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ACT SUMMARY

NALOXONE

e Allows a physician to authorize one or more individuals to personally furnish
naloxone, pursuant to the physician's protocol, to an individual at risk of an opioid-
related overdose or to another in a position to assist that individual.

e Permits a physician or board of health to authorize a pharmacist or pharmacy intern
to dispense naloxone without a prescription, in accordance with a protocol
developed by the State Board of Pharmacy, to an individual at risk of an opioid-
related overdose or to another in a position to assist that individual.

e Requires the Pharmacy Board, after consulting with the State Medical Board and
Ohio Department of Health, to adopt rules regarding the authority of pharmacists
and pharmacy interns to dispense naloxone without a prescription, including rules
specifying the applicable protocol.



e Grants each of the following who acts in good faith immunity from civil liability,
criminal prosecution, or professional discipline for the actions or omissions of the
person to whom naloxone is furnished or dispensed under a physician or Pharmacy
Board protocol: a physician, authorized individual, pharmacist, pharmacy intern, or
board of health.

e Allows a board of health that is licensed by the Pharmacy Board as a terminal
distributor of dangerous drugs to make occasional sales of naloxone at wholesale to
a state or local law enforcement agency.

OPIOID TREATMENT PROGRAMS

e Excepts a physician who personally furnishes buprenorphine, as part of an opioid
treatment program where buprenorphine (but not methadone) is distributed, from
law that limits the amount of controlled substances a physician may personally
furnish, if the program meets specified requirements.

e Requires that the Pharmacy Board and the Director of the Department of Mental
Health and Addiction Services annually inspect or review certain opioid treatment
programs.

CONTENT AND OPERATION
NALOXONE

The drug naloxone, commonly known by the brand name Narcan, can reverse
the effects of an opioid overdose.! It counteracts the respiratory depression caused by
the overdose, allowing the victim to breathe normally.?

Continuing law establishes for naloxone a limited exception to the requirement
that a licensed health professional personally examine the intended recipient of a
prescribed drug. A physician (including a podiatrist) or an advanced practice registered
nurse (APRN) or physician assistant (PA) authorized to prescribe drugs may personally
furnish a supply of naloxone or issue a prescription for the drug to a family member,
friend, or another in a position to assist an individual who there is reason to believe is at

L U.S. National Library of Medicine, National Institutes of Health, Naloxone Injection, available at
www.nlm.nih.gov/medlineplus/druginfo/meds/a612022.html.

2 United Nations Office on Drugs and Crime and World Health Organization, Opioid overdose: preventing
and reducing opioid overdose mortality, available at
www.who.int/substance abuse/publications/opioid overdose.pdf?ua=1.
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risk of experiencing an opioid-related overdose.® Physicians, APRNs, PAs, and others
who act in good faith in accordance with this law are not subject to criminal
prosecution. Physicians, APRNs, and PAs acting in good faith are also immune from
civil liability and professional discipline for the actions or omissions of the individual to
whom the naloxone is furnished or the prescription is issued.*

Naloxone access

The act permits a physician to authorize one or more individuals to personally
furnish naloxone in accordance with a protocol the physician establishes. It also allows
a physician or a local board of health to authorize one or more pharmacists and
pharmacy interns to dispense naloxone without a prescription in accordance with a
protocol established by the State Board of Pharmacy.®

Physician-authorized individuals

The act permits a physician who establishes a protocol that meets specified
requirements to authorize one or more individuals to personally furnish a supply of
naloxone to either of the following:®

(1) An individual who there is reason to believe is experiencing or at risk of
experiencing an opioid-related overdose;

(2) A family member, friend, or other person in a position to assist such an
individual.

The authorized individual must comply with the physician's protocol and must
instruct the individual to whom the naloxone is furnished to summon emergency
services as soon as practicable either before or after administering the drug.”

The act specifies that the actions of an authorized individual in personally
furnishing naloxone in accordance with a physician protocol do not fall within the legal
definition of pharmacy or constitute the unauthorized practice of pharmacy.®

3R.C. 4723.488, 4730.431, and 4731.94.

4R.C. 2925.61, 4723.488, 4730.431, and 4731.94.
5R.C. 4729.44(B) and 4731.941.

6 R.C. 4731.941(A)(1).

7R.C. 4731.941(B).

