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Telephone: (763) 521-4672
Fax: (763) 521-5069
E-mail: MarkH38514@aol.com

January 18, 2001

Dockets Management Branch
Food and Drug Administration
5630 Fishers lane, Room 10-61
HFA-305

Rockville, MD 20852

Towhom it may concern:

| strongly support FDA'’ splan for public disclosure of information on clinical trialsinvolving gene
therapy or xenotransplanation. However, | hope that such information iswrittenin “plain English’
so that the public will be able to read and understand it. If not in “plain English,” but in typical
drug company style (full of legal and medical jargon), the information will be virtually useless.

My concernisthat if the information is provided by drug or biotech companies, the material
submitted to FDA will be as unreadable as the “brief summary” that’s often posted on drug
company web sites posing as“ consumer information.” Plus, there' s considerabl e research on the
unreadability of clinical trials consent forms--which average patients may find very hard to
understand. (See enclosed articles.)

Perhaps the FDA can provide specific guidelines to companies that will help them write“plain
English” materials--since they don’t seem to be able to do it on their own.

Yours truly,
%Chhauser Ph.D.
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Mark Hochhauser, Ph.D.

Consultant

Readability Consulting

How readable is your writing?

MarkH38514@aol.com
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Readability Expert, and IRB Member, Gives Perspective about $3.5 Million
Tampa General, University of South Florida Settlement on Informed Consent

Mark Hochhauser, Ph.D., is a psychologist who
researches, writes and consults on readability
issues with Institutional Review Boards ("IRBs"),
mutual  fund companies, managed care
organizations and law firms. Dr. Hochhauser is
also an IRB member, and therefore is quite
familiar with informed consents for research
studies.

This newsletter sent Dr. Hochhauser the
informed consent document that was at the center
of the controversy in the $3.8 million settlement
in Tampa (see September and October issues for
a discussion of this case) and the full consent
decree that brought an end to ‘ten years of
litigation on this matter. (Note: The informed
consent and the court’'s consent decree now are
available in their entirety on our website at
www.ResearachRoundtable.com).  Readability
tests performed by Dr. Hochhauser indicated that
the Tampa informed consent was written on a
second-year-of-college  reading level. In
addition, Dr. Hochhauser indicated that the
layout of the informed consent was “terrible,” as
there were no titles, headings or subheadings to
organize the document, thus making it hard for
the reader to integrate all the different pieces of
information.

Upon reviewing the available case documents,
Dr. Hochhauser noted the case seems to assume
that an informed consent written at a high reading
level will become much more understandable and
comprehensible if it is re-written at a lower
reading level. Dr. Hochhauser found several
references in the literature on this issue that did
not support this position. According to Dr.
Hochhauser, “one study of consent forms
rewritten from a grade 16 to a grade 7 reading
level found virtually no difference in
understanding.”  See Davis, T.C., Holcombe,
R. F., etal. (/998) Informed Consent for Clinical
Trials: a Comparative Study of Standard versus
Simplified Forms.  Journal of the National
Cuncer |ndtitute. 9009), 668-674. Another study
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found no difference in understanding between
consent forms written at a grade 12 level versus a
grade 8 level. See Cardinal. B.J. (2000)
(UnjInformed Consent in Exercise and Sport
Science Research? A Comparison of Forms
Written for Two Reading Levels. Research
Quarterly for Exercise and Sport. 71/3). 293-
301.

One journa article supporting the position that
consent forms written at a lower grade level
promoted better comprehension was found,
however. See Young, D.R., Hooker, D.T. &
Freeberg, F. E. (1990) Informed Consent
Documents: Increasing Comprehension by
Reducing Reading Level. /RB: 4 Review of
Human Subjects Research, May-June 1990, |-5.
Hochhauser summarized the article by noting:

Two versions of a consent form (6™ grade, or low
reading level, and grade 16 or. high reading
level) were developed Researchers found higher
comprehension scores for the low reading level
consent form than for the high reading consent
form. Comprehension increased with education,
with participants who attended or graduated
Jfrom college scoring higher at both reading
levels than participants with a “high school or
less’ education level.

As a follow-up to his readability assessment of
the informed consent in the Tampa General
Hospital and University of South Florida case,
we interviewed Dr. Hochhauser:

Q. Representatives of the University of South
Florida criticized the notion of lowering the
reading level of informed consents, stating that if
the informed consent were "dumbed down” to the
6" or 7™ grade reading level, it would be an insult
to the reader. s this true or false?

A. Some people will say true. [ disagree and
really hate the term "dumbing down. ” I don’t see
that writing something in clear English that

www. ResearchRoundtable.com Page 7



people can understand is “dumbing down. " |'ve
never heard people complain that something was
too easy to understand. If you look at the current
best sellers, fiction or non-fiction. | believe you
see that some of the best writers find ways to
communicate in a very clear, unambiguous way.

Some years ago, | made a presentation to a
religious group. | thought I’d give the audience
something on readability that they would
appreciate. So | ran the Ten Commandments
through my ' readability software. Now the
passage was short, as we all know, and you can
quibble about what bible you should use, but the
point was that it came out at a 4” grade reading
level. Thistells me that if you want the masses of
people to understand things, you simpliy it,

"Dumbing down” is a phrase that makes the hair
on the back of my neck stand up. On the flip side
of this example, can you imagine if the Ten
Commandments were written by lawyers? It
would read something like, “The party of the first
part shall not engage, behave, or act in any way
style, or custom that will cause the party of the
second part to be terminated with extreme
prejudice” (33 words) or "Thou shall not kill” (4
words). So "dumbing down” is a bad term in my
opinion.

Q. You found two references in the literature
where reducing the reading level of a document
didn’t improve its understandability., Many
would say that’s counter-intuitive, thinking that a
simpler document is more likely to be better
understood.

A. It does appear to be counter-intuitive. And |
think the researchers were mystified because they
expected it to be just the opposite. Certainly, |
would like to see more research done on this
subject. | wouldn’t want to base a conclusion on
two studies that were limited in terms of the
subject population studied and consent forms
used. Ome study used only a 300-word consent
form. The hospital /RB that |'m on frequently sees
consent forms between 1,000 and 3,000 words.
in the really long consent forms, readability ‘isn’t
the only problem - subjects may experience
information overload. Too much information,
even at a readable level, means that readers will
still have a hard time understanding the consent
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form. So readable consent forms are necessary,
but not sufficient. intuition and logic are fine,
but at some point. researcher; have to validate
their position with data.

Q. If 1 represented a concerned IRB, and | was
facing the question of producing readable and
understandable informed consents, why wouldn’t
my IRB run every informed consent through the
simple readability tests contained on word
processing software, and mandate that the
reading level be in the single digits (9" grade or
less)? The IRB would know that there's not a
perfect correlation between lower reading levels
and document understandability, but at least it
would have something in hand -- hard physica
proof -- that its informed consent was of a
medium reading level.

A. If you want to protect yourself and you need
documentation, numbers are one way to do that.
And based on the Tampa General/University of
South Florida case, it sure looks like that was all
that concerned the parties. So, sure, you can
protect yourself by saying let's get the reading
level of the document at least into single digits. |
certainly understand that position.  However,
given the constraints of inadequate staffing and
inadeguate finding facing an average /RB today,
| wonder who is going to do this measuring?

Q. Wouldn't you measure readability of an
informed consent, if you were consulting with an
IRB on the issue of informed consents?

A. Sure, one of the things | would look at would
be the reading level of the document. Let's keep
in mind, however, that the target population of a
research study may be college-educated subjects.
The consent form has to take into consideration
its target population, and that target population
may not have the low reading level skills that
seemed to be important in the Tampa case.

There are other criteria for evaluating the
understandability of documents, such as the
layout and design issues, that should be
considered. If the Tampa case results in IRBs
simply manipulating consents to score in the
single digit range of a reading level test, what
concerns me is that, the industry won't feel
compelled to go the extra step and say there are
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other things in the informed consent document
that we can improve.

I'm a great believer in the organization and the
visual presentation of a document. | believe we
should take advantage of 21 century technology.
One example of this would be to make the
consent look like a newdetter. Why does a
consent document have to be just black #pe on
white paper like it's been for so many years?

I'd also like to see an informed consent with a
“Frequently Asked Questions’ section. That'sa
technique that is common today in documents,
and it can aid in understandability. Inthe future,
I think we'll see the informed consent get more
visual, whether it’s on videotape, on a CD-ROM
Or on an internet Site.

Q. If you re-wrote the informed consent for an
IRB in order. to improve its readability and
understandability, and the target population of
the study contained a high percentage of low
literacy people, would the reading level of your
document be in the single digits (9" grade
reading level or below)?

A. It probably should be, but with that population
of low literacy subjects, my concern would be
with the vocabulary that is used in the consent
form. My concern is that there may be a lot of
words, even short words, which these people
don’'t understand Certainly, as a consultant, |
could help re-write an improved informed
consent. But what they really need to do is have
people from the target community involved in
drafting or evaluating the consentform.

Q. What are the practical problems IRBs and
investigators face in adjusting the reading levels
of informed consents?

A. My concern is on a multi-center clinical trial
study that’s being conducted nationally or
internationally by one of the big pharmaceutical
companies. How much flexibility does the local
investigator or I{RB have in changing the
informed consent form?

Prior to the start of a clinical trial, an
investigator and/or IRB usually negotiate with
the study sponsor over a few standard clauses -
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clauses for women of child-bearing potential, for
example. What happens when the investigator or
IRB proposes 25 or 50 wording or phrasing
changes to the informed consent to bring the
readability of an informed consent f-om the /5"
grade to the 9" grade reading level? Re-writing
a consent form from a college to a junior high
reading level can be a hard sell, and any big
pharma company, worried about a long delay
caused by such a process, certainly can take its
study elsewhere -- to an institution that wouldn’t
request “readability changes. ”

Q. What are the probable solutions to this whole
issue of readability and understandability?

A. To get Big Pharma’s attention, it would take a
suit against them in one of their drug studies. |f
such a suit were successful, then they may decide
that informed consents have to change.

Another possible solution may come from
government. In a lot of states, to sell life
insurance or health insurance, the states say that
the policy has to be written at a certain reading
level. | think it’s going to come down to
something like that with consent forms. 1'm not
sure who is going to decide what the bar is going
to be, however,

Q. You also discovered something interesting
about the University of South Florida's current
practice on informed consents.

The University of South Florida has an Office of
Research Compliance. On its web site @tart at
wWww. research. usf. edu/cs/d1 01. htm), they have an
‘Adult Informed Consent Template. ” |
downloaded the form to analyze its reading level.
As a template, there were a lot of incomplete
sentences, so | eliminated them and only
analyzed the compl ete sentences, many of which
were for genetic testing/blood and tissue banking
issues. Even so, | was able to get about 170
sentences out of it. It tested between a 72* an
13" grade reading level. On the Flesch Reading
Ease Scale, it was on the border between
"difficult” and ‘[fairly difficult.”

Note: Mark Hochhauser, Ph.D., can be reached
at 763-521-4672, 763-521-5069 (fax) or via
emai! at MarkH385 14@aol.com.
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THE INFORMED CONSENT FORM:
DOCUMENT DEVELOPMENT
AND EVALUATION

MARK HOCHHAUSER, PHD
Golden Valley, Minnesota

The informed consentprocess can be viewed as a sales presentation, with the consent form
serving as the wrirten advertisementfor the drug research So viewed, drug companies can
use basic document design, layout and typography principles from advertising, as well
as strategies from the “plain English” movement both to improve recruiting strategies
and enhance participant understanding.

This article evaluated 12 consent ferms for investigational drug studies submitted to
a Minnesota hospital institutional review board. Consent form text characteristics were
compared to recommendations from the National Cancer Institute. Computer analyses
judged the consent forms as difficuit to read at a grade 13 to 14 reading level; forms
included too many uncommon werds, too many words per sentence, and too few active
voice sentences, giving a “poor” overall style rating. The 12 forms did not always meet
good principles of document design in terms of zypeface, paragraph justification, and
words per line. Several strategies for testing the consent form and reader comprehension

were suggested

Key Words: Readability; Informed consent ; Document design; Plain English

INTRODUCTION

IN SOME WAYS, clinicd drug research is
a service that research participants can
choose to buy-or not buy. Some partici-
pants (consumers) may benefit from buying
a product (a new drug); many researchers
(salespeople) will be paid for each subject
they recruit. As aresult, some consent forms
are beginning to include statements about
researcher compensation so that prospective
participants can assess the financial aspects
of the research project, including possible
financial conflicts of interest.

So viewed, the consent process can be
thought of as a sales presentation, with the
consent form being the written advertisement

Reprint address: Mark Hochhauser, PhD, 3344 Scott
Avenue North, Golden Valley, MN 55422,

for the research. From that perspective, why
should drug companies not use basic docu-
ment design (1) and layout and typography
principles (2,3) from advertising, aswell as
strategies from the “plain English” move-
ment to improve both participant recruitment
efforts as well as participant understanding
of the research project? One review found
14% to 44% refusal rates (4) although the
reasons for such refusals are not clear.

