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Dr. Bacon welcomed everyone to the meeting. Tlyésdagenda focused on written and
verbal communications that accompany medicatiodsstnategies the pharmaceutical
industry can take to improve compliance with prggimms. The speakers discussed
prescription labeling, pharmacy regulation, and camity pharmacists. There also was
a presentation on resources that are availableghrthe AHEC Digital Library and NC
Health Info.

PRESCRIPTION DRUG LABELS: A CRITICAL REVIEW

William H. Shrank, MD, MSHS

Instructor in Medicine

Harvard Medical School and Division of Pharmacoepitlogy and
Pharmacoeconomics

We currently have a highly fragmented system o$gniption drug labeling. The
rationale for investing in high quality labelingtlsat better labels will improve adherence
to medications by reducing confusion about medicategimens, enhancing
understanding about disease and indications, aptbwing understanding about side
effects. Better labels also could improve quaditgare and decrease medication errors
by helping patients follow instructions and ideyitiappropriate prescriptions.

The prescription drug label has four componentshé)container label; 2) the consumer
medication information (CMI), which is an auxilialgaflet that consumers get at the
pharmacy and is frequently stapled to the bagh&)ptickage insert, which is the official
product label that consumers sometimes pick upeapharmacy and is a more technical
document with a summary table; and 4) the medinajiode, which the Food and Drug
Administration (FDA) requires for medications tltause a significant health threat.



Consumers have to wade through all of this inforomato figure out what is relevant to
them.

The system for creating and regulating these labejsite fragmented. The content of
container labels is governed by state law and w; Ehe format of container labels is
controlled by software vendors and pharmacies. cbmeent of CMI is controlled by
data management companies and the format of Chtingolled by software vendors
and pharmacies. The content and format of packegets and medication guides are
controlled by the FDA and pharmaceutical manufaesur

Dr. Shrank et al. conducted a literature review@4 articles on prescription drug labels
and doctor-patient communication about prescriptinrgs. The following CMI formats
were associated with readability and understandisigformat, headers, bullets, white
space, topics ordered logically, sans serif typefirger than 10-point font™@rade

level language, short and simple sentences, legsianumbers as compared to prose. It
was unclear if icons were helpful. There was nia tiaking CMI format to outcomes.

The following container label formats were assadawith readability and

understanding: headers and sections, lists, wpéees large font size, and sans serif
typeface. New bottle shapes may also improve tehiyeand understanding. There was
no data linking container label format to patieatacmmes. On labels, patients prefer that
the directions avoid vague terminology. They wtaetlabel to include information on:
the benefits of the medication (i.e., the indicafjavarnings and possible side effects,
suggested responses to side effects (e.g., whalltihe doctor or to stop taking the
medication), and the duration of the therapy.

To measure container label variability, Dr. Shranll. filled identically written
prescriptions for Atorvastatin (Lipitor), Alendraea(Fosamax), TMP (Trimethoprim-
Sulfamethoxazole), and ibuprofen at six pharmacideey collected 85 prescription
labels for evaluation. In terms of font size, girmacy name or logo was larger than
the medication instructions, drug name, and warstiakers on most labels. In terms of
items emphasized, only items used by pharmacistieatifying the pharmacy were in
color, bold font, or highlighted. There was adéwvariability in the warning stickers on
labels for the same medication. For ibuprofenwaonings were present 33% of the time
and none of the prescriptions were accompaniedrbgdication guide as required by the
FDA. The literature review suggested that therlst of variability in the content of
warnings and instructions and that prescriptioelglare not patient-oriented. On a
positive note, some data exists to direct us inravipg label formatting. Several factors
may make this the right time to push for standaditabel formatting: the Institute of
Medicine report on medication errors; recent stasidation successes of container labels
(i.e., Nutrition Facts for food, Drug Facts for osthe-counter drugs; and Medication
Guides); and the Medicare Modernization Act.

Comments/Questions
The discussion that followed began with questidouaresearch into what information
consumers are most likely to read. A handful oflss suggest that consumers read



CMI, but just when they receive the medication.e Toncern about distributing some
low literacy parallel to CMI is that consumers Wékl overloaded with information and
pharmacists may be less likely to verbally counselsumers. The discussion then
turned to what an ideal label would look like. Wased to use a common sense and
patient-centered approach rather than a busingseaqh to labels. First, we need to
figure out what really needs to be on the label getdrid of everything else. The key
items for patients (e.g., drug name, patient nansgsuctions, and warnings) need to be
very visible. The stickering system does not makat of sense. The order and
appearance of the information should be standatdifeconsumers do not mind, we
should add the indication of the medication onl#foel. Target has improved their
prescription bottles by turning the bottle on i&mat and creating a larger and flatter
surface area for information. The bottles haveicohgs to indicate which drugs belong
to which family member, and there is a pocket fIC

HEALTH LITERACY | SSUESAND THE PHARMACIST

Jay Campbell, JD
Executive Director, NC Board of Pharmacy

Even patients who can read may have trouble uratetstg directions on prescription
medications. Many patients, of course, cannot e¢adl. Even patients who do read
well may lack an understanding of their drug thgrags place in their treatment regimen,
and the potential risks and side effects of prpsom drug therapy. Governmental
bodies—patrticularly the federal government—haveaeeased to concerns about patient
understanding of their drug therapy by mandatirag thore and more written material be
provided with prescription medications (e.g., Madiicn Guides, Patient Package
Inserts). The solution to health literacy is natrenliterature. The answer is not more
information but smarter information, tailored t@ theeds of the particular patient.

