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Disciplinary Actions
Because of space limitations, information on disciplinary
actions is no longer being included in the Minnesota Board of
Pharmacy Newsletter. A document that provides information
about recent Board disciplinary actions can be found on the
Minnesota Board of Pharmacy website under the “Resources/
FAQs” menu item.

2016 Legislation Concerning the Practice of
Pharmacy
The following is a summary of legislation passed during the
2016 session of the Minnesota Legislature that affects the practice of pharmacy. Additional information, including the actual
legislation that was passed, can be found on the Board website.

Collection of Pharmaceutical Waste by Pharmacies

Effective May 20, 2016, a pharmacy licensed by the Board and
located in Minnesota may collect a legend drug from an “ultimate
user” (ie, from a member of the public), or from a long-term
care facility (LTCF) on behalf of an ultimate user (ie, patient or
resident) who resides or resided at the LTCF, for the purpose of
disposing of the legend drug as pharmaceutical waste. In order to
collect drugs for disposal as pharmaceutical waste, a pharmacy
must comply with Drug Enforcement Administration (DEA)
regulations for the collection of controlled substances (CS) by
pharmacies. A pharmacy must comply with those regulations for
all drugs collected – even for non-CS. In addition, pharmacies
must comply with statutes and rules administered by the Minnesota Pollution Control Agency (MPCA).
Although this law became effective on May 20, 2016, pharmacies cannot begin collecting unwanted pharmaceuticals for
disposal until they meet certain DEA and MPCA requirements.
Pharmacies should not begin collecting pharmaceuticals until
those requirements are met. The Board is working with the
MPCA to develop a Guidance for Collecting Pharmaceuticals
from Households and Long Term Care Facilities (LTCF). This
document will include all of the details that pharmacies that
want to collect pharmaceuticals for disposal will need to know.
However, here are a few points to consider:
♦♦ A pharmacy will need to modify its DEA registration to
become an authorized collector.
♦♦ A pharmacy will also need to ensure it has obtained a
Hazardous Waste Identification Number from the MPCA
for each separate collection site, including LTCFs.
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♦♦ A pharmacy must submit a Household Pharmaceutical
Consolidation Site Application to the MPCA or obtain the
equivalent license from its Metro County office.
♦♦ Pharmacies may only collect pharmaceuticals inside their
pharmacy site or inside an LTCF where they provide
pharmacy services. Pharmacies may not conduct off-site
“take-back” events nor install drop boxes off site or that are
accessible from outside the pharmacy.
♦♦ Pharmaceuticals must be collected in collection receptacles
that meet the requirements of the above-mentioned DEA
regulations. Patients or LTCF staff must place the unwanted
pharmaceuticals into the collection receptacles. Pharmacy
staff may not take pharmaceuticals directly from the public
or from LTCF staff and place them into the receptacles.
♦♦ Other businesses and law enforcement agencies may not
bring discarded pharmaceuticals they have collected to a
pharmacy for disposal.

Prescription Monitoring Program

The following changes were made related to the Board’s Prescription Monitoring Program (PMP). These changes are effective
August 1, 2016, unless otherwise noted.
♦♦ Gabapentin was added to the list of drugs for which prescriptions must be reported to the PMP.
♦♦ All health licensing boards were authorized to have access
to PMP data for the purpose of investigating bona fide
complaints involving their licensees and registrants. Boards
may request data from the PMP when they are investigating
complaints that allege that a specific licensee is impaired by
use of a drug for which data is collected by the PMP, has
engaged in a CS crime, or has engaged in doctor shopping.
In addition, boards that license prescribers can request data
from the PMP when they are investigating complaints that
allege that a specific licensee is inappropriately prescribing
CS. (Previously, only the Board of Pharmacy had the authority to access PMP data when investigating complaints.)
♦♦ Prescribers were authorized to obtain PMP data, without
consent, for additional situations in which they are providing
care and have reason to believe that the patient is potentially
abusing a CS. That belief must be based on the presence of
clinically valid indications. The Board fought to have similar
language included for pharmacists, but certain members of
the House of Representatives would not accept that language.
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Consequently, pharmacists may access the PMP when:
◊ They are dispensing or considering the dispensing of
a CS; or
◊ They are consulted by a prescriber who is requesting data.
♦♦ A “sunset” provision that would have ended the ability of
the Board to send out Controlled Substance Insight Alerts
(CSIAs) to prescribers and pharmacies was removed. The
Board’s PMP pharmacist consultant will continue to send
CSIAs to prescribers and pharmacists when data suggests
that an individual may be engaging in doctor shopping.
♦♦ Prescribers and pharmacists practicing within Minnesota
were required to register as PMP users (but were not required to actually use the PMP). By July 1, 2017, every
prescriber licensed by a Minnesota health licensing board
and practicing within this state who is authorized to prescribe CS for humans and who holds a current registration
issued by DEA, and every pharmacist licensed by the
Board and practicing within the state, must register and
maintain a user account with the PMP. Pharmacists
are strongly encouraged to establish a PMP account as
soon as possible. Online registration is available at http://
pmp.pharmacy.state.mn.us/pharmacist-rxsentry-accessform.html.
♦♦ The Board was allowed to keep the prescription data that
it collects, in an identifiable manner, so that a study of the
effectiveness of the PMP can be conducted. Data collected
from January 1, 2015, through December 31, 2018, will
be kept in an identifiable manner through December 31,
2019. That data will then be destroyed, and subsequently
collected data will be destroyed one year from the date
on which it was provided to the Board.
♦♦ Language was added to clarify that the PMP Advisory
Task Force does not expire.