In October 1998, the National Cancer In-
stitute (NCI) (5) published recommendations
for developing informed consent documents
for cancer clinical trials. Appendix 3 of that
document is a checklist that can help ensure
the development of easy-to-read consent
forms. Unfortunately, the checklist is very
brief, and does not include examples or ex-
planations for any of the over 30 recommen-
dations for text and graphic items.
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METHODS

The researcher is © member Qg the Institu-
tional Review Committee (IRC) at North
Memorial Medical Center, Robbinsdale,
Minnesota. With permission from the IRC
chair, the IRC secretary randomly selected
12 informed eonsen| forms gOT investiga-
tional drugs studies submitted to the commit-
tee in 1999. The consent forms were scanned
into a computer, optically read by Textbridge
Pro 9.0, snd analyzed by seven DOS-based
software programs: Corporate Voice, FS
Text, Key Grammar, Prose, Pro-Scribe,
Reader, and WStyle. Each of these programs
provides different statistical data that can
help assess the “plain English™ characteris-
tics of the consent forms.

RESULTS AND DISCUSSION

NCI Recommendations (in italics)
and Comments

“Words are familiar to the reader. Any scientific,
medical, or legal words are defined clearly.”

Unfortunately, the NCI does no| define
“familiar words” or give consent form writers
any strategies to determine familiar and unfa-
miliar words in an informed eonsen| form.
‘Words that are commonly used by research-
ers roay be completely unfamiliar to prospec-
tive participants. One way to more systemati-
cally approach this issue is T( consider the
frequency with which words appear in writ-
ten documents. Table 1 categorizes the word
frequency of some words from 12 investiga-
tional drug study consent forms reviewed by
the North Memorial Medical Center Institu-
tional Review Committee.

Word frequency was based on The Educa-
tor’s Word Frequency Guide (6). This guide
calculated word frequency based on 17 mil-
lion words from 61000 samples of text from
over 6000 written materials used in Ameri-
can schools and colleges. Most readers would
probably be able TQ read and understand
words with a frequency of 100 per million
words or greater. The uncommon words (30

Mark Hochhauser

per million words or less), however, may
present serious reading problems. If research
participants do not read much, they probably
will not encounter many of these uncommon
words, so when they see them in the eonsen)
form, they will have a hard time reading and
understanding them.

Word familiarity has been shown 70 be a
major factor in a reader’s ability 7o under-
stand written materials. Since word fre-
quency is a good estimate of word difficulty,
words that do not appear in print very often
are harder to read and understand than words
that appear frequently (7). Too many uncom-
mon words will make a consent form virtu-
ally incomprehensible to the “average”
reader.

Waggoner (8,9) has identified many re-
search-related words and phrases that people
do not understand very well, including: effi-
cacy, double-blind, washout period, protocol,
randomly, Institutional Review Board, base-
line visit, concurrent drugs, sponsor, and SO
forth. Prospective participants have a hard
time understanding not only words, but basic
clinical research concepts as well.

As shown in Table 2, the 12 consent forms
used too many uncommon words, making
both reading and comprehension more diffi-
cult for the prospective research participant.
There are, however, translations of unfamil-
iar medical terminology into familiar medi-
cal terminology (10,11), such as those shown
in Table 3.

“Sentences are short, simple, and direct.”

Although the NCI does not define short,
simple, and direct, the work of Rudolf Flesch
(12) has been influential in establishing some
basic guidelines. Flesch recommended that
sentences average about 15 70 17 words for
maximum readability. The 12 consent forms
averaged 20 words per sentence, which is
not too far from the recommended range.

Beyond calculating the number of words
per sentence, some software programs (eg,.
Corporate Voice) can categorize sentences as
simple snd normal; or wordy, pompous, and
complicated. While that program suggests

Informed Consent Forms
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TABLE 1

Word Frequency Analysis of 12 Informed Consent Forms

Word Frequency

Examples

10000/million words
3000/millioNOCdS

1000/milliorNOCdS

300/milliorNOCdS

100/million words

30/million words

10/milliorNOCdS

3/millioNOrds

<1/millionNOrds

a, and, are, as, for, in, is, it, of, on, one, that, the, to, with, you
about, an, be, from, had, have, {1, into, like, more, no, nat, O,
other, out, people, so, there, this, time, up, we, when, who, will,
your

after, also, any, because, even, every, first, food, help, how, how-
ever, important, know, made, make, may, me, might, most,
much, must, my, new, only, part, see, should, such, take, used

able, become, care, done, given, group, information, known, let,
low, need, number, possible, problems, questions, read, study,
sure, understand, without
available, blood, cells, chance, choose, continual, decision, deter-
mine, doctor, explain, follow, future, health, heart, bour, immedi-
ately, loss, months, occur, physical, purpose, receive, related, re-
main, research, results, safety, sign, similar, skin, test, visit
additional, administration, appropriate, approximately, assigned,
benefit, bone, cancer, circumstances, commonly, data, discuss,
drawn, drug, examination, female, include, faboratory, legal, maxi-
mum, mild, needle, otherwise, pain, plus, potential, procedure,
routine, severe, site, treatment

alternative, bleeding, calcium, commitment, compensation, con-
sent, conventional, criteria, customary, disorder, effectiveness,
evaluate, functional, governmental, infection, injury, liability, multi-
ple, participate, physician, pregnant, prior, random, risks, speci-
mens, symptoms, withdraw

aggregate, applicable, assess, capability, chronic, clinical, compli-
cations, comply, discomfort, dose, duration, elevated, exten-
sively, incidence, likelihood, medication, monetary, orally, spon-
sor, theoretical

adverse, bruising, catheter, centigrade, chemotherapy, confidenti-
ality, definitive, dehydration, designee, diluted, disclosed, discon-
tinuation, documented, exhibiting, generalized, hereby, hypersen-
sitivity, identifiable, impairment, inconveniences, incur,
inflammation, infusion, Intermittently, investigational, jeopardize,
localized, monitoring, percutaneous, placebo, protocol, regimen,
unforeseen, unreimbursed

that 80% (¢ sentences should be “simple”
and “normal,” only 67% of the consent form
sentences met that standard. While no more
than 20% (¢ the senenees should be
“wordy,” “pompous,” and “complicated,”
33% were in those categories.

A related measure is the percentage of
senferiees that are written at a college-to-
graduate school reading level. Although only
five percent QF sentences should be written
at this level OE complexity, 21% of the sen-
tences were written at that level. Thus, the

major ex| problems with the eonsen| forms
are that the senjenees were a bit 700 long,
with too many long and unfamiliar words.

Sentence length is a major variable in al-
most all readability formulas. The Flesch
Reading Ease for the consent forms was 49,
putting them in the “difficult-to-fairly diffi-
cult” categories. Flesch rated scores of 31 to
50 as “difficult” and scores of 51 ¥ 60 as
“fairly difficult.” The average score OF 49
puts the consent forms on the edge of these
two categories.
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TABLE 2
Text Statistics of 12 Informed Consent Forms

Text Criteria Average Range
Flesch Reading Ease 49: Difficult/fairly diffi
. y difficult 45-57

Flesch Human Interest 46: Very Interesting 41-61
Word commonness 1816 1075-2943

<1450 = common words

1450 = normal words

>1450 = uncommon words
Sentences written at grade 16-20

(5% is best) 21% R
Words per sentence (15-20 is best) 200 4(?7?23;/0
Words with 3 or more syllables 10% 7%-12%
Active voice sentences (60% is best) 38% 31°/0—48‘;
Percentage of simple and normal ° °

sentences (80% is best) 66% %4809
Percentage of wordy, pompous, and ’ 55%-80%

complicated sentences (20%

is best) 34% 20%~45%
Overall style score 37% 25%-57%

00, -(sati

Reading Grade Levei g% 14{ (poor) ﬁe_l:n.lséactow)

“Verbs are in active voice (ie, the subject is the
doer of the act). ”

Writinginthe active voicemakesentences
more readable as well as understandable.
“You are being asked to take part in this
research study” (passive voice) should bere-
written as“Will youtake part inthisresearch
study?’ (activevoice). Overusing the passive
voice makes the writing seem detached, for-
mal, and legalistic. About 50% of the consent
form sentences were written in the passive
voice.

TABLE 3
Translations of Unfamiliar Medical
Terminology into Familiar
Medical Terminology

Uncommon Words Common Words

abstain avoid
assist help
chronic long-term
discontinue stop
induce cause
new indication newuse
sensation feeling
uncommonly rarely

“Readability analysis is done to determine read-
ing level (should be eighth grade or lower).”

Although word processing programs such
as Microsoft Word and WordPerfect include
methods for assessing document readability,
that technique can be somewhat perilous for
researchers unfamiliar with the strengths and
weaknesses of software readability formulas
(13,14). As a way of meeting a readability
standard (such as an eighth grade reading
level), some writers will “write to the for-
mula,” taking one long sentence and cutting
it into two or three shorter sentences. Unfor-
tunately, while the document may score at
an eighth grade reading level, it may be hard
to read and understand because of the choppy
nature of the sentences. Onestndy of consent
forms rewritten from a grade 16 level to a
grade 7 level found virtually no difference
in understanding (15)! The researchers con-
cluded that smplified consent materials can
make the forms more appesling and easier

to read-but may not improve reader com-
prehension.

The 12 consent forms scored from an
eleventh grade to a second year college read-
ing level, the average being between the first

Informed Consent Forms

and second year of college-about five to
six grade levels higher than the NCI recom-
mendation.

“Avoid. . . Words containing more than three syl-
lables.”

Such long words can be hard to read and
understand because they are long (hard to
pronounce), and because they are often unfa-
miliar to most readers. Unfamiliar words, es-
pecialy if they are not explained in the text,
can sow down the reading process. If there
are too many long words, the reader may just
give up, perhaps refusing to participate in the
study, or perhaps signing the consent form
without really understanding the nature of
the study.

Some Additiona Factors

Although not identified by the NCI, there are
two additional factors that make consent forms
easier and more enjoyable to read. Oneisthe
use of persona pronouns (eg, Flesch Human
Interest Score). Readers are more likely to be
interestedinaconsent formthat refersto*you”
instead of “the subject” The 12 consent forms
wereall at a‘Very interesting” level.

Overall writing style combines basic text
elements into a broader measure. The pro-
gram WStyle calculates “overal writing
style’ based on:

1. Use of the active voice-35 poaints,
2. Word economy-25 poaints,

3. Readability-20 points, and

4. Word choice-20 points.

Only one of the 12 informed consent forms
scored as high as “ satisfactory-the other 11

were all writtenin a“weak” or “poor” writing
style, with an overall average rating Of “poor.”

DOCUMENT DESIGN ISSUES
“Style of print is easy toread.”

Typeface is the type (or font) that the
writer chooses for the informed consent

4310

form. While there are literally hundreds of
type faces, the most important distinction is
between serif and sans serif type.

Serif fonts are generaly believed to be
more readable (2), because they have both
thick and thin strokes, and serifs, the small
strokes at the end of a letter. The serifs do
not get in the way of reading (3). On the
other hand, sans serif strokes are usually of
asingle thickness, and do not have the small
strokes at the end of aletter. Sans serif fonts
are harder to read over many pages of single-
spaced text. These fonts lack the small
strokes on the ascending and descending let-
ters(suchasb, d, f, g, h, j, k1 p, g, and t).
so the eye cannot follow the text as eadly.
For example:

Serif: Before participating in this research study,
it isimportant that you readand understand this
statement which describesthepurpose, proce-
dures, benefits, risks, discomforts, and precau-
tions of the study. Signing the consent form will
indicatethat youhave been informed and that you
giveyour consent.

Sans Serif: Before participating in this re-
search study, itis important that you read and
understand this statement which describes
the purpose, procedures, benefits, risks, dis-
comforts, and precautions of the study. Sign-
ing the consent form will indicate that you
have been informed and that you give your
consent.

Of the 12 informed consent forms evalu-
ated, 10 were written in a serif typeface, and
2 in asans sexif typeface.

“Left margins are justified. Right margins are
ragged. ”

Justification means that both margins are
straight. Even so, there are two types of justi-
fied text. Ragged right justification means
that the right margin is uneven. There are
two kinds of even right judtification: one
where the spaces between thewordsare even
@referred) and one where the spaces be-
tween the words are uneven (not recom-
mended). When spaces between the words
are not even, the overall design leadsto “riv-
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ers,” or open white spaces that flow down
the page (1). Although some typographers
recommend ragged right justification, while
others recommend even right justification,
research does not show that readers have a
preference for either one.

Text that is justified both left and right
looks like a block, especially if the paragraph
is fairly long. This kind of justification is
typical of formal documents, manuals, and
medical information, and while it may offer
a pleasing appearance, readers often find it
inaccessible because of its formal structure.

Of the 12 consent forms, eight were ragged
right justified and four were even right justi-
fied.

“Upper and lower case letters are used.”

