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151.37 LEGEND DRUGS, WHO MAY PRESCRIBE, POSSESS.

Subdivision 1. Prohibition. Except as otherwise provided in this chapter, it shall be unlawful for any
person to have in possession, or to sell, give away, barter, exchange, or distribute a legend drug.

Subd. 2. Prescribing and filing. (a) A licensed practitioner in the course of professional practice only,
may prescribe, administer, and dispense a legend drug, and may cause the same to be administered by a
nurse, a physician assistant, or medical student or resident under the practitioner's direction and supervision,
and may cause a person who is an appropriately certified, registered, or licensed health care professional to
prescribe, dispense, and administer the same within the expressed legal scope of the person's practice as
defined in Minnesota Statutes. A licensed practitioner may prescribe a legend drug, without reference to a
specific patient, by directing a licensed dietitian or licensed nutritionist, pursuant to section 148.634; a nurse,
pursuant to section 148.235, subdivisions 8 and 9; physician assistant; medical student or resident; or
pharmacist according to section 151.01, subdivision 27, to adhere to a particular practice guideline or protocol
when treating patients whose condition falls within such guideline or protocol, and when such guideline or
protocol specifies the circumstances under which the legend drug is to be prescribed and administered. An
individual who verbally, electronically, or otherwise transmits a written, oral, or electronic order, as an agent
of a prescriber, shall not be deemed to have prescribed the legend drug. This paragraph applies to a physician
assistant only if the physician assistant meets the requirements of section 147A.18.

(b) The commissioner of health, if a licensed practitioner, or a person designated by the commissioner
who is a licensed practitioner, may prescribe a legend drug to an individual or by protocol for mass dispensing
purposes where the commissioner finds that the conditions triggering section 144.4197 or 144.4198,
subdivision 2, paragraph (b), exist. The commissioner, if a licensed practitioner, or a designated licensed
practitioner, may prescribe, dispense, or administer a legend drug or other substance listed in subdivision
10 to control tuberculosis and other communicable diseases. The commissioner may modify state drug
labeling requirements, and medical screening criteria and documentation, where time is critical and limited
labeling and screening are most likely to ensure legend drugs reach the maximum number of persons in a
timely fashion so as to reduce morbidity and mortality.

(c) A licensed practitioner that dispenses for profit a legend drug that is to be administered orally, is
ordinarily dispensed by a pharmacist, and is not a vaccine, must file with the practitioner's licensing board
a statement indicating that the practitioner dispenses legend drugs for profit, the general circumstances under
which the practitioner dispenses for profit, and the types of legend drugs generally dispensed. It is unlawful
to dispense legend drugs for profit after July 31, 1990, unless the statement has been filed with the appropriate
licensing board. For purposes of this paragraph, "profit" means (1) any amount received by the practitioner
in excess of the acquisition cost of a legend drug for legend drugs that are purchased in prepackaged form,
or (2) any amount received by the practitioner in excess of the acquisition cost of a legend drug plus the cost
of making the drug available if the legend drug requires compounding, packaging, or other treatment. The
statement filed under this paragraph is public data under section 13.03. This paragraph does not apply to a
licensed doctor of veterinary medicine or a registered pharmacist. Any person other than a licensed practitioner
with the authority to prescribe, dispense, and administer a legend drug under paragraph (a) shall not dispense
for profit. To dispense for profit does not include dispensing by a community health clinic when the profit
from dispensing is used to meet operating expenses.

(d) A prescription drug order for the following drugs is not valid, unless it can be established that the
prescription drug order was based on a documented patient evaluation, including an examination, adequate
to establish a diagnosis and identify underlying conditions and contraindications to treatment:

(1) controlled substance drugs listed in section 152.02, subdivisions 3 to 5;
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(2) drugs defined by the Board of Pharmacy as controlled substances under section 152.02, subdivisions
7,8, and 12;

(3) muscle relaxants;

(4) centrally acting analgesics with opioid activity;

(5) drugs containing butalbital; or

(6) phosphodiesterase type 5 inhibitors when used to treat erectile dysfunction.

