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1

On a Sunday in October 2013, one Minnesota Sheriff’s Deputy responded to two separate lethal overdoses. In both
2
cases, opioids were the prime suspect. Prescription opioids and heroin are causing similar fatalities all across the nation.
More drastic action is required to save lives.
3

Prescription drug overdose has reached epidemic proportions. Unintentional drug poisoning deaths in the United States
4

increased six-fold from 1980 to 2010. Pharmaceutical opioid overdose claimed the lives of 16,651 people in the United
5
States in 2010. While the epidemic is national, some jurisdictions have experienced especially high numbers of fatalities
associated with overdose. During a four month period in Massachusetts, November 2013 to February 2014, 185 people
6
died from suspected heroin overdoses. In New York City, “overdose deaths related to prescription painkillers increased
233 percent between 2000 and 2012.”

7

Heroin-related overdose deaths in the City increased 84 percent between 2010

8

and 2012. These statistics are particularly troubling because, overdose death is preventable through the timely provision
9
of a cheap, safe, and effective drug: naloxone.
Public health professionals are seeking new ways to make the overdose antidote more available. Because opioid
prescription medications are often the cause of overdose, pharmacy practice is a logical avenue for increased naloxone
10
access. On October 20, 2014, the National Association of Boards of Pharmacy recognized the need “to support
programs that involve an active role for pharmacists in expanding access to the opioid overdose reversal drug,
11
naloxone.” Some jurisdictions have already created new programs with pharmacies, increasing access to the overdose
antidote without the traditional requirements of a physician consult and prescription.
This brief aims to explore the legal mechanisms enabling enhanced pharmacy naloxone distribution, and help public
health professionals — including prescribers and pharmacy managers, as well as state, local, and territorial health
departments — understand key legal issues. First, this brief will introduce the overdose antidote and provide some basic
background. Second, collaborative pharmacy practice will be described, including details about how the model is being
used in several jurisdictions. Then, the pharmacist-as-prescriber model for naloxone distribution will be explored. Next,
this brief will explain standing order legislation, like that recently passed in New York. Then, challenges to consider in
relation to naloxone distribution in a retail pharmacy will be described. Lastly, this brief will look to the future and discuss
next steps.

Background
12

Naloxone, known by the brand name Narcan, is an opioid antagonist. The “lifesaving antidote” reverses opioid overdose
by blocking the opiate receptors in the nervous system and reversing depression of the respiratory system. Naloxone was
13
first approved by the US Food and Drug Administration in 1971. Used in hospitals and ambulances for decades, the
14
medication has no abuse potential. It is easy to administer; research and pilot programs suggest that even untrained
15

laypeople can use it successfully. Although not a controlled substance, naloxone may not be dispensed without a
16
prescription. Because most overdoses are witnessed by another person and there is normally sufficient time to act, it is
important to get the drug into the hands of the people who can act immediately.

17
18

The first efforts to institute take-home naloxone started in Chicago in the 1990’s. Since 2001, dozens of new laws and
19
regulations have enabled doctors and other medical professionals to prescribe and dispense naloxone more easily. The
new legal frameworks have encouraged the creation of hundreds of programs to train lay people to administer naloxone
20
outside of a health care setting. Overdose education and naloxone distribution programs provide an effective and cost21

sensitive intervention. Between 1996 and 2010, programs providing naloxone received reports of 10,171 overdose
22
reversals.
Since the establishment of the New York State Opioid Overdose Prevention Program in 2006, over 650
23

overdose reversals have been reported statewide.
By June 2012, San Francisco’s Drug Overdose Prevention and
24
Education (DOPE) counted 782 reversals In light of this evidence, advocates are working to get naloxone in the hands
of more people who can help save lives.

25

Two concepts that come up in the opioid overdose prevention context are standing orders (also referred to as non-patientspecific orders) and third party prescription. Standing orders are generally used to allow one prescriber to write an order
covering administration of medication by others to a patient who may be unknown to the prescriber at the time of the
order. When the patient meets certain criteria, a nurse or other medical staff member acting under the order can
administer the medication without the physician personally examining the patient. For example, medications like
acetaminophen are often prescribed by a standing order to patients in a nursing home, so that a doctor call is not required
each time a patient requests a pain reliever. Standing orders are also widely used in ambulances and for vaccinations,
like influenza shots administered by school nurses.
A third-party prescription is an order written for medication dispensed to one person with the intention that it will be
administered to another person. In the context of naloxone, it could be the family member of a person at risk for overdose
getting a prescription filled in their own name, with the intent that they would use the naloxone in the event the loved-one
overdosed. State practice laws are generally ambiguous regarding the reach of standing orders and generally discourage
26
or prohibit third-party prescriptions. In the past few years, a large number of states have passed laws that explicitly
permit third party prescription and standing orders for naloxone.

