MICHIGAN OPIOID LAWS

Frequently Asked Questions {FAQs)
Updated on June 1, 2018

R 338.3162E is rescinded from the pharmacy rules, and deals with
exemptions to MAPS reporting requirements.

Effective March 27, 2018

Public Act 253 of 2017

Amends the Social Welfare Act to provide that an eligible individual can
receive medically necessary treatment for opioid abuse. The bill codifies
coverage by Michigan's Medicaid program for detox programs.

Effective March 27, 2018.

Public Act 254 of 2017

Requires PDOAC, by July 1, 2018, to develop or adopt for the
Department of Education, recommendations for the instruction of pupils
on the dangers of prescription opioid drug abuse.

Public Act 255 of 2017

By July 1, 2019, the Department of Education shall make available to
school districts the model program of instruction on the dangers of
prescription opioid drug abuse, developed or adopted by the
Prescription Drug and Opioid Abuse Commission (PDOAC).

Beginning in the 2019-2020 School Year, the Department of Education
shall ensure that the state model of academic standards for health
education includes instruction on prescription opioid drug abuse,
including at least the PDOAC recommendations.

FAQs Section

Public Act 246 of 2017 ~ Start Talking Form:

1. Will a form be developed to provide guidance on compliance for the new opioid
education requirements related to implementing the Start Talking Form, and opioid
disclosure form, required by Public Act 246 of 2017?

a. The Department of Health and Human Services (DHHS) and Licensing and
Regulatory Affairs (LARA) worked with various health care providers and
stakeholders in developing a single page form that can be used to meet the
requirements of this new law. This new form can be found under the “Prescribers”
tab at the DHHS website: www.michigan.gov/stopoverdoses.

2. Is a provider required to use the state’s form?
a. No, but the provider will have to use a similar form that is saved to the patient’s
medical record and complies with the requirements of Public Act 246 of 2017.

3. Can a provider use the state’s form as a template and create a form that can be used

electronically?

a. Yes, however both DHHS and LARA recommend that a provider reach out to their
legal counsel and/or health care association to make sure the form meets the
requirements of the law.
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4. Will the state’s form be in other languages?
a. Yes, in addition to English, the form will be available in Spanish and Arabic.

5. Can a prescriber delegate the task of providing a patient with the opioid education
requirements of Public Act 246 of 2017 to another health professional?

a. Pursuant to MCL 333.16215 a prescriber could potentially delegate the
responsibility of providing opioid risk education for a patient to another licensed
or unlicensed health professional, provided that health professional has sufficient
training and background.

b. Please note that not all prescribers as defined under the Public Health Code have
the ability to delegate under the delegation provision of MCL 333.16215.

6. Can aprescriber delegate to another licensed health professional the signing of the form
on behalf of the licensed prescriber at the point of discharge of the patient?
a. Yes. Pursuant to MCL 333.16215 this is allowed.
b. Please note that not all prescribers as defined under the Public Health Code have
the ability to delegate under the delegation provision of MCL 333.16215.

7. How often must practitioners provide opioid education to patients as required in Public
Act 246 of 2017?

a. Practitioners should provide patients with the required opioid information prior
to issuing the first prescription, in a course of treatment, for a controlled
substance that is an opioid. Continuation of the established previous therapy does
not require a new form.

b. This requirement applies to both minors and adult patients who are being
prescribed an opioid beginning June 1, 2018. If a minor or adult patient is currently
receiving any opioid prior to June 1, 2018 this form would not need to be
completed for that specific prescription, as the requirements do not apply
retroactively.

c. Ifa practitioner has a patient on an opioid on or after June 1, 2018, and the patient
needs a refill of the same prescription the form would not need to be completed
again. If the prescriber starts to treat the patient with a new opioid the form
would need to be signed and saved in the patient file.

d. When changing the dosage of the same opioid prescription, in a course of
treatment, the form would not need to be signed and saved in the patient file.

MBDHHS

LERENG WD RICIRATRRY AFRSAS.