Naloxone

The Board proposed legislation that would have allowed
pharmacists to directly prescribe naloxone. Unfortunately, the
legislation was vigorously opposed by the Minnesota Medical
Association. The following provisions were ultimately passed
and became effective May 20, 2016.
♦♦ Existing law already allows pharmacists to work under a
protocol issued by a practitioner when initiating, modifying, managing, or discontinuing any drug. Consequently,
no change in law was necessary to allow pharmacists to
work under a protocol with a practitioner and to prepare
a legally valid prescription for naloxone. Nevertheless,
the Board is required to develop an opiate antagonist
protocol that practitioners will be able to use when
authorizing pharmacists who are working under that
protocol to prepare legally valid prescriptions for naloxone. Note that pharmacists and practitioners, other than
medical consultants for community-based health boards
or practitioners working for the Minnesota Department
of Health, are not required to use the protocol developed
by the Board.
♦♦ The commissioner of health is required to provide the
following items to medical consultants who are working
for community-based health boards:
◊ Educational materials concerning the need for, and
opportunities to provide, greater access to opiate
antagonists;
◊ The opiate antagonist protocol developed by the
Board; and

◊ A notice of the liability protections related to the prescribing of naloxone pursuant to a protocol that are extended
to cover the use of the Board’s opiate antagonist protocol
by community health board (CHB) medical consultants.
The intent is to encourage these medical consultants to enter into
protocols with local pharmacists who want to provide naloxone
per protocol. However, nothing requires these medical consultants
to enter into a protocol with any pharmacist.
♦♦ The commissioner of health is allowed, but not required, to
designate a practitioner (prescriber) to enter into the Board’s
naloxone protocol with pharmacists practicing within one or
more community health service areas, but only at the request
of the applicable CHB. A CHB must make the request to the
commissioner by October 1 for the subsequent calendar year.
So, if the medical consultant for a CHB does not want to
enter into a protocol with pharmacists and if the CHB does
not request that a practitioner employed by the Department
of Health enter into a protocol, pharmacists interested in
providing naloxone by protocol would need to find some
other willing prescriber.
♦♦ Immunity related to the prescribing of naloxone per protocol
was extended to both the commissioner of health and to the
designated practitioner when prescribing according to the
protocol under this subdivision. The commissioner of health
and the designated practitioner are both deemed to be acting within the scope of state employment when prescribing
according to the protocol developed by the Board.

CS Scheduling

Over a dozen synthetic “designer” stimulants, hallucinogens, and
cannabinoids were added to Schedule I. Eluxadoline (Viberzi™), a
federal Schedule IV drug, was added to Minnesota’s Schedule IV.

Temporary Suspension of Licenses

Language was amended in Minnesota Statutes Chapter 214 to
clarify the circumstances under which health licensing boards can
temporarily suspend a registration or license when a regulated
person has violated a statute or rule that the health licensing board
is empowered to enforce, and continued practice by the regulated
person presents an imminent risk of serious harm. The procedures
that a board must follow when issuing a temporary suspension
were also clarified.

Board’s Appropriation

The Board was granted a supplemental increase in its appropriation of $115,000 for fiscal year 2016 and $145,000 for fiscal year
2017. The increased expenditures can be covered with existing
revenue, so no fee increase was necessary.

90-Day Supplies of Prescription Drugs

Other groups pursued legislation that allows pharmacists to
dispense a 90-day supply of a prescription drug under certain circumstances even when the prescription was written for a smaller
quantity. This provision is not effective until August 1, 2016. Due
to ambiguity in the language, the Board may have to issue a guidance document. Any such guidance will be issued before that date.
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