iy AL
Legislative Analysis FI.%AQCYAL

Phone: (517) 373-
http://www.house.mi.gov/hfa

EDUCATION ABOUT PRESCRIPTION OPIOID ABUSE,

8080

PROTECTIONS FROM ABUSE, AND TREATMENT Analysis available at
http://www.legislature.mi.gov

House Bill 4403 (reported from committee as H-1)
Sponsor: Rep. Andy Schor

House Bill 4404 (substitute H-2)
Sponsor: Rep. Sam Singh

House Bill 4405 (substitute H-1) House Bill 4407 (substitute H-1)
Sponsor: Rep. Kathy Crawford Sponsor: Rep. Beth Griffin

House Bill 4406 as introduced House Bill 4408 (substitute H-1)
Sponsor: Rep. Beth Griffin Sponsor: Rep. Joseph N. Bellino, Jr.

Committee: Health Policy
Complete to 5-26-17

BRIEF SUMMARY: House Bills 4403-4408 are part of a larger effort to combat
epidemic in Michigan and nationwide. Taken together, the bills would do
following:

the opioid
all of the

e Specifically provide that an individual may receive medically necessary treatment for

opioid use. (HB 4403)

e Define and allow for the licensure of pain management facilities by the Department of

Licensing and Regulatory Affairs (LARA). (HB 4404)
e Allow a pharmacist to refuse to fill a prescription for a schedule 11-V
substance, if the pharmacist has a reasonable and good-faith belief that

controlled
it was not

written in good faith or would not be filled for a medical purpose. (HB 4405)
e Require the Prescription Drug and Opioid Abuse Commission to develop

recommendations on teaching about opioid abuse in schools. (HB 4406)

e Require the Michigan Department of Education (MDE) to make available a model
program of instruction based on those recommendations to school districts and public
school academies (PSASs); and to ensure that the model program, at least, is included in

the state's Model Core Curriculum content standards and the health
component of the Merit Curriculum graduation requirements. (HB 4407)

education

e Require a prescriber to discuss certain issues and obtain a signed parental consent form
before issuing the first prescription to a minor in a single course of treatment for a
controlled substance containing an opioid. The bill would also amend two existing
sections to make failure to comply with these requirements a violation punishable by
probation, limitation, denial, fine, suspension, revocation, or permanent revocation of

the prescriber's license. (HB 4408)
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All six bills would take effect 90 days after enactment. House Bills 4406 and 4407 are tie-
barred together, meaning neither could take effect unless both are enacted.

FISCAL IMPACT: Please see Fiscal Information, below, for detailed fiscal information on the
individual bills.

THE CONTENT OF THE BILLS:

House Bill 4403

House Bill 4403 would amend the section of the Social Welfare Act (MCL 400.109) that
describes the medical services which may be provided under the act (the Medicaid
program). In addition to services such as certain medical, surgical, nursing home,
pharmaceutical, and psychiatric services, among others, the bill would require that an
eligible individual may receive medically necessary acute medical detoxification for
opioid use disorder, medically necessary inpatient care at an approved facility, or care
in an appropriately licensed substance use disorder treatment facility.*

House Bill 4404

House Bill 4404 would add a Part 218: Pain Management Facilities (MCL 333.21801 et
al.) to the Public Health Code, defining “pain management facilities" and prescribing their
establishment, management, and required certification under the Department of Licensing
and Regulatory Affairs (LARA). The bill would also amend five sections of the Code to
account for this new entity, including the addition of "pain management facilities" to the
Code's definition of health facilities or agencies.

The new Part 218 of the Code would define the following key terms:

e Pain management facility: a facility where a majority of the patients are provided
treatment for pain through the use of a controlled substance and either the facility's
primary practice is the treatment of pain or the facility advertises for any type of pain
management service. (A pain management facility does not include a county medical
care facility, hospital or facility that is owned and operated by a hospital, nursing home,
or a hospital long-term care unit, among others)

e Pain management service: medical care specializing in managing chronic or acute
pain.

e Controlled substance (as defined in MCL 333.7104): a drug, substance, or immediate
precursor included in schedules 1 to 5 of part 72 (Schedule 1: MCL 333.7212; Schedule
2: MCL 333.7214; Schedule 3: MCL 333.7216; Schedule 4: MCL 333.7218; Schedule
5: MCL 333.7220)

! The Medicaid Provider Manual includes these provisions in Section 12: Substance Abuse Services (beginning
p.76). http://www.mdch.state.mi.us/dch-medicaid/manuals/MedicaidProviderManual.pdf
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Establishing a pain management facility

Under the bill, beginning January 1, 2018, a person must submit a completed application
for licensure in order to establish or maintain and operate a pain management facility.
Beginning June 1, 2018, a person must have obtained a license from the Department of
Licensing and Regulatory Affairs in order to establish or maintain and operate the facility.