(e) For the purposes of paragraph (d), the requirement for an examination shall be met if an in-person
examination has been completed in any of the following circumstances:

(1) the prescribing practitioner examines the patient at the time the prescription or drug order is issued;
(2) the prescribing practitioner has performed a prior examination of the patient;

(3) another prescribing practitioner practicing within the same group or clinic as the prescribing
practitioner has examined the patient;

(4) a consulting practitioner to whom the prescribing practitioner has referred the patient has examined
the patient; or

(5) the referring practitioner has performed an examination in the case of a consultant practitioner issuing
a prescription or drug order when providing services by means of telemedicine.

(f) Nothing in paragraph (d) or (e) prohibits a licensed practitioner from prescribing a drug through the
use of a guideline or protocol pursuant to paragraph (a).

(g) Nothing in this chapter prohibits a licensed practitioner from issuing a prescription or dispensing a
legend drug in accordance with the Expedited Partner Therapy in the Management of Sexually Transmitted
Diseases guidance document issued by the United States Centers for Disease Control.

(h) Nothing in paragraph (d) or (e) limits prescription, administration, or dispensing of legend drugs
through a public health clinic or other distribution mechanism approved by the commissioner of health or
a community health board in order to prevent, mitigate, or treat a pandemic illness, infectious disease
outbreak, or intentional or accidental release of a biological, chemical, or radiological agent.

(1) No pharmacist employed by, under contract to, or working for a pharmacy located within the state
and licensed under section 151.19, subdivision 1, may dispense a legend drug based on a prescription that
the pharmacist knows, or would reasonably be expected to know, is not valid under paragraph (d).

() No pharmacist employed by, under contract to, or working for a pharmacy located outside the state
and licensed under section 151.19, subdivision 1, may dispense a legend drug to a resident of this state based
on a prescription that the pharmacist knows, or would reasonably be expected to know, is not valid under
paragraph (d).

(k) Nothing in this chapter prohibits the commissioner of health, if a licensed practitioner, or, if not a
licensed practitioner, a designee of the commissioner who is a licensed practitioner, from prescribing legend
drugs for field-delivered therapy in the treatment of a communicable disease according to the Centers For
Disease Control and Prevention Partner Services Guidelines.
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Subd. 2a. Delegation. A supervising physician may delegate to a physician assistant who is registered
with the Board of Medical Practice and certified by the National Commission on Certification of Physician
Assistants and who is under the supervising physician's supervision, the authority to prescribe, dispense,
and administer legend drugs and medical devices, subject to the requirements in chapter 147A and other
requirements established by the Board of Medical Practice in rules.

Subd. 3. Veterinarians. A licensed doctor of veterinary medicine, in the course of professional practice
only and not for use by a human being, may personally prescribe, administer, and dispense a legend drug,
and may cause the same to be administered or dispensed by an assistant under the doctor's direction and
supervision.

Subd. 4. Research. (a) Any qualified person may use legend drugs in the course of a bona fide research
project, but cannot administer or dispense such drugs to human beings unless such drugs are prescribed,
dispensed, and administered by a person lawfully authorized to do so.

(b) Drugs may be dispensed or distributed by a pharmacy licensed by the board for use by, or
administration to, patients enrolled in a bona fide research study that is being conducted pursuant to either
an investigational new drug application approved by the United States Food and Drug Administration or
that has been approved by an institutional review board. For the purposes of this subdivision only:

(1) a prescription drug order is not required for a pharmacy to dispense a research drug, unless the study
protocol requires the pharmacy to receive such an order;

(2) notwithstanding the prescription labeling requirements found in this chapter or the rules promulgated
by the board, a research drug may be labeled as required by the study protocol;

(3) dispensing and distribution of research drugs by pharmacies shall not be considered manufacturing
or wholesaling under this chapter; and

(4) apharmacy may compound drugs for research studies as provided in this subdivision but must follow
applicable standards established by United States Pharmacopeia, chapter 795 or 797, for nonsterile and
sterile compounding, respectively.

(c) An entity that is under contract to a federal agency for the purpose of distributing drugs for bona
fide research studies is exempt from the drug wholesaler licensing requirements of this chapter. Any other
entity is exempt from the drug wholesaler licensing requirements of this chapter if the board finds that the
entity is licensed or registered according to the laws of the state in which it is physically located and it is
distributing drugs for use by, or administration to, patients enrolled in a bona fide research study that is
being conducted pursuant to either an investigational new drug application approved by the United States
Food and Drug Administration or that has been approved by an institutional review board.