27

Collaborative Practice Agreements
Collaborative practice agreements (CPA), whereby a practitioner delegates medication management authority to a
pharmacist, are one way that providers have increased naloxone access through pharmacies. Historically, “pharmacists
28
prepared and dispensed remedies while offering front-line medical advice to their customers.” After the 1951 DurhamHumphrey amendment to the Food, Drug, and Cosmetic Act, prescribing could only be done by practitioners licensed by
29
law. The collaborative practice approach was developed to utilize pharmacists as drug therapy experts, thus improving
the efficiency and quality of care.
31
pioneer in the approach.

30

The Pharmacist Practitioner Program of the Indian Health Service was an early

By 1997, sixteen states had enacted legislation to allow pharmacists to participate in drug/medication therapy
32
management (MTM) through collaborative arrangements with physicians and other health care providers.
Using MTM,
the pharmacist works with the primary care provider to “holistically care for patients, take responsibility for their drug-
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33

related needs, classify drug therapy problems, and document them.” The pharmacist is delegated drug therapy
management authority by a physician, which can include “initiating, modifying and monitoring drug therapy,” among other
34
35
things. MTM collaborative practice is legal in a majority of states for an array of health conditions. Collaborative
practice authority exists in 48 states and the District of Columbia, as of May, 2014.
states regarding the authority that can be delegated using these agreements.

36

There is wide variation between

Washington
37

In King County, Washington, some pharmacists distribute naloxone to high-risk people through a CPA. Washington law
explicitly includes “initiating or modifying of drug therapy in accordance with written guidelines or protocols previously
established and approved for his or her practice by a practitioner authorized to prescribe drugs” in the practice of
38
pharmacy. Kelley-Ross Pharmacy partnered with the public health agency of Seattle and King County and the University
39
40
of Washington Alcohol and Drug Abuse Institute. Relying on Washington laws and regulations, the first naloxone
41

42

Collaborative Drug Therapy Agreement was signed August 9, 2012. The agreement was renewed in March, 2014.
44
The Medical Director of the public health agency is the signatory prescriber.

43

45

Kelley-Ross pharmacists provide training and dispense naloxone in the form of a nasal spray. The pharmacists are
required to document all patient interactions that result in a “prescribing and dispensing” event in the pharmacy
46
management system. A training checklist is initialed by the patient and attached to the prescription as part of the
47
permanent record. Additionally, the authorizing prescriber and the pharmacists perform regular quality assurance
reviews.

48

Rhode Island
About ten years ago in Providence, Rhode Island, two researchers started the Preventing Overdose and Naloxone
Intervention (PONI) pilot program with the intent to train people at needle-exchange sites, drug-abuse treatment centers,
49
and homeless shelters in the use of naloxone. To further the aim of wider naloxone distribution, Dr. Josiah Rich at the
Miriam Hospital has "essentially written a prescription for anyone who requests the drug, and Walgreens has agreed to
50
dispense it, along with some training." Building on the Washington model and relying on the Rhode Island collaborative
51
practice statute, Dr. Rich entered into a formal CPA with Walgreens in early 2013. The statute and related rules in
Rhode Island have a broad definition of collaborative pharmacy practice, which allows “work in collaboration” for “the
52
53
purpose of drug therapy management of patients.” The statute does not explicitly permit initiating a new treatment.
54

Cooperation with the State of Rhode Island Board of Pharmacy (the “Board”) helped to implement the program. For
example, the statute requires a pharmacist to have “advanced training” and the Board approved a Continuing Education
55
module as the required training for the naloxone CPA.
The procedure in the Rhode Island allows pharmacists to identify patients who meet eligibility criteria and initiate naloxone
drug therapy according to a protocol. The protocol requires the pharmacist to fax written notification to the prescriber if
56
there is patient participation or naloxone dispensation. Also, the recipient must sign a consent form (in which they may
limit the timeframe) so that the prescriber can access their medical records.

57

Subsequently, on March 3, 2014, the Rhode Island Department of Health released Rules and Regulations Pertaining to
58
Opioid Overdose Prevention, promulgated according to an administrative procedure allowing emergency regulations.
Under the Regulations, one prescriber is now able to issue a non-patient-specific order to numerous organizations, such
as police departments, allowing for increased access to naloxone.

