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Abstract
This project sought to curb the use of long-term opioids for the treatment of chronic pain through
use of non-opioid topical analgesic (NOTA). The purpose of this project was to determine if
implementation of a NOTA protocol for patients suffering from chronic pain will reduce the use
of oral opioid agents and decrease reported pain levels in an outpatient primary care clinic over 6
weeks. The NOTA protocol included educating the providers at the clinical site and auditing the
providers for compliance. This project included a pre-test to measure the provider’s knowledge,
skill and attitudes of opioids, an educational session, and a post-test. Data collection was done
via retrospective chart audits of 25 patient charts to measure provider compliance with the
protocol (including the use of screening tools), opioid prescribing practices, and reported pain
levels. Improved test scores support the efficacy of the educational session. Provider
compliance with NOTA was above 80%. Results further indicated a statistically significant
decrease in opioid prescribing. A decrease in the dosage of opioid prescribed was not
statistically significant although the mean dosage declined. There were only three instances of

repeat pain scores, which showed decreased or no change in pain levels.
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Implementation of a Non-Opioid Protocol to Reduce
Opioid Use in an Adult Outpatient Clinic

Chronic noncancerous related pain affects over 50 million Americans and is one of the
most prevalent reasons why individuals obtain medical care (National Pain Society, 2015).
National Safety Council (NSC) reports that 74% of internal medicine or family care providers
believe that opioid analgesics are the most effective way to treat pain (National Safety Council
[NSC], 2016). Even more alarming is that 99% of primary care providers are prescribing opioids
for longer than the three-days recommended by the Centers for Disease Control (CDC) 2016
Guidelines for the Treatment of Chronic Pain (CDC Guidelines) (NSC, 2016; Dowell,
Haegerich, & Chou, 2016). These practices explain why in 2014 there were over 245 million
prescriptions for opioid pain relievers in the United States (US) (Levy, Paulozi, Mack & Jones,
2015). Unfortunately, of these 245 million prescriptions, approximately nine to 11 million were
prescriptions for long-term opioid therapy. Research supports that opioids can be effective for
treating acute pain, but the efficacy of opioid treatment for chronic pain is questionable (Chou et
al, 2014). Instead, non-opioid pharmacologic therapies such as acetaminophen, antidepressants,
anticonvulsants, nonsteroidal anti-inflammatory drugs (NSAIDSs), and nonpharmacologic
treatments such as exercise therapy and cognitive behavioral therapy have been shown to be an
effective and safer treatment (Dowell et al., 2016; Gudin et al, 2017).

What is not questionable, however, is that these prescribing practices have significantly
contributed to a national epidemic of opioid-related overdoses and deaths, resulting in
declaration of a nationwide public health emergency (The White House, 2017). Patients who

take higher doses of opioid agents over extended periods of time are at greater risk of addiction
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(NSC, 2016). Approximately 21 to 29 percent of patients prescribed opioids for chronic pain
abuse their medication, resulting in approximately 2.5 million adults reporting addiction to
opioids in 2014 (Vowles, 2015; Substance Abuse and Mental Health Administration, 2014).
Even more alarming is that 91 people die daily from opioid overdoses in the US. (Center for
Disease Control and Prevention [CDC], 2017). The cost of this epidemic is staggering. The
CDC estimates that over $78.5 billion is attributed to opioid prescription misuse; this includes
healthcare costs, addiction therapy, criminal justice expenses and lost productivity (Florence,

Zhou, Lou & Xu, 2013).

Background

In the late 1990s, healthcare providers started increasing the number of opioid
prescriptions after reassurance from pharmaceutical companies that patients would not become
addicted (National Institute on Drug Abuse, 2017). Consequently, the number of opioid
prescriptions sold to pharmacies, hospitals and provider’s offices nearly quadrupled from 1999 to
2010, despite the fact that the overall reporting of pain had not increased (Chang, 2014;
Daubrese, 2013). As such, the main source of opioid agents in the United States is from provider
prescriptions (Shei, Rice & Kirson, 2015). Of huge concern is that primary care providers’
express apprehensions about opioid pain abuse and find the management and treatment of
chronic pain bothersome. They also report inadequate training on prescribing opioids, yet they
still continue to prescribe long-term opioid therapy (Jamison et al., 2014). Healthcare providers
from a range of specialties overall think that opioid pain medication is an effective treatment for
controlling pain and that abuse is a consequence of long-term use, but also acknowledge that
long-term opioid therapy is overprescribed for patients with chronic pain (Wilson et al, 2013). In

response to the growing opioid abuse in the US., the CDC issued new practice guidelines to
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address the over-prescribing of opioids by providers, recommending no more than a three-day
supply of opioids (Dowell et al., 2016).

Given the rising concerns of long-term opioid use, healthcare providers have been
developing new ways to manage pain and create a more customized treatment plan (Branvold &
Carvalho, 2014). One such treatment plan includes compounded non-opioid topical analgesics
(NOTA). NOTA medications offer a safer, yet effective way to treat chronic pain. Topical
analgesics (TA) work through local application and consequently, have minimal systemic
absorption (Gudin et al, 2017). The mechanics of TA result in decreased side/adverse-effects,
minimal drug to drug interactions and extremely low risk of addiction (Branvold & Carvalho,
2014). Further, compounded TA offer the ability to target pain through different mechanisms
and therefore, present an effective, more customized alternative to oral opioid therapy for the
treatment of chronic pain (Cline & Turrentine, 2016).

This Doctor of Nursing Practice (DNP) scholarly project will partner with an outpatient
primary care clinic, for the implementation of a NOTA protocol to treat patients suffering from
chronic pain. This new protocol will offer a safer, yet effective standardized treatment plan for

providers.

Problem Statement
The long-term use of opioids to treat chronic pain has limited efficacy and creates a
significant risk of opioid abuse. Current practice at this outpatient clinic, patients suffering from
chronic pain are currently being prescribed long-term opioid therapy. Furthermore, many of the
patients have become dependent on their opioid therapy. The owner and primary provider at this
outpatient clinic has expressed concern about a lack of a standardized and effective non-opioid

pain management protocol for adult patients suffering from chronic pain. This is a concern
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especially in light of recent research and guidelines highlighting the high risk of abuse and
limited efficacy of long-term opioid use. Research supports that a pain management protocol
using non-opioid topical analgesics for the treatment of chronic pain is a safe and effective
alternative to long-term opioid medication use (Brennan et al., 2015).

A protocol advocating for the use of compounded NOTA will provide this outpatient
clinic with a safer treatment option for patients suffering from chronic pain. In time, this
protocol should reduce the patient’s reliance on opioid therapy and decrease their reported pain
levels (Gudin et al, 2017). This protocol will also provide the providers at this outpatient clinic
with a standardized approach and the knowledge to properly educate their patients in the benefits
of this treatment. Implementing this protocol should help the providers navigate the difficult

practice of managing chronic pain (Manchikanti et al., 2017).

Purpose Statement
This project aims to determine if implementation of a pain management protocol, which
includes the use of compounded, non-opioid topical analgesics in patients suffering from chronic
pain will reduce the use of oral opioid agents and decrease patient pain severity ratings in an

outpatient primary care clinic over 6 weeks.

Project Question and Objectives
In adult patients suffering from chronic pain, would implementing a NOTA protocol in a
primary care outpatient clinic reduce patient's use of oral opioid agents and decrease reported
pain levels within a 12-week period as compared to those receiving non-standardized care? In
the time frame of this DNP scholarly project, the host site will implement an evidence-based
protocol utilizing NOTA for the management of chronic pain. Implementation of this protocol

includes:



IMPLEMENTATION OF A NON-OPIOID PROTOCOL FOR CHRONIC PAIN 9

e Develop a NOTA protocol for the providers that will deliver a standardized plan for the
treatment of chronic pain. This protocol will include the use of screening tools including
adapting the Brief Pain Inventory and the Opioid Risk Tool for the providers to
administer to their patients.

e Educate the providers and staff in the use of the NOTA protocol.

e Perform chat audits on a weekly basis to ensure compliance with the protocol and

monitor the opioid prescribing practices.

Review of Literature

This section will review the impact of the current opioid prescribing practices, examine
current management of the problem, and review the evidence based practice for the non-opioid
management of pain. A search of EBSCO Host, Academic Search Premiere, Google Scholar,
CINAHLH Plus and government funded agencies was conducted. For the scholarly inquiries,
the search terms topical analgesics and pain and opioid were used. A search was also conducted
for compounded topical analgesics, alternative pain management, prescribing pain medications,
risk factors for opioid addiction, and pain. Other inclusion criteria included articles published
within the last seven years, qualitative and quantitative studies, and peer reviewed journal
articles. From just the search of CINAHL Plus, EBSCO Host and Academic Search Premiere,
using topical analgesics and pain from years 2010 to 2018, over 100 articles resulted. Results
were further limited to include research and experimental studies and recent reviews of literature
that examined TAs as a treatment for various noncancerous related pain in adults. They were
then further narrowed by articles that were directly related and relevant to this DNP scholarly

project. Further, emphasis was given to articles published within the last five years. A search of
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Google Scholar yielded numerous results that were excluded, many of which were older, non-
peer reviewed journal articles and/or duplicates of the articles found on the above databases.