There are several drawbacks to written informatmoare written information does not
help patients who are illiterate or mal-literateiti@n information does little for non-
English speakers, and the amount of written infdionacan be overwhelming even for
patients who read. Pictograms may be a bettetovagmmunicate with consumers.
Some studies have shown that pictogram labelsuastantially improve understanding
of, and adherence to, prescription drug therapgweéver, there are several barriers to
using pictograms: there is a lack of standardizetbgrams, it would be difficult to
incorporate pictograms into the embedded systenasitavould be difficult to determine
which patients would benefit from pictogram labglin

The best way to communicate with consumers is tiiady through pharmacy
counseling. Pharmacists in every state are redjbydaw to offer to counsel patients on
their medications. According to 21 N.A.C. 46.250#tient counseling” shall mean the
effective communication of information to the patier representative to improve
therapeutic outcomes. An offer to counsel shalihiagle on new or transfer prescriptions
at the time the prescription is dispensed or dediddo the patient or representative.



Active counseling can achieve several literacyteeldenefits. Counseling can identify
patients with reading or reading comprehensionlprob. Through counseling,
pharmacists can communicate critical drug therafrmation in clear, easy-to-
understand language tailored to the individualgrati Counseling also can prevent
information overload brought on by excessive, pgtallored hand-outs. However,
there are a number of barriers to effective patieninseling. Pharmacists may be
resistant to counseling because they are too blusy,are uncomfortable with close
patient contact, or they lack training in counsgliachniques. Prescribers may be
resistant to pharmacists counseling patients begalugsicians might complain that
patient counseling interferes with patient-providadationships. Another barrier to
effective counseling is that the Board of Pharmseyiforcement of the counseling
requirement has been inconsistent over the ydaraddition, third-party payers have
been unwilling to recognize the health benefitpatient counseling and to provide
monetary incentives for such activities.

There are special challenges when trying to coumse|English speakers. Rule .2504
states that “counseling may be conducted by theigiom of printed information in a
foreign language if requested by the patient oreggntative.” The burgeoning Hispanic
population in North Carolina is probably being ursggved on patient counseling. There
have been efforts to improve pharmacy service®imwEnglish speakers. Pharmacists
are encouraged to learn Spanish: there are Spamiskes aimed specifically at
pharmacists; pharmacists receive continuing edutatiedit for language classes; and
pharmacy school curricula have become increasisghgitive to the issue. In addition,
pharmacies advertise their language capabilitidsr@ach out to leaders in non-English
speaking communities. Polyglot Systems, Inc. igeliging a multi-language computer-
based tool for providing written and spoken drugrdipy directions and counseling to
patients.

Comments/Questions

The discussion that followed began with questids@muawhat label improvements can be
made without lots of resistance from retail merd¢bamhe group talked about font size,
deemphasizing certain information, and emphasiathgr information as possible
improvements. There is not going to be any changeis easy but that does not mean it
should not be done. The discussion then turnédinging stakeholders to the table
earlier in the process of reform. At this poinisieasier to focus on changes at the state
level than at the federal level. North Carolinalddbe a pilot test for national reform.
Then, the group talked about the need for pharrsaitmgoin together and challenge poor
working conditions. The group discussed physicairenment as a barrier to effective
patient counseling. Finally, the group discus$edservices that could be provided by
pharmacy technicians and the regulation of pharneaynicians.



COMMUNITY PHARMACISTS COUNSELING: HELPING PATIENTS UNDERSTAND THEIR
PRESCRIPTIONS

Gina Upchurch, RPh, MPH
Executive Director, Senior PHARMsi st

There are major public health concerns about s&maeedication use. Seniors make up
roughly 13% of the total population and receive 3#medications. There is underuse
due to cost and under-treatment, and there is egatue to polypharmacy and
uncoordinated care. When a senior reports nongangd, 30% of the time the
prescriber changed the directions without writingesv prescription.

Seniors are at a greater risk for chronic illnessesial isolation, and cognitive
impairment. They are more likely to suffer fronsiein and/or hearing loss than other
populations. Health literacy is a big challengseoving older populations. Half of
Durham residents 65 and over do not have a higbod@ducation compared to 16% of
residents between ages 18 and 64 (NC Division afig\gl995).

