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PAINWeek, an international conference focused on pain management, was held Sep-
tember 2 to 6, 2014, in Las Vegas, where world leaders in pain management gathered
to share ideas with more than 1,800 conference attendees. On September 3, the
symposium “Current Thinking in OTC Analgesia: Patient Considerations and Practical
Insights” (sponsored by McNeil Consumer Healthcare Division of McNeil-PPC, Inc.)
focused on over-the-counter (OTC) analgesics, highlighting key considerations when
recommending these medications. Discussion during the symposium emphasized the
importance of healthcare providers (HCPs) considering patient ailments and current
medications when recommending OTC analgesics, as well as the critical need to
educate patients on the safe use of these medications.

Pain in the United States

Chairing the symposium, Charles P. Vega, Jr, MD, FAAFP, from the University of Cal-
ifornia, Irvine, School of Medicine, spoke to HCPs about key epidemiologic consider-
ations beyond pain, given the importance of this issue in the US healthcare system. In
a 2010 internet-based survey of US adults, 30% of the 27,000 respondents said they
were experiencing chronic pain, defined as pain lasting more than 6 months.’

In addition to affecting patient well-being, the pain epidemic has other implications
for the healthcare system. The estimated healthcare cost of pain management rang-
es from $261 to $300 billion annually, with an additional $299 to $335 billion in lost
productivity due to pain.? These estimates highlight the need for increased focus on
effective pain management regimens.

Critical Comorbid llinesses

Although efficacy is an important factor in proper pain management, consideration
must also be given to the safety profile of certain analgesics for patients with comorbid
conditions. During his presentation, Dr. Vega discussed a number of critical comorbid
conditions that add complexity to the selection of an appropriate pain management
regimen. Among these, peptic ulcer disease (PUD), chronic kidney disease (CKD), and
coronary heart disease (CHD) may all be initiated or exacerbated by the use of certain
OTC analgesics, such as nonsteroidal anti-inflammatory drugs (NSAIDs).>® In addition,
although acetaminophen is safe when taken as directed, exceeding the recommended
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dose of acetaminophen is the leading cause of acute liver failure
in the United States.® Patients with depression, liver dysfunction,
or a history of alcohol or opioid use may be at a greater risk of
acetaminophen-associated liver toxicity.® Dr. Vega stressed that,
if you want to be a holistic caregiver, it is important to consider
these comorbid conditions when managing pain in patients.

Although OTC analgesics are generally considered safe
when taken as directed, it is important to factor in the potential
increased risk of certain ailments when recommending OTC
analgesics. Comorbidities inform recommendations that HCPs
make for their patients; however, patients do not always consid-
er their own comorbidities when choosing an OTC analgesic.
For this reason, it is important for HCPs to educate their pa-
tients on how comorbid conditions can and should impact pain
management strategies.

Impact of Pain on Comorbidities and

Patient Outcomes

Recent literature suggests that there is an association between
patient pain status and medical outcome. A 2014 mail-based
survey asked general practice patients 25 years of age or older
to rank their pain experience on a scale from 1 (least severe)
to 5 (most severe). In addition, subjects were asked to indicate
if a doctor had ever diagnosed them with any diseases from a
list that included osteoarthritis, rheumatoid arthritis, diabetes,
high blood pressure, angina, heart attack, stroke, and depres-
sion. The researchers found that increased cardiovascular (CV)
risk was correlated with greater pain intensity.’® Other studies
have shown significant association between pain and psychi-
atric disorders, such as major depressive disorder, generalized
anxiety disorder, and alcohol use disorder."'2 These studies
underscore the need for proper pain management in patients
with comorbidities, in order to improve patient outcomes.

Pain Management for Patients Taking
Concomitant Medications

Another important patient characteristic that must be considered
when recommending OTC analgesics is the concomitant use of
other medications. According to a 2010 survey of 12,000 noninsti-
tutionalized adults, the percentage of US adults using prescrip-
tion medications increased from 1999 to 2008 (see Figure 1)."
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Dr. Vega pointed out that use of concomitant medications
poses a great challenge for HCPs when recommending an OTC
analgesic. He also discussed the challenge of treating those
patients taking other prescription and nonprescription medica-
tions, because taking multiple medications may increase the
risk of certain adverse events.

Benefits of OTC Analgesics

Christopher M. Chappel, MD, from Chappel Health and Well-
ness in Kissimmee, Florida, provided insights into pain man-
agement in daily practice. He began with a discussion of pain
management strategies, including both pharmacologic (opioids
and OTC oral analgesics) and nonpharmacologic (physical
therapy, massage therapy, acupuncture, and electrostimulation)
regimens. He then discussed benefits of OTC analgesics, such
as those listed in Table 1 below.

TABLE 1. Benefits of OTC Analgesics

* Strong safety profiles, when taken as directed

¢ Not associated with physical addiction, as seen
with prescription opioids

¢ Minimal drug—drug interactions

e Track record of efficacy

Risks of OTC Analgesics
Although OTC analgesics have strong safety profiles when
used as directed, there are risks associated with these med-
ications, and they must be considered. Gastrointestinal (Gl)
complications, CV risks, renal dysfunction, and bleeding are
all potential adverse events known to be associated with
NSAIDs.™ 1t is important to consider which analgesics are
appropriate for individual patients, based on the potential for
these medications to exacerbate or initiate medical conditions
in at-risk patients. Dr. Chappel used the management of CV
risks as a way to illustrate the recommended stepwise man-
agement of pain. Physicians are encouraged to follow this ap-
proach when treating pain in patients with known CV risks.
Among other therapies, typically acetaminophen can be used
as a first-line therapy for these patients, since acetaminophen
is not known to increase the risk of CV events or interfere with
low-dose aspirin heart therapy.'s

In addition, known risks exist when OTC analgesics are com-
bined with other medications. For example, Gl bleeding risk
may be increased by: taking NSAIDs and anticoagulants; tak-
ing NSAIDs and steroids; taking multiple prescription and non-
prescription NSAIDs; and taking NSAIDs while consuming 3 or
more alcoholic drinks daily."”-2° Similarly, severe liver damage
may occur if the patient uses multiple acetaminophen-contain-
ing products, or uses acetaminophen while consuming 3 or
more alcoholic drinks daily.2!?? Because of these potential risks,
it is important to consider concomitant medication use when
recommending an OTC analgesic.