Other searches were conducted on the above databases for prescriber perceptions of
opioids, use of topical analgesics for pain and opioid crisis. Given the relevant nature of this
project, government agencies were searched as well for healthcare statistics, prescribing practice
statistics and current practice guidelines on the use of opioid agents.
Impact of the Problem

The widespread abuse of opioid agents in the US is caused in large part by healthcare
providers who are over-prescribing opioids (Shei et al., 2015; Jamison et al., 2014). The ample
supply of opioids in the market and the addictive nature of these drugs creates high risk of abuse
and overdose. Educating healthcare providers in safer and effective alternative treatments to
chronic pain, thus reducing the use of opioids to treat chronic pain, will help curb this nationwide
problem (Dowell et al., 2016).

Review Synthesis

Educational Training

The lack of education and confidence in the treatment of chronic pain among providers is
troublesome and contributing to poor patient outcomes and increased risk of opioid abuse (NSC,
2016; Wilson et al, 2013). Chronic pain is one of the most prevalent reasons why individuals
obtain medical care (National Pain Society, 2015). Given the prevalence of this complaint, it is
not surprising that primary care providers (PCPs) treat a significant number of patients for
chronic pain as opposed to pain management specialists. In fact, evidence from one study
indicated that patients who seek treatment for chronic pain from their PCP are not significantly

different than those who present to pain management specialists in terms of pain severity and
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complexity of treatment (Fink-Miller et al., 2014). However, PCPs often voice concern over
whether their education and training has adequately prepared them to treat chronic pain; as many
as half report dissatisfaction with their pain-management training (Fink-Miller et al., 2014).
Patients reporting to their PCPs are often younger and report higher pain severity than those who
report to pain management facilities. Given that youth is often an indicator of opioid abuse,
research supports that these patients might present to their PCP simply to obtain opioids to
misuse them (Fink-Miller, et al., 2014). Because of this high potential for opioid abuse among
patients reporting to their PCP, provider training in recognizing opioid addiction and prescribing
safer alternatives is essential.

Prescription Practices

Considering the voiced concerns over ineffective training in the treatment of chronic
pain, it is not surprising that 99% of PCPs are prescribing opioids for longer than the three-days
recommended by the CDC Guidelines (NSC, 2016; Dowell et al., 2016). According to the 2017
Surveillance Report of Drug-Related Risk and Outcomes, at least 20% of patients who present in
an office-based clinical setting are being prescribed opioid agents and primary care providers are
responsible for half of the opioid pain medications dispensed (CDC, 2017).

These prescribing practices are not supported by the evidence. Although research
supports that opioids are effective for short-term treatment of pain, few studies have been
conducted to assess the long-term benefits of opioids for chronic pain (Dowell, et al., 2016).
However, the risks of long-term opioid use are clearly established including abuse, dependence,
and overdose. In the past decade, the death rates associated with opioid pain medication have
increased significantly (CDC, 2015). Lack of education and the resulting over prescribing of

opioids for chronic pain has contributed to a national health emergency (CDC, 2016). Safer and



IMPLEMENTATION OF A NON-OPIOID PROTOCOL FOR CHRONIC PAIN 12

more effective treatment protocols are necessary to treat chronic pain in the primary care setting.
The fact that PCP prescribing practices are contributing significantly to the number of opioids
available to the public is a huge problem that needs to be addressed through education and the
implementation of safer treatments for chronic pain.

Addressing the Problem with Current Evidence

With the newest practice guidelines and evidence supporting only the short-term use of
opioids, alternative treatment options for chronic pain are necessary. In 2017, the CDC
published guidelines for prescribing opioids for chronic pain with the goal of improving the ways
that opioids are prescribed to ensure that patients have access to safer and more effective
treatment for their chronic pain. The guidelines recommend using non-opioid therapies to treat
pain when possible. One such alternative is the use of non-opioid topical analgesics to treat
chronic pain (CDC, 2016). This section will address the best ways to prevent this problem, lack
of awareness of topical analgesics as a treatment option, the current practices and the evidence
supporting the use of a NOTA protocol in a primary care setting.

Prevention. One of the most effective ways to prevent the risk of opioid abuse in patients
suffering from chronic pain is to improve opioid prescribing practices. The new CDC guidelines
recommend that if opioids are prescribed for the treatment of chronic pain, the lowest dose
possible for three days or less, but not to exceed seven days, should be utilized (Dowell, et al.,
2016). Non-opioid therapies should be first-line treatment, and only in rare cases should opioid
medications be prescribed for the treatment of chronic pain (CDC, 2016). Opioid prescribing
practices can be improved through provider education and implementing safer, but effective

treatment protocols (Dowell et al., 2016).



IMPLEMENTATION OF A NON-OPIOID PROTOCOL FOR CHRONIC PAIN 13

Another preventative method includes identifying and educating those patients at risk for
opioid addiction. The longer a patient is on opioid therapy, the risk for abuse increases (Volkow
& McLellan, 2016). Tools such as the Opioid Risk Tool is a screening tool designed specifically
to help identify patients in the primary care setting who are at higher risk of abusive drug-related
behavior (Webster & Webster, 2005). Education in safer practices and screening tools to
identify high-risk patients will help prevent opioid misuse in primary care patients suffering from
chronic pain.

Current management. Currently, healthcare providers are looking for alternatives to
using long-term opioids for the treatment of chronic pain. The majority of providers are
currently prescribing opioids for longer than the three days recommended by the CDC. In
addition, there is a lack of education and awareness of safe alternative treatments. One major
anticipated compliance issue with this new regiment is patient resistance. A recent study on
provider and patient perspectives on pain embodies the issues present at outpatient primary care
clinics. This study found that providers feel that alternative treatment options for chronic pain
are limited and in return, many patients are unwilling to independently reduce their pain
medication (Penney, Ritenbaugh, DeBar, Elder & Deyo, 2017).

Current recommendations. The recommendations to address this problem include (1)
prescribing non-opioid topical analgesics for the treatment of chronic pain in lieu of opioid
therapy and (2) increasing provider knowledge and awareness of the risks of long-term opioid
use and the benefits of the safer topical analgesic protocol. This section will address the
evidence that supports these recommendations.

Prescribing NOTA for the treatment of chronic pain. There is a growing and

emerging body of research to support the use of compounded NOTA to treat chronic pain (Gudin
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et al, 2017). Much of this research is in response to the cry from providers and other
stakeholders to find a safer alternative to opioid therapy. Although topical application of
medication reduces the risk of addiction, abuse of topical and/or transdermal opioid medications,
such as fentanyl, is widespread (Schauer, Shand & Reynolds, 2015). This section examines the
research to support the use of NOTA in the treatment of pain.

In 2014, Rehabilitation Research and Practice published an article that supports the use of
topical menthol for the management of chronic and neuropathic pain. This study was a triple-
blind, randomized placebo-controlled trial involving 10 participants. The results indicated that
pain intensity decreased following the treatment of topical menthol compared to the placebo
group, who just received a gel with a menthol scent (Sunstrup et al, 2014). The authors therefore
concluded that topical menthol should be considered an effective nonsystemic alternative
treatment for the management of chronic, localized musculoskeletal and neuropathic pain
(Sunstrup et al, 2014).

In 2015, Pain Therapy conducted a review of various TA and their effectiveness in
treating pain, examining research studies that have been conducted to determine their efficacy.
Overall, the authors concluded that TAs are effective in interrupting the pain transmission signals
within the body and can play a huge role in treating pain. Empirical research also supports that
compounding two or more different topical analgesics can target pain through different
mechanisms and therefore can be even more effective in the treatment of pain (Rehm, Binder &
Baron, 2010; Peppin et al, 2015). The authors recommend developing a relationship with a
pharmacy that can compound multiple TAs to provide a customized treatment (Peppin et al,
2015). Although there is research to support their effectiveness, the authors recognized that

more research should be conducted to confirm these findings.
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In 2015, a retrospective study was conducted evaluating the efficacy of two different
compounded topical analgesics as compared to just a single agent (Voltaren gel). A total of
2177 patients were evaluated, 1141 received Cream one compound, 527 received Cream two
compound and 509 received the single agent compound. Results indicated that the compounded
creams reduced pain by 37% and 35%, whereas the single agent TA reduced pain by only 19%
(Somberg & Molnar, 2015). This article supports the use of compounded TA are more effective
than single agent TAs.

Recognizing the increase in popularity of compounded TAs for the treatment of chronic
pain, the American Contact Dermatitis Society published a review of the efficacy of various
types of TA and their side/adverse-effects. The authors reviewed seven common drugs used in
topical application and their effectiveness as a compounded agent. They analyzed the results of
at least 24 different studies that examined the effectiveness of pain reduction. The results of the
studies ranged from finding that 81% of patients reported less pain to some that found no
statistical difference. The majority of studies however found statistically significant reduction in
reported pain. The authors, therefore, concluded that TAs provide an alternative treatment
option with decreased side/adverse-effects and decreased drug-to-drug interaction. A rash
seemed to be the most prevalent adverse reaction to these medications (Cline & Turrentine,
2016).