Capitalization should be used sparingly.
Readers find it hard to read too much text
that is in all caps. While consent form writers
may use all caps to highlight 5 particularly
important area, typographers recommend us-
ing lowercase type and bold or italics rather
than all caps. When text is in all eaps, there
is no text above the line (ascenders) or below
the line (descenders)—all the text is the same
height, making it difficult 0T the eye to rec-
ognize letters. Furthermore, all cops have o
rectangular form, and must be read letter-by-
letter, instead og word by word (3):

ALL CAPS: | HAVE READ AND UNDER-
STAND THE ABOVE INFORMATION, HAVE
HAD MY QUESTIONS ANSWERED, AND I
VOLUNTARILY CONSENT TO PARTICIPA-
TION IN THIS RESEARCH STUDY. | UNDER-
STAND THAT | MAY WITHDRAW FROM
THIS STUDY AT ANY TIME WITHOUT IN-
TERFERING WITH MY MEDICAL CARE. A
COPY OF THIS CONSENT FORM HAS BEEN
GIVEN TO ME OR TO MY FAMILY/LEGAL
GUARDIAN.

Lowercase: | have read and understand the
above information, have had my quesdons an-
swered, and | voluntarily consent to participation
in this research study. ! understand that ' may
withdraw from this study at any time without in-
terfering with my medical care. A copy of this
consent form has been given to me or to my fam-
ily/flegal guardian.

Mark Hochhauser

0€ the 12 consent forms, all used 8 mix of
upper and lower we throughout the consent
form, although eight capitalized the major
headings (INTRODUCTION, PURPOSE
OF THE STUDY, etc.), while four used low-
ercase.

“Line length is limited to 30-50 characters and
spaces.”

A readable document should have abou|
8 to 12 words (40 to 70 characters) per line
(1). Condensed text praduces too many
words per line, expanded text too few-—both
make reading more difficult. Words per line
and size of text are particularly important for
older readers, wbose eyes may have o hard
time reading small typefaces and too many
words per line.

Readers get tired when there are more than
70 charactess per line. In addition, readers may
have a hard time finding the next line, and may
reread the same line over again, losing their
place in the text (1). The 12 consent forms
averaged 15.6 words per line, with a range of
14 to 18 words per line, suggesting the need
for larger typefaces and wider margins.

“Headers are simple and close to text.”

Leading refers to the amount of vertical
space between lines of text (1). Too little
spacing creates very dense text. The 12 con-
sent forms averaged 5.6 lines per vertical
inch, ranging from four lines per inch (dou-
ble-spaced text) to b lines per inch (single-
spaced text.)

Too much spacing makes it hard to assod-
ate headingsand subheadings with the appro-
priate text. If o subheading is four spaces
below g previous paragraph, and four spaces
above an upcoming paragraph, the subhead-
ing just seems to float in the white space. The
reader may not be able to readily associate it
with the right paragraph. Of the 12 consent
forms, five were spaced appropriately, but
seven bod too many spaces between the head-
ing and the text.

PLAIN ENGLISH
Writing in “plain English” has been sug-
gested as a good way to improve corporate

Informed Consent Forms

and government communications with the
public. Although the “plain English move-
ment” has been popular for many pew in
the United Kingdom, Canada, and Australia,
it seems to not have taken hold in the United
States, eeen though there bas been some em-
phasis on plain English in law (17) as well
as in business (18). In June /998, President
Clinton signed a “Presidential Memorandum
on Plain Language,” which directed govern-
ment agencies [0 Use plain language in all
new documents by October 1, 1998, and to
rewrite older documents in plain language
by January 1, 2002.

A Medline search O¢ “informed consent”
and “plain English” turned up only ore cita-
tion, Blenkinsop’s 1997 chapter (16) which
bemoans the lack of plain English consent
forms in the United Kingdom. While many
0€ the NCI recommendations are essentially
plain English recommendations, the phrase
“plain English” does noi show up anywhere
in the NCI document, including the refer-
ences.

Although the consent process has been
designed to protect the rights og human sub-
jects who voluntarily choose |0 participate
or not to participate in a research study, the
consent process has also been designed to
legally and financially protect the company
sponsoring the research. As o result, consent
form language (especially when dealing with
“compensation”) is often full of “legalese.”
Rewriting consent forms into *“plain English”
should help potential research subjects make
more informed decisions about whether to
participate in research or not. If they cannot
easily read or understand o consent form,
they may rely almost exclusively on the rec-
ommendation Q¢ the researcher—who may
not always be looking out for the subject’s
best interest.

TESTING CONSENT FORMS AND
TESTING READERS

Testing the Consent Form

Therea e several methods for testing the con-
sent form itself, including:
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1. Readability Formulas (which often are
pom of a word processing program), If
properly used, these formulas can give a
rough estimate O¢ the grade level at which
the consent form is written. But equally
important is an understanding of the liter-
acy skills of the target population who will
be expected to read the consent form,

2. The Readability and Processability For-
mula (19). This is a series of 20 quesdons
that can be used to assess consent forms,
and

3. A Suitability Assessment of Materials
(20). This 22-item questionnaire that as-
sesses content, literacy demands, graphics,
layout and typography, leaming stimula-
tion/motivation, and cultural appropriate-
ness.

‘While these three methods can give research-
ers some insights into the strengths and
weaknesses of their consent form, these
methods cannot essess reader comprehen-
sion.

Testing the Reader

There is no substitute for direct testing of
readers, although this process certainly takes
more time snd money than testing of the
consent form itself. Reader testing can be
dore via:

1. Informed Consent Interviews. Searight
snd Miller (21) used an 11-item interview,
asking quesdons such as “What can you
tell we about the study that you were in-
volved in?” This study found fairly good
understanding Q¢ the consent process, but
the results may be unique to the sample
studied (14 white, 41 year-old participants
averaging 14.4 years of education). These
participants, however, did not clearly un-
derstand the difference between personal
medical cgee and research,

2. The Deaconness Informed Consent
Comprehension Test (DICCT). This test
(22) includes 14 opeu-ended guestions
such as “What is the purpose of this
study?” “What are the possible risks Ol
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TABLE 4
Consent Form Layout, Design, and Testing issues
Strength Weakness
Text factors:
Typeface: — Serif —_ Sans Serif
Typessize: — Legible ——lllegible
Type case: ——Lowercase —— UPPERCASE/ALL
CAPS
Wordselection: —— Simple, everyday words __.__ Uncommon, technical
words
Sentences: —— Short, simple, direct —— Long, complex, passive
active voice voice
Headings/Subheadings:
Heading: — Lowercase w— UPPERCASE/ALL CAP-
. ITALS
Punctuation: —— No period - Ends with a period.
Spacing: - Close to next line —. Floats between
) paragraphs
Formatting:
Justification: -Justified lines - Ragged lines (some-
times OK)
Characters/line: ~——40-70 (8~12 words) — QO or>70 (43 or >12
. words)
Spacing: —— Equal space between ~—-- Uneven spacing be-
) words tween words (rivers)
Leading: — Space between lines — no space between lines
N N (leading) (noleading)
Readability/Usability:
Gradelevel: —— 6th-8th grade — High School-to-
) Graduate School
Documenttesting: —— Readability formulas, — No Testing

Readabilityand
ProcessabilityFormula,
Suitability Assessment

) of Materials
Readertesting: — Interviews, DICCT, — No reader testing
cloze
discomforts associated with the study?’ in-the-blanks. A reasonable Cloze esti-

and so forth. Such open-ended questions  mate requires about 50 to 100 blanks (and
are crucial, since research shows that most at least 25 respondents), so Cloze testing
researchers ask potential subjects closed- of a consent form requires about 250 to
ended questions such as *Do you under- 500 words, meaning that only a small part
stand?’ or *Do you have any questions? of the consent form could undergo Cloze
(23) where the participants answer only  testing. Having participants “cloze” an en-
“yes’ or “no,” and tire consent form would probably be too

3. Cloze Testing. The Cloze procedure
(20,24) is based on the Gestalt psychologi-
cal principle of closure, and involves de-
leting every fifth word in a consent form
and asking the research participant to fill-

hard for most people. The Cloze is scored
simply on the percentage of correct re-
sponses: 60% to 100% correct means that
the materials are suitable; 40% to 59%
means that the material can be used with

Informed Consent Forms

supplemental information; less than 40%
correct meansthat the materialsare unsuit-
able and should be revised.

CONCLUSION

The essence of this article is expressed in
Table 4, which summarizes consent form
strengths and weaknessesin a 15-item check-
list form. Consent form writers can use this
tableas a way to evaluate their consentforms
in terms of text factors, headings and sub-
headings, formatting, and readability/usabil-
ity strategies.
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Abstract

According to FDA regulations, informed consent forms should be written in
language that is understandable to the subject. However, much research shows that
consent forms are often unreadabl e to the average subject, an issue that is even more
important with cognitively impaired research subjects.

Cognitive impairment may be due to biological factors such as AIDS dementia,
Alzheimer’s Disease and other dementias, brain tumors, cerebrovascular accidents
(strokes), Korsakoff” s syndrome, or traumatic brain injury--as well as psychological
stress. Thus, a consent process that works reasonably well with cognitively
unimpaired subjects may not work very well at all with cognitively impaired
subjects.

Potential subjects who are cognitively impaired and/or under emotional stress may
not be able to process information very well, and will probably have a hard time
understanding the fairly abstract informed consent process.’ Instead of relying
amost exclusively on reading and listening--two very abstract ways of
communicating complicated information--this presentation will suggest several
concrete strategies that may increase the amount of information that cognitively
impaired subjects can understand.



Some causes of cognitive impairment

® AIDS dementia

® Alzheimer's Disease/other dementias

® Brain tumaors

® Korsakoff's Syndrome

® Strokes

® Traumatic Brain Injury




Cognitive impairment and catastrophic illness

“Many individuals develop atemporary state of cognitive and
emotional impairment after being diagnosed with catastrophic
IlIness. Thus, when crucia decisions about medical treatment
are required, they are unable to assimilate information; or worse,

the legal need to be informed can rival a psychological desire to

not be informed.”

Carnerie, F (1987)



Emotions and cognitive impairment
insick patients

Physically Emotionally  psychologically
Sick Depressed Stressed

Cognitively Fear of
Helpless Unknown



Cognitive complexity and informed consent

Research Risks & Benefits
procedures Discomforts

Alternative
freatments

Compen-
sation

Confiden-
tiality







L evels of Cognitive Complexity
(Impact of cognitive impairment?)

Level #1: Unilateral Descriptions

Subjects ssimplify-the situation by focusing on one idea or
argument; do not identify alternatives or bring in new
Information, meaning, or perspectives. Subjects make
good/bad and either/or assertions, appeal to authority or
simple rules, and smply paraphrase, restate, or repeat
information.

Level 2: Simplistic Alternatives

Subjects identify ssimple and obvious conflicts, but do not
pursue or analyze the conflicts. They develop positions by
dismissing or ignoring one alternative, while supporting
the other with assertions and simple explanations--they
don’'t make deep assessments of the situations.

Level 3: Emergent Complexity

Subjects identify more than one possible explanation or
perspective, establisn and preserve complexity. They
Introduce new elements, and support their positions
through comparisons and simple causal statements.



Level 4. Broad Interpretations

Subjects use broad ideas to help define and interpret the
situation, and manipulate ideas within the perspective
they’ve established. They have a clearly recognizable
explanatory theme, and can integrate ideas into
““subassemblies ?--each of which supports a component of

the explanation.

Level 5. Integrated Analysis
Subjects restructure or reconceptualize the situation so

they can approach the problem from a new point of view.
They contract a network of cause-and-effect relationships,
and can integrate and extrapolate ideas. Subjects arrive at
new interpretations by analogy, application of principles,
generalizations, and world knowledge. They construct an
organizing framework, sketch connections, and predict
consequences.

Adapted from McDaniel and Lawrence, 1990



Thinking skills needed to understand a consent form

(based on Benjamin Bloom’s “Taxonomy of Educational Objectives”)

Six skills that go from concrete (knowledge) to abstract (evaluation)

Skill:
1. Knowledge

2. Comprehension

3. Application

4. Analysis

5. Synthesis

6. Evaluating

Definition:
Recalling specific information
(listing, describing, collecting)

Lowest level of understanding:
using information without
relating it to other material or
seeing its implications
(summarizing, interpreting,
estimating)

Using abstractions in specific
situations

(calculating, examining,
discovering)

Breaking down information
into components

(ordering, classifying,
selecting)

Combining elements to make
awhole

(formulating, integrating,
preparing) -

Judging the value of material
based on criteria

(deciding, concluding,
ranking)

Consent Form Component
Contacts if subject has questions,
Confidentiality--who has access?

Compensation for medical costs of
research-related injuries
Alternative procedures

Voluntary nature of the study;
No penalty or loss of benefits

Risks and benefits

Understanding research
(purpose, duration, procedure)

Deciding to participate or not



Dale's Cone of Experience

People generally A Levels of
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See Wiaran & Wiexhenry, Educational Media, Charles Mewmll, 1960, for reference 1o
Edgar Dale's Cone of Experience.
#Cnastion marks refer to the unknown.