SE RN SIS 0 Page 6 of 15



MICHIGAN OPIOID LAWS

Frequently Asked Questions (FAQs)
Updated on June 1, 2018

8. Does the Start Talking Form have to be completed for inpatient administration of an
opioid drug?

a. No, forinpatient as well as outpatient surgical procedures, the form does not have
to be completed given that the opioid is being administered while the patient is at
the facility. For example, administration of the opioid for inpatient stay within,
but not limited to, a hospital, freestanding surgical outpatient facility, skilled
nursing facility, hospice, homes for aged, etc.

b. With regard to minor patients, please refer to the PA 246 of 2017, Section
7303b(2), for a list of exemptions to the form.

c. Please note the Michigan Public Health Code under Section 7103(1) defines
administering of a drug as follows:

e Sec. 7103(1) “Administer” means the direct application of a controlled
substance, whether by injection, inhalation, ingestion, or other means, to
the body of a patient or research subject by a practitioner, or practitioner’s
presence by his or her authorized agent, or the patient or research subject
at the direction and in the presence of the practitioner.

d. Please note the Michigan Public Health Code under Section 7105(3) defines
dispensing of a drug as follows:

e Sec. 7105(3) “Dispense” means to deliver or issue a controlled substance to
an ultimate user or research subject by or pursuant to the lawful order of a
practitioner, including the prescribing, administering, or compounding
necessary to prepare the substance for the delivery or issuance.

9. Does the Start Talking Form apply to Veterinarian Medicine?
a. No, the Start Talking Form only applies to patients that are human.

Public Act 247 of 2017 — Bona Fide Prescriber-Patient Relationship:

1. How s a bona fide prescriber-patient relationship defined for the purpose of prescribing
controlled substances? ***Please Take Notice PA 101 of 2018, moved the effective date
of PA 247 of 2017 to March 31, 2019, or if rules are promulgated before this date that
provide for alternatives to the bona fide prescriber-patient relationship, the date on
which rules are promulgated.

a. LARA s working with the licensing boards, health care providers and stakeholders
to address this new law through administrative rules prior to the new effective
date of March 31, 2019.

LARA MBDHHS
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2. Are prescribers required to see a patient in-person following the prescribing of a
controlled substance?

a. Public Act 247 of 2017 does not provide explicit guidelines for what constitutes
follow-up care. It is up to each practitioner to put forth a good-faith effort to
determine what constitutes follow-up care, taking into consideration the unique
variables that exist to meet a patient’s specific circumstances in providing the
appropriate medical treatment.

3. Can another physician, covering for a patient’s physician, refill a patient’s controlled
substance prescription?

a. Provided a primary physician has established a bona fide prescriber-patient
relationship with the patient receiving a controlled substance refill, the patient’s
primary physician may delegate their refill authority under the delegation
provisions provided for in MCL 333.16215, to a covering physician or other
licensed health professional trained and authorized to perform the practice.

4. Can a phone call fulfill the telemedicine requirements of Public Act 247?

a. Pursuant to the definition of Telemedicine {defined by MCL 500.3476) states that
“Telemedicine" means the use of an electronic media to link patients with health
care professionals in different locations. To be considered telemedicine under this
section, “the health care professional must be able to examine the patient via a
real-time, interactive audio or video, or both, telecommunications system and the
patient must be able to interact with the off-site health care professional at the
time the services are provided.”

Public Act 248 of 2017 & Public Act 249 of 2017 — MAPS Mandated Registration and Use:

1. Are licensed prescribers required to register to the Michigan Automated Prescription
System (MAPS}) prior to prescribing or dispensing a controlled substance?
a. Yes, the law is effective on June 1, 2018 and prior to prescribing or dispensing a
controlled substance to a patient, a licensed prescriber must be registered with
MAPS.