8 R.C. 4729.29.
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Physician protocol

A protocol established by a physician must be in writing and include the
following:°

(1) A description of the clinical pharmacology of naloxone;
(2) Precautions and contraindications concerning the furnishing of naloxone;

(3) Any limitations the physician specifies concerning the individuals to whom
naloxone may be furnished;

(4) The naloxone dosage that may be furnished and any variation in the dosage
based on circumstances specified in the protocol;

(5) Labeling, storage, record-keeping, and administrative requirements;

(6) Training requirements that must be met before an individual will be
authorized to furnish naloxone;

(7) Any instructions or training that the authorized individual must provide to
an individual to whom naloxone is furnished.

Pharmacists and pharmacy interns

The act permits a pharmacist, or a pharmacy intern supervised by a pharmacist,
to dispense naloxone without a prescription.’® For this to occur, a physician or a local
board of health must have authorized the use of a protocol established by the Pharmacy
Board.! In accordance with the protocol, the pharmacist or pharmacy intern may
dispense naloxone without a prescription to either of the following:!?

(1) An individual who there is reason to believe is experiencing or at risk of
experiencing an opioid-related overdose;

(2) A family member, friend, or other person in a position to assist such an
individual.

9R.C. 4731.941(C).
10 R.C. 4729.44(B).
1 R.C. 3707.56, 4729.44(G), and 4731.942.

12 R C. 4729.44(B).
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A pharmacist or pharmacy intern who dispenses naloxone must instruct the
individual to whom it is dispensed to summon emergency services as soon as
practicable either before or after administering the drug.!®> A pharmacist may document
the dispensing of naloxone by the pharmacist or pharmacy intern on a prescription
form. The form may be assigned a number for record-keeping purposes.!

The act specifies that it does not affect the authority of a pharmacist or pharmacy
intern to fill or refill a prescription for naloxone.'

Pharmacy Board rules and protocol

The act requires the Pharmacy Board to adopt rules implementing its provisions
authorizing the dispensing of naloxone without a prescription. The rules must specify a
protocol under which pharmacists and pharmacy interns may dispense naloxone
without a prescription. Before adopting these rules, the Board must consult with the
State Medical Board and the Ohio Department of Health. The rules must be adopted in
accordance with the Administrative Procedure Act.'

Conditions for authorization by boards of health

Under the act, a board of health may authorize pharmacists and pharmacy
interns to dispense naloxone without a prescription in accordance with the Pharmacy
Board's protocol, if both of the following conditions are met: (1) the authorization is
through a physician serving as the board's health commissioner or medical director and
(2) the pharmacists and pharmacy interns work in the board's jurisdiction.'”

The act applies to a board of health of a city or general health district and to an
authority having the duties of a board of health in a city that has not established a
board.!®

Immunity

Each of the following who acts in good faith and in accordance with the act is not
liable for or subject to damages in any civil action, prosecution in any criminal

13 R.C. 4729.44(C),
14 R C. 4729.44(D).
15 R.C. 4729.44(E).
16 R.C. 4729.44(G) and Chapter 119.
17 R.C. 3707.56(B).

18 R.C. 3707.56(A).
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proceeding, or professional discipline for any action or omission of the person to whom
the naloxone is furnished or dispensed without a prescription:

(1) A physician;

(2) A physician-authorized individual;
(3) A pharmacist or pharmacy intern;
(4) A board of health.?”

The act makes two changes to the law governing immunity from criminal
prosecution for those in a position to assist an individual at risk of an overdose. It
allows a family member, friend, or other person to also obtain naloxone from (1) an
individual authorized by a physician to personally furnish the drug or (2) a pharmacist
or pharmacy intern authorized by a physician or board of health to dispense it without
a prescription. With respect to summoning emergency services, it specifies that the
individual attempt to do so as soon as practicable before or after administering
naloxone.?

Naloxone administration

Continuing law authorizes a physician or an APRN or PA with prescriptive
authority to personally furnish a supply of naloxone or issue a prescription for the drug
to a family member, friend, or other individual in a position to assist a person who there
is reason to believe is at risk of experiencing an opioid-related overdose. Under prior
law, this authorization applied only to naloxone administered intranasally or through
an autoinjector. The act eliminates the intranasal and autoinjector limitations; as a
result, the foregoing prescribers may furnish or prescribe to the individual any form of
naloxone.?!

Sales of naloxone to law enforcement agencies

The act allows a licensed terminal distributor of dangerous drugs to make
occasional sales of naloxone at wholesale to a state or local law enforcement agency if
the terminal distributor is any of the following:

(1) A board of health of a city or general health district;

19R.C. 4729.44 and 4731.941.
20R.C. 4723.488, 4730.341, and 4731.94.

2IR.C. 4723.488, 4730.431, and 4731.94.
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(2) An authority having the duties of a board of health;
(3) A health department of such board or authority.??