Ownership of a pain management facility

Generally, an individual who is not a physician may not have an ownership interest in a
pain management facility. However, this prohibition does not apply for a facility operating
as of the effective date of the act so long as no individual employed by the facility or the
facility itself has been sanctioned by a disciplinary committee under the Code for an act or
omission involving a controlled substance, and no employee has a controlled substance
conviction.

If one of the owners of a pain management facility operating when this act takes effect is
not a physician, the facility's owners must designate a physician employed by the facility
as its designated physician, with the requirements for that role described below.

Designated physician

Beginning one year after the act takes effect, the owners of the pain management facility
must ensure that a designated physician or at least one physician who has an ownership
interest in the pain management be physically present in the practice of medicine or
osteopathic medicine and surgery, for at least 50% of the time a patient is present at the
facility. These physicians must also meet one of the following:

e Hold a subspecialty certification in pain management or hospice and palliative
medicine issued by the American Board of Medical Specialties, a certificate of added
qualification in pain management or hospice and palliative medicine issued by the
American Osteopathic Association Bureau of Osteopathic Specialists, or an equivalent
certification or certificate as determined by LARA.

e Hold a board certification issued by the American Board of Pain Management, the
American Board of Interventional Pain Physicians, or an equivalent certification as
determined by LARA.

e Have completed a residency or fellowship in pain management approved by LARA or
meet any other educational standard as determined by LARA.

Payment for services

A pain management facility may only accept payment for a good or service provided to a
patient from the patient or patient's insurer, guarantor, spouse, parent, legal guardian, or
legal custodian. A facility may also accept private health insurance as a source of payment.

Additional Changes
The bill would make complementary amendments to five sections of the Code:

e Add "a pain management facility” to the list of health facilities or agencies under
Section 20106 of the Code.
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e Require that applicants or licensees to become pain management facilities under Part
218 of the Code must comply with the same disclosure requirements as applicants or
licensees to be homes for the aged (Part 213) or nursing homes (Part 217).

e Set the fee for licensure as a pain management facility at $1,000 per facility license,
with an initial licensure application fee of $2,000 per initial license.

e Replace references to the Department of Community of Health with the reorganized
and renamed Department of Health and Human Services.

House Bill 4405

House Bill 4405 would amend the Public Health Code (Proposed MCL 333.17751a) to
allow a pharmacist to refuse to dispense a prescription for a controlled substance
listed in schedules two to five in Part 72 of the Code, if the pharmacist has a reasonable
and good-faith belief that the prescription was not written in good faith or would not be
used for a medical purpose. A pharmacist who does refuse to dispense the prescription
will not be held liable for damages in a civil action for injury, death, or loss to person or
property arising from that refusal.

House Bill 4406

House Bill 4406 would add a section to the Public Health Code (proposed MCL
333.7113a), which would require the Prescription Drug and Opioid Abuse
Commission to develop and provide recommendations for the instruction of students
on prescription opioid drug abuse to the Michigan Department of Education (MDE) by
January 1, 2018. These must include recommendations for instruction on the prescription
drug epidemic and the connection between prescription drug epidemic and the connection
between prescription opioid drug abuse and addiction to other drugs.

[The Commission, created within the Michigan Department of Licensing and Regulatory
Affairs (LARA) by Governor Snyder's Executive Order No. 2016-15,2 replaced the
Controlled Substances Advisory Commission and the Advisory Committee on Pain and
Symptom Management. It was charged with reviewing the 2015 Report of Findings and
Recommendations for Action from the Michigan Prescription Drug and Opioid Abuse Task
Force, and developing and proposing policies to implement those recommendations,
among other tasks.]