In 2016, a double blind, randomized controlled study was conducted in a human
experimental model of pain. Sixty-nine healthy participants were divided into two groups. The
first group received either a low-dose or a high-dose of compounded TA (clonidine and
pentoxifylline) and two placebo treatments separated by 48 hours. The second group received

single drug treatments. The visual analogue scale (VAS) rating was the primary measurement of
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pain based on the effects of the central pain sensation (allodynia) after intraepidermal capsaicin
injection and a post-capsaicin tourniquet-induced pain 50 minutes following capsaicin injection.
Both the high and low compounded treatments significantly reduced the VAS pain intensity as
compared to the placebo and the single drug treatment groups. Given the significant findings of
pain interruptions with the use of compounded TA, the authors predict that high doses of
compounded agents will be effective in treating patients with complex regional pain syndrome
and neuropathic pain (Ragavendran et al, 2016).

The most recent and relevant research article specific to this DNP scholarly project was
published in the Journal of Pain Research in October 2017. This article looked at changes in
reported pain levels following the use of compounded TAs in the treatment of chronic pain at
three and six-month follow-up. This was a prospective, observational study that compared
changes from baseline pain levels, measuring overall severity and interference scores with the
Brief Pain Inventory. It also measured the use of concurrent medication. A total of 631 patients
enrolled; the patients treated with compounded topical analgesics were compared to the
controlled groups at the three and six-month follow-up. A subset of the intervention group and
the controlled group were matched based on sex, primary pain complaint and age, and data was
collected and compared on these matched groups (Gudin, 2017).

Patients were prescribed various forms of topical analgesics that primarily included a
compound of diclofenac, ketoprofen, flurbiprofen and/or other formulations not containing
NSAIDs. Data was collected at baseline and at four-week intervals through the six-month
period. The Brief Pain Inventory short form was used, which contained a numerical scale of 0-
10; patients receiving the topical therapy were also asked to indicate any side/adverse-effects

from the TA they observed. Information on other concurrent medications that were taken at
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baseline and three days prior to the completion of the surveys was also collected. These
concurrent medications included over the counter agents, NSAIDs, or prescriptions like opioids
and/or anticonvulsant agents (Gudin, 2017).

The results of the study indicated that treatment with compounded TAs caused an overall
reduction in pain severity and interference; these conclusions were the same of both the matched
and unmatched intervention groups. Importantly, the majority of the patients in the controlled
groups reported no side/adverse-effects associated with the topical therapy. The study is limited
to its exploratory nature and the authors indicate that randomized, controlled trials should be
conducted to confirm the results of this study. Other limitations include that the participants
were volunteers and the pain complaints and changes in concurrent medication were reported by
the patients, not based on a provider’s assessment (Gudin, 2017).

The study also found that patients in the intervention groups reported a significant
decrease in their use of concurrent pain medication as compared to patients in the controlled
groups who reported increases in their concurrent medications. Specifically, after the use of TA,
49% of the patients in the three-month group and 56% of patients in the 6-month group reported
that they were no longer using opioid medications. Other non-opioid medications decreased by
65% after 3-months and 74% after 6 months (Gudin, 2017).

Overall, there is a growing body of evidence to suggest that non-opioid topical analgesics
are effective in the treatment of pain. Compounding two or more of these topical analgesics can
increase the effectiveness of the treatment of pain.

Increasing awareness of TAs for the treatment of chronic pain. Awareness of
compounded TAs as an alternative treatment for chronic pain has increased over the last several

years. Older research suggests that only 27% of the 120 responding physicians reported that they
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prescribed compounded TAs in their practice (Ness, Jones & Smith, 2002). More recently,
however, a brief survey from 2014 capturing prescriber’s beliefs concerning compounded TAs
for pain indicate that 81% of respondents had prescribed TAs for the treatment of
musculoskeletal pain and 63% have used it for the treatment of neuropathic pain. Although there
was a 78% response rate to this survey, only eleven participant’s responses were obtained
(Warner & Tudor, 2014). Even though it appears there is some limited evidence that awareness
and use of compounded TAs for the treatment of pain has increased among healthcare providers,
additional efforts to educate on their effectiveness is necessary. Data suggests that topical
analgesics are underutilized for the treatment of chronic pain (Peppin et al., 2015).

Benefits of Current Recommendations. There have been several recent journal articles
that offer reviews of available evidence on the efficacy of compounded TAs and advocate for
their continued use. In 2014, The Journal of General Practice published an article entitled, Pain
Management Therapy: The Benefits of Compounded Transdermal Pain Medication (Branvold &
Carvalho, 2014). This review was in response to the ever-growing concerns of the continued use
of opioid medication and the increase in drug abuse, overdose and lack of efficacy. The study
found the benefits of compounded analgesics include (1) customizable dosages, formulation and
drug combinations, (2) lower systemic absorption, (3) minimal side/adverse-effects, (4) better
adherence to treatment regimen, and (4) minimizing risk of abuse (Branvold & Carvalho, 2014).

Issues still under investigation. Many of the studies presented above focus on certain
types of chronic pain. There is still a lack of general consensus if the results of these studies can
be applied to all pain-related conditions. Additionally, many of the studies performed are for

short duration and involve small participant groups (Cline & Turrentine, 2016). Long-term,
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randomized controlled studies are needed to further validate the use of this treatment option
(Gudin, 2017).

Controversies. In response to the call to curb opioid prescriptions, many organizations
question if these new practices will increase suicide rates or cause patients to use heroin or other
drugs illegally. The Pain News Network calls these possible negative consequences “the fallout
from the CDC’s guidelines.” They conducted a survey of over 2,000 patients. The results of this
survey are troubling and reflect lack of patient education and understanding of opioid pain
medications. This survey revealed that 90% of patients thought that patients would suffer more
as a result of the guidelines, 78% believed there would be more patient suicides, and 70%
thought the use of heroin and other street drugs would increase. In addition, there is indication
that street dealers are now targeting prescription pain patients and offering counterfeit pain
medications. These counterfeit medications have been linked to nearly two dozen deaths
(Anson, 2016).

Significance of Evidence to the Profession. Over prescribing of opioids is a huge
problem in the healthcare, particularly in the primary care setting. A review of Medicare
prescription drug claim data from 2013 indicates that the most opioids were prescribed by
primary care providers (15.3 prescriptions) followed by internal medicine. Surprisingly, nurse
practitioners (4.1 million prescriptions) and physician assistants (3.1 million prescriptions) were
third and fourth on this list (Chen, Shah & Lembke, 2016). Given the popularity of the opioid
crisis and the ongoing scrutiny of prescribing practice, it is even more imperative that nurse
practitioners practice safe prescribing practices. Especially so when the American Medical
Association and other organizational bodies are advocating to limit the autonomy of nurse

practitioners (American Association of Nurse Practitioners [AANP], 2017). A review of the
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literature supports TAs as alternative treatment for chronic pain. Because these alternative
treatment options have the ability to reduce the patient’s pain and lower the risk of abuse and
prescriber liability with opioid prescribing and opioid disorders, it will play a significant role in
the profession.
Theoretical Models

To provide a framework to guide this DNP project, a combination of Kurt Lewin’s
change theory and Malcolm Knowles’ theory of adult learning will be used. Lewin’s change
theory will provide a framework for implementation of the NOTA protocol. Malcolm’s adult
learner theory will assist in the implementation of the education component of this project. It
will be utilized by the project lead when educating the clinic providers in the new protocol as
well as used by the providers themselves, when educating their patients.
Lewin’s Change Theory

Lewin’s change theory is a time-tested theory that can be applied to personal, group or
organizational change. Lewin was a social psychologist, who has been coined the “father of
social change theories” since many subsequent management models are based on his work
(Kaminski, 2011). Lewin’s change theory was developed in the 1940s and developed out of
research into social action, group dynamics, and leadership styles. Today, Lewin’s theory is
used across nursing specialties for various quality improvement projects aiming at improving
health outcomes (Wojciechowshi, Pearsall, Murphy & French, 2016).

Major tenets of Lewin’s theory. Lewin’s theory proposes that complex systems must
adapt to ever-changing environments to maintain equilibrium and produce positive outcomes

(See Appendix A). In response to this need to adapt, Lewin proposed a three-stage model for
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change known as unfreezing-change-refreezing. This model requires former learning to be
rejected and substituted with the new protocol (Petiprin, 2016).

Lewin defines behavior as “a dynamic balance of forces working in opposing directions”
(Petriprin, 2016, para 2). Building on this definition, Lewin outlined three major concepts that
impact change: driving forces, restraining forces and equilibrium. Driving forces are those that
compel a change in a positive direction. Examples of driving forces include financial resources
and management support. These forces create a shift in the equilibrium toward change. Pulling
against this motivation to change are restraining forces. These forces impede change and can
include staff resistance to change and lack of financial resources or management support. A state
of equilibrium is where the driving forces and the restraining forces are equal, and no change
occurs (Petiprin, 2016). Change requires the organization to execute specific activities to cause
the change to occur.

