patient at the point of first contact and takes continuing responsibility for
providing the patient's care. Such a physician must be specifically trained to provide
primary care services.

Primary care physicians devote the majority of their practice to providing primary care
services to a defined population of patients. The style of primary care practice is such that
the personal primary care physician serves as the entry point for substantially all of the
patient's medical and health care needs - not limited by problem origin, organ system, or
diagnosis. Primary care physicians are advocates for the patient in coordinating the use of
the entire health care system to benefit the patient.

Definition #4 - Non-Primary Care Physicians Providing Primary Care Services

Physicians who are not trained in the primary care specialties of family medicine, general
internal medicine, or general pediatrics may sometimes provide patient care services that
are usually delivered by primary care physicians. These physicians may focus on specific
patient care needs related to prevention, health maintenance, acute care, chronic care or
rehabilitation. These physicians, however, do not offer these services within the context
of comprehensive, first contact and continuing care.
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The contributions of physicians who deliver some services usually found within the scope
of primary care practice may be important to specific patient needs. However, the
absence of a full scope of training in primary care requires that these individuals work in
close consultation with fully-trained, primary care physicians. An effective system of
primary care may utilize these physicians as members of the health care team with a
primary care physician maintaining responsibility for the function of the health care team
and the comprehensive, ongoing health care of the patient.

Definition #5 - Non-Physician Primary Care Providers

There are providers of health care other than physicians who render some primary care
services. Such providers may include nurse practitioners, physician assistants and some
other health care providers.

These providers of primary care may meet the needs of specific patients. They should
provide these services in collaborative teams in which the ultimate responsibility for the
patient resides with the primary care physician. (1975) (2006)

*In this document, the term physician refers only to doctors of medicine (M.D.) and
osteopathy (D.O.).

Use of Term

The AAFP recognizes the term "primary care" and that family physicians provide
services commonly recognized as primary care. However, the terms, "primary care™ and
"family medicine" are not interchangeable. "Primary care™ does not fully describe the
activities of family physicians nor the practice of family medicine. Similarly, primary
care departments do not replace the form or function of family medicine departments.
(1977) (2011 COD)
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WANP Proposed WAC Amendments

Prescriptive Authority for Schedule II - V Controlled
Substances

Annual Continuing Education
WANP proposes increasing the annual requirement for ongoing
naturopathic education to 30 hours of continuing education per year
(versus current 20 hours; ARNPs require 22.5 hours per year)
with 10 hours, of the total 30 hours, required to be in the area of
pharmacology (not currently required; ARNPs require 7.5 hours).
This requirement for ongoing annual education in pharmacology is
consistent with Oregon’s requirement where NDs have had full scope
prescriptive authority since 2007. Itis also comparable to current
continuing competency requirements in Washington for ARNPs who
are required to have 15 hours of pharmacology credits every two
years.

WAC 246-836-080
Continuing competency program.

(1) Licensed naturopathic physicians must demonstrate completion
of twenty thirty hours of continuing education with ten hours in
'pharmacology’ as provided in chapter 246-12 WAC, Part 7. Only
courses in diagnosis and therapeutics as listed in RCW 18.36A.040 shall
be eligible for credit.

(2) In emergency situations, such as personal or family illness, the
board may in its discretion, for good cause shown, waive all or part of
the continuing education requirement for a particular one-year period
for an individual licensee. The board may require such verification of
the emergency as is necessary to prove its existence.

Supplemental Education for NDs

Supplemental Education and Training for DEA certification
WANP proposes to modify WAC 246-836-211 to require an additional
12 hours of education (currently 4 hours; ARNPs do not have a
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supplemental requirement) in graduate level instruction by
recognized experts in the use of controlled substances in the primary
care setting. This is a one-time requirement for NDs to be eligible for
DEA certification.
WAC 246-836-211
Authorization regarding controlled substances.

(1) Upon approval by the board, naturopathic physicians may obtain
a current Federal Drug Enforcement Administration registration. The
board may approve naturopathic physicians who have:

(a) Provided documentation of a current Federal Drug Enforcement
Administration registration from another state; or

(b) Submitted an attestation of at least foeur 12 hours of
instruction. Instruction must be part of a graduate level course from a
school approved under chapter 18.364A, 18.71, 18.57, or 18.79 RCW.
Instruction must include the following:

(i) Principles of medication selection;

(ii) Patient selection and therapeutics education;

(iii) Problem identification and assessment;

(iv) Knowledge of interactions, if any;

(v) Evaluation of outcome;

(vi) Recognition and management of complications and untoward
reactions; and

(vii) Education in pain management and drug seeking behaviors.

(2) The naturopathic physician must retain training documentation

at least five years from attestation date.

