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Building a Patient-Centered Medication Label
by Ariel Thurmer, PharmD

D

id you know that
patients report a
primary source for
medication information
is the prescription
label? The Food & Drug Administration
(FDA) and individual state laws regulate
the components that must be found on
a prescription medication label, but few
states regulate the format of the label and
there is little consistency of format from
one pharmacy to the next. With more than
1 million adverse drug events occurring
every year in the United States due to
medication misuse, the United States
Pharmacopeia (USP) Safe Medication
Expert Committee developed an Advisory
Panel to address concern associated with
prescription label formatting. Subsequent
research has questioned, “Do prescription
medication label format changes impact
patients’ ability to take their medication
correctly?”
In May 2010, as a result of the USP

Advisory Panel’s work, USP Chapter
<17>: Prescription Container Labeling
recommendations were created to highlight
eight specific areas of label format
improvement; 1) organize the prescription
label in a patient-centered manner, 2)
emphasize instructions and important
information to the patients, 3) simplify
language, 4) give explicit instructions, 5)
include purpose for use, 6) limit auxiliary
information, 7) address limited English
proficiency, and 8) improve readability.
Some states – California, New York,
and Utah – have called for the required
implementation of some or all of these
recommendations. California regulations
now require an increased font size on
prescription medication labels and that
pharmacies dedicate over 50% of label
space to information intended specifically
for the patient. New York legislation
requires pharmacies to use at least 12-point
font and to highlight critical elements on
a prescription medication label. Utah

attempted to require the implementation
of all USP Chapter <17> recommendations
and pharmacies pushed back citing
significant challenges. As a result, Utah
regulators stepped back the requirement
and USP Chapter <17> use is encouraged
as a best practice guideline. Wisconsin
has no mandates related to the format of
prescription labels except that they are
legible.
Recently, Wisconsin Health Literacy
collaborated with University of Wisconsin
– Madison School of Pharmacy to
develop a three-phase study to determine
how a prescription label, following USP
standards, would be formatted, piloted
and implemented. Phase I of their work
looked at the possible barriers to adopting
USP <17> recommendations. The goal of
the research was to evaluate the perceptions
Wisconsin pharmacists may have on
adopting the USP <17> recommendations.
There were 17 stakeholders, including
software vendors, physicians, pharmacists,

FIGURE 1. Imagine this is your new prescription label. Would you know how to take your medication? Would you be able to tell someone how you’re supposed to
take your medication? (See English version on the next page)
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FIGURE 2. English Version of Label From Previous Page

and managers at chain and independent
pharmacies, that were interviewed
using specific questions, designed after
the Diffusion of Innovation Theory, to
determine the perceived impact of possible
changes to the prescription medication
label format. Project director Steve
Sparks, from Wisconsin Health Literacy,
conducted all the phone interviews. Three
separate surveyors, David Mott, Henry
Young, and Sonal Mansukhani analyzed
and categorizing the answers into specific
themes following the interviews. A

USP Chapter <17>:
Prescription Container Labeling
Recommendations:
• Organize the prescription label in
a patient-centered manner
• Emphasize instructions and other
information important to patients
• Simplify language
• Give explicit instructions
• Include purpose for use
• Limit auxiliary information
• Address limited English
proficiency
• Improve readability
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resulting White Paper, funded by the
Wisconsin Partnership Program and
entitled “Adopting an Easy-to-Read
Medication Label in Wisconsin,” reported
on a survey of stakeholders’ thoughts on
implementing more a patient-centered
prescription label.
Multiple themes were discovered from
the results. Of those surveyed, most
were unaware of USP Chapter <17>
recommendations, but the perceived
impact and attitude of the newly formatted
label was overwhelmingly positive. The
stakeholders expressed their support for a
label that will improve patient readability
and reduce confusion with a more
“patient-centered” format. Those in roles
that would facilitate the label adoption
highlighted multiple benefits of the new
label format, but also highlighted barriers
to adoption, such as, a label written in
specific languages, which might make it
difficult for pharmacists to verify label
information. Stakeholders further stated
that change may be contingent upon
corporate approval and software vendor
buy-in along with software updates to
acquire more label “real-estate”.
The authors of “Adopting an Easyto-Read Medication Label in Wisconsin”
identified three main factors in the

“slow” adoption of a patient-centered
medication label: lack of awareness of
the USP recommendations, little public
advocacy, and no apparent action by
private organizations or government bodies
to effectively adopt or adapt the USP
recommendations. These factors were
addressed with a proposed six-step solution:
1) utilize the research knowledge base
and experience of other states to inform
the adoption process, 2) build awareness
and knowledge of USP standards and
benefits among stakeholder constituencies,
including patients, health care providers
and pharmacists, 3) work with regulatory
agencies, governmental officials, national
organizations and pharmacy software
vendors to identify solutions to facilitate
implementation of the standards, 4)
encourage, organize and support advocacy
by pharmacists, health care providers,
professional groups and consumers, 5)
implement the new standards at one
or more pilot sites, and 6) implement
communications campaign to encourage
adoption of standards.
In their latest effort, Wisconsin
Health Literacy has partnered with the
Medical College of Wisconsin: Advancing
a Healthier Wisconsin Endowment to
initiate Phase II, “Adopting Patient-
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Centered Prescription Medication Labels
in Wisconsin” from January 2016 to
December 2017. Applying what was
learned from Phase I, Phase II intends to
implement the USP recommendations
in pilot pharmacies in Wisconsin. The
goal is to have Wisconsin residents who
receive prescription medicines experience
fewer medication errors, achieve better
medication adherence, and have improved
patient satisfaction through the Wisconsin
pharmacy systems’ change to more uniform
and patient-centered medication labels.
Over the next two years, Wisconsin
Health Literacy will work with
pharmacist and pharmacy partners to gain
stakeholders’ and patients’ perspectives on
patient-centered medication labels. From
July 2016-June 2017, newly formatted
labels will be piloted within the three
pharmacy organizations – Hayat Pharmacy,

Hometown Pharmacy, and UW Health.
As the piloting of the labels comes to
a close, evaluations will be conducted
surveying both the pharmacists and
patients who used the new label format.
In the end, Wisconsin Health Literacy
hopes to develop strategies for sustainable
implementation of patient-centered
medication labels in Wisconsin pharmacies
and they will convene a Medication
Labeling Summit in April 2017 to raise
more awareness about their work. Beyond
the Summit, Wisconsin Health Literacy
hopes to pursue a third project phase which
may include voluntary adoption of patientcentered medication labels throughout the
state of Wisconsin.
In conclusion, pharmacists strive
every day to provide quality care for their
patients, implementing best practices to
improve patient safety. Pharmacists may

wish to work with their software vendor to
adopt aspects of USP <17> in an effort to
improve the readability of their patients’
prescription medication labels – an
everyday source of medication information
for the patient. Adoption of a more
patient-centered prescription medication
label may help to address issues of low
health literacy. As a partner in Wisconsin
Health Literacy’s ongoing efforts to study
medication labels and use by patients, PSW
will continue to keep members informed.●
Ariel Thurmer is a recent graduate of Concordia
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Mequon, WI
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