There are certain risks associated with OTC analgesics when
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taken with other drugs. For example, geriatric patients tend to
have multiple comorbidities, such as CKD, CV diseases, and Gl
complications, which may make them poor candidates for the
use of NSAIDs.2® Conversely, there may be patients for whom
acetaminophen may not be appropriate.?* Dosing concerns and
combinations of medications make pain management in this
older population a challenge. In addition, HCPs may not have a
complete patient medical history for several reasons, including
because patients may neglect to disclose comorbidities, current
medication use, or other OTC supplements and herbals they
might be taking. Dr. Chappel recommended that HCPs always
ask patients specifically about everything that they are taking, in
order to recommend the most appropriate option.

Based on the benefits and risks associated with OTC anal-
gesics, it is important that HCPs educate patients to make in-
formed decisions. Patient considerations based on analgesia
needs, concomitant illnesses, and medication use; correct dos-
ing; and adverse events are key factors in promoting safe and
effective pain management with OTC medications.

A Nursing Perspective

Brett Badgley Snodgrass, MSN, APRN, FNP-BC, from Saint Fran-
cis Hospital-Bartlett Interventional Pain Management clinic in
Bartlett, Tennessee, spoke about translating efficacy and safety
considerations into daily practice, with a focus on individual pa-
tient care. She began with an introduction to the daily routine of
nurse practitioners (NPs), physician assistants (PAs), and nurs-
es. Most of the daily activities of all HCPs are similar. NPs and
PAs are focused on managing the disease or diagnosis, but Ms.
Snodgrass noted that they also tend to focus on the effect of chron-
ic pain on the whole patient and restoring the patient’s daily life.

A major difference that separates some NPs and PAs from
other HCPs comes in their prescribing habits. Some states and
regions allow NPs and PAs to prescribe only Schedule Il medica-
tions. This means these HCPs have difficulty obtaining prescrip-
tion analgesics that could be appropriate as treatment regimens
for their patients. Instead, these HCPs often rely more heavily on
OTC analgesics for management of their patients’ pain.

Not All Analgesics Are Appropriate for
Every Patient
When recommending a pain management strategy, one important
consideration is that not all analgesics are appropriate for every pa-
tient. Every patient’s pain is unique. Data from twin studies suggest
that individuality in pain sensitivity accounts for up to 60% of the
variance in pain experience.?® Depression and anxiety also affect
pain sensitivity, so it is important for HCPs to screen for psychiatric
disorders before making recommendations for pain management.
With all of these challenges, it is important to have flexibility
in pain management. Choosing treatments that can accommo-
date the individual needs of patients is a key factor in achiev-
ing proper patient outcomes. Variations such as long-acting vs.
short-acting and extra-strength vs. regular-strength formula-
tions assist patients in properly managing their pain state with
the correct amount of medication. However, for many patients,
knowing when to use these formulations can be a challenge.

Patients’ Safe Use of OTC Analgesics

Although most patients take OTC analgesics appropriately,
there are some who use these medications incorrectly, with
potentially harmful effects.?® Thirty-three percent of Americans
admit that they have taken more than the recommended dose
of an OTC medication at some point.?” Table 2 lists common
reasons why patients misuse OTC analgesics.

TABLE 2. Reasons Why Patients May Misuse
OTC Analgesics

¢ Rely on past behaviors or recommendations when
selecting current treatments

¢ Take medications that are inappropriate for their
specific pain type

¢ Misunderstand ingredients or take multiple
products with the same ingredient

¢ Misunderstand dosing or take more than
recommended, in hopes of achieving faster or
stronger relief

¢ Take next dose too soon

Ms. Snodgrass discussed the importance of patient educa-
tion on the use of OTC analgesics, because educating patients
may change the misperceptions around these medications. This
is an important step in patient education, because HCP guid-
ance can impact health outcomes, minimize drug—drug inter-
actions, encourage use of the correct dose or medication for
the current ailment, and reiterate the danger of using multiple
medications with the same active ingredients. Ms. Snodgrass
directed the audience to resources available for promoting pa-
tient education. Websites such as the American Gastroenter-
ological Association’s http://www.gutcheck.gastro.org/ and the
Acetaminophen Awareness Coalition’s http://www.knowyour
dose.org/ encourage patients to take medications appropriately,
which includes reading labels, understanding the ingredients in
their medications, and consulting their HCPs if they have ques-
tions or concerns about the medications they are taking.

Conclusions

The PAINWeek symposium “Current Thinking in OTC Analge-
sia: Patient Considerations and Practical Insights” focused on
the need for patient education when HCPs recommend OTC
analgesics. Symposium speakers stressed the need for HCPs
to think critically about comorbidities, concomitant medications,
and other patient-related factors when recommending pain man-
agement. Because a large number of Americans have comorbid
conditions and take concomitant medications unrelated to their
current pain states, pain management can be a challenge for
HCPs. Although generally safe when taken as directed, all OTC
analgesics carry risks. While HCPs are aware of these risks,
many patients are not, leading them to potentially manage their
pain in unsafe ways. This knowledge gap highlights the need for
patient education and for guidance from their HCPs in order to
make safe decisions about the use of OTC analgesics.
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