WANP Proposed RCW Amendments

a. Proposed Amendments to H 4573.4: WANP recommends the Final
Sunrise Review Report and Recommendations to the Legislature include
a pain management section that conforms with HB2876 (2010)
Concerning pain management (Moeller)(see below); plus the following
two bolded amendments that will require authorization by the Board of
Naturopathy because H 4573.4 fails to require such authorization, as
follows:

Sec.3.RCW 69.41.030 and 2013 c71s1and 2013 c12 s 1 are each
reenacted and amended to read as follows: (1) It shall be unlawful
for any person to sell, deliver, or possess any legend drug except upon
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the order or prescription of “....a naturopathic physician under chapter
18.36A RCW when authorized by the board of naturopathy, ...."
Sec. 5. RCW 69.45.010 and 2013 ¢ 19 s 81 are each reenacted and
amended to read as follows:

... (12) "Practitioner” means ... a naturopathic physician under chapter

18.36A RCW when authorized to prescribe by the board of
naturopathy ....

Proposed New Pain Management RCW (bolded words are changes
from those in the current MD/DO/ARNP RCW5s)

RCW 18.36A.__

Pain management rules — Criteria for new rules.

(1) Bv June 30, 2016, the board shall adopt new rules on chronic,
noncancer pain management that contain the following elements:

(a)(i) Dosing criteria, including:

(A) A dosage amount that must not be exceeded unless a
naturopath first consults with a practitioner specializing in pain
management; and

(B) Exigent or special circumstances under which the dosage
amount may be exceeded without consultation with a practitioner
specializing in pain management.

(ii) The rules regarding consultation with a practitioner
specializing in pain management must, to the extent practicable,
take into account:

(A) Circumstances under which repeated consultations would

not be necessary or appropriate for a patient undergoing a stable,
ongoing course of treatment for pain management;

(B) Minimum training and experience that is sufficient to
exempt a naturopath from the specialty consultation requirement;

(C) Methods for enhancing the availability of consultations;

(D) Allowing the efficient use of resources; and

(E) Minimizing the burden on practitioners and patients;

(b) Guidance on when to seek specialty consultation and ways in
which electronic specialty consultations may be sought;

(c) Guidance on tracking clinical progress by using assessment
tools focusing on pain interference, physical function, and overall

risk for poor outcome; and
(d) Guidance on tracking the use of opioids, particularly in the

emergency department.
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(2) The board shall consult with the agency medical directors’
group, the department of health, the University of Washington, and
the largest professional associations for naturopaths.

3) The rules adopted under this section do not apply:

(a) To the provision of palliative, hospice, or other end-of-life
care; or

(b) To the management of acute pain caused by an injury or a
surgical procedure. [2010 ¢ 209 § 7.]
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NDs by County
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ND student interest in practicing medicine in rural and/or
underserved medical settings

Michelle A. Simon, PhD, ND, Pamela Snider, ND
Seattle, Washington.

Introduction

Shortages in the primary care physician workforce are expected to worsen as the decade advances.
Declining numbers of conventionally trained medical doctors (MDs) are in part due to little interest
among students at medical schools in internal medicine as a career. A 2008 JAMA study found that only
23.2% of students surveyed responded that they were planning a career in internal medicine; only 2% of
those were planning to become general practice or primary care physicians. These deficits impact
rural and underserved communities hardest. In a longitudinal study by Rabinowitz et al that evaluated
the Physician Shortage Area Program, the single most important variable associated with rural
practice was rural origin. The objective of this survey was to ascertain the rural living experience level
among naturopathic medical students, their level of interest in serving as primary care providers in rural
and/or urban underserved community settings, and their willingness to relocate to these areas in

exchange for medical school loan repayment.

Figure 1.

NUMBER OF FAMILY MEDICINE RESIDENCY
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Design, Setting, and Participants

The survey was a web based cross-sectional survey of all medical students enrolled at one US
naturopathic medical school, Bastyr University. All students received an invitation to complete the
survey in the Fall quarter of 2010.

The main outcome measures were student demographics, career interests, rural life experience level as
measured by number of years lived in a rural area, willingness to relocate in exchange for medical school
loan repayment and year of medical school education.

Results and Discussion

There were 130 respondents to the online survey which was circulated among 407 active naturopathic
students at Bastyr University. This represented a response rate of 33%.

Among students that have lived in a rural area, those with a level 4 or 5 interest in practicing
naturopathic medicine rurally was 59% with 77 of the 130 respondents. (Fig 2, below) There was a
correlation with the most experience in rural areas and a level 5 desire to practice there with over half
of those with 10 or more years of rural experience desiring to practice rurally.
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B No
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Figure 2: Level of interest in practicing naturopathic medicine in a rural area. (A rural
community is defined as a city, town, or village of 2,500 citizens or less.) Rural living
experience: 10 years or more, 5-10 years, 0-5 years or none.