Change comes about through the process of unfreezing, changing and then refreezing.
Unfreezing is the process of making people aware of a problem and then need for change. This
can occur through providing education, making individuals aware of the problem, and
challenging the status quo. The next step, changing, requires finding alternatives to propose to
the members of the organization. This includes outlining the benefits of the change and
overcoming the restraining forces that oppose the change. This second step often includes
brainstorming sessions, training and coaching on the new intervention. Finally, refreezing refers
to the process of stabilizing a new equilibrium into the system, so it becomes the habit of the
organization. It is necessary to celebrate the success of the intervention, re-train the participants
and monitor their compliance in order to maintain the change (Wojciechowski et al., 2016).

Without this final stage, it can be easy for the organization to revert back to the old practices.
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Application of Lewin’s theory to current practice. In today’s rapidly advancing and
changing healthcare environment, an organization’s ability to evolve is essential. It is common
to find healthcare staff being resistant to change because it can cause fear of failure or anxiety
about a new process; this in turn produces the restraining forces discussed by Lewin. This
resistance to change is particularly present in today’s workforce due in large part to the rapidly
developing technologies, new guidelines and the aging workforce (McNeil, Sharpe & Benbow,
2012).

Aging nurses and healthcare providers offer a wealth of experience but are often more
resistant to technology and change. The outdated practice of long-term opioid treatment will be
a difficult driving force to overcome, given that providers and patients have become comfortable
with this treatment and many of patients are now dependent on opioid agents to function
(Dowell, 2016). Effective change in this area will require involving the healthcare staff in the
proposed changes. Research suggests that the most important management practices in retaining
staff and enriching a workplace are recognition and respect, having a voice and receiving
ongoing feedback on one’s performance (McNeil et al., 2012). Application of Lewin’s three-
step change process can meet these identified factors by including the staff in the brainstorming
process, providing education, celebrating successes and offering re-training, if needed.

Given the increasing awareness of the opioid crisis (part of Lewin’s “unfreezing step”)
and the new CDC Guidelines for prescribing opioid agents, the driving forces for change as it
relates to the management of pain and opioid prescribing practices are unmistakable. However,
many organizations stop at or just before the “unfreezing” stage because the restraining forces of
old practice habits and lack of education on alternative treatment options (Wilson et al, 2013).

The educational component incorporated into Lewin’s theory at all three stages of the process is
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essential to successfully implementing change in this area. The status quo of prescribing long-
term opioid therapy is no longer a safe standard of care (Dowell et al., 2016). Lewin’s second
phase of change can assist in the adoption and application of new guidelines and protocols in the
treatment of chronic pain in primary care settings. Finally, without the refreezing stage, which
involves sharing and recognizing the success and benefits of non-opioid treatments, it will be
easy for the organization to slip back into old patterns of practice and cause an unstable and
unsafe practice setting.

Malcom Knowles Adult Learning Theory

This DNP project includes an educational intervention for the providers. This
intervention will utilize the learning concepts encompassed in Knowles’ adult learner theory.
This theory was developed after documenting the differences between adult and child learners.
Examining these differences, the concept of andragogy, the art and science of adult learning, was
developed (Pappas, 2013).

Major tenets of Knowles theory. Between 1980 and 1984, Knowles made five
assumptions about the characteristics of adult learners. These assumptions include that adult
learners are self-directed, they can draw from life experiences as a resource for learning, they
must perceive a need to know, they are problem-centered, and genuinely interested in furthering
their knowledge (Knowles, 1998). One of the basic underpinnings of this theory is that adult
learners need to know the importance of learning something before they will take the time to
apply themselves to learning it. In other words, if adult learners do not see the practical value in
learning a subject, they will be less likely to apply themselves to the knowledge. They are

independent learners and will not be open to situations where they feel others are imposing their
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will upon them. Their motivation comes from the realization that learning this knowledge will
help them perform tasks and deal with problems they encounter in life (Pappas, 2013).

Application of Knowles’ theory to current practice. Education regarding appropriate
screening along with safe and effective pharmacotherapy for patients presenting with chronic
pain is imperative (Bhatt & Arespacochaga, 2017). The Food and Drug Administration (FDA)
stresses that it is “critically important” to facilitate appropriate education to providers, including
knowing when and for which patients opioids should be prescribed (FDA, 2013, para. 9). This
intervention includes educating patients in the appropriate use of these scheduled Il medications
as well (FDA, 2013).

Knowles’ model indicates that adult learners are more willing to engage in education if
the knowledge will help them perform tasks and deal with problems they encounter in their
practice. With the new guidelines and a clear indication that providers want further education, it
is important to employ an educational model that will be effective for adult learners. Because
the provider-patient relationship may be the most powerful tool to address the opioid crisis, it is
imperative that providers receive appropriate education, so they can pass along their knowledge
of the risk of opioids and the efficacy of other treatment options to the patient (CDC, 2016).
Patient resistance is a resisting force that could impact the success of a new protocol.
Application of Lewin’s and Knowles’ Theories to DNP Project

Lewin’s change theory will provide the guiding framework for the implementation of the
NOTA protocol. The first step in this process is unfreezing the current prescribing practices of
the outpatient clinic. This stage will include educating the providers in the new CDC guidelines,

risk of opioid abuse and the how ineffective long-term opioid therapy is for the treatment of
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chronic pain. Through this education, the driving forces of change should help to compel the
necessary change.

Next, the changing stage involves proposing TAs as an alternative treatment to opioids.
This will include another educational component outlining the benefits of TAs and brainstorming
with the providers and stakeholders of possible issues that may arise with utilizing the new
protocol. This stage will also include training sessions where the providers will be coached in
how to introduce this new protocol to the patients who may likely be resistant at first. Finally,
the refreezing stage will ensure the providers are adherent to the protocol through monitoring of
the intervention and emphasizing the success of the NOTA protocol. This will be evaluated
through the results of patient pain severity ratings and overall reported patient outcomes under
the new treatment protocol.

This DNP project will enhance the providers’ awareness of the new protocol, the dangers
of long-term opioid use, and information regarding the efficacy of topical analgesics. The
providers can then pass this information along to their patients when introducing the TA as an
alternative treatment. Each step of Lewin’s change process involves an educational component.

This educational component will be outlined as to the purpose and clearly identify the
content, as well as the risks and benefits of each treatment option. Education, through
application of Knowles Learning Theory, will be the primary and tertiary intervention that will
be utilized in this DNP project. By providing appropriate pain management education to
providers, they in turn can educate their patients more effectively about safer and more effective
non-opioid treatments.

Effective education to the providers is of utmost importance because some patients will

likely be unwilling to change their treatment plan or the stress of the new treatment will cause
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resistance. When pain management treatment plans are changed, many times patients feel
unheard, disesmpowered and cheated (Al Achkar et al., 2017). This is compounded by many
patients feeling that chronic pain treatment is an unwinnable fight (Al Achkar et al., 2017).
Providing effective education will help to overcome or lessen these possible stressors and should
in time help strengthen the lines of communication.

Project Design

This project is a quality improvement initiative that will advocate for the implementation
of the NOTA protocol (see Appendix B). The intended purpose of this protocol is to improve the
quality of care and patient outcomes. This project will include an educational training for the
providers on the use of the protocol. A pre-test will be administered prior to the educational
session to assess the knowledge, skills and attitudes of the providers. After the educational
session, a post-test will be administered to evaluate the effectiveness of the education and
identify any areas that require further education.

The NOTA protocol is focused on the use of non-opioid topical analgesics as an
alternative to long-term opioid therapy. Providers and clinic staff will be required to administer
the Opioid Risk Tool to assess the patient’s risk of abusing their opioid prescription. Data from
the Opioid Risk Tool will not be measured, but whether this tool will be administered will be
measured. This tool should be administered and reviewed by the providers for the purpose of
identifying the patient’s risk for addiction. The providers will also collect data using the Brief
Pain Inventory to assess the patient’s pain levels under the new treatment protocol to determine
the efficacy of the new pain management regimen. This data will be collected and analyzed to
determine if pain levels decrease during the course of this project. Data on prescribing practices

will be collected to measure the dosage of any opioid prescription to see if the dosage or
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frequency of prescribing opioids changes over time. This project will also monitor provider
compliance with the protocol via retrospective chart audits over the period of the project. Data
will be collected over the three-month period. Collected data will be organized and placed in a
code-book. This data will then be analyzed through the use of SPSS Statistics software.
McNemar’s test and Wilcoxon Sign Rank test will be used to compare data at different time
points.
Population of Interest

The population of interest are the providers and healthcare professionals working at the
clinical site. Currently, there are two providers at the clinical site. The full-time provider is an
advanced practice registered nurse (APRN) who manages the majority of the patients at the site.
The second provider is an APRN that works per diem. Both providers will be included in the
protocol training.
Setting

This protocol will be implemented at the clinical site, which is an outpatient primary care
clinic. On average, the clinic sees 15- 20 patients per day. The patients range in age and
ethnicity and present with various complains. At least 20% of the patients who regularly present
to the clinic have some complaint of chronic pain. Currently, a large percentage of those patients
presenting with chronic pain are receiving long-term opioid therapy.
Stakeholders

Immediate stakeholders include the project mentor, content expert and the staff at the
clinical site. In addition, the patients will be referred to the content expert for their compounded
TAs. Additional time needs to be spent with the per diem provider at the practice as she is a new

hire. These stakeholders are instrumental to the project as they are the individuals who will
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facilitate the project at the clinical site. The project mentor is the owner of the clinical site, if
this project is successful, it will be a permanent protocol for the practice. The indirect
stakeholders are the patients who will benefit from the a safer and effective treatment.
Recruitment Methods

Practitioners. The following project is a practice change initiative in the practice
setting. Therefore, the two APRNs working at this facility will be participating. Inclusion
criteria is: practitioners who are responsible for prescribing and caring for pain management
patients. Exclusion criteria include: staff working at clinic, such as receptionists who are not
directly responsible for prescribing and caring for pain management patients. Given the new
laws and current guidelines concerning the prescribing of opioids participating in this protocol
will provide the providers a safe alternative to long-term opioid therapy, which should provide
an additional incentive for compliance.