Pharmacist-as-Prescriber
Some states have enacted legislation to allow pharmacists to furnish medication to a patient without the involvement of a
licensed physician or other medical professional. In most states that allow the practice, prescribing has very defined
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limits.

59

For example in 2006, eight states allowed pharmacists to prescribe emergency contraception without a physician
60

prescription. On a national scale, the Indian Health Service Clinical Pharmacy Specialists program grants pharmacists
61
broad prescriptive authority, with the scope of practice determined by the medical staff at each facility.

New Mexico
New Mexico has always been on the forefront of naloxone legislation.62 Recently, the state became the first in the country
to permit all pharmacists to prescribe naloxone directly to patients without any physician involvement. 63 To obtain
prescriptive authority, pharmacists complete a Board of Pharmacy-approved training and maintain this certification by
completing two hours of live continuing education in this area every two years. 64 The “Pharmacist Protocol for Prescribing
Naloxone” was approved by the New Mexico Medical Board, the Nursing Board, and the Board of Pharmacy.65 Under the
Protocol, informed consent must be documented and the pharmacist must notify the patient's designated physician or
primary care provider within 15 days of dispensing naloxone. 66

Standing Order Legislation
As of November 2014, twelve states have enacted legislation or regulations to explicitly allow for the dispensing of
67
naloxone under standing orders. Illinois added the Drug Overdose Prevention Program to its Alcoholism and Other Drug
68

69

70

71

72

Abuse and Dependency Act effective January 1, 2010.
California, Delaware, Kentucky, Minnesota, New
73
74
75
76
77
78
79
Jersey, North Carolina, Pennsylvania, Rhode Island, Tennessee, Vermont, and Wisconsin all put legislation
in place very recently.
Many of these laws are very similar. For example, Kentucky, New Jersey, North Carolina, and Tennessee include the
“standing order” language in near identical provisions. Prescribers are given the authority to prescribe the medication via
80
such an order, and are granted limited immunity with regard to such prescriptions so long as they act in good faith.
Some states also include an obligation to act with reasonable care. Similar to the California law detailed below, Vermont
only authorizes prescribing to a person who “has been educated about opioid-related overdose prevention and treatment
in a manner approved by the Department.”

Illinois
The Illinois standing order statute has been in place the longest, but a naloxone distribution program began operating
even before explicit authorizing legislation. In the fall of 1996, naloxone training and distribution started informally by
81
several doctors at Chicago Recovery Alliance. The program formalized overdose training that incorporated naloxone in
82

2001. As mentioned above, in 2010, the legislature passed a law clarifying that health care professionals can prescribe
83
naloxone without fear of legal repercussion, and expanded the universe of people to whom they can prescribe.

California
The Drug Overdose Prevention and Education (DOPE) program in San Francisco began distributing naloxone in 2003
84
under the Medical Director of the San Francisco Department of Public Health. Nurse practitioners were present while
85
naloxone trainings happened, and signed off on prescriptions while DOPE staff did the trainings.
Currently, San Francisco Department of Public Health pharmacies dispense kits that are funded through a city program.
87
Under a collaborative practice agreement, the pharmacists initiate and dispense the naloxone prescription.

86

Opioid overdose prevention and treatment training programs have been authorized under California law since 2008.
California law authorized standing orders with training provided by an opioid overdose prevention and treatment training
88
89
program effective January 1, 2014. Any physician may issue a standing order, including one for third party distribution.
Each training program must provide training on the causes of opiate overdose, mouth to mouth resuscitation, how to
90
contact appropriate emergency medical services, and how to administer an opioid antagonist. Just recently on
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September 15, 2014, a bill was signed into law authorizing pharmacists to furnish naloxone pursuant to procedures and
91
protocols of the State Board of Pharmacy and the Medical Board. The law includes provisions to ensure training of
92
pharmacists and education for the person to whom the drug is furnished.