House Bill 4407

House Bill 4407 would add a section to the Revised School Code (proposed MCL
380.1170b) that would require the MDE to make available to school districts and public
school academies (PSAs, or charter schools) a model program of instruction on
prescription opioid drug abuse based on the recommendations from the Commission,
above, no later than July 1, 2018. This program must at least include instruction on the

2 https://www.michigan.gov/documents/snyder/EQ_2016-15_527251_7.pdf
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prescription drug epidemic and the connection between prescription opioid abuse and
addiction to other drugs.

Additionally, the MDE must ensure that the state’s Model Core Curriculum content
standards and subject area content expectations and guidelines for health education
under Section 1278a® of the Code include instruction on prescription opioid drug
abuse, including, at least, the model program of instruction described above. These
changes must be in place beginning in the 2018-2019 school year.

[According to the MDE, opioid abuse prevention would be taught within the context of the
Michigan Model for Health™ (MMH), an evidence-based curriculum recognized by the
Substance Abuse and Mental Health Services Administration (SAHMSA) and listed on
their National Registry of Effective and Promising Programs. The MMH curriculum
includes existing lessons on substance abuse prevention for every grade level that can be
built upon as recommendations from the Commission warrant.]

House Bill 4408

House Bill 4408 would add a section to the Public Health Code to require a prescriber* to
discuss certain issues and obtain a signed parental consent form before issuing the first
prescription to a minor in a single course of treatment for a controlled substance containing
an opioid. The bill would also amend two existing sections to make failure to comply with
these requirements a violation punishable by probation, limitation, denial, fine, suspension,
revocation, or permanent revocation of the prescriber's license.

Specifically, with some exceptions described later, the bill would require a prescriber to do
both of the following:

e Discuss all of the following with a minor and parent or guardian or another adult
authorized to consent to the minor's medical treatment, before issuing the minor the
first prescription in a single course of treatment for a controlled substance
containing an opioid, regardless of whether the prescriber modifies the dose during
the course of treatment:

o The risks of addiction and overdose associated with the controlled substance.

o The increased risk of addiction to a controlled substance for an individual
suffering from both mental and substance abuse disorders.

o The danger of taking a controlled substance containing an opioid with a
benzodiazepine, alcohol, or another central nervous system depressant.

3 MCL 380.1278a lists the requirements for a high school diploma, including one credit of health and physical
education

4 "Prescriber" is defined in section 17708 of the Public Health Code as a licensed dentist, a licensed doctor of
medicine, a licensed doctor of osteopathic medicine and surgery, a licensed doctor of podiatric medicine and surgery,
a licensed optometrist certified under Part 174 to administer and prescribe therapeutic pharmaceutical agents, a
licensed veterinarian, or another licensed health professional acting under the delegation and using, recording, or
otherwise indicating the name of the delegating licensed doctor of medicine or licensed doctor of osteopathic medicine
and surgery.
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o

Any other information in the patient counseling information section of the label
for the controlled substance that is required in paragraph (c)(18) of Part 201
(Labeling) of the Code of Federal Regulations (including information necessary
in order for the patient to take the drug safely and effectively).

e Obtain the signature of the minor's parent or guardian on a Start Talking consent

form. Another adult authorized to consent to the minor's medical treatment may
also sign the form, but in that case the prescriber may only prescribe up to a single
72-hour supply of the controlled substance. The prescriber must include the signed
form in the minor's medical record.

Exemptions
These requirements do not apply in any of the following circumstances:

©)
@)

If the minor's treatment is associated with or incident to a medical emergency.
If the minor's treatment is associated with or incident to a surgery, regardless of
whether the surgery is performed on an inpatient or outpatient basis.

If, in the prescriber's professional judgment, fulfilling the requirements would
be detrimental to the minor's health or safety.

If the minor's treatment is rendered in a hospice or oncology department of a
hospital, or if the prescription is issued at the time of discharge from one of
those facilities.

If the consent of the minor's parent or guardian is not legally required for the
minor to obtain treatment.

Definitions
The bill also defines all of the following terms, as used in this section:

A Start Talking consent form must be a separate document from any other document that
a prescriber uses to obtain informed consent and must contain all of the following:

(@]

(@]

The name and quantity of the controlled substance being prescribed for the
minor and the amount of the initial dose.