Chart audits. Retrospective and post-implementation chart audits will be conducted to
evaluate the effectiveness of the NOTA protocol. A total of 30 charts will be reviewed pre-
implementation and those same 30 charts will be reviewed post implementation. Specific
inclusion criteria include (1) age 18-64 years; (2) currently experience chronic pain attributed to
any cause including neurological, musculoskeletal or other medical conditions; (3) both male and
female. Patients are ineligible if they have a history of illicit drug use or misuse of prescription
drugs or are currently being treated for cancer.

Tools/Instrumentation
Educational Tools
Prior to protocol training, the providers will be given a pre-test. This test will assess their

knowledge, skills and attitudes towards opioids (See Appendix C). An educational session
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relating to the new protocol will be presented at the clinical site. This training will include a
PowerPoint presentation that will cover the NOTA protocol, common attitudes towards opioids,
current guidelines concerning the prescribing of opioids, current laws concerning the prescribing
of opioids and best practices (See Appendix D). Handouts will also be prepared for the
providers to give/discuss with the patients concerning the risks of long-term opioid use and the
benefits of using NOTA to treat their chronic pain (See Appendix E). After the presentation, a
post-test will be conducted to assess the effectiveness of the presentation (See Appendix F). The
content validity index for the pre and post test is included in appendix G.
NOTA Protocol

The protocol will be given in written format to the providers at the practice site. This will
guide their use of the protocol (See Appendix B). The protocol contains inclusion criteria for
patients who present with chronic pain, and screening and assessment tools to be used by the
provider.

The Opioid Risk Assessment tool will be added to the NOTA protocol (See Appendix H).
This assessment tool was developed in 2005, targeting adults who present to their primary care
clinic. This tool assesses the risk of aberrant behaviors for patients who take opioids for chronic
pain. Its limitations are the self-reporting nature of the information and possibly the patient’s
lack of knowledge of family history (Opioid Risk, n.d.). This assessment tool has been validated
in both male and female patients suffering from pain and is effective for risk stratification. The
omega hierarchy was .89, which indicates most of the variance is due to the general factors
(Henrie-Barrus, Averill, Sudweeks, Averill & Mota, 2016). The stronger the explained common
variance, the more confidence a researcher should have in applying this model (Reise, 2012).

Permission to use this tool has been obtained from Dr. Webster (see Appendix 1).
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The Brief Pain Inventory will be used within the protocol to assess patient pain levels
under the new treatment protocol (see Appendix J). Most of the patients that present for chronic
pain have monthly appointments with their provider. Pain levels will be assessed prior to
implementation and monthly thereafter. Improved pain levels will assist with justifying the
sustainability of this protocol in the practice site. This tool was originally designed to assess
pain in cancer patients but has since been used to assess pain in patients suffering from several
different types of pain. This tool is one of the most commonly used tools to measure and assess
pain in patients suffering from pain (Stanhope, 2016). This tool assesses the patient’s level of
pain and how that pain interferes with activities of daily living. Its Cronbach alpha reliability
ranges from 0.77 to 0.91 (Brief Pain Inventory, n.d.). Permission to use this tool has been
requested (See Appendix K).

NOTA Policy and Procedures

A clinic-wide policy concerning the NOTA protocol will be implemented at the practice
site. (See Appendix L). If the project results are successful, this policy will be used to promote
the sustainability of the protocol.

Chart Audits Tool

Retrospective chart audits will be used to assess provider compliance with the new
protocol. These audits will be completed in two ways. First, data from the clinical site will be
collected. Measurements include whether the NOTA protocol was initiated, the dosage and
quantity of opioids that were prescribed to patients, and whether the Opioid Risk Assessment and
the Brief Pain Inventory were utilized. Measurements also include pain levels of the patients
taken from the Brief Pain Inventory too. This information will be inputted into an Excel

spreadsheet that will then organized for use in SPSS (See Appendix M).
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Audits will also be conducted from obtaining reports from WellCare Pharmacy, the
pharmacy that mixes and dispenses the compounded TAs. This pharmacy keeps a record of
patients by type of prescription and provider. This can be used to compare to the chart audits to
ensure compliance. Additionally, the prescription monitoring program can provide additional
information on the prescribing practices of the providers. This information can be used to verify
the accuracy of the chart audits.

Data Collection Procedures

The educational component to this project will be measured by pre and post test scores
and attendance at the initial training and follow-up trainings. Each provider will be given a
number, this number will be used to identify their scores and chart audits. Assignment of a
number will help insure that the data collected remains private. The results of these tests will be
collected and inputted into an Excel spreadsheet for further analysis. If, during the chart audits it
is clear that a provider or member of the staff is not complying with the protocol, additional
education/training will be implemented with that employee.

Data collection of provider compliance with the protocol will be performed primarily
through retrospective chart audits and reports from WellCare Pharmacy. Compliance with the
protocol will be measured through pre and post-implementation of the number of patients
prescribed opioids, notations in chart of opioid education provided to patients, completion of the
Opioid Risk Assessment Tool and the Brief Pain Inventory. Pain scores from the Brief Pain
Inventory will be collected and analyzed to justify the sustainability of the project at the clinical
site. Patient charts will be assigned a letter to protect the anonymity of the patients.

Data from the tools and questionnaires discussed above will be collected via retrospective

chart audits. Each provider in this project will be assigned an identification number. Data will
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then be inputted into an Excel spreadsheet for organization into a codebook and later used with
Statistical Package for Social Sciences (SPSS). Descriptive statistics will be run for all
questions. Any statistically different statistics between the different audit times will be
calculated using McNemar test for binomial data and Wilcoxon Sign Rank test for scale data.
Alpha will be set at .05.

Project Timeline

This project will be implemented over a four to six-week period. The project is
scheduled to start in July 2018. In preparation for a July 2018 start date, this proposal will be
submitted to the academic and project mentors for review by June 12, 2018. By mid-June all the
necessary tools will be completed for review. By June 22, 2018, approval will be obtained for
implementation. The following is the projected timeline for this project by week.

Week 1: Obtain approval for implementation from the project mentor and recruit
providers to participate. Because this is a QI initiative, all providers at the practice site are
required to participate. Recruitment will include sending out emails, introducing the providers to
the project and providing them with a general overview of this project. Attached to that email
will be the questionnaire that they will be required to take. The first questionnaire will be
collected and reviewed prior to the educational presentation. Data from questionnaire will be
collected and input into a spreadsheet. The email will include a mandatory presentation time.
The educational presentation will be offered to the providers who prescribe opioids and the
NOTA protocol. A post presentation questionnaire will be given to providers. Data from the
post presentation questionnaire collected and input into spreadsheet.

Week 2-6: Providers will begin implementation of the NOTA protocol. The project lead

will monitor implementation via weekly visits to the clinical site and frequent communication
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with the providers via phone and email. The project lead will reach out to the providers to see if
they have any questions or concerns. The project lead will provide additional education if
needed based on post education questionnaire scores. Chart audits will also be conducted during
this time to ensure compliance and the protocol is being used effectively.

Week 2: At the end of week 2, a chart audit will be conducted.

Week 4: At the end of week 4, chart audits will be conducted. Data input into
spreadsheet.

Week 6: At the end of week 6, chart audits will be conducted. Data will be obtained
from partnering pharmacy regarding the amount prescribed NOTA treatments as well as
concerning prescribing practices.

Week 8: Data will be entered into spreadsheet. Data will be analyzed via SPSS systems
and the aforementioned statistical tests.

Week 12: Dissemination of project results will be presented to stakeholders

Week 14: Dissemination of project to instructors and colleagues will be completed.

Ethics & Human Subject Protection
In order to ensure ethical conduct and protect the human participants, the required
coursework on research and protection of human subjects was completed. Since this is a practice
change affecting the clinic, all providers are required to participate. Providers will be introduced
to the protocol via initial discussions. Providers will not be given any incentive to participate.
All information derived from this DNP scholarly project will be safeguarded and kept in a locked
file cabinet. Results of this project will be disclosed in order to contribute to the body of nursing
knowledge. Each provider will be assigned a number to ensure their anonymity in the process.

The providers benefit from participation by practicing safer care for patients. The risks to



IMPLEMENTATION OF A NON-OPIOID PROTOCOL FOR CHRONIC PAIN 34

providers in this project are potential patient dissatisfaction with not being prescribed their
opioid medications. The providers are not being compensated for their participation aside from
their normal salaries from the practice site. Each patient chart will be assigned a number to
ensure the confidentiality of the patient’s information.