Subd. 5. Exclusion for course of practice. Nothing in this chapter shall prohibit the sale to, or the
possession of, a legend drug by licensed drug wholesalers, licensed manufacturers, registered pharmacies,
local detoxification centers, licensed hospitals, bona fide hospitals wherein animals are treated, or licensed
pharmacists and licensed practitioners while acting within the course of their practice only.

Subd. 6. Exclusion for course of employment. (a) Nothing in this chapter shall prohibit the possession
of a legend drug by an employee, agent, or sales representative of a registered drug manufacturer, or an
employee or agent of a registered drug wholesaler, or registered pharmacy, while acting in the course of
employment.
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(b) Nothing in this chapter shall prohibit an employee of the following entities, while acting in the course
of employment, from possessing a legend drug for the purpose of disposing of the legend drug as
pharmaceutical waste, provided that controlled substances listed in section 152.02, subdivisions 3 to 6, may
only be collected and disposed of as allowed under section 152.105:

(1) a law enforcement agency;
(2) a hazardous waste transporter that has notified the Pollution Control Agency of its activity;

(3) a facility permitted by the Pollution Control Agency to treat, store, or dispose of hazardous waste,
including household hazardous waste;

(4) a facility licensed by the Pollution Control Agency or a metropolitan county, as defined in section
473.121, as a very small quantity generator collection program or household hazardous waste collection
program; or

(5) a sanitary district organized under chapter 115, or a special law.

Subd. 6a. Collection of legend drugs by pharmacies. A pharmacy licensed under section 151.19 may
collect a legend drug from an ultimate user, or from a long-term care facility on behalf of an ultimate user
who resides or resided at the long-term care facility, for the purpose of disposing of the legend drug as
pharmaceutical waste, provided that:

(1) a pharmacy may collect and dispose of controlled substances listed in section 152.02, subdivisions
3 to 6, only as allowed under section 152.105; and

(2) a pharmacy that has established a controlled substance disposal program pursuant to section 152.105
may also collect and dispose of noncontrolled substance legend and nonlegend drugs, but only in the same
manner in which it collects and disposes of controlled substances.

Subd. 7. Exclusion for prescriptions. (a) Nothing in this chapter shall prohibit the possession of a
legend drug by a person for that person's use when it has been dispensed to the person in accordance with
a valid prescription issued by a practitioner.

(b) Nothing in this chapter shall prohibit a person, for whom a legend drug has been dispensed in
accordance with a written or oral prescription by a practitioner, from designating a family member, caregiver,
or other individual to handle the legend drug for the purpose of assisting the person in obtaining or
administering the drug or sending the drug for destruction.

(c) Nothing in this chapter shall prohibit a person for whom a legend drug has been dispensed in
accordance with a valid prescription issued by a practitioner from transferring the legend drug to an entity
identified in subdivision 6. Controlled substances listed in section 152.02, subdivisions 3 to 6, may only be
collected, stored, transported, and disposed of as allowed under section 152.105.

Subd. 8. Misrepresentation. It is unlawful for a person to procure, attempt to procure, possess, or control
a legend drug by any of the following means:

(1) deceit, misrepresentation, or subterfuge;
(2) using a false name; or

(3) falsely assuming the title of, or falsely representing a person to be a manufacturer, wholesaler,
pharmacist, practitioner, or other authorized person for the purpose of obtaining a legend drug.
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Subd. 9. Exclusion for course of laboratory employment. Nothing in this chapter shall prohibit the
possession of a legend drug by an employee or agent of a registered analytical laboratory while acting in
the course of laboratory employment.

Subd. 10. Purchase of drugs and other agents by commissioner of health. The commissioner of
health, in preparation for and in carrying out the duties of sections 144.05, 144.4197, and 144.4198, may
purchase, store, and distribute antituberculosis drugs, biologics, vaccines, antitoxins, serums, immunizing
agents, antibiotics, antivirals, antidotes, other pharmaceutical agents, and medical supplies to treat and
prevent communicable disease.

Subd. 10a. Emergency use authorizations. Nothing in this chapter shall prohibit the purchase, possession,
or use of a legend drug by an entity acting according to an emergency use authorization issued by the United
States Food and Drug Administration pursuant to United States Code, title 21, section 360bbb-3. The entity
must be specifically tasked in a public health response plan to perform critical functions necessary to support
the response to a public health incident or event.