A statement indicating that a controlled substance is a drug or other substance
that the U.S. Drug Enforcement Administration has identified as having a
potential for abuse.

A statement certifying that the prescriber discussed with the minor, and with
the minor's parent, guardian or authorized adult, the topics described above.
The number of refills, if any, that are authorized by the prescription.

A space for the signature of the minor's parent, guardian, or authorized adult to
consent to the minor's medical treatment, and a space for the date signed.

Another adult authorized to consent to the minor's medical treatment means an adult to
whom a minor's parent or guardian has given written authorization to consent to the minor's
medical treatment.
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Medical emergency means a situation that, in the prescriber's good-faith medical judgment,
creates an immediate threat of serious risk to the life or physical health of the minor.

Minor means an individual under 18 years old who is not emancipated.

Finally, the bill would include failure to comply with these requirements (discussing the
topics listed above with the minor and parent, guardian, or authorized adult; and obtaining
a signed consent form) among violations of the Code under Section 16221. The
Department of Licensing and Regulatory Affairs (LARA) would investigate allegations of
violation as it does for the 21 offenses currently listed in that section. If the allegations are
substantiated, the prescriber would be subject to probation, limitation, denial, fine,
suspension, revocation, or permanent revocation of his or her license by a disciplinary
subcommittee.

MCL 333.16221 and 333.16226 and proposed 333.7303b
BACKGROUND INFORMATION:

Michigan's October 2015 Prescription Drug & Opioid Abuse Task Force report® included
a series of findings and recommendations. HB 4404 is intended to address one of those
recommendations, providing legislation to define and identify pain management practice
for the purposes of licensing, to address a problem the task force found with illegitimate
clinics operating as "pill mills."

Additionally, the task force recommended an exemption from civil liability for a
pharmacist acting in good faith and with a reasonable doubt that the prescription is not
authentic or would be used for non-medical purposes. While pharmacists are already
allowed to refuse to fill prescriptions for these reasons, they do not have any protection
when they choose to do so.

HB 4405 is intended to protect pharmacists from liability, giving them greater flexibility
to use their judgment when it appears a person is doctor- or pharmacy-shopping, or filling
more prescriptions for controlled substances than are reasonably needed. (Although the
task force report recommended that the exemption "should require consultation with the
prescribing physician before the pharmacist can decide to deny filling the prescription[,]"
the bill does not include that requirement.)

HBs 4406 and 4407 would address another task force recommendation, to some extent.
Finding that public awareness of opioid and prescription drug abuse is low, the task force
recommended a multifaceted public awareness campaign, including programs that help
children to understand the dangers of prescription drug abuse. Incorporating education
about opioid abuse into the health education curriculum is intended to address this concern.

5 http://www.michigan.gov/documents/snyder/Presciption_Drug_and_Opioid_Task Force_Report 504140 _7.pdf
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FISCAL INFORMATION:

House Bill 4403 should have no fiscal impact as these services are already covered under
Medicaid.

House Bill 4404 would create significant, though indeterminate, fiscal impacts for the
Department of Licensing and Regulatory Affairs. Under the bill, the Department would
assess an initial license fee of $2,000.00 and an annual fee of $1,000.00 for pain
management facilities. It is currently unknown how many pain management facilities will
be applying for licensure in Michigan, so an estimate of total expected revenues from
license fees is unattainable. The Department does not anticipate that the expansion of health
facilities licensing activities to include pain management facilities will result in significant
costs to the Department at present, though if license application volumes are high
additional staff may be needed to process applications.

House Bill 4405 would not have a fiscal impact on the Department of Licensing and
Regulatory Affairs or on other units of state or local government.

House Bill 4406 would not result in any significant fiscal impacts for the Department of
Licensing and Regulatory Affairs or for other units of state and local government.

House Bill 4407 would result in a cost increase for the Department of Education and an
indeterminate cost increase for school districts and public school academies (PSAs). The
Department of Education has noted they would incur an estimated cost increase of
$250,000 for administrative resources in making available a grade- and age-appropriate
model program of instruction on prescription opioid drug abuse to school districts and
PSAs. School districts and PSAs would then incur an indeterminate cost increase, at least
initially, for administrative resources to include the revised model core academic
curriculum content standards for health education and the subject area content expectations
and guidelines for health education to include instruction on prescription opioid drug abuse.