Pharmaceutical care is complicated because manyas®ns are made: medications
have been prescribed correctly, medications haga bspensed correctly, medications
have been administered correctly, and medicationb@ng monitored routinely.
Medication errors are prevalent because multipts@ibers means less gatekeeping, a
shortage of pharmacists means more dispensingeamd prescribers, pharmacists, and
nurses receive little formal training in geriatridBharmaceutical care is defined as the
responsible provision of drug therapy for the peeof achieving definite outcomes that
improve a patient’s quality of life. It helps intiuals obtain and correctly administer
the medicines they need and avoid the ones theyptoeed. Pharmaceutical care
requires education and coordination involving canets, caregivers, and healthcare
providers. There are two critical elements of pieceutical care: 1) creating
community-based intake units that can help semiorsthrough all of their options for
prescription benefits and 2) identifying the mastisk seniors and providing
comprehensive community-based medication therapyagement and disease state
management with trained pharmacists.

Interventions aimed at seniors need to include nsérayegies. A health literacy
intervention in 1997 suggested that pharmacistaldremploy the following strategies:
state the most important points first, use lay teanteach vocabulary, leave out
background and extraneous information, demonsteateiques, use recall, use tailoring,
simplify medication regimens, and make patientsfootable. One-on-one personal
interaction is critical. It is important that hébaproviders act as a team and share
information across systems.

Senior PHARMssi st provides medication therapy management, assistaticgaying
for medications, tailored community referral, aradtjzipant activation. Senior
PharnmAssist has adopted several strategies to improve hegdtladiy in the senior
population. Counselors see patients every six hsonThey provide seniors with a



Medication Record to keep track of all their metlomas. They teach seniors to tell their
provider, “Wait a minute, | have a few question3He program encourages providers to
have patients explain information back to thenmpriove retention. Senior Phatssist
recommends that pharmacists not overload patieithsinformation; instead,
pharmacists should note comments in patients’ slarttheir next visits.

Comments/Questions

The discussion that followed focused on the impaneof supporting good relationships
between medical providers and pharmacists. Doetadsoharmacists have to work
together to make sure patients are getting ap@tgpmedications. The discussion then
turned to possible tools that might assist senfocommunicating with providers. It was
determined that direct communication is the best twamprove patients’ understanding
and compliance.

HEALTH SCIENCESLIBRARY: HELPING ADDRESSHEALTH LITERACY PROBLEMS

Diana McDuffee, MLS
Network Director AHEC Information and Library Syste

Christie Silbajoris, MSL S
Director, NC Health Info

Research shows that people are already using tém@aét to find health information. The
PEW Internet and American Life Project reported 826 of high school students and
91% of college graduates have access to the inteE¥®C found that in 2004 54% of
North Carolina homes had internet access and 82%oeé had access to hi-speed
internet. The proportion of rural homes with imeraccess has doubled between 2000
and 2004. Currently, over three-quarters of N@#hnolina’s population have access to
the internet. Eight out of ten internet users lémkhealth information online. Even
people with low health literacy are using the intgr 20% of individuals with below
basic health literacy, 42% of individuals with aealth literacy, and 67% of
individuals with intermediate health literacy.

The problem is that search engines return the pwmilar but not necessarily the most
accurate or appropriate links. Nearly 70% of pedglieve that the health information
they find online is correct. While many people eoenforted by the information they
find online, 22% report being overwhelmed and 1&¥ort being confused.

The UNC Health Sciences Library selects and evesuatformation resources based on
the currency, scope, authority, and quality of sear The library provides direct service
to consumers and providers and supports UNC, AHEG other libraries and
universities.

NC Health Info is directly linked to Medline Plushich has information available in
English and Spanish. Health literacy was a pgantthe design phase and the site has
been evaluated by an academic expert in healtiadyeand an adult learner. The site



receives 35,000 visits per month, has 4,000 heeltices sites, and has been modeled
by 23 other sites in various states.

A new web-based consumer information portal is nweg and is a cooperative program
with academic and public libraries throughout tteges It will expand the health
information that is available to the consumerwilt contain sites targeted to specific
populations.

The AHEC Digital Library offers its 15,000 membewscess to multiple resources
through a guest log-in. There are links to infatiorafor providers to give to patients.
Low-literacy resources are flagged throughout ttee sThere are links to multiple well-
researched and reputable sites. It is currentigtianing as a portal to house resources
for providers.

DIscussION AND PRELIMINARY REVIEW OF RECOMMENDATIONS

e Community colleges should be added to the firsbmanendation
* Pharmacy
o Standardize training for pharmacy techs
= Support another work group that is looking intcsthi
o Fund pilot projects that would change the pharnvagsk environment so
that pharmacy techs can provide better educatigraténts
o0 Add wording about the pharmacist as a counselor
= Fund as an action research project
* Grade Level
o0 Focus on fostering communication rather than otrictisg written
materials
= Rather than setting a grade level documents hanestd, simply
require that all materials are tested for gradellee organizations
have an idea of how difficult their materials are
o0 Make sure difficult or long terms are defined
o Do target audience testing to measure understditgabther than relying
on readability tests
» All the materials developed by the Center shoulguteon the internet (i.e., ADL,
NC Health Info, etc.)