Subd. 11. Exclusion for health care educational programs. Nothing in this section shall prohibit an
accredited public or private postsecondary school from possessing a legend drug that is not a controlled
substance listed in section 152.02, provided that:

(1) the school is approved by the United States Secretary of Education in accordance with requirements
of the Higher Education Act of 1965, as amended;

(2) the school provides a course of instruction that prepares individuals for employment in a health care
occupation or profession;

(3) the school may only possess those drugs necessary for the instruction of such individuals; and

(4) the drugs may only be used in the course of providing such instruction and are labeled by the purchaser
to indicate that they are not to be administered to patients.

Those areas of the school in which legend drugs are stored are subject to section 151.06, subdivision 1,
paragraph (a), clause (4).

Subd. 12. Administration of opiate antagonists for drug overdose. (a) A licensed physician, a licensed
advanced practice registered nurse authorized to prescribe drugs pursuant to section 148.235, or a licensed
physician assistant authorized to prescribe drugs pursuant to section 147A.18 may authorize the following
individuals to administer opiate antagonists, as defined in section 604A.04, subdivision 1:

(1) an emergency medical responder registered pursuant to section 144E.27;
(2) a peace officer as defined in section 626.84, subdivision 1, paragraphs (c) and (d); and
(3) staff of community-based health disease prevention or social service programs.

(b) For the purposes of this subdivision, opiate antagonists may be administered by one of these
individuals only if:

(1) the licensed physician, licensed physician assistant, or licensed advanced practice registered nurse
has issued a standing order to, or entered into a protocol with, the individual; and

(2) the individual has training in the recognition of signs of opiate overdose and the use of opiate
antagonists as part of the emergency response to opiate overdose.
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(¢) Nothing in this section prohibits the possession and administration of naloxone pursuant to section
604A.04.

Subd. 13. Opiate antagonists protocol. (a) The board shall develop an opiate antagonist protocol. When
developing the protocol, the board shall consult with the Board of Medical Practice, the Board of Nursing,
the commissioner of health, and professional associations of pharmacists, physicians, physician assistants,
and advanced practice registered nurses.

(b) The commissioner of health shall provide the following items to medical consultants appointed under
section 145A.04, subdivision 2a:

(1) educational materials concerning the need for, and opportunities to provide, greater access to opiate
antagonists;

(2) the opiate antagonist protocol developed by the board under paragraph (a); and

(3) anotice of the liability protections under section 604A.04, subdivision 3, that are extended to cover
the use of the opiate antagonist protocol developed under this subdivision.

(c) The commissioner of health may designate a practitioner who is authorized to prescribe opiate
antagonists to enter into the written protocol developed under paragraph (a) with pharmacists practicing
within one or more community health service areas, upon the request of the applicable community health
board. A community health board making a request to the commissioner under this section must do so by
October 1 for the subsequent calendar year.

(d) The immunity in section 604A.04, subdivision 3, is 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
employment for purposes of section 3.736, subdivision 9, when prescribing according to the protocol under
this subdivision.

History: 1969 ¢ 933 s 18; 1973 ¢ 6395 9; 1974 ¢ 369 s 1; 1976 ¢ 222 5 93,94, 1976 ¢ 338 s 6; 1986
444; 1988 ¢ 4405 2; 1988 ¢ 550 5 19; 1990 ¢ 489 s 1, 1990 ¢ 524 s 2; 1991 ¢ 30s 11; 1991 ¢ 106 s 6; 1993
c121s11; 1994 ¢ 389545 1995¢69s2;1995¢c 205 art 25 6; 1996 ¢ 305 art 1 s 43; 2002 ¢ 362 s 4;
2003 ¢ 625 7; 2007 ¢ 103 s 3; 2007 ¢ 147 art 125 7; 2008 ¢ 321 s 4,5; 2009 ¢ 41 5 8,9; 2009 c 161 s 1;
2010c 2235 1,2, 2013 ¢ 43530, 2013 ¢ 5552, 2013 c 108 art 10s 5; 2014 ¢ 2325 2; 2014 c 291 art 4 s
58, art 55 13; 2015 c 21 art 1 s 109, 2016 ¢ 124 s 3-7
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