2. Are licensed prescribers required to request MAPS reports prior to prescribing or
dispensing a controlled substance?
a. Yes, with the law taking effect on June 1, 2018, a licensed prescriber must request
and review a MAPS report prior to prescribing or dispensing a schedule 2-5

LARA MBDHHS
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controlled substance that exceeds a 3-day supply. Exemptions to this requirement
include:

i. If the dispensing occurs in a hospital or freestanding surgical outpatient
facility licensed under Article 17 and the controlled substance is
administered to the patient in that hospital or facility.

ii. If the patient is an animal as that term is defined in Section 18802, the
dispensing occurs in a veterinary hospital or clinic, and the controlied
substance is administered to the animal in that hospital or clinic.

iii. f the controlled substance is prescribed by a licensed prescriber who is a
veterinarian and the controlled substance will be dispensed by a
pharmacist.

b. This law does not apply to a prescriber who orders a schedule 2-5 controlled
substance for inpatient administration.

c. Please note that licensed veterinarians who dispense schedule 2-5 controlled
substances in quantities that exceed a 3-day supply, in their clinic or hospital
office, are required to review MAPS prior to prescribing or dispensing of the
schedule 2-5 controlled substance.

d. Please note the Michigan Public Health Code under Section 7103(1) defines
administering of a drug as follows:

e Sec. 7103(1) “Administer” means the direct application of a controlled
substance, whether by injection, inhalation, ingestion, or other means, to
the body of a patient or research subject by a practitioner, or practitioner’s
presence by his or her authorized agent, or the patient or research subject
at the direction and in the presence of the practitioner.

e. Please note the Michigan Public Health Code under Section 7105(3) defines
dispensing of a drug as follows:

e Sec. 7105(3) “Dispense” means to deliver or issue a controlled substance to
an ultimate user or research subject by or pursuant to the lawful order of a
practitioner, including the prescribing, administering, or compounding
necessary to prepare the substance for the delivery or issuance.

3. If a provider issues multiple prescriptions of the same drug on the same date but with
instructions that the prescriptions be filled at a later date, such as a “do not fill until
date” is the provider mandated to check MAPS on the date the prescriptions are issued
or on the dates they are filled?

a. The MAPS mandate is tied to the date the prescription is issued, not the date it is
filled or subsequent refill dates. Before issuing a new prescription for a schedule
2-5 controlled substance, the prescriber must obtain and view a MAPS report.

LARA MBDHHS
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. Itis important to note, however, that a provider is still expected to use his or her

best clinical judgment in deciding whether issuing multiple prescriptions to a
patient is appropriate.

4. Who should | contact should if | have difficulty registering to MAPS?

Please visit www.michigan.gov/mimapsinfo, for additional MAPS information,
training videos, and contact information.

5. How is the mandate to check MAPS going to be enforced? Statute only refers to the
checking of MAPS before prescribing or dispensing a schedule 2-5 controlled substance
that exceeds a 3-day supply. What constitutes “before”; is there a suggested timeframe
for checking MAPS prior to prescribing or dispensing?

It is best practice to check MAPS as close to when the prescribing or dispensing of
a schedule 2-5 controlled substance occurs.

6. Are licensees subject to a sanction for failing to register to MAPS prior to prescribing or
dispensing a schedule 2-5 controlled substance?

a. The law is effective on June 1, 2018 and the Bureau of Professional Licensing (BPL)

within LARA may issue a letter to a licensed prescriber notifying the licensee that
he/she may be in violation of the PA 248 of 2017 (mandated registration and use
of MAPS). Receiving this letter is not considered discipline.

However, pursuant to the provisions contained in MCL 333.16221(w) and MCL
333.16226(1)(w), also effective on June 1, 2018, licensees who fail to register with
MAPS prior to prescribing or dispensing a controlled substance to a patient, may
be subject to board sanctions against their license that include: denial, fine,
reprimand, probation, limitation, suspension, revocation, or permanent
revocation.

7. Are licensees subject to sanctions for failing to request and review a MAPS report, prior
to prescribing or dispensing a schedule 2-5 controlled substance that exceeds a 3-day
supply?

a. The law is effective on June 1, 2018 and BPL has the option to issue a letter to a
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licensed prescriber notifying the licensee that they he/she may be in violation of
the requirement to obtain and review a MAPS report prior to prescribing or
dispensing a schedule 2-5 controlled substance that exceeds a 3-day supply.
Receiving this letter is not considered discipline.
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b.