It also clarifies that when a registered wholesale distributor of dangerous drugs
sells naloxone at wholesale to a law enforcement agency or its peace officers, the
registered wholesaler does not need to obtain from the agency or officer a certificate
indicating that the purchaser is licensed as a terminal distributor of dangerous drugs.?
Under continuing law not modified by the act, a registered wholesaler may sell
naloxone at wholesale to law enforcement agencies and their peace officers.*

Definition of "prescription”

Ohio law defines "prescription” as a written, electronic, or oral order for drugs or
combinations of drugs to be used by a particular individual, issued by a prescriber. For
purposes of the act, "prescription” also includes a written, electronic, or oral order for
naloxone issued to and in the name of a family member, friend, or other individual in a
position to assist an individual who there is reason to believe is at risk of experiencing
an opioid-related overdose.?

OPIOID TREATMENT PROGRAMS
Limits on personally furnishing controlled substances

Continuing law limits the amount of controlled substances a prescriber may
personally furnish to the following:2

e In any 30-day period, 2,500 dosage units for all of the prescriber's patients
taken as a whole;

e In any 72-hour period, the amount an individual patient needs for that
period.

2R.C. 4729.51.

B R.C. 4729.60(A).
24R.C. 4729.51(B)(1)(n).
25 R.C. 4729.01(H).

26 R.C. 4729.291(C).
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Buprenorphine exceptions

Buprenorphine furnished to patients to treat drug dependence or addiction as
part of an opioid treatment program is not counted in determining whether a prescriber
has exceeded the limits on personally furnished controlled substances if the opioid
treatment program (1) is certified by the U.S. Substance Abuse and Mental Health
Services Administration (SAMSHA) and (2) distributes both buprenorphine and
methadone.?”

The act modifies the foregoing exception by requiring that the opioid treatment
program not only be SAMSHA -certified, but also be licensed as a terminal distributor of
dangerous drugs by the Pharmacy Board.?

The act also establishes a new exception from the controlled substances limits for
an opioid treatment program that has physicians who personally furnish
buprenorphine but not methadone. For this exception to apply, the program must meet
all of the following conditions:

(1) Be accredited by a national accrediting organization approved by SAMHSA;

(2) Maintain a copy of the physician's signed and dated written order for
buprenorphine in the record of each patient to whom the drug was administered or
personally furnished;

(3) Be certified by the Ohio Department of Mental Health and Addiction Services
(ODMHAYS) regarding personally furnishing buprenorphine.?

ODMHAS review

The act requires that the ODMHAS Director conduct annual on-site reviews of
opioid treatment programs whose physicians (1) personally furnish buprenorphine but
not methadone and (2) are excepted from the law that limits the amount of controlled
substances a physician may personally furnish.3

The act authorizes the ODMHAS Director to inspect both pharmacy and patient
treatment records as part of the annual review. If the Director has reason to believe that

27 R.C. 4729.291(D).
28 R.C. 4729.291(D)(2).
29 R.C. 4729.291(D)(2)(b).

S0 R.C. 5119.372.
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a violation of local, state, or federal drug law has occurred, the act requires the Director
to report that information to the Pharmacy Board.3!

Associated with authorizing the Director to inspect pharmacy records, the act
requires that persons who must keep files or records under Ohio's controlled substances
law® make them available for inspection and copying by an employee designated by
the Director, upon that employee's written request. The documents must be made
available at all reasonable hours and the ODMHAS employee must be given an
opportunity to check the documents' accuracy.®

The act specifies that the Director's authority to conduct an on-site review of a
community mental health services provider or community addiction and mental health
services provider for cause does not affect the Director's duty to also conduct the annual
review of a community mental health services provider or community addiction and
mental health services provider that is an opioid treatment program.

The act authorizes the ODMHAS Director to adopt rules, in accordance with the
Administrative Procedure Act, implementing its provisions regarding on-site reviews.®

Pharmacy Board inspection

The act requires that the Pharmacy Board also conduct annual on-site inspections
of opioid treatment programs whose physicians (1) personally furnish buprenorphine
but not methadone and (2) are excepted from the law that limits the amount of
controlled substances that a physician may personally furnish.* Continuing law
authorizes the Pharmacy Board to inspect pharmacy and other drug-related records.?”

31 R.C. 3719.13 and 5119.372.

32 R.C. Chapter 3719.

3 R.C. 3719.27(B).

% R.C. 5119.371(C)(2).

% R.C. 5119.372 and Chapter 119.
36 R.C. 4729.292.

% R.C. 3719.13 and 3719.27.
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