


marerials when manuracturers are paying doubie
duty—first for ineffective labeling design and
then for the same instructions to be given over
the phone. What about the customers who don’t
bother to call?
The traditional labeling approach presents
four areas of concern:
+  Labeling content focuses on the device,
not the user.
+  Design of instructional information is not
aligned with how people read, interpret
and use information.
+  Content is written with an insufficient
level of detail to minimize trial and error
and reduce misuse.
+  Early user manual drafts are not subjected
to frequent, small-scale usability or perfor-
mance tests.

Inadequate homecare medical device labeling may
mean customers cannot or will not take advantage
of a product’s advanced features, in some cases
nullifying its competitive advantages. In other
cases, frustrated customers simply abandon the
device altogether. Even worse, people can make
mistakes that lead to injury or death. Tnadequate
labeling represents a cost to everyone and produces
value for no one. There is a better way.
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meanings can vary between cultures. Fur-
ther, consider the fact that people using the
device may be on certain medications that
impact their ability to interpret and apply
complex information.

. Carefully consider how people will learn to use

and remember to use the device. Traditional
training approaches are device-centric rather
than human-centric. Device-centric approaches
are typified by headings that read “How the
Device Works,” “How to Use the Device” and
“How to Troubleshoot the Device” The crux
of performance-based labeling and training is
describing the user’s performance requirements,
analysis, observation and formal usability test-
ing.1 This begins with a task analysis, a tech-
nique that captures the skills and knowledge
the user will require when interacting with the
device. The task analysis expresses in precise
behavioral terms what the user is expected to
perceive (see, hear, feel, etc.), comprehend or
understand, and physically manipulate (press,
move, insert, touch etc.) ?

The task analysis is the backbone for both the
labeling and any additional support training
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that might be needed. For example, a nagging
question in labeling is what to include and what
to exclude. Has anyone ever wondered how a
relatively simple device can spawn a 200-page
user manual? A task analysis helps demystify
this issue. In general, if users cannot perform
the task without the information presented,
then include it. If they can, then either omit it
or put it someplace else. Determining whether
they really can or cannot execute the task based
upon the information presented leads to the
next step in minimizing the rigks of homecare
medical product use.

. Conduct labeling usability testing “early and
often.” A focus group with diabetes educa-
tors discussed the question of how long it
takes a patient to become self-sufficient
when using a new insulin pump. The general
response was two to three months. No one
challenged whether or not thislearning curve
could be improved. It was simply accepted as
agiven.

Producing labeling can sometimes be described
as the creation of endless drafts, culminating at
the final deadline for submission to FDA. Along
the way, drafts are discussed among project
tearn members, reviewed internally and often
submitted to a focus group. The latter usually
involves asking people to read sections of text,
answer questions and offer their opinions about
the text’s clarity. While these activities are use-
ful, none substitutes for an objective, observable
assessment that answers the simple question:
to what extent does the labeling help users
execute the task? Incorporating this type of
hands-on performance test eatly in the drafting
phase is the surest way to avoid the 200-page
user manual. Testing usability early and often
may only require one or two target audience
members. More formal usability testing will
comne later in the product development process,
but early testing can save time and money.

There is a cormmon assumption that people do
not read instructions; so, aside from the fact
that they are mandatory, why spend so much
time on the process? The real question is: why
don’t people read them? People will not obedi-
ently march through information that is not
immediately useful. The cornerstone of usability
is, “don’t listen to users; observe them.” Careful
labeling usability testing nearly guarantees users
will find the end product valuable in achieving
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What labeling item might confuse consumers?
A recent usability test showed that most par-
ticipants found terms commonly used in the
clinical environment, such as “monitor” and
“review reports,” confusing. What might users
misunderstand? Use-related labeling errors can
be classified as either active or latent. Active er-
rors have immediate consequences and
typically cause more significant incidents. La-
tent errors set the stage for later accidents,
often separated by time and space from theloss
and injuries they cause. Latent errors have been
called “resident pathogens” because they lie
dormant until the conditions are right for themn
to cause problems. For example, failure to con-
firm the linkage between two wireless device
components could mean the user gets someone
else’s readings. Usability testing can help iden-
tify and mitigate use-related errors in ways
focus groups and committee reviews might
never do. Remember, FDA expects manufactur-
ersto explain how they systematically identified,
removed, controlled and tracked use errors.

RAfocus 23



Safe Medical Product Use

5. Describe how labeling and training can
mitigate use errors and facilitate users” abil-
ity to learn to use devices. First, materials
must contain sufficient detail to minimize
trial and error. In attempting to make
something seem easy, manufacturers have
a tendency to omit detail that is necessary
to avoid problems. Following a study of
blood glucose meters, Rogers et al. 2001°
reported that one meter’s videotape train-
ing claimed that using the meter was “as
easy as 1, 2, 3,” when, in actuality, users
had to perform 52 steps to set up the me-
ter, check it and test their blood. “With 52
total steps for calibrating, testing, and us-
ing the meter, there are many opportunities
for error,” the authors stated. Further,
when they analyzed text content to deter-
mine whether it might contribute to user
error, they found that approximately 23
million people aged 25 or older in the US
would not be able to read and understand
the materials provided for the meter’s test
strips, which were written at a ninth- to
tenth-grade reading level.

to give people an abundance of informa-
tion in varying formats—printed manuals,
videos, audio tapes, websites, CDs—as-
suming users will pick and choose what
they like. In reality, too much information
only overwhelms them; they have no idea
where to begin or what to use in a given
situation. The focus should be on quality,
not quantity of information. For example,
many consumers prefer to keep the use of a
wearable medical device private. Maintain-
ing privacy requires fluent use of the device,
where fluency is defined as accuracy plus
speed. Good labeling supports accurate
performance. Performance-based labeling
supports fluent performance by focusing
on the users, including their goals and limi-
tations.

Similarly, manufacturers often assume
people like videos. Actual user interviews
have proven this to be false. Unless video is
required to teach a specific performance, in
general, people prefer simple text.

If multiple pieces of information are necessary,
Second, labeling and training must be deliv-  at least, make them consistent. Make sure the
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