New York
Since 2007, New York law has authorized Opioid Overdose Prevention Programs to dispense naloxone and has limited
liability for those administering an opioid antagonist. On June 24, 2014, Governor Andrew M. Cuomo signed “An act to
amend the public health law, in relation to use of opioid antagonists.” 93 Under the Act, a healthcare professional may
prescribe “by a patient-specific or non-patient specific prescription, dispense or distribute, directly or indirectly, an opioid
antagonist to an opioid antagonist recipient.” The definition of recipient is very inclusive: “A person at risk of experiencing
an opioid-related overdose, or a family member, friend or other person in a position to assist a person experiencing or at
risk of experiencing an opioid-related overdose.” The Act permits individuals to pass along naloxone to others.94 The
Governor’s press release notes that “[p]harmacists, using their professional expertise, will . . . be able to dispense
naloxone to anyone who needs it.” 95 The new law explicitly permits both standing order96 and third-party prescriptions.
Local advocates are enthusiastic about the potential of naloxone distribution under the proposed law. 97

Challenges
There are several potential challenges to the distribution of naloxone through pharmacies. This section will help public
health professionals understand issues that could arise with attitudes, insurance billing and information privacy.
One barrier to broad naloxone distribution is stigma. Providers may feel that naloxone might offer a “safety net” that
encourages riskier behavior, although this concern is not backed by evidence.98 There may also be uneasiness about
“providing a drug that a layperson may administer or . . . the liabilities if there is an adverse outcome or if the drug is
administered to a third party rather than to the person for whom it was prescribed.”99
Another problem may be billing insurance for third party naloxone prescriptions. There is some evidence that insurers
100
101
support the distribution of naloxone,
but at least one claim, in New Mexico, has been denied.
There are a variety of
ways that a drug may be covered by a plan. Coverage may only be for direct administration in a medical setting and not
102
take-home naloxone from a pharmacy.
Even if a plan covers the drug dispensed at the pharmacy, it may not cover the
103
provider’s time in training patients, or the nasal atomizer or syringe needed to administer the drug.
Some plans may
limit third-party prescriptions. Insurance is a contractual relationship between the insurer and the insured, which may limit
coverage to only prescriptions that are intended to be used on the insured. Medicaid programs can have several types of
plans -“traditional fee-for-service” coverage, coverage offered through a Managed Care Organization, and that under
104
Alternative Benefit Plans.
The formulary (which drugs are covered) can be managed differently for each plan type.
105

Some states are working to ensure that Medicaid policy allows for naloxone third party prescriptions.
Of course, if a
program were to supply the naloxone or if the patient paid out-of-pocket, insurance billing would not be an issue.
Legislative action could also mandate coverage.
Some patients may be concerned with the release of information (ROI), like that happening in Rhode Island’s
collaborative practice model. Patients in Washington, where a ROI is not required, value the fact that the program is
somewhat discreet.106 On the other hand, with access to medical records, the prescriber and the stakeholder agency may
have more oversight of the program as it is administered at the pharmacy.

Next Steps
If unfettered access to naloxone is the goal, over-the-counter (OTC) status would tear down many barriers. There is a
movement to eliminate the need for prescriptions for naloxone. 107 The Food and Drug Administration (FDA) has
considered the issue, but the OTC transition process is cumbersome and requires a financial commitment. 108 In the New
Drug Application process, the applicant must provide the FDA with data and pay a user fee. 109 Some new studies would
be required. For example, consumer studies would be required to “assess whether the individual administering the drug
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could properly diagnose the opioid overdose and determine that it is appropriate to give naloxone based upon the
information in the drug facts label."110
There may be some drawbacks to OTC. There may be new additional costs that disproportionately affect the
disadvantaged members of our society. Many Medicaid and Medicare recipients get prescription medications for a very
low cost, and it can be expected that OTC naloxone will be priced with a profit motivation. For the time being, state and
local action provide the best course for pharmacy naloxone distribution.
As more jurisdictions enact enabling legislation, a state, local, or territorial health department Medical Director, or other
prescriber, may initiate a standing order with a retail pharmacy chain. To ensure efficient collaboration, a Cooperative
Agreement could form the basis of the contractual relationship and incorporate similar elements to agreements and
protocols already in use. An effective arrangement would require that all prescribing and dispensing events be
documented, preferably in an electronic records system. A training checklist should be completed and retained for each
prescription. Having each prescription faxed back to the prescriber may be beneficial, but stakeholders would need to
examine administrative and privacy concerns. Quality assurance reviews like those used in Washington would help
ensure compliance with protocol and facilitate ongoing communication if issues arise.
Pharmacy distribution models demonstrate that there is more than one appropriate channel to get naloxone to those who
need it most. Because research demonstrates that even untrained individuals can administer naloxone appropriately,
lawmakers should move away from models that require specific programs for training and distribution. Broader legislation
provides for creative solutions.
As a viable and efficient option to increase naloxone access, pharmacy distribution should be considered by more
jurisdictions. Hopefully, by enabling jurisdictions to select appropriate legal models, naloxone can get into the hands of
those who are poised to save lives.
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