Since this DNP project has a quality improvement design it should be considered exempt
for Institutional Review Board (IRB) review. The project site does not require IRB review for

this project.

Analysis of Results

Over the course of this project, 25 patient charts were audited. Two providers
participated in the project. One provider works at the clinic full time (Provider A) and the other
worked a total of five days over the course of this study (Provider B). As such, the majority of
patients were seen by provider A. Below is an analysis of the data based on outcome
measurements.
Knowledge Questionnaire

Data from pre and posttests were collected and analyzed. Test scores were collected and

the chart below indicates the results.
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This chart indicates that the educational session was effective, with both providers
increasing their scores after the educational session. There were 10 questions testing the
provider’s knowledge of prescribing laws, best practices, and treatment options. The chart above
illustrates how the participants scored in knowledge and skills. Both providers increased their
score on the post-test after the educational session.

A review of the answers concerning their attitudes/perceptions indicates the providers
became more confident in their pain management and prescribing abilities. The answers to the
four attitudes/perceptions questions either remained the same or increased (a Likert scale was
used). For example, in response to the question “I am confident in my prescribing practices”, the
pre-test answer was “agree” (Provider A) and “somewhat agree” (Provider B). After the
educational session and introduction of the NOTA protocol, the post-test revealed an answer of
“strongly agree” (Provider A) and *“agree” (Provider B). In addition, both providers gave higher
scores to the question “I can identify patients at risk of misuse of pain medication” on the post-

test than the pre-test.
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Chart Audits

The audited charts consisted of 12 male patients and 13 female patients with an average
age of 49. The sources of pain included low back, knee, shoulder, wrist, and ankle.

Prescribing practice. Prescribing practices were measured by two separate outcomes:
(a) whether opioids were prescribed before the intervention and after and (b) whether the dosage
of the opioids prescribed reduced as a result of the NOTA protocol.

In determining whether there was a statistical difference in opioid prescriptions before
and after the intervention, a Wilcoxon Signed Rank Test was run. The Wilcoxon Signed Rank
Test revealed a statistically significant reduction in occurrences of opioid prescribing following
implementation of the NOTA protocol, z= -3.00, p<.003. with a medium effect size (r=.42) using
Cohen’s criteria.

In regards to the dosage of the opioid agent being prescribed, the Wilcoxon Signed Rank
Test revealed that the average dosage of Norco at baseline was 5.7 and after the intervention it
was 4.7. Despite this decrease, there was not a statistically significant decrease in opioid dosage
(z=-1.805, p=.071). A review of the data however, shows that of the four patients that did not
have an opioid prescription at baseline, none of those patients were prescribed an opioid at their
subsequent visit.

Screening tools. Because the practice did not use the Brief Pain Inventory, the Opioid
Risk Tool or the Patient Education Handout prior to this project, compliance with their use was
measured by frequency of use after the intervention. The frequency calculations reveal that the
BPI was obtained in 92% of chart audits. The Opioid Risk Tool was used 80% of the time and

the Patient Education Handout provided to patients in 88% of patient encounters.
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Pain scores. Changes in pain scores after being prescribed NOTA was a secondary
measure of this project. Because of the short length of this project and the protocol
recommending follow-up in four weeks, there were only three patient charts that included pain
scores at two separate points in time. A review of these scores revealed that the patient’s pain

levels slightly reduced in two of the three patients and remained unchanged in the third.

Discussion of Findings

The results of this project demonstrate the effectiveness of the provider education that
was provided as part of this project. The educational session not only increased the providers’
knowledge of the management of chronic pain, but it increased their confidence in their
prescribing practices. This is significant considering providers often report inadequate training
in prescribing opioids (Jamison et al., 2014). These results support the importance of provider
education in ensuring that best practices are being used in clinical settings.

The chart audits revealed promising results. The project question sought to determine if
implementation of the NOTA protocol would reduce the use of oral opioid agents in patients
with chronic pain. The chart audits reveal that the vast majority of patients treated with an opioid
at this clinical site are prescribed Norco at varying dosages. The results demonstrate there was a
significant reduction in the occurrence of prescribing opioids. Although there was not a
statically significant reduction in the dosage of opioids prescribed, the average dosage of opioid
agents did decrease. Further, the providers did not increase the dose of the opioids prescribed to
the patients under the NOTA protocol. A retrospective review of the charts prior to the
implementation of the protocol showed several patients were prescribed a steady increase in

dosage of opioids over the course of their treatment.



IMPLEMENTATION OF A NON-OPIOID PROTOCOL FOR CHRONIC PAIN 38

What is even more significant is that in the four patients presenting for the first time with
chronic pain, none of them were prescribed an opioid. Without the implementation of this
protocol, it is likely those patients would have been prescribed an opioid medication, given prior
clinical practices. Instead, these patients were offered a safer, yet effective treatment option.
NOTA reduced the risk of possible opioid abuse/addiction by the patient and offered the provider
a much safer treatment alternative.

The project results also show the success of implementation of screening tools.
Screening tools concerning the risk of opioid abuse are recommended as a best practice when
prescribing opioids. Prior to this protocol, the clinical site had no policy and one limited
protocol requiring a screening tool that was not consistently used by the providers. After
implementation of this protocol, the BPI was used in 92% of chart audits and the ORT was used
in 80% of the patient encounters. The first chart audit revealed that the screening tools were still
not being consistently utilized. Follow-up discussions with the providers seemed to address this
lack of compliance. Further, the Opioid Risk Tool had the lowest compliance rate at 80%. A
review of the data shows that on three instances, the tool was discussed with the patient, but an
“N/A” was placed on the tool. The “N/A” notation was for patients who were not previously on
an opioid medication and were prescribed NOTA rather than an opioid at that visit.

Furthermore, the patient education was provided in 88% of charts that were audited. The
increased use of the screening tools and patient education also support the effectiveness of the
provider’s educational session, which highlighted the importance of incorporating these tools and
educational handouts into their practice.

The second part of the project question was to determine if implementation of the NOTA

protocol would decrease patient pain levels. Given the timeframe of this project, there was not
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sufficient data to provide a comprehensive answer to this question. The data collected however,
does support that NOTA is effective in treating pain. There were only three repeat pain scores.
Two patients reported decreased pain and one patient reported their pain levels unchanged. Also,
of importance is that patient pain scores did not increase with the implementation of NOTA. The
results of this project indicate that the answer to the question of whether NOTA will decrease
reported pain levels will likely be yes, but without more data, no strong conclusions can be

made.

Significance and Implications for Nursing

The results of this project have significant implications for nursing by providing a safe
and effective non-opioid treatment for patients who present with chronic pain. Currently, there is
national scrutiny related to opioid prescribing practices. Due to the escalating deaths associated
with opioid overdoses, the CDC recently published new opioid prescribing guidelines (Dowell et
al., 2016). The Food and Drug Administration (FDA) added a black box warning for prescribing
opioids and benzodiazepines (FDA, 2016). U.S. Surgeon General, Vivek Murthy, addressed
U.S. providers asking them for commitment to “Turn the Tide” on the opioid crisis, and the
White House convened a summit of national leaders on this subject (The Surgeon General,
2016).

Locally, Nevada just passed the Prescription Drug Abuse Prevention Act, which became
effective on January 1, 2018. This law requires strict prescribing practices for providers who
prescribe controlled substances (Nevada.gov, 2017). This protocol can help answer the local and
national call for providers to get better educated in opioid therapy practices and introduce a safer
alternative to opioid therapy. The CDC Guidelines call for opioid prescribing practices to be

improved through provider education and implementing safer, but effective treatment protocols,
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which is the aim of this DNP scholarly project (Dowell et al., 2016). This project also has
positive implications for the patients as it provides a safe and effective treatment for patients
with chronic pain without unnecessary side/adverse-effects and the serious risk of causing

dependence and/or addiction.

Limitations

This section will discuss the limitations to the project design, data recruitment and
collection methods and the data analysis. The limitations in the project design included the fact
that there was only one short, educational session and the scope of the pre and post-tests only
tested the provider’s skills, knowledge and perceptions on only some issues concerning pain
management. Research suggests that providers a lack of training on a wide range of pain
management treatment areas beyond simply opioids. A multi-session educational component
with various pre and posttests would have provided more comprehensive training for the
providers. Recruitment was limited by the size of the project site. Only two providers
participated in this project, and one of those was only present in the clinic for approximately five
days. This fact resulted in the majority of the compliance data being collected from one
provider. Implementation of this project in a clinical site with more providers will allow a larger
data set to be collected and analyzed. Further, limitation in data collected included the fact that
data was reviewed via retrospective chart audits of only 25 patient charts. Increasing the number
of chart audits would offer more complete data to analyze.

Gathering data over a longer period than six-weeks would have also allowed for more
complete results, especially as it related to patient pain scores and measuring the effectiveness of
NOTA'’s ability to reduce pain levels. The NOTA protocol in this case called for follow-up

visits four-weeks after the initial visit. Given the six-week timeframe in this case and the limited
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chart audits, data was collected from very few patients that returned for follow-up visits.
Tracking the providers’ compliance and patient outcomes for a longer period of time would have
increased the data collected and many have resulted in more comprehensive results.