Consent Strategy % Remembered

Verbal Receiving:
Read Consent form 10%

Listen to researcher 20%

Visual Receiving:
Look at pictures, 30%
photos, charts

Watch videotape or 50%
CD of’ study
Virtual reality 50%

experience



Consent strategy % Remembered

Hearing, Saying, Seeing, Doing:
Do a site visit of all 710%
research settings

Present research project 70%
to others

Go through a simulation
of the research project 90%

Go through the real 90%
research project
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Some Overlooked Aspects of
Consent Form Readability

by Mark Hochhauser

an subjects read and
C understand their re-

search consent forms?
Most research on the readability of
informed consent forms has relied
on a “grade level” estimate of the
form’s writing, and an implied
comparison to the reading level of
American adults. Based on the
1990 census, about 7 percent of
the population (19 million) has a
graduate degree, 13 percent (34
million) has a bachelor's degree,
25 percent (65 million) has some
college education, 30 percent (79
million) has a high school diploma,
and 25 percent (65 million) has
less than a high school diploma.

These statistics may be particu-
larly seductive, since it's easy to
take the educational level attained
by segments of the population and
compare it to the reading level of
the consent form. In fact, the soft-
ware program Correct Grammar
2.0 does exactly that, providing not
only a grade level estimate, but
also the percentage the adult pop-
ulation that can “understand” the
document. However, research on
reading ability shows that people
often read three or four grades
lower than their highest educa-
tional achievement, so that some-
one with a high school diploma
may be reading at an eighth or
ninth grade reading level. There is
no one-to-one correspondence be-
tween reading ability and educa-
tional attainment.

A more appropriate measure
might be data from the 1993 Na-
tional Adult Literacy Survey,!
which studied a cross-section of
14,000 adults. The “average” Amer-
ican with a high school diploma
was able to interpret instructions
from an appliance warranty, iden-
tify and enter background informa-
tion on a social security card appli-
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cation, and calculate total costs of a
purchase from an order form. The
“average” college graduate could
read a lengthy article to identify
two behaviors that meet a stated
condition, use a bus schedule to
choose the right bus, and calculate
miles per gallon based on a mileage
chart. About 7 percent of the popu-
lation reported needing help under-
standing written materials.

Calculating Readability

Original readability formulas
were done “by hand.” When the
programs were translated from
hand calculations to software cal-
culations, it was up to the pro-
grammer to make the conversion.
Unfortunately, while a person may
have little trouble breaking a word
into syllables, it may be quite a bit
more difficult to write a program
that will break words down into
syllables, especially when writers
use words that aren’t in the com-
puter's memory.

It's not surprising that different
programs may use slightly differ-
ent ways of counting words, sylla-
bles, and even sentences. Even the
same formula may give different
results when used by different pro-
grams. For example, Mailloux et
al.2 found in their comparison of
four software programs (Corporate
Voice, Grammtix (sic) 1V, MS Word
and RightWriter) that each gave a
somewhat different estimate-—
scores for the Flesch-Kincaid
ranged from 5.6 to 7.2.

The authors noted that read-
ability formulas used in the soft-
ware were provided for three of
the four programs, and although
the formulas were identical, the
grade results were different. They
concluded that “This finding is dif-
ficult to explain because if the for-
mula [sic] were truly identical, no
discrepancy should be found.”?
What they don't explain is that
even if the formulas were identi-
cal, the programmers still had to

give the program a way of identify-
ing and counting words and sylla-
bles and sentences. For example,
is 1997 counted as one word or
four words? As Klare notes,? sylla-
bles can be estimated by several
different methods, including the
number of vowels per word, the
number of consonants per word, or
the number of letters per word.

Most readability programs cal-
culate the number of sentences by
counting periods. Consider the
sentence “Research shows that 1.2
percent of patients are likely to
suffer from angina (i.e., chest
pain).” There are four periods,
which will calculate as four sen-
tences (one sentence of 4 words,
one of 10 words, one of 1 word and
one of 2 words), instead of one sen-
tence of 15 words. Readability re-
searchers must be careful to re-
move periods that do not come at
the end of a sentence.

If a sentence is separated by a
colon or semi-colon, some software
programs will count it as one sen-
tence, some as two sentences. That
clearly means that the user must
be careful to set the options for
each software program. Unless
each program is calculating read-
ability using the same rules, it's
not surprising that results will dif-
fer. In a document with only a few
hundred words, such differences
can be substantial. Table 1 shows
how six readability software pro-
grams calculate the number of
sentences, syllables, words per
sentence, and Flesch Reading Ease
when using only the default (stan-
dard) software setting.

Although the Flesch Reading
Ease Score estimated by these
software programs varies from 37
to 45, the g-point range of scores
falls into Flesch’s “Difficult” cate-

gory.
Readability Formulas

Researchers often use readabili-
ty formulas as if they are inter-
changeable, not always realizing
that different formulas calculate
readability in different ways, and
may be more appropriate more for
one kind of writing than for anoth-
er. Although there are dozens of
readability formulas, a few ac-
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count for most of the research. A
good summary of the different for-
mulas can be found in the refer-
ence manual for Prose.*

The Dale-Chall formula was
published in 1948. It uses a list of
about 3,000 words that were
known by 80 percent of fourth
grade students-in 1948. Each
word in the document is compared
to the list. The formula uses two
variables: the percentage of unfa-
miliar words and average sentence
length. Although it's a good gener-
al purpose readability formula, it
may score ‘high” on technical ma-
terials that include many words
not on the 1948 list, but which
may be familiar to the audience.

The Flesch-Kincaid Formula de-
termines readability based on av-
erage sentence length and the av-
erage number of syllables per
word. It's best used with technical
manuals, and some federal govern-
ment agencies require materials to
meet a specific grade level based
on this formula.

The Flesch Reading Ease Score
is based on the number of syllables
per 100 words and the average

sentence length for a passage of
100 words. The reading ease
scores range from 0 to 100. It
seems to be a good general pur-
pose readability formula, but may
be most accurate for secondary
school materials.

The Fog Index is based on aver-
age sentence length and number of
polysyllabic words. It tends to score
“high.”

The Fry Graph plots the average
number of syllables per 100 words
on the x-axis and the average num-
ber of sentences per 100 words on
the y-axis. Most software programs
convert this from a graph to a
grade level estimate. It's best suit-
ed for testing primary grade read-
ing materials, and tends to score
“high.”

The SMOG Index (Statistical
Measure of Gobbledygook) looks
only at the number of polysyllabic
words per 30 sentences. It also
scores ‘high.”

The original readability formu-
las were done by hand calculations,
usually involving a 100-word sam-
ple. Conversion to computer pro-
grams meant that an entire docu-

ment could be analyzed, not just

a small sample of the document.
(Some might argue that since the
original formulas were based on
100-words samples, application of
the formula to an entire document
is a violation of the basic statistical
assumptions.) Thus, some read-
ability research on consent forms
is based on a 100-word sample,’ on
three 100-word samples,5 or on the
entire document.” For a 2,000 word
consent form, these analyses repre-
sent 5 percent, 15 percent, or 100
percent of the text, respectively.

Weaknesses and Strengths of
Readability Formulas

Despite the widespread use of
readability formulas to assess con-
sent form readability, examination
of the references in these studies
shows that researchers are unfamil-
iar with the strengths and weak-
nesses of readability formulas &2

Weakness 1: Readability for-
mulas are not equivalent, since es-
timated grade levels vary depend-
ing on the formula. Response: Why
should all formulas agree? Since
they measure different text ele-
ments, it's the user’s responsibility
to choose the right formula.

Weakness 2: Readability for-
mulas do not consider text organi-
zation, since sentences can be re-
written with words in random
order and the readability score will
be the same. Response: Software
programs (style checkers, gram-
mar checkers) can provide a more
detailed analysis of the text than
just a grade level readability esti-
mate, and can identify such prob-
lems. Text analysis can be much
more sophisticated than just a
grade level estimate. Too often, re-
searchers seem unfamiliar with
the intricacies of their grammar
checking software.'0-12

Weakness 3: ‘Writing to the
formula” may have no impact on
the reader’s ability to understand
the material. Response: No writer
should rely on one readability for-
mula exclusively; writing to the
formula may or may not affect un-
derstanding. Some studies have
found that lower reading levels
alone improve comprehension,8-18
other studies have-found that-
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illustrations and narrative text
can aid comprehension, especially
among poor readers.'® Other fac-
tors (layout and design, use of
headings and subheadings, bullet,
points, font style and size) will af-
fect readability as well. No re-
searcher should rely on a single
formula to improve consent forms.

Weakness 4: Readability for-
mulas don't consider background
knowledge of the reader, motiva-
tion, cultural experiences, etc. Re-
sponse: There is no way to consider
all factors that affect all readers. If
readability formulas were thrown
out, what would replace them?

Strength 1. Readability formu-
las are better than nothing. While
they should not be used as an end
in themselves, they can provide
useful information. Many criticisms
are based on the exclusive reliance
on a single “grade level” estimate,
not a more detailed text analysis,
And many criticisms are based on
readability analyses that had to be
done “by hand,” before software
was available.

Strength 2: If used properly,
readability formulas can provide
valuable information. As computer
programs become more sophisti-
cated, more detailed text analysis
may be possible. For example, the
Educational Testing Service is de-
veloping a computerized method
for scoring student essays.

Strength 3: Software pro-
grams are reliable, which allows
different pieces of writing to be
compared using the same criteria.
Imagine the results if 10 IRBs
each reviewed a consent form—
would there be 10 different read-
ability assessments? A readability
program offers some consistency
that cannot be achieved any other
way, Besides, for some criteria, a
software-based evaluation is faster
and cheaper than an evaluation
by researchers or subjects.

Readability Software
for the PC

Many software programs will
assess readability. Grammar
checker programs (either as part
of a word-processing program or a
stand-alone program) may also
give readability estimates. There

are some Windows-based pro-
grams, but most were written for
DOS in the late 1980s.

Windows programs include Cor-
rect Grammar 2.0 (1992), Gram-
matik 6.0 (1994), Key Grammar
Checker (1990), RightWriter 6.0
(1992), and Readability Calcula-
tions (1996). There are even more
DOS-based programs. However,
since some are available as “share-
ware” through online services, you
may need an “unarchiving/unzip-
ping” program to install the pro-
gram. DOS programs include
Breeze (1995) Chall (1990), Critic
2.3 (1995), FS Text Version 2.1
(1991), Pro-Scribe (Professional
Scribe) Version 4.8 (1992), PROSE:
The readability analyst, (1988),
Readability Analysis: Teacher Re-
source, Readability Estimator
(1985), Readability Plus 2.0 (1989),
Corporate Voice (1990), Readutil
1.1 (1990), WC Text Analysis 1.4
(1994) and WStyle: Writing Style
Analyzer (1992).

What Does “Grade Level”
Really Mean?

Most readability software pro-
grams report their findings in
terms of a “grade level.” However,
readability formulas were original-
ly developed to help schools decide
whether textbooks were appropri-
ate for students at a particular
grade level. For students in sixth
grade, a textbook written at a
twelfth grade level would probably
be inappropriate.

Researchers have taken this
concept of grade level and used it
inappropriately. While it may be
appropriate in a K-12 setting to
assess the grade level of textbooks
for students who are learning how
to read, that strategy may be less
appropriate for adults who have
already learned how to read. It's
common for researchers to con-
clude that people must have 15
years of education (a college de-
gree) to read a consent form that's
been estimated to be at a grade 15
reading level. That's wrong.

First, a grade-16 reading level
is just another way of stating that
tie material is complex and may
be hard to read. Flesch's seven
reading ease categories (very easy,

easy, fairly easy, standard, fairly
difficult, difficult, and very difficult)
would be a better way of express-
ing the complexity of the material.

Second, grade level estimates
provide a level of precision that
may not be justified. Based on a
readability estimate, researchers
may conclude that a subject “needs
3.0 years of college to understand
the consent form.” But what does
“3.0 years of college” mean? Does
it mean that someone with 3.0
years of college will have total un-
derstanding of the consent form,
but someone with 2.0 years of col-
lege will have no understanding of
the form? Such estimates may be
relevant for elementary school
books, where there may be big dif-
ferences between students at the
beginning of second grade and at
the end of second grade. But such
precise estimates have less rele-
vance for adults.

Third, having 15 years of edu-
cation does not guarantee that a
person can read and understand a
grade-15 consent form. Consent
forms tend to be written from a
biomedical perspective; would
someone with a college degree in
history have the same comprehen-
sion skills as someone with a col-
lege degree in biology? Depending
on grammar, syntax, and layout, a
consent form may be comprehensi-
ble or incomprehensible-regard-
less of its estimated grade level.
Without testing the consent form
on people, researchers cannot legit-
imately conclude that the form is
understandable or not based only
on a grade level estimate.