House Bill 4408 would not create any significant fiscal impact for the Department of
Licensing and Regulatory Affairs or for other units of state or local government.

HB 4408 would have an indeterminate fiscal impact on the state's correctional system and
on local units of government. Information is not available on the number of persons that
might be found in violation and subsequently convicted under provisions of the bill. New
felony convictions would result in increased costs related to state prisons and state
probation supervision. In fiscal year 2016, the average cost of prison incarceration in a
state facility was roughly $36,000 per prisoner, a figure that includes various fixed
administrative and operational costs. State costs for parole and felony probation
supervision averaged about $3,500 per supervised offender in the same year. New
misdemeanor convictions would increase costs related to county jails and/or local
misdemeanor probation supervision. The costs of local incarceration in a county jail and
local misdemeanor probation supervision vary by jurisdiction. The fiscal impact on local
court systems would depend on how court caseloads were affected and on related
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administrative costs. Any increases in penal fine revenues would increase funding for local
libraries, which are the constitutionally designated recipients of those revenues.

ARGUMENTS:

For:
Supporters praised these bills as a series of measures which, taken together, would educate
the public about the dangers of prescription opioid abuse, make it more difficult for opioids
to be dispensed, and improve the treatment for individuals suffering from opioid addiction.

HBs 4406 and 4407, they say, would incorporate education about prescription opioid drug
abuse into schools' health education curriculum at every grade level.

HBs 4405 would allow pharmacists to refuse to dispense a prescription for a schedule I1-
V controlled substance if the pharmacist has a good-faith belief that the prescription is the
result of “"pharmacist shopping" or is not being obtained for medical purposes. HB 4408
would similarly make it more difficult for a person to obtain prescription opioids, but is
aimed at stemming abuse by minors, by requiring an education component and companion
parental consent form before a minor may be prescribed a controlled substance containing
an opioid. (The bill includes certain, generally health-related, exceptions from this
requirement.)

Finally, proponents stated that HB 4404 would provide for the licensing and regulation of
pain management facilities, with HB 4403 merely codifying existing Medicaid payment
for substance use disorder treatments.

Against:
No one voted or testified against the bills.

POSITIONS:

The following organizations support the bill package:
o Blue Cross Blue Shield (4-26-17)
o The office of the Lieutenant Governor (4-26-17)
o Families Against Narcotics (5-24-17)
o Michigan Academy of Physicians Assistants support HB 4403 and HBs 4405-
4408, and support the concept proposed in HB 4404 (5-24-17)

The following organizations support the bills as follows:

House Bill 4403
o Michigan Department of Health and Human Services (4-26-17)
o The office of the Governor (4-26-17)
o Michigan Association of Treatment Court Professionals (5-24-17)
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House Bill 4404
o Michigan Health and Hospital Association (4-26-17)
Trinity Health (4-26-17)
Michigan Association of Health Plans (5-24-17)
Michigan Osteopathic Association (5-24-17)
Michigan Association of Treatment Court Professionals (5-24-17)
Michigan Society of Anesthesiologists (5-24-17)

OO O O O O

House Bill 4405
o Michigan Pharmacists Association (4-26-17)
o Michigan Association of Treatment Court Professionals (5-24-17)
o Michigan State Medical Society (5-24-17)

House Bill 4406
o Michigan Association of Health Plans (5-24-17)
o Michigan Association of Treatment Court Professionals (5-24-17)
o Michigan Council for Maternal and Child Health (5-24-17)

House Bill 4407
o Michigan Association of Health Plans (5-24-17)
o Michigan Association of Treatment Court Professionals (5-24-17)
o Michigan Council for Maternal and Child Health (5-24-17)

House Bill 4408
o Michigan Association of Health Plans (5-24-17)
o Michigan State Medical Society (5-24-17)

The Michigan Association of Family Physicians is neutral on House Bill 4408 (4-24-17)

Legislative Analyst: Jenny Mclnerney
Fiscal Analysts: Kevin Koorstra
Marcus Coffin
Bethany Wicksall
Samuel Christensen
Robin Risko

m This analysis was prepared by nonpartisan House Fiscal Agency staff for use by House members in their
deliberations, and does not constitute an official statement of legislative intent.
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