Despite these limitations, the results of this project are important for outpatient primary
care clinics to consider in light of the high level of scrutiny of prescribing practices. The fact
that there is some data indicating that patient pain levels did not increase further strengthens the
appeal of implementing this project in other primary care settings. It is important that NOTA
and similar protocols be presented as alternative treatment options for the treatment of chronic
pain.

The fact that this project resulted in a reduction of prescribing opioids and increased use
of screening tools supports its sustainability for the practice site. Locally, there is intense
scrutiny on provider prescribing practices since the implementation of new, strict prescribing
laws and regulations. A protocol that implements safeguards such as screening tools and offers
an alternative pain management treatment to opioids is appealing in this current environment.
Further, the cost of this project was minimal to the practice site and patients did not report

increased pain levels when prescribed NOTA.

Dissemination
This project will be disseminated internally to my project mentor, content expert and
student colleagues. | have met several times with my project mentor as the results from this
project were being analyzed. Due to scheduling, in November 2018, I plan on officially
disseminating my DNP project to my project mentor via a lunch presentation. Further, I am in

communication with my content expert about scheduling a time to present the results to him in
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the next several weeks. On October 23, 2018, | am scheduled to disseminate the results of this
project to my student colleagues, academic mentor and other professors.

The project lead hopes to be able to present this project and its results to the American
Association of Men in Nursing, Las Vegas local chapter. Communications concerning the
presentation of this project are still in process concerning the date and venue. Further, on
October 23, 2018, | am attending the local chapter meeting of the National Hispanic Nursing
Association in Las Vegas, Nevada. | hope to be able to disseminate my results at this meeting.
In April 2019, | plan on attending the 19" Stanford Symposium of Medicine. If | am unable to
present at this conference officially, I plan on disseminating this project to the other participants
through networking opportunities. Additionally, | work for a large medical group in Las Vegas.
I am in communication with my supervisor to be able to present the results of this project at the

winter provider meeting.
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Appendix A

Lewin's Framework for Change

Unfreeze

To reduce forces and change
existing attitudes which
maintain behaviour in
present form/recognising
the need for change

Development of new
attitudes or behaviour
and implementing change

Initial problem identification
Preparing the ground and
Communication

Obtaining data

Obtaining data

Problem diagnosis

Action planning
Implementation

Follow up and stabilisation
Assessment of consequences

(Ahmed, 2014).

Consolidating the change at

a new level and reinforcement
through supporting
mechanisms/policies/
structure/organisational
norms

B.
9.

Asspsement of consequences
Ongoing monitoring

10. Learning from process
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Appendix B

NOTA Treatment Protocol (Gudin, etal, 2017).
mjult with chronic pain \

(1) age 18-64 years; Definition: Chronic Pain
(2) currently experience ~ | Pain lasting longer than 3
chronic pain attributed to any months

cause including neurological,
musculoskeletal or other

medical conditions; Exclusion Criteria:

(3) both male and female 1. history of illicit drug

\ / use or misuse of
prescription drugs or

2. currently being treated

for cancer.

p
Administer Opioid Risk
Assessment Tool

\

f /
Educate Patient on Non-

opioid topical analgesics.

Provider handout

Run PMP prior to writing any prescription

Administer Brief Pain ’/ Prescribe NOTA

v

Inventory
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Appendix C
Pre-Test
Title:
Years of Practice:
Practice Specialty:
1. I can identify patients at risk of misuse of pain medication. -

1 2 3 4 5
Strongly Agree Agree Somewhat agree Disagree Strongly Disagree

2. | fear my patients will become addicted to opioids. -
1 2 3 4 5
Strongly Agree Agree Somewhat agree Disagree Strongly Disagree

3. 1 am confident in my prescribing practices of patients with chronic pain. -

1 2 3 4 5
Strongly Agree Agree Somewhat agree Disagree Strongly Disagree

4. Changes in vital signs are an indicator of pain severity. -

1 2 3 4 5
Strongly Agree Agree Somewhat agree Disagree Strongly Disagree

5. Federal regulations limit the number of - opioid dosages | can prescribe.

True False

6. I should run an urine analysis if a patient is suspected of opioid misuse. -

True False

7. Pain patients with long term use of opioid therapy have a higher chance of abuse/addiction of
opioids. -
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True False

8. Pain patients can not be effectively tapered off of opioids. -

True False

9. Compounded analgesics can be effective in treating pain.

True False

10. The Center for Disease Control recommends prescribing opioids for 30 days.

True False

11. AB 474 requires a bonefide relationship before prescribing opioids.

True False

12. In the state of Nevada, running a Prescription Monitoring Program report is mandatory
before writing any prescription for a controlled substance.

True False

13. If a 40-year-old comes into the clinic with a family history of substance abuse and has been
on opioid therapy for over a year, but has known marijuana use, and is seeing you for the first
time and would like a refill for her controlled substance, what is the first thing you should do for
the treatment plan for this patient.

a. Refill the opioid medication and advise the patient not to smoke marijuana while on it

b. Perform a drug screen analysis before considering to refill opioid medication.

c. Advise the patient you will not be able to refill the medication but offer a non-controlled
medication.

14. Mr. Smith, a 68-year-old Caucasian male, an established patient, but has been seeing a
colleague of yours, but the colleague is on vacation and the patient is there to see you for a refill
on their controlled substance,
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a. Since the patient is established refill medication
b. Its unlawful to refill this patient’s medication according to AB 474
c. Change the controlled substance to something else after a full assessment
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Appendix D

Educational Presentation (see attached PPT).
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Appendix E

CHC's Mews Faln Treabtmewk Prolocol

Tried Yo bt s

* Research does not suppor that longsterm opioid thempy is effective in treating

thromic pain
= The longer you are on opioid therzpy, the higher the risk of 2buse and addiction

= O] people die daily from opicid overdoses
Whatl are Topical Analgesics?

Its just a medical way of s2ying creams that are nebbed on the skin to relieve pain.
Because they are oot ingesied, your endire system does not absorh the medicatson, which
reduces side effects and inderactions with odher drugs. Instead, the area of your body in
puin, gets the direct application of pain killing medicine. We are working wilth 2 local
pharmacy to provide compounded topical analgesics.

Whob does com poun :‘i‘u.tﬂ LT AN

It meeans that the pharmacisi combines several differend prin killing agesis to cresde a
cream that is tailoned to your pain.

1z itk effeckive?

Yes, stadies show that iopical analgesics aze not oaly effective, but they are safe for you
aned wour hody. They have minimal side effects and rarely do they interact with other
medication. Recent studies support that patiends report significantly reduced pain when
msing lopical analgesics.

Pill irsurakce cowver LB

¥, in mosd cases, insarance will cover this treatment. M ost of the time, msurance
reguires prior approval. CMOC will work with your insurance io get the prior approval to
cover the cost of this treaiment.
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Appendix F
Post-Test
Title:
Years of Practice:
Practice Specialty:
1. I can identify patients at risk of misuse of pain medication. -

1 2 3 4 5
Strongly Agree Agree Somewhat agree Disagree Strongly Disagree

2. | fear my patients will become addicted to opioids. -
1 2 3 4 5
Strongly Agree Agree Somewhat agree Disagree Strongly Disagree

3. 1 am confident in my prescribing practices of patients with chronic pain. -

1 2 3 4 5
Strongly Agree Agree Somewhat agree Disagree Strongly Disagree

4. Changes in vital signs are an indicator of pain severity. -

1 2 3 4 5
Strongly Agree Agree Somewhat agree Disagree Strongly Disagree

5. Federal regulations limit the number of - opioid dosages | can prescribe.

True False

6. I should run an urine analysis if a patient is suspected of opioid misuse. -

True False

7. Pain patients with long term use of opioid therapy have a higher chance of abuse/addiction of
opioids. -
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True False

8. Pain patients can not be effectively tapered off of opioids. -

True False

9. Compounded analgesics can be effective in treating pain.

True False

10. The Center for Disease Control recommends prescribing opioids for 30 days.

True False

11. AB 474 requires a bonefide relationship before prescribing opioids.

True False

12. In the state of Nevada, running a Prescription Monitoring Program report is mandatory
before writing any prescription for a controlled substance.

True False

13. If a 40-year-old comes into the clinic with a family history of substance abuse and has been
on opioid therapy for over a year, but has known marijuana use, and is seeing you for the first
time and would like a refill for her controlled substance, what is the first thing you should do for
the treatment plan for this patient.

d. Refill the opioid medication and advise the patient not to smoke marijuana while on it

e. Perform a drug screen analysis before considering to refill opioid medication.

f. Advise the patient you will not be able to refill the medication, but offer a non-controlled
medication.