There is a high level of interest among survey responders to practice naturopathic medicine in an
underserved area. Those with a level 4 and 5 interest, 43 and 59 students respectively, represented
78% of all responders. (Fig 3, below) There seems to be a slight correlation between rural living
experience and level of interest in practicing in underserved areas, but fully 33% of those with no rural
experience expressed a level 5 interest level in practicing in an underserved area.
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Figure 3: Level of interest in practicing naturopathic medicine in an underserved area.
(Underserved refers to low income individuals, uninsured persons, immigrants, ethnic and

racial minorities, and the elderly.) Rural living experience: 10 years or more, 5-10 years, 0-5
years or none.

The percentage of students with some rural living experience is 59% with 77 of the 130 respondents.
Twenty three percent of the total has 10 or more years of rural experience.

Interest in working with special populations among the naturopathic students surveyed was robust. The
highest interest levels were for work with Native American/Tribal communities and the elderly. (Fig. 4,

below). For these populations the interest was equivalent with 65% of the respondents answering 4 or
5.
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Figure 4: Level of interest in working with special needs populations: 1= no interest, 5= high
interest.

The willingness of survey responders to relocate to a rural and/or underserved community to practice
naturopathic medicine in exchange for medical school loan repayment is overwhelmingly positive
with 94.6% of respondents expressing this willingness. (Fig. 5, below).

a

HYes: 94.6%

¥ No: 5.4%

Figure 5: Willingness to relocate to a rural and/or underserved community to practice
naturopathic medicine in exchange for medical school loan repayment.
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Conclusions

Naturopathic medical students surveyed at one naturopathic medical school expressed significant
interest in practicing primary care naturopathic medicine in rural and/or urban underserved community
settings. Rural experience is not necessarily correlated with this interest, however, the high percentage
of students who are from rural areas (59%) and expressed an interest in rural and underserved health
care may provide answers to retention issues faced by state and federal loan forgiveness programs. As
has been demonstrated, rural origin is the single most important variable associated with rural
practice. The vast majority of students, with or without expressed interest in this type of practice,
were also willing to relocate to rural or urban underserved communities in exchange for medical
school loan repayment. This represents a ready, willing, and able work force to help alleviate the
current and projected workforce shortage in primary care medicine.

Future Plans

The authors would first like to expand this survey to other naturopathic medical schools . A
collaboration is under development with Jon Wardle, ND, MPH, PhD a Trans-Pacific Fellow at the
University of Washington and at the University of Queensland in Australia to perhaps then expand the
survey to allopathic medical schools.
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For further information

Please contact Michelle Simon, ND, PhD at dr.michelle@earthlink.net.
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EXPANSION OF AUTHORITY OF
ADVANCED REGISTERED NURSE PRACTITIONERS
TO PRESCRIBE CERTAIN CONTROLLED SUBSTANCES

INFORMATION SUMMARY

BACKGROUND

Senate Bill 5635 introduced in the 1991 session of the Legislature, proposed expanding the
authority of advanced registered nurse practitioners (ARNPs) to prescribe certain
controlled substances. On August 13, 1992, Representative Dennis Braddock, Chair of the
House Committee on Health Care, requested that the Department of Health conduct a
review of this proposal under the "Sunrise" law. The Department conducted a review
according to the criteria in the "Sunrise" law (RCW 18.120.110) and the Department’s

Guidelines for Credentialing Health Professions in Washington State. The Department
reported its findings and recommendations to the Legislature by December 31, 1992.

The purpose of the Sunrise Act is to avoid regulation wherever possible. The concern of
the legislature in this case is that an increase in the ARNPs’ scope of practice does not
prevent other qualified individuals from practicing within the same scope. If a proposed
increase in the scope of practice does not prevent other currently licensed or non-licensed
groups from practicing within the proposed scope, then the review would focus on whether
the applicant group can practice safely. The review would not consider whether an increase
in scope is necessary from a health profession supply perspective.

OVERVIEW OF SUNRISE PROCEEDINGS

The Department of Health began discussions with interested parties on the proposed
increase in the prescriptive authority of advanced registered nurse practitioners in
September 1992.

Regulatory agencies in other states were requested to provide sunrise reviews, regulatory
standards, existing laws and administrative rules, or other information which would be
useful in evaluating the proposal. In addition, a literature search was conducted seeking
professional journal and other articles regarding the current level of prescriptive authority
of ARNPs in other states.

Various agencies, associations, organizations and individuals both proponents and
opponents were invited to provide informa<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>