However, pursuant to the provisions contained in MCL 333.16221(w) and MCL
333.16226(1)(w), also effective on June 1, 2018, licensees who fail to request and
review a MAPS report prior to prescribing or dispensing a controlled substance
that exceeds a 3-day supply, may be subject to board sanctions that include:
denial, fine, reprimand, probation, limitation, suspension, revocation, or
permanent revocation.

8. Are dll practitioners required to register with MAPS, even if they do not anticipate
prescribing or dispensing controlled substances?

a.

The law is effective on June 1, 2018 and prescribers are only required to register
with MAPS if they are prescribing or dispensing controlled substances, in any
quantity.

9. Many physicians have staff (e.g. Registered Nurse, Office Administrator) checking MAPS
for them. Will this be in compliance with new regulations as long as the physician
checked MAPS, even if they did not personally run MAPS?

a.

If a user is registered as a prescriber delegate and requests a MAPS report on the
prescriber’s behalf for the prescriber to review, this will be in compliance with new
regulations. A prescriber delegate must select the prescriber for whom he/she
are requesting a MAPS report.

Please note it is important that the prescriber reviews the MAPS report prior to
prescribing or dispensing a schedule 2-5 controlled substance that exceeds a 3-

day supply.

10. How does the Department know when MAPS has been queried?

a.

MAPS software maintains detailed user records of MAPS usage for each user
account and the system itself maintains audit trails. The Bureau has the ability to
audit a licensee’s MAPS account to review and verify user data to determine
compliance.

11. Is the MAPS requirement met if a provider runs a MAPS report for a patient pre-op and
dispenses a controlled substance at hospital discharge?

d.
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This depends on when the MAPS report was run. If the patient is admitted to a
hospital, they will not be filling their own prescription, therefore a MAPS review
at admission is adequate. In an outpatient setting, checking MAPS should occur as
close to when the schedule 2-5 controlled substance is prescribed and/or
dispensed to the patient. Please refer to the answer provided under question 4
on page 8.
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12. Are prescribers required to check MAPS for all patients, regardless of age? Are there
exemptions for infants or toddlers?
a. The MAPS requirements apply to all patients, regardless of age.

13. Are VA practitioners in Michigan required to comply with the registration and MAPS

report requirements?
a. No, while not required under federal law to use MAPS, in many instances the VA
is using MAPS.

14. What happens if MAPS is down or an internet connection cannot be established to check
MAPS? Is there a suggested protocol to follow?

a. If the licensed prescriber’s internet connection is down, making it so the licensee
cannot run a MAPS report, it is advised that the licensee document or note such
issues and make the best possible clinical judgement on how to appropriately
treat the patient.

b. If MAPS is down or there is an outage of the system, BPL will work with its vendor,
Appriss Health, to get the system resumed. Also, through the system audit trail,
BPL will make sure that licensees are not impacted if they are questioned about
not checking MAPS during the timeframe of a possible outage of MAPS.

c. If licensees experience any difficulty accessing MAPS, they may also contact the
MAPS support team at BPL-MAPS@michigan.gov or visiting
www.michigan.gov/mimapsinfo.

15. What happens if MAPS is down or an internet connection cannot be established to
report data to MAPS? Is there a suggested protocol to follow?

a. Licensed dispensers are required to report data to MAPS and if the licensee’s IT
system is down or they have no internet connection, it is advised that the licensed
dispenser take note of all reportable actions that have occurred while MAPS is
down and input the data into MAPS when normal functionality resumes.

b. If MAPS is down or there is an outage of the system, BPL will work with its vendor,
Appriss Health, to get the system resumed. Also, through the system audit trail,
BPL will make sure that licensed dispensers are not impacted if they are
questioned about not reporting to MAPS during the timeframe of a possible
outage of MAPS.
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