Readability and
Informed Consent

In terms of informed consent,
Young!” found that 33 percent of
respondents reading a consent form
at a grade-15 level found it to be
somewhat easy or very easy, while
64 percent of respondents reading
the same consent form at a 6th
grade level rated it as easy or very
easy. Not surprisingly, respondents
who graduated from college had
better comprehension than those
who attended college (but did not
graduate) or those with a high
school education or less.
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Getting a document from a
higher readability level to a lower
level is difficult. A study of consent
forms that had been revised's
found that none improved by more
than a single grade (the average
was one-tenth of a grade), and
readability scores for some consent
forms actually got worse after
being revised!

Grammar checking programs
may not affect readability, since
grammatical recommendations
may not have much effect on sen-
tence length, number of words per
sentence, or other sentence charac-
teristics that are used to calculate
readability. An original consent
form may be written poorly at a
grade-14 reading level, and after
being run through a grammar
checking program and modified, it
may simply become a well-written
grade-14 consent form.

While readability estimates can
be helpful, they can also be harm-
ful. It's easy to “write to the for-
mula.” Just take long sentences
with long words and turn them
into shorter sentences with small-
er words. But making a consent
form more readable (according to
the software) does not necessarily
make it more understandable (ac-
cording to the research subject).

Consent “Concepts”

A consent form is more than a
series of words strung together to
form sentences. For example, one
basic element of informed consent
requires that a subject be told that
the study involves research. Al-
though “research” is a small word,
it may be conceptually beyond the
grasp of someone who has never
participated in a research project,
or read about research studies in
a book or magazine or newspaper
article, or watched news reports
about research. How would the
average subject define “research™

At a deeper level, understand-
ing of a consent form may be based
on the cognitive development
achieved by the subject. During
adolescence, there are psychologi-
cal shifts in thinking, from simple
to complex, from concrete to ab-
stract, from immediate to future.
Many adolescents will progress to

a more mature level of adult
thinking-some will not. Conse-
quently, some adults may have
thinking styles more similar to an
adolescent than to an adult.
Although the consent process
requires that subjects be given a
description of “foreseeable risks,”
not all subjects will be able to
think very far into the future. One
explanation for adolescent risk-
taking behavior is that adolescents
are not yet able to imagine the
consequences of their behavior. In
the same way, some adults may
have a hard time imagining the
consequences of their research
participation. Although FDA re-
quires that information in the con-
sent form be presented in a lan-
guage that is understandable to
the subject, the ability of a subject
to understand the consent language
is not the same as the ability to
understand the consent concepts.
In a study of the consent process
as viewed by children, adolescents
and young adults (ages 7-20), re-
searchers found that study sub-
jects knew most about consent ele-
ments that addressed concrete in-
formation and less about consent
elements that addressed abstract
information.1? Sixty to 90 percent
of the subjects correctly knew the
role of the participant, benefit to
self, voluntary participation, du-
ration of research and freedom to
ask questions; 40-45 percent knew
freedom to withdraw and alterna-
tive treatments; and fewer than 25
percent knew the purpose of re-
search, knowing 50 percent or
fewer risks, knowing 50 percent or
more procedures, freedom to with-
draw, benefit to others, and knowl-
edge of research participation.
Researchers often conclude that
a subject needs 14 years of educa-
tion to read a consent form written
at a grade-14 reading level. Such
conclusions have not been scientif-
ically validated, however. If a con-
sent form is written at a grade-14
level, researchers should give it to
people who have 14 years of educa-
tion (college sophomores/juniors)
and determine whether they can
understand the form. Is a consent
form at a 12th grade level more *
understandable than one at a 14th
grade level? The same consent

form at different levels of readabil-
ity, should be tested to identify op-
timal reading levels. Grade level
estimates of complex writing are
often taken far too literally by re-
searchers who have only a superfi-
cial understanding of the readabil-
ity concept.

Document design and layout
are at least as important, perhaps
more important than readability
estimates. One study?2° found that
reducing the readability of a con-
sent form based on software rec-
ommendations was not as useful
as restructuring the document
using a different layout. Instead of
just using text to describe drug
side effects and the schedule of
clinic visits, they replaced the. text
with tables and boxes, and used
italics, bold, and larger type.

However, their research
methodology did not include some
important information. The re-
searchers used Correct Grammar
(version/date not listed), and stat-
ed only that they edited each con-
sent form based on software sug-
gestions. However, the authors did
not specify the style rules they
used to evaluate the forms. For ex-
ample, the 1992 version (Correct
Grammar 2.0 for Windows, Word-
star Inc., Novato, California) has
ten style guides (academic, adver-
tising, basics, business, custom,
fiction, informal, legal, reviewer,
and technical), and over 40 set-
tings for spelling and punctuation,
sentence structure, usage and
style, etc. Different settings pro-
duce different recommendations.

Conclusion: The Need for
User Testing

A careful reading of the read-
ability literature has lead some to
suggest that readability formulas
are counterproductive. Redish and
Selzer?! argue that (1) readability
formulas have been applied inap-
propriately with no research basis;
(2) the formulas are not good pre-
dictors of how understandable a
document will be for adult readers;
(3) short sentences don't always
make the document easier to un-
derstand; (4) using the same equa-
tions to assess any text for any
reader for any purpose does not fit




with an understanding of informa:
tion processing; and (5) readability
formulas do not consider many
features critical to understanding
documents.

Because formulas focus the
writer's attention on statistical as-
pects of words and sentences, they,
draw attention away from impor-
tant sources of reader’s problems.
However, some of these problems
are the fault of the researcher, not
the formula.

Redish and Selzer rightly con-
clude that the ultimate measure of
readability is the reader’s ability
to read and understand written
material. For them, usability test-
ing is more important than read-
ability testing. Along that line,
Waggoner et al.2223 have studied
people’s ability to actually define
(in their own language) common
terms found in consent forms.
Even small words (such as spon-
sor, investigator, malaise, serum,
renal, prorated, etc.) were not
known by many of the subjects.
This approach of asking people
about their understanding-in-
stead of relying only on a readabil-
ity analysis-is an important part
of researching the consent process.
Perhaps the new NIH initiative
that will fund projects on informed
consent research will help the field
identify those factors that con-
tribute to “informed” consent.
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Informed Consent and Patient’ s
Rights Documents: A Right, a
Rite, or a Rewrite?

Mark Hochhauser
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Both research participants and patients are presumably offered protection from harm
through the processes of informed consent and patient’ srights. However, both docu-
ments are often written at unacceptably high “college” reading levels, making them in-

comprehensible to the “average” reader who may be reading at ajunior-high reading
level. Readability researchersareoftenunfamiliar withimportant detail sof readability
software, leading to consistent underestimates of document readability. Most informed

consentand patient’ srightsdocumentsarewritteninaone-size-tits-all styleandfail to
take into account important differences based on cognitive development. Severa strate-

giesaredescribed toimprovethe quality and effectiveness of thesematerials.

Key words: informed consent, patient’s rights, readability, cognitive development

Informed consent may be required in a variety of settings using a variety of stan-
dards. Researchers studying drugs and devices must follow consent guidelines
from the Food and Drug Administration (1995). Clinica and counseling psycholo-
gists have requirements based on state law (Handelsman, Martinez, &
Geisendorfer, 1995). University-based researchers must comply with consent re-
quirements mandated by their Indtitutional Review Board (IRB), and researchers
may have to comply with research ethics required by professiona organizations
such as the American Psychological Association (1982).

Hedlth care organizations have accreditation standards from the Joint Com-
mission for the Accreditation of Health Organizations, requiring them to estab-
lish procedures to determine if patients can understand informed consent
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MN 55422-2748. E-mail: MarkH38514 @aol.com
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procedures. In health care facilities informed ‘:onsen| is an issue not only for
specific clinical end research activities bu| may be a part of “patient’s rights.” So
viewed, this article addresses readability and comprehension issues for bo|b in-

formed eonsen| and patient’s rights.

HOW READABLE ARE CONSENT FORMS?

There is no shortage (g research showing that both research and clinical informed
consen| forms are usually written at a level 700 high for the “average” reader. Using
readability formulas suchas the Flesch-Kincaid, Flesch Reading Ease, Fog, or Fry,
virtually all researchers have concluded that consent forms are too complicated if
they score aboye an eighth-grade reading level.
For example, angiography ‘:onsen| forms were at a 2nd-year college level
(Briguglio, Cardella, Fox, Hopper, & TenHave, 1995). Clinical radiology forms
were 9% 9 3rd-year college level, and radiology research ‘:onsen| forms were at
Grade 12 (Hopper, TenHave, & Hartzel, 1995). A review of consent forms from an
IRB gound a 3rd-year college reading level (Hammerschmidt & Keane, 1992);
consent forms froma Veterans’ Administration Medical Center were 1st-year col-
lege (LoVerde, Prochazka, & Byyny, 1989). Cancer clinical trial consent forms
from studies at the National Cancer Institute were 2nd-year college (Meade &
Howser, 1992). Consent forms from two university IRBs were at o 12th-grade
reading level (Goldstein, Frasier, & Curris, 1996). A review of consent forms sub-
mitted TO three IRBs gound an average 2nd-year college reading level (White,
Jones, Felton, & Pool, 1996), and a review o¢ 108 consent forms from an IRB
gound a 3rd- $0 4th-year college reading level, depending on the readability for-
mula USed (Ogloff & Otto, T991).
Thus, although average Americans have 12.5 years of education—but probably
read 3 Or 4 grades below that—most ‘:onsen| forms are written at a college reading
level. From the standpoint (g grade level comparisons, |be average informed con-
sen| form may be 5 or 6 grades higher than the reading level of the average patient.
Going beyond basic readability statistics, Philipson, Doyle, and Gabram (1995)
used a 20-point Readabilityand Processability Form 70 evaluate 76 consent forms.
They cound problems not only with readability (96% of the forms were at too high
a reading level) but also with comprehension strategies that were needed 70 under-

stand the ‘;onsen| forms.

“Do You Understand?”

Unfortunately, prospective participants with literacy problems are not likely to
admit TO researchers that they cannot read |be ‘:onsen| form. One sjudy| (Parikh,

INFORMED CONSENT ANO PATIENT’S RIGHTS DOCUMENTS 3

Parker, & Nurss, 1996) found that low-literacy patients were likely to be male,
have less than a high school education, and be oyer the age gg 60. Only two
thirds of the participants admitted having trouble reading and understanding
what |bey| read. Many admitted shame and bad neyer told their spouses or chil-
dren Qg their reading difficulties; some neyer told anyone. If given o vonsen|
form and asked, “Do pou understand,” they would probably say “Yes,” or make
excuses such as | left my glasses at home” or “I'll read this later,” or perhaps
sign the eonsen| form without reading it.
Of course, a consent form is only part of the eonsen| process. A signed consent
form is no| the same as informed consent. Just because |be ‘:onsen| form itself has
problems with readability does not mean that Aey| consent issues were not dis-
cussed with participants by the investigators who were seeking eonsen|, Unfortu-
nately, although there bas been considerable research on the readability of the
consent form, there has ben far less research on the consent process itself,
In their study of the informed eonsen| process, Titus and Keane (1996) con-
cluded that abou| one third Qg the researchers they studied gave no indication
that they Ane |\ how to talk sbou| research to prospective participants ! Over 80%
of |be researchers used closed-ended questions such as “Do you understand?”
and “Do you boye any questions?’—questions that will produce relatively sim-
ple “yes” or “no” responses. The other 20% of researchers use d more
open-ended strategies, asking questions such as “ ... would you please explain
70 me what you think we jue going to ask you 70 do?” or “Describe in your own
words the purpose o¢ |be study” (p. 62).

Closed-ended questions turn the informed consent process into more of o dje
(i.e.,o customary practice) than a part of a broader ‘:onsen| process. Without  full
discussion of vonsen| issues with the prospective research participant or patient,
informed consent is little more than g procedure designed T( get a signature on a
piece or poper , A signature on aeonsen| form is no guarantee that the person who
signed |be form does in fact understand what she or he signed; one study og hospi-
talized patients (LaVelle-Jones, Byrne, & Rice, 1993) found that 69% of patients
admitted T( not reading the consent form before signing it.

Testing Research Participants and Patients

Testing “:onsen| forms for readability is necessary bu| not sufficient, because o
grade level estimate alone does not really show whether the reader is capable of
reading and understanding the consent form. At best, ‘:onsen| form readability is
only a proxy measure gor assessing |be complexity og written information. A
more direct strategy is T( assess reading ¢ nd comprehension skills directly, by

administering either o generic reading test of o jes| specifically developed gor
health care materials.
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Such tests include the Wide Range Achievement Test-Revised (Estey,
Musseau, & Keehn, 1991), the Test of Functiona Health Literacy in Adults
(Parker, Baker, Williams, & Nurss, 1995}, the Medical Terminology Achievement
Reading Test (Hanson-Divers, 1997), and the Rapid Estimate of Adult Literacy in
Medicine (Murphy, Davis, &Long, 1993). Although all of these instruments have
tested generic patient reading and comprehension skills for basic health informa-
tion, none has been applied to patient’s rights or informed consent materials. In-
deed, it may be that researchers should develop a specific test for patient’s rights or
informed consent that uses common language found in patient’ s rights and consent
form documents, rather than just the more medically oriented terms used in these
existing instruments.