14. Mr. Smith, a 68-year-old Caucasian male, an established patient, but has been seeing a
colleague of yours, but the colleague is on vacation and the patient is there to see you for a refill
on their controlled substance,
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d. Since the patient is established refill medication
e. Its unlawful to refill this patient’s medication according to AB 474
f. Change the controlled substance to something else after a full assessment
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Appendix G

Content Validity Index Table for Pre and Post Test
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Item Expert 1 Expert 2 Expert 3 Mean
1 4 4 4 4
2 3 4 4 3.66
3 3 4 4 3.66
4 4 4 4 4
5 4 4 4 4
6 4 4 3 3.66
7 4 4 4 4
8 4 4 4 4
9 4 4 3 3.66
10 4 4 3 3.66
11 4 4 2 3.33
12 4 4 3 3.66
13 4 4 3 3.66
14 4 4 3 3.66

Average Mean for all question is 3.76 indicating all the questions are moderately/highly relevant.

Q1: CVR = [(3-(3/2)) / (3/2)] = [(3-1.5) /1.5] = 1.5/1.5
Q2 CVR = [(3-(3/2)) / (3/2)] > [(3-1.5) /1.5] = 1.5/1.5
Q3 CVR = [(3-(3/2)) / (3/2)] = [(3-1.5) /1.5] = 1.5/1.5
Q4 CVR = [(3-(3/2)) / (3/2)] > [(3-1.5) /1.5] = 1.5/1.5
Q5 CVR = [(3-(3/2)) / (3/2)] = [(3-1.5) /1.5] = 1.5/1.5
Q6 CVR = [(3-(3/2)) / (3/2)] > [(3-1.5) /1.5] = 1.5/1.5
Q7 CVR = [(3-(3/2)) / (3/2)] > [(3-1.5) /1.5] = 1.5/1.5
Q8 CVR = [(3-(3/2)) / (3/2)] > [(3-1.5) /1.5] = 1.5/1.5
Q9 CVR = [(3-(3/2)) / (3/2)] = [(3-1.5) /1.5] = 1.5/1.5
Q10 CVR = [(3-(3/2)) / (3/2)] = [(3-1.5) /1.5] = 1.5/1.5
Q11 CVR = [(2-(3/2)) / (3/2)] = [(2-1.5) /1.5] = 5/1.5
Q 12 CVR = [(3-(3/2)) / (3/2)] = [(3-1.5) /1.5] = 1.5/1.5
Q13 CVR = [(3-(3/2)) / (3/2)] = [(3-1.5) /1.5] = 1.5/1.5
Q14 CVR = [(3-(3/2)) / (3/2)] = [(3-1.5) /1.5] = 1.5/1.5
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Appendix H

Opioid Risk Assessment Tool

Opioid Risk Tool

This tap] should be adminstered to patierts upon an ingial wisit prior to beginning opioid therapy for
pan management. A score of 3 or lower indicates low risk for fufwre apioid abuses, a score of d 1o 7
indicafes moderate risk for opioid abuse, and a scare of B or higher indicates a high risk for opioid abuse.

Mark each box that applies Female Male

Family history of substamce abuse

Alcoho 1 3
llegal drugs 2 3
Hx crugs g 4

Personal history of substance abuse

Alcoho 3 3
llegal drugs i q
Ax crugs g 5
fAge between 16—45% years i 1
Mistory of preadolescent sesual abuse 3 0

Psychologial dissase

ADD, OCD, bipalar, schizophrensa F] 2
Depressan i i
Scoring totals

Cluestionnaire develaped by Lynn B 'Webster, MD to 2sses risk of opioid addiction.

Webster LB, Webster B. Predicting aberrant bebawiors in Opoid-treated patients: preliminany valication
of the Opioid risk too. Pan Med, 2005; G(E) : 432
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Appendix I
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G Lynn ‘Wabsler <raabsiarmofiomail coms, Becky Websiar <baciorisabsienfgmal come

Hi Cecrie,
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Emmcutiie Asssion] o Lynn Websier, MD

PRA Health Sasnces

1255 Easl 2800 Sauth

Sa Loke City, UT B4124
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Appendix J

Brief Pain Inventory

lg :%J;L%JIL‘%’J ::: [ |

PLEASE USE mwtmjj Ravviulos: OTANAS

BLACH INK PFEN

Brief Pain Inventory (Short Form)

1. Throughout owr Ives, moet of us have had from time to time a8 minor headaches, spraina, and

COves [uo

2. On fhe diagram, shade In the aress whene you fesl pain. Put an X on the area that hurts fhe most.

Front

3 Puu-:rtmrpun by mearking the box beale the number that best describes your pain af s [T
Ini Last 34 howrs.

|:|II O+ Oz Os Od=s O O»d= O Qo
Pain As Bod As
F':|1 Wou Can Imagine

4. Pleass raie your pain by marking ths box beslde the number that best describes your pain at e
5 o the last 24 hours.
O O Oz Oz O+ Os Os O O O2 Ot
hg Pain Az Bad A
Pain ‘Wow Can Imagine

5 Piaass rais your pain by marking ihe box besids the numbar that best describes your pain on the EIETECR
Oo O+ Oz O: O: Os Os O7 O O d

Fain As Bad As
Pain You Can Imagine

& Plaane mEis your pain by marking the box besbds the number that fslls how much pain you have [[7 TR

O O Oz O O OF O OF O O 0Ot
L Pain As B As
Pain Wou Can Imagine

. twl;ﬂ13ﬁ-ﬁ3 Clesiared, PhD .
F'q;eh:f:! B ighis Tineafei
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"EW D = -

Subjeot'c Inftisle :

s e [[]] o

SLALCH INKE PFEN

T. What treaiments or medications are you receiving for your pain?

B In the last 2 hoawrs, how much relief have pain treatments or lla:i:dnrﬁm&hd’ﬁas&
received.

mark the box below the percentage thal most shows how much [Z 5 you

% 10% 20%  30%  40%  50%  60% 0% B0%  O0%  100%
g o o o o o o o o o g

e

Rl Fsthef

5.-_mthmmhm“udm how, during the past 24 hours, pain has inferfered
your:

Lle o b2 ps s 0= 0O 0O7 O8O [

Complekeiy
Imierfse Interfmres
Le O1 O O3 0O+« Os 0Os Of 0Os 0Os &IQDLL
Imierfse Interfmres
| C. Walking ability |
o Ot O Oz O: Os Os O O Oz Oiw
Co=s Mot Complet=ly
Imiesfere Intesfenes

D. Normal Work (includes both work outside the home and housework)
Lo Or O Os 0O+ Os Os O Os O On

I Interfenes

E. Relations with other people

D‘Q‘E“ = Dz Q= e Os= Os Or Oe Oz c,clgn:eqzr
Inierfere Interfenes
2 4 1 8 7 B 5 .
Dogs?m o 0= 0Os O= Os Os= s e Oz c,.:rr:--ecllzz-
Inierfere Interfenes
:-h.d L1 L= e HE Os Os O- O= Oe c,cgn:e?::r
Inierfere Interfenes
. szﬂf 2 '-'u#'u--ll'_:.l:_‘:::: 's'_:-:f:..ﬂ D .
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Appendix K
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Appendix L

Non-Opioid Topical Analgesic Policy for Patients that Present to Clinical Site

This protocol will address the long-term prescribing of opioid medication to adult
patients who present to CMC with chronic pain. Long-term use of opioids is not recommended
and imposes a risk of opioid abuse.

The goal of this protocol is to limit the number of patients receiving long-term opioids to
treat their chronic pain. Further, use of compounded topical analgesics, in partnership with
Wellcare Pharmacy, will improve patient pain scores
This protocol includes three separate components:

1) Education of providers and medical staff

The providers and members of the staff will attend an initial training on opioid risk, using the
opioid risk screening tools and identifying patients at risk for opioid abuse. This training will
also provide the benefits of using NOTA as an alternative to opioids. The goal is for the
providers and healthcare staff to understand the protocol and be able to explain its benefits to
possible participants.

2) Provider compliance with protocol

Charts of patients who meet the inclusion criteria will be monitored to ensure compliance
with the protocol.

3) Improved patient outcomes
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The brief pain inventory will be used to monitor patient outcomes who meet inclusion

criteria. Concurrent use of other medications will also be noted.

Procedures:

1. Staff training will be scheduled and is mandatory.

2. All patients who are scheduled for a visit who suffer from chronic pain and otherwise
meet the inclusion criteria need to be considered for NOTA as an alternative treatment to
opioid therapy. This protocol should be used in patients who present to the clinical site
with chronic pain. Specific inclusion criteria include (1) age 18-64 years; (2) currently
experience chronic pain attributed to any cause including neurological, musculoskeletal
or other medical conditions; (3) both male and female. Patients are ineligible if they have
a history of illicit drug use or misuse of prescription drugs or are currently being treated
for cancer.

3. All patients who meet the inclusion criteria should be administered an opioid risk
assessment tool.

4. The provider should then explain the new protocol to the patient, the benefits of non-
opioid topical analgesics, risk of long-term opioid abuse, etc. If the patient choses to
participate in the protocol, a brief pain inventory and other questionnaire should be
obtained. This chart should be flagged as a project participant.

5. The results of the screening tools and questionnaires should be preserved in the records

for the chart audits (Gudin, et al, 2017; Cline & Turrentine, 2016, Dowell et al., 2016)
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Appendix M

Chart Audit Tool (attached in as Excel spreadsheet)
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