Another way to test patient comprehension is the Cloze procedure (Doak,
Doak, & Root, 1996), which is based on the Gestalt principle of closure. The Cloze
procedure involves deleting every nth word (usually the fifth or seventh) in a docu-
ment. Reader comprehension is tested by having them fill in the blanks.

A reasonable Cloze estimate requires about 50 to 100 blanks, so a document
needs between 250 and 700 words. More than that and the task becomes too much
for the reader. The Cloze is scored simply on the percentage of correct responses
by the reader: 60% to 100% means that the materials are suitable; 40% to 59%
means that the material can be used with supplemental information, and less than
40% means that the materials are unsuitable. To illustrate the Cloze procedure, |
include a 480-word excerpt from a 2,000-word “*Model Consent for Use of Tissue
Samples for Human Genome Project Cell Lines’ from the U.S. Department of En-
ergy and the National Center for Human Genome Research.

Consent for Use of [Tissue] Samples to make a cell line and a DNA Li-
brary for the Human Genome Project

This research is part of the Human Genome Project, the principal goal of
which is to map and sequence al of the genes contained in human DNA. You
are being asked to provide samples of [tissue] to create a “cell line” and a “li-

brary” of DNA to be used in research as part of the Human Genome Project.

This form describes the research that will be done and what providing sam-
ples would mean, so that you can decide whether or not you want to donate
samples. The choice is completely up to you.

What we will do with your [tissue] samples, what they will be used for,
and who will use them. We will divide your sample into two parts. We will

take cells from one part of your sample and treat them so that they become a
permanent “cell line,” which means that they can be grown in the laboratory
whenever they are needed. Creating a cell line will allow us to have a source
of your DNA to use for research in the future, without having to come back to
you to ask for another [tissue] sample.
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You will not be given any information about your own DNA. There are
four reasons why we will not tell you anything about your own DNA. First,
we believe that a person has the right to keep his/her DNA sequence informa:
tion private. Therefore, apart from the signed informed consent document,
we will not retain any records that link your identity to the DNA sequencein-
formation. Second, if we were to give you specific information about your
DNA, and you were then asked by someone (such as an insurer of employer)
to provide that any information, you would likely be required to, whether or
not you wanted to at that time. It is possible that such information could then
be used to deny you insurance or employment, even in the absence of a
known disease. Third, at present, the health implications of specific DNA se-
quences often are unclear; therefore, in most circumstances it would be very
difficult to provide you with any specific information about what your DNA

sequence might mean for you or your relatives. Finaly, the purpose of this
project is to develop new knowledge about the genetic makeup of human be-
ings, not to provide clinical information to you.

You will not receive economic gain from commercial products. It islikely
that some of the research that would be done using your DNA will lead to the
development of commercial products. However, your DNA would represent
only a very small contribution to the development of a successful product.

Even though the law in this area is not completely clear, you should not ex-

pect to get any part of these profits.

Figure 1 illustrates the Cloze procedure for the excerpt based on blanking out
every 5th word, giving 86 blanks to be completed. If that was too difficult for the
reader, the Cloze could be redone, using every 7th word, or even every 10th word.
Different Cloze frequencies can be used to test virtually every word in the docu-
ment; one version could test every 5th word, one version could test every 6th word,
every 7th, every 8th, every 9th. The Cloze test can include a mixed-up pool of
words from which the reader can choose.

Some patients and research participants may be more at risk for reading prob-
lems than others. For example, a study of drug users (Johnson, Fisher, & Davis,
1996) found an average reading level of about sixth to eighth grade, and a study of
patients in substance abuse treatment centers (Davis, Jackson, & George, 1993)
found client reading levels 4 to 5 years below the level needed to read and under-
stand standard treatment materials. Over half of the public patients and about one
third of the private patients had reading skills below ninth grade. In avery different
setting, the average reading level of a Medicaid population was about sixth grade
(Weiss, Blanchard, & McGee, 1994). Given the diversity likely to be found among
prospective research participants and patients, it may be necessary to develop
more than one version of a consent form.



Consent for Use of [Tissue] Samples to make a cell line and a DNA Library for the Human
Genome Project o o

This research is part of the Human Genome Project, the pnnc1pa-l goal of which is to map and
sequence all of the genes contained in human DNA. You are being asked (1)

provide samples of [tissue] (2) create a "cell line" (3)_______ a"library" of
DNA (4), be used in research (5} _partofthe Human(6)
Project. This form describes (7)o research that will be (8)_‘_ and what
providing samples (9). mean, so that pou (10), decide whether o not
(1N wantto donate samples. (12)___ choice is completely up
3. you
What we will (14), with your {tissue] samples, (15) they will be
used (16) ,and who wiltuse 7). We will divide your
(18)___intotwo pants. We winl {19) cell§ from one part
203 your sample and treat (21), so that they become (22)_
permanent “cell line,” which (23). that they can be (24) in thc?
laboratory whenever (25). are needed. Creating a (26). line will al.low
us (27). have a source of (28) IONA to use for (29). in the
future, without (30)____ tocome back to(31), to ask foranother
(32— sample.
You will (33), be given any information (34) your own DNA. There
(35) four reasons why we (36), not tell pou anything
(37— yourownDNA.First,(38)_________believe thata person
(39 theright to keep (40) DNA sequence information private. )
Therefore, (41). from the signed informed (42) document, we will not
(43 any records that link (44) identity to the DNA (45)

information. Second, if we were (46)__________ give you specific information
(47— your DNA,andyou(48) then asked by someone
((49)— asan insurer of (50) ) to provide that any (51) .
you would likelybe (52) o, whetherornot (53)___ wanted toatthat
(54)____ is possible that such (55 couldthenbeused (56)

deny you insurance or (57). evenintheabsence (58 aknown
disease. Third,at (59)______, the health implications of (60 DNA
sequences oftenare (61 ; therefore, in most circumstances (62), : )
would be very difficult (63)_____ provide you with any (64) mformau?n
about what your (65)___ sequence might meanfor (66)___ or yourrelatives.
Finally, (67)—__ purposc of this project (68) ____ to develop‘ new knowledge
(69 the genetic makeup of (70) beings, not to provide
(7 informationTQyou. .
(72 will not receive economic (73)_____ from commercial products. It
(74) likely thatsome of (75)____ research that would be (76)

using your DNA will (77)—___to the developmentof (78) prod-ucts{.
However, your DNA (79)_______ represent onlyavery(80)____ contnbutfon t?
the development (8 1) 2 successful product. Even(82)________ the law in this
(83 isnol completely clear, (84)___ should not expect to
(85)____any part of these (36)

FIGURE 1 Cloze testing of excerpts from the model consent form for use of tissue samples for
Human Genome Project Cell Lines (U.S. Department of Energy).
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Active Versus Passive Consent

Because active consent involves getting a signed consent form from research
participants and their parents or guardians, some researchers (e.g., Ellickson &
Hawes-Dawson, 1989; Severson & Biglan, 1989) have argued for the use of pos-
sive ‘:onsen| in low-risk studies og children and adolescents that usually involve
surveys of alcohol and other drug use. In passive consent, e child’s parents re-
spond only if they want to refuse consent. Not responding is considered ap-
proval for their child to participate in the proposed research. In this case, passive
consent is presumed consent.

However, consent form readability has been overlooked in the debate over ac-
tive versus passive consent. None of the published articles on consent form read-
ability has addressed the readability of active consent forms versus passive
consent forms. What happens if the participant cannot understand the passive con-
sent form? Ellickson ¢ ind Hawes-Dawson (1989) reported that 87% of the passive
consent parents who were contacted said that they had received and understood the
consent materials. Unfortunately, there was no independent verification of paren-
tal understanding, and given the general findings on consent form readability, this
figure seems rather high.

In a comparison of active versus passive consent, Dent, Galaif, wd Sussman
(1993) cound important differences between the active and passive consent
groups. Perhaps most important for this analysis, the passive consent group had a
greater percentage of Blacks, Hispanics, and other ethnicities and had parents who
were less educated than the active consent group. Less education probably equates
with lower reading level. If so, consent form readability for ethnic minorities with
less education may be a critical factor in their ability to understand the *:onsen|
formand respond appropriately. Unfortunately, the authors did not provide any in-
formation about the readability of the consent form used in their research. If a par-
ent passively consents, is it because the parent believes that the research is of
minimal risk or because the parent could not understand the consent form?

MODELS OF ANALYSIS

Grade Level Is Not Enough

Most readability researchers rely only on grade level estimates gg consent forms.
Although there is much research on the readability of informed consent forms, no
research has yet been published on patient’s rights, of which informed consent may
be only one component. Yet grade level is only one feature g the writing and may
obscure even more important elements of the form. Table 1 depicts a summarized
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TABLE 1
Readability of “Patient's Bill of Rights’ (n = 7)
Average Text Statistics® Range Of Scores®

Word commonness 1,241 931--5, 623

< 1450 = common words

1450 = norma words

> 1450 = uncommon words
Big words (more than 2 syllables; less than 23% 20%-25%
10% is best)
Sentences written at grade 16-20 (5% is best) 27% 13%—47%
Words per Sentence (15-20 is begt) 19 11-22
Active voice sentences (60% is best) 52% 33%-83%
Percentage of simple and normal sentences 69% 48%-93%
(80% is best)
Percentage of wordy, pompous, and 31% 7%—56%
complicated sentences (20% is best)
Overall style score 45% (weak) 33% (weak)—68% (good)
Reading level
Grade level 14 12.2-155
Percentage of adults a that level 25%-30% 50%-20%

‘Reading ease was difficult, and human interest was very interesting. PReading ease was “difficult” for
al, and human interest was dull to dramatic.

readability anaysis of Patient’s Bill of Rights, based on a sample of seven forms
downloaded from the World Wide Web.

This summary includes 11 criteria based on the output of many DOS software
programs (e.g., Corporate Voice, FS Text, PC Style, Prose, Pro-Scribe, Reader,
Readahility Calculations, Readability Plus, WStyle). Although a grade level esti-
mate is illuminating, there are other text analysis components that are equaly im-
portant, especially as they impact on how easy and how interesting the text is to
read, including the use of persona pronouns, the number of common words and
hard words, the percentage of active voice sentences, the percentage of simple sen-
tences versus complex sentences, and so forth.

Readability formulas and file cleaning. Readability researchers are often
vague about the procedures used to calculate readability. Most will identify the for-
mula used, sometimes the software used, and the size of the text sample to be ana-
lyzed. However, there is more to it than that. Some readability formulas recom-
mended taking three 100-word samples from a document. That procedure was fine
when readability had to be calculated by hand. However, word processing pro-
grams often come with readability formulas built into the grammar checker, so it is
much easier to assess readability by software than by hand. However, athough it
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may be fairly easy for a researcher to calculate words per sentence and number of
syllables per word, it is much harder to write a computer program to do that.

In their comparison of four software readability programs, Mailloux, Johnson,
and Fisher (1995) were unable to explain why different software programs using
the same readability formulas provided different grade results. The authors noted
that “This finding is difficult to explain because if the formula were truly identical
no discrepancy should be found” (p. 224).

Hochhauser (1997) found that in analyzing the same file, six software pro-
grams gave dlightly different estimates for the Flesch-Kincaid grade level, rang-
ing from Grade 12.1 to Grade 15.5-a difference of 3.4 grades! Such differences
were probably the result of different programmers writing different algorithms
to count words, sentences, and syllables for each of the six programs. Klare
(1974-1975) noted that computerized readability programs are not based on a
direct syllable count (which would probably involve putting every word in the
English language into the software with its corresponding syllable count) but on
methods for estimating syllables based on the vowels-word, consonants-word,
or lettersword algorithm. Although six programs may use the same readability
formula, they may each use a different method for calculating the number of syl-
lables in aword or the number of words in a sentence-hence different grade
level estimates from different programs.

Readability software may count a sentence every time that it encounters a pe-
riod (or asemicolon or colon). Thus, researchers who use readability software
should be careful to clean the files of extraneous periods that might be found in ab-
breviations; otherwise, the software might count U.S.A. as three |-word sentences,
which would throw off the readability estimate. This might not be much of a prob-
lem (perhaps half a grade level) if the entire document is assessed, but it might be
more of a problem if only three 100-word samples were evaluated. For example,
using a sample of 250 words from a consent form, one software program calcu-
lated 23 sentences with periods in abbreviations but only 13 sentences when the
periods in abbreviations were removed, leading to an estimated grade level
(Flesch-Kincaid) of about Grade 7.3 for the former and Grade 10.9 for the lat-
ter-a difference of about 3.5 grades! For the entire document (without extra peri-
ods), the software calculated a readability level of Grade 9.7.

Writers may argue over whether a sentence with a semicolon is one sentence or
two sentences, but researchers should know whether their readability software
counts it as one or two. Because none of the research on consent form readability
has addressed these issues, it is probably fair to assume that researchers have kept
periods in abbreviations, colons, and semicolons in the text that they have ana
lyzed. Based on such observations, many readability statistics on consent form
readability may be inaccurate, depending on the formula reported, the software
used, and the cleanliness of thefile. If so, this means that the published readability
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estimates are probably a bit lower than they should be and that consent forms
would probably score even higher if re-analyzed.

Word Difficulty

There are several ways to approach the consent form readability. One way is to rely
on readability formulas to calculate the grade reading level of the consent form.
This is the approach taken by virtually all researchers, and it provides a relatively
easy way of calculating the grade level of the consent form so that it can be com-
pared to the self-reported reading level of the research participant or patient.

Taken by itself, this approach has several limitations. First, it leads many re-
searchers to believe that a consent form written at a 3rd-year college level means
that it takes 3 years of college to understand the consent form. Actually, a consent
form written at a 3rd-year college reading level means only that the form is written
in a complicated style and will be very difficult for the average reader. It doeg not
mean that 3 years of college are needed to read and understand the form.

College students can major in subjects from A(it history) to Z(oology). Aside
from the common vocabulary that students WY encounter in introductory under-
graduate courses, each major has its own specialized language, jargon, and style of
thinking. By the time ‘| Je}| graduate, students in different majors may have very
different vocabularies. Thus, 3 years of college does not guarantee that every stu-
dent can understand a biomedical consent form written at a 3rd-year college read-
" ing level. One limitation of readability formulas is that they do not take into
account the actual NOrds thatare used in the consent forms.

Chall and Dale (1995) noted that although over 100 factors have been identified
that may contribute T0 reading difficulty, the 2 most consistent factors are word
difficulty and sentence length. In their early work, Dale and Chall developed a
readability formula based On words that were known to80% o¢ fourth gradersin
the early 1940s. (The New Dale~Chall Readability Formula has updated their list
of common words to the late 1970s and is now available with a software program,
although it calculates readability based only on several 100-word samples rather
than on an entire text.}

Word frequency corpora calculate the frequency of words in the English lan-
guage. In general, small words 2.1 the most common words (and the easiest to un-
derstand), and long words are the most uncommon |NOCAS {and the hardest to
understand). Thus, word frequency is an important component of comprehension.
Materials written at an overall ninth-grade reading level may still be fairly incom-
prehensible, depending on the commonness of words in the form.

Word frequency: Patient’s Bill of Rights. In addition T ( requiring in-
formed consent for research, many hospitals have developed e Patient’s Bill of
Rights that identified rights that patients can expect to have both in terms of patient
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care and research participation. Although there has been considerable research
dorreon the readability of consent forms, no studies could be found that looked at
the readability of patient’s rights documents, even though they may be considered
part of the research agreement between the health care organization and the patient
or research participant.

One way to estimate word difficulty is to consider word frequency. Breland
(1996) concluded that word frequency is ¢ | reasonable approximation of word dif-
ficulty. Words that do not appear very often in print are usually harder to read and
understand than words that appear frequently. Since 1920, several word corpora
have been developed to take into account the frequency with which words appear
in written text. This usually involves taking samples from thousands of publica-
tions and counting the frequency g words within those samples. Breland’s work
shows that word frequencies for the four corpora that he analyzed were highly cor-
related with word difficulty.

Table 2 categorizes the commonness g words used in the seven Patient’s Bill
of Rights documents analyzed in Table 1. Commonness was based on The Educa-
tor’'s Word F requency Guide (Zeno, Ivens, Millard, & Duvvuri, 1995), which cal-
culated word frequency boesedon 17 miilion words from about 61,000 samples of
text from over 6,000 written materials used in American schools and colleges.
Most readers would probably be able to read and understand words with a fre-
quency oc 100 per million p\Ordg or greater. However, the uncommon words (30
per million words or less) may present serious reading problems. If readers do not
read much, they probably will not come across many of these uncommon words,
so when they see them in the document, they will probably have a very hard time
reading and understanding them.

Beyond the relatively straightforward concepts gg word commonness and
sentence length is the more complicated issue of reading comprehension. Read-
ability formulas take into account only text measures; they do not consider what
is going on in the mind of the reader. For example, Chall, Bissex, Conard, ||nd
Harris-Sharples (1996) pioposed methods for the qualitative assessment of text
difficulty that are applicable to understanding the consent process, because re-
search and treatment can be done across all ages. Table 3 shows what the reader
needs to bring to the text to read science materials with understanding. This in-
formation can be helpful in working backwards from a complicated consent

form or bill of rights, because it identifies the comprehension skills available for
people at different educational levels.

COGNITIVE-DEVELOPMENTAL ISSUES

Based on their level of cognitive development, different people will have different
ways of understanding both their rights and consent forms. Not surprising, most of



12  HOCHHAUSER

TABLE 2
Word Frequency Analysis of “Patient’s Bill of Rights” (n=7)

Word Frequency Examples

10, 000/million words  a, and, are, as, for, in, is, it, of, on, the, that, they, do, with, you
3, 000/million words  about, all, an, at, be, by, can, has, have, if, or, their, this, your, we, what,
when, which, who

any, after, also, know, may, must, only, right, such, where

care, during, give, information, need, others, possible, questions,
understand, upon, within, without

complete, condition, doctor, expect, health, hospital, medical, necessary,
program, provide, required, research, unless

advance, appropriate, conceming, existence, explanation, patients, payment,
procedure, reasonable, respect, responsible, sufficient, transfer, treatment
access, alternatives, assistance, authorized, consent, consequences,
continuing, designated, dignity, entitled, framework, informed, participate,
personnel, physician, prior, privacy, probability, reasonable, refuse,
regarding, request, specified, substantial, voluntary

advisable, behalf, compliance, confidential, considerate, consultation,
continuity, delegate, diagnosis, endeavor, ethical, experimentation, facility,
imminent, inquire, medication, mortality, pertinent, priority, safeguard,
transferring, understandable

adherence, appropriateness, augmented, clinical, discreetly, endorses,
detrimental, facilitated, hygiene, incapacitation, insofar, jeopardize,
medically, overriding, pertaining, prognosis, pursuant, terminate, undue

1, 000/million words
300/million words

100/million words
30/million words

10/million words

3/million words

< 1/million words

this work has been done with children and adolescents, because they have been the
subject of most research on cognitive development. Although consent forms may
be rewritten to a lower grade level for those projects that require consent (or assent)
by adolescents and children, most researchers have not considered how the consent
forms should be rewritten to take into account different cognitive-development
perspectives. Research protocols targeting patients 18 to 80 years old are not un-
common, yetresearchers often do not take into account the different text processing
strategies of the elderly (e.g., Meyer, Marsiske, & Willis, 1993).

Broome and Stieglitz (1992) noted how important it is to distinguish between
chronological age and developmental stage and to recognize that the consent pro-
cess will have to be different for children in the preoperational stage (ages 2-6),
concrete operational stage (ages 7-12), and the formal operations stage (ages 13
and beyond). However, level of cognitive development does not account for all of
the differences in perspective. Dorn, Sussman, and Fletcher (1995) found that
among 7- to 20-year-olds, knowledge of research participation was related more to
psychological factors of control and trait anxiety than to developmental factors.
Clearly, basic principles of child development are likely to influence the consent
and assent process with children and adolescents (Xoocher & Demaso, 1990).

TABLE 3
What the Reader Needs to Bring to the Text to Read Science Materigis With Understanding

16+ (Graduate)

1315 (College)

11-12

9-10

7-8

5-6

1,23

Reading Levels

Uncommon

Highly technical wd specified
science terms. Use of words

related to theoretical and

abstract thinking.

Wider use of technical terms
Longer, more complex sentences with more embedded phrases.

related to our technological ~ with more exact and specified

Some technical terms

Mainly familiar

words.

Knowledge of
vocabulary

vocabulary, theoretical

and abstract.

meanings.

society.

Long, highly complex

Somewhat longer and

Short sentences wd

Familiarity with

sentences with highly

embedded phrases.

complex sentences and

phrases.

sentence structure structure.

High extent of prior

Draws both upon everyday  Requires knowledge gained from observations, demonstrations,

experiences and

Can draw upon
everyday

Subject-related
and cultural
knowledge

scientific knowledge.

Knowledge of

experiments, and from books.

information leatned from

books.

experiences,

hypothesis testing.

Knowledge of science

principles.

Highly specified wd more exact technical wd scientific

knowledge.

None, except that

Some technical vocabulary ~ Knowledge and use of more

Technical

specified wd exact scientific

terms.

gained from everyday and explanations.

experiences in a

knowledge

technological society.

Ability to deal with
highly embedded

Ability to deal with many, often
highly embedded ideas.

Ability to deal with increasing number and density of ideas.

Ability to deal with a
few, often repeated

ideas.

Density or ideas

ideas, often inferred.
Highly abstract and

theoretical.

Begins to require abstract and  Ability to apply abstract and

Concrete, easily demonstrated, observed.

Level of

reasoning

theoretical ideas.

theoretical thought.
From Qualitative Assessment of Text Difficulty (p. 64), by 1. S. Chall, G. L. Bissex, S. S. Connard, and S. Harris-Sharples, 1996, Cambridge, MA: Brookline

Books. Copyright 1996 by Brookline Books. Reprinted with permission.

Note.

13
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Greene, Rubin, and Hale (1996) focused on adolescent egocentrism (the
imaginary andience and personal fable) ‘os important factors in developing
health promotion messages. Although not directly addressing adolescent in-
formed consent O patient’s rights issues, they have addressed adolescent risk
taking, which is certainly ore component of informed consent. Ar adolescent’s
perception OF research risk will probably have as much to do with adolescent
cognitive development (e.g., egocentrism) as it will with the risks that are ex-
plained in the consent process. Generic adolescent risk-taking may be related
to the adolescent’s willingness to take risks in research projects, although the
evidence €O that observation is mostly indirect.

A study of cognitive complexity and risk taking (Orr & Ingersoll, 1995) found
that adolescents who were at lower levels Or cognitive complexity and who began
puberty earlier than their peers were more likely to engage in risky behaviors,
whereas those adolescents who bad higher levels of cognitive complexity and who
began puberty later than their peers were less likely to engage in risky behavior.
How would these two groups respond to research risks? Might the former group of
adolescents 2 more likely to assent to risky research, whereas the latter group
would be less likely? Obviously not all adolescents are the same in terms of matu-
ration, so perhaps consent procedures should take into account the maturation
level OF the adolescent research participant. On the other hand, other research
(Dorn e$ al., 1995) suggests that controland trait anxiety were more closely related
to understanding of research participation than age or cognitive development.
Such inconsistencies may be due, at least in part, to different methods og measur-
ing adolescent cognitive development.

A study of hospitalized patients 7 to 20 years old (Susman, Dorn, & Fletcher,
1992) found that although participants were most knowledgeable about consent
elements that assessed concrete information (benefit to self, duration g research,
freedom to ask questions, role of participation, and voluntary participation), they
were less knowledgeable about consent elements that assessed abstract informa-
tion (purpose of research, benefits to others, alternative treatments, freedom to
withdraw, identifying procedures and risks, and knowledge ¢ research partici-
pation). Although they cound no differences in knowledge due to age, they did
find that adolescents and young adults were no better than children in their un-
derstanding Qg abstract concepts.

A study og the knowledge Qg risks, benefits, and voluntariness in children
(Abramovitch, Freedman, & Henry, 1995) cound that although children 7 to 12
years old could describe the purpose Qg research studies, they did not understand
possible benefits and risks Qg participating. However, the researchers did not
consider the level Og cognitive development attained by these children. Most
were probably in the concrete preoperational stage, suggesting that they would
have € hard time understanding relatively abstract concepts of benefits ond risks
and might find it almost impossible to really think about risks and benefits be-
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cause those are events that occur in the future. Because most 7- to 12-year-olds
are oriented to the present, thinking into the future may require cognitive skills
that they have not pe| attained.

Researchers and clinicians must Aeep in mind that children are not adults and
that making o consent form understandable by writing it at o lower grade level
does not guarantee that concrete-thinking children will understand the abstract
concepts o¢ informed consent or patient’s rights. Most researchers have taken
the basic elements Qg informed consent at face value—that is, they simply in-
clude all (g the required elements (g informed consent in their consent form.
However, from o cognitive-developmental perspective, the basic elements of in-
formed consent are not equs] because they require different levels og cognitive
development 10 be understood thoroughly.

METHODS T0 IMPROVE READABILITY

The Personalized Consent [ orm

Because consent forms are written by researchers who have learned to write in
the third person, consent forms are often written in g style that is more appropri-
ate for a professional journal than gor the communication of important informa-
tion. In a study using the Colorado State Grievance Board’s Model Disclosure
form, Wagner, Davis, and Handelsman (1998) found that o more personalized
form increased ratings of therapist attractiveness and of both the relevance and
satisfaction of the forms, as well as client recall. They njade the impersonal form
more personal by such changes as “Disclosure Form” to “Your Disclosure
Form” and “Rights and Information” to “Your Rights, and Important Informa-
tion €0 You.”

The same problem is apparent with patient’s rights materials, which are proba-
bly written with much input from lawyers who have learned to communicate using
a legalistic style og writing. Although a patient’s rights document may protect the
health care organization because it identifies what a patient or prospective research
participant may expect in the way of treatment, an overly legalistic description will
only confuse the reader who is not skilled in the interpretation of legal writing. The
patient will not understand his or her rights at all.

The use g personalized writing is not new. Although many readability re-
searchers rely on Rudolph Flesch’s Reading Ease score as @ way Qg assessing
readability, almost no one seems familiar with Flesch’s Human Interest Score,
which is based on the use g personal pronouns. Readers are much more likely

to be interested in reading materials that are directed to them personally instead
o¢ referring to them impersonally.
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Aliteracy.  Aliteracy refers to people who can read but won't. Not much re-
search has been done on the subject (e.g., Thimmesch, 1984), and most of what
has been done views the problem within the context of students who do not want
to read rather than of adults who do not want to read. Thus, aliteracy has been
viewed primarily as a problem for students and teachers in elementary school
through high school.

However, aliterate adolescents grow up to be aliterate adults and may decide
not to read consent forms or their rights-especidly if those documents are written
in a dense scientific and legalistic style. Perhaps a more personalized writing style
and the use of plain English standards would at least make the materials more at-
tractive and more likely to be read. Consent form authors should keep this question
in mind: “Why should the reader want to read this?

Rewriting the document. If the mgor problem with informed consent
forms and patient’s rights documents is that sentences are too long and the words
are too uncommon, then cutting one long sentence into two short sentences and re-
placing long words with shorter words should make the form more readable. Unfor-
tunately, research does not support that kind of easy fix. Although researchers can
improve consent forms by improving the form’s readability, using rewriting princi-
ples and being aware of the reader’s comprehension levels can both improve the
document as well (Meade & Howser, 1992). Thus, Chall and Dale (1995) noted that
the largest gains in comprehension come not from reducing sentence length and re-
placing words but from more qualitative changes, such as the organizational struc-
ture of the document, its personal appeal to the reader, and so forth.

Unfortunately, it seems that consent forms are not often rewritten very well.
Hammerschmidt and Keane (1992) studied consent form revisions and found that
none had improved by more than a single grade. Readability scores for some forms
were actually worse after being revised! In a comparison of two versions of a con-
sent form-a high reading level version (Grade 16) and a low reading level version
(Grade 6)-Young, Hooker and Freeberg (1990) found that participant’s compre-
hension was significantly affected by reading level. Participantsin the Grade 6
version answered 14 of 21 questions correctly, whereas participants in the Grade
16 version correctly answered 13.4 of 21 questions. Key questions showed larger
differences; regarding the overall purpose of the test, 77% in the 6th-grade version
answered correctly versus 44% in the Grade 16 version.

Peterson, Clancy, Champion, and McLarty (1992) found that following the rec-
ommendations of grammar checking software (Correct Grammar) reduced the
over-reading-grade level of consent forms by less than one grade. They concluded
the most improvement in consent forms will come from using graphics and simple
declarative summary statements as headings for each paragraph.

Given that there are so many different kinds of research (e.g., biomedical, psy-
chological, educational) and so many kinds of research participants (e.g., stage of
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cognitive development, ethnicity), it is impossible to come up with a single set of
recommendations that will be appropriate for al settings. Nevertheless, there are a
few research-based suggestions (Silva & Sorrell, 1988). Consent form compre-
hension will be affected by both terms of information (amount of information,
clarity of information, type of information, and difficulty of information) and
method of presentation (personnel who present the consent form, amount of time
to read the consent, format of the form). A 12-page single-spaced consent form
with all text written at a college graduate grading level using technical jargon that
has to be read immediately will probably not be as comprehensible as a 6-page
double-spaced consent form with a chart or bullet points written at a 7th-grade
reading level using common words that can be read overnight. ®

There are emerging standards for patient materials. The National Work Group
on Literacy and Health (1998) noted that over 40 million Americans have only ru-
dimentary literacy skills. Communication with these patients should be written at
about a fifth-grade reading level (or even lower) and supplemented by nonwritten
communications, such as videotapes and computer-based multimedia programs.

In their assessment of the informed consent process, Appelbaum, Lidz, and
Meisel (1987) suggested a two-part consent form, the first part being the standard
written disclosure to patients and the second part being a simple questionnaire de-
signed to test the patient’s comprehension. However, a “simple’ questionnaire
(e.g., multiple choice, fill in the blanks, Cloze, etc.) may not be so simple to design,
implement, and evaluate in a research or clinical setting, although it might provide
useful research data.

CONCLUDING REMARKS

It is seductive to think that problems with consent forms and patient’s rights ma-
terials can be eliminated if only Grade 16 reading level documents are rewritten
to a Grade 8 reading level. Although such revisions might help some partici-
pants read and understand the document, they do not address participant cogni-
tion and the ability of prospective research participants to really understand
some of the abstract issues addressed in understanding patient’ s rights and in-
formed consent. Perhaps this problem could be addressed by a broader assess-
ment of the consent process itself, as well as by involving prospective
participants and patients in the consent writing process.

REFERENCES

Abramovitch, R., Freedman, J. L., &Henry, K. (1995). Children’s capacity to agree to psychological re-
search: Knowledge of risks and benefits and voluntariness. Ethics & Behavior, 5, 2548.

American Psychological Association. (1982). Ethical principles in the conduct of research wirh Auman
participants. Washington, DC: Author,



18 HOCHHAUSER

Appelbaum, P. S, Lidz, C. W., & Meisel, A. (1987). Informed consent: Legal theory and clinical prac-
rice. New York: Oxford University Press.

Breland, H. M. (1996). Word frequency and word difficulty: A comparison of counts in four corpora
Psychological Science, 7, 96-99.

Btiguglio, J., Cardella, F. J.. Fox, P. S, Hopper, K. D.. & TenHave, T. R. (1995). Development of a
model angiography informed consent form based on a multiingtitutional survey of consent forms.
Journalof Vascular and Interventional Radiology,6, 971-978.

Broome, M. E., & Stieglits. K. A. (1992). The consent process and children. Research in Nursing &
Health, 15, 147-152.

Chall, J. S, Bissex, G. L., Conard, S. S.. & Harris-Sharples, S. (1996). Qualitative assessment of text dif-
ficulty. Cambridge, MA: Brookline.

Chall, S. J., & Dale, E. (1995). Readability revisited: The New Dale~Chall Readability Formula. Cam-
bridge, MA: Brookline.

Davis, T. C., Jackson, R. H., &George, R. B. (1993). Reading ability in patients in substance misuse
trestment centers. International Journal of the Addictions, 28, 571-582.

Dent, C. W., Galaif, J.. & Sussman, S. (1993). Demographic, psychosocia, and behaviora differences
in samples of activity and passively consented adolescents. Addictive Behaviors, 18, 531-56.

Doak, C.C.,Doak, L. G., & Root,J. H. (1996).Teachingpatientswithlowliteracy skills (2nd ed.).Phila
delphia: Lippincott.

Dom, L. H., Susman, E. J., & Fletcher, J. C. (1995). Informed consent in children and adolescents: Age,
maturation and psychological state. Joumal of Adolescent Health, 16, 185-190.

Ellickson, P. L., & Hawes-Dawson, 3. A. (1989). An assessment of active versus passive methods for ob-
taining parental consent: A RAND Note. Santa Monica, CA: The RAND Corporation.

Estey, A., Musseau, A., & Keehn, L. (1991). Comprehension levels of patients reading health informa
tion. Patient Education and Counseling, 18, 165-169.

Food and Drug Administration. (1995). Information sheetsfor institutional review boards and clinical
investigators. Rockville, MD: Author.

Goldstein, A. Q., Frasier, P., & Curds, P. (1996). Consent form readability in university-sponsored re-
search. Journal of Family Practice, 42, 606-611.

Greeng, K.. Rubin, D. L., & Hale, J. L. (1996). The utility of understanding adolescent egocentrism in
designing health promotion messages. Health Communication, 8, 131-152.

Hammerschmidt, D. E., & Keane, M. A. (1992). Ingtitutional Review Board (IRB) review lacks impact
on the readability of consent forms for research. American Journal of the Medical Sciences, 304,
348-351.

Handelsman, M. M.. Martinez, A.. & Geisendorfer, S. (1995). Does legally mandated consent to psy-
chotherapy ensure ethical appropriateness?. The Colorado experience. Ethics & Behavior, 5,
119-129.

Hanson-Divers, E. C. (1997). Developing a medical achievement reading test to evaluate patient lit-
eracy skills: A preliminary study. Journal of Health Care for the Poor and Underserved, 8,
56-69.

Hochhauser, M. (1997). Some overlooked aspects of consent form readability. IRB: A Review of Human
Subjects Research, 19(5), 5-9.

Hopper, K. D., TenHave, T. R.. & Hartzel, J. (1995). Informed consent forms for clinical and research
imaging procedures: How much do patients understand? American Journal of Radiology, 164,
493-496.

Johnson, M. E., Fisher, D. G.. &Davis, D. C. (1996). Assessing reading level of drug users for HIV and
AIDS prevention purposes. AIDS Education and Prevention, 8, 323-334.

Klare, G. R. (19761975). Assessing rcadabiilty. Reading Research Quarterly, 1, 62-102.

INFORMED CONSENT AND PATIENT'S RIGHTS DOCUMENTS 19

Koocher, G. P., & DeMaso, D. R. (1990). Children’s competence to consent to medical procedures. Pe-
diatrician, 17,68-73.

LaVelle-Jones. C.. Byrne, D., &Rice, P. (1993). Factors affecting quality of informed consent. British
Medical Journal, 306, 885-890.

LoVerde, M. E., Prochazka, A. V., & Byyny, R. L. (1989). Research consent forms: Continued
unreadability and increasing length. Journal of General Internal Medicine, 4, 410-412.

Mailloux, S. L., Johnson, M. E., & Fisher, D. G. (1995). How reliable is computerized assessment of
readability. Computers in Nursing, 13, 221-225.

Meade. C. D., & Howser, D. M. (1992). Consent forms: How to determine and improve theirreadability.
Oncology Nursing Forum,/9,1523-1528.

Meyer, B. J. F., Marsiske, M., & Willis, S. L. (1993). Text processing variables predictthereadability of
everyday documents read by older adults. Reading Research Quarterly, 28, 235-249.

Murphy, P. W., Davis, T. C., &Long, S. W. (1993). Rapid Estimate of Adult Medicine (REALM): A
quick reading test for patients. Journal of Reading, 37, 124-130.

National Work Group on Literacy and Health. (1998). Communicating with patients who have limited
literacy skills. Journal of Family Practice, 46, 168-176.

Ogloff, J. R. P, &0tto, R. K. (1991). Are research participants truly informed? Readability of informed
consent forms used in research. Ethics & Behavior, I, 239-252.

Orr, D. P, &Ingersall, G. M. (1995). The contribution level ofcognitive complexity and pubertal timing
to behavioral risk in young adolescents. Pediatrics, 95, 528-533.

Parikh, N. S, Parker, R. M., & Nurss, J. R. (1996). Shame and health literacy: The unspoken connection.
Patient Education and Counseling, 27, 33-39.

Parker, R. M., Baker, D. W., Williams, M. V., & Nurss, J. R. (1995). The test of functional hedlth literacy
inadults: A new instrument for measuring patients' literacy skills. Journal of General Internal Med-
icine, 10, 537-541.

Peterson, B. T., Clancy, S. J,, Champion, K., & McLarty, J. W. (1992, November-December). Im-
provingtbereadabilityofconsentforms: What the computers may nottell you. IRB: A Review of Hu-
man Subjects Research, 6--8.

Philipson, S. J,, Doyle, M. A., & Gabram, S. G. A. (1995). Informed consent for research: A study to
evauate readability and processability to effect change. Journal of Investigational Medicine, 43,
459-467.

Severson, H., & Biglan, A. (1989). Rationale for the use of passive consent in smoking prevention re-
search: Politics, policy, and pragmatics. Preventive Medicine, 18, 267-279.

Silva, M. C., & Sorrell, J. M. (1988). Enhancing comprehension of information for informed consent: A
review of empirical research. IRB: A Review of Human Subjects Research, 16(1), I-5.

Susman, E. Z., Dom, L. D., &Fletcher, J. C. (1992). Participation in biomedical research: The consent
process as viewed by childnn, adolcscents, young adults, and physicians. Journal of Pediatrics,
121, 547-552.

Thimmesch, N. (Ed.). (1984). Aliteracy, people who can read but won’t. Washington, DC!: American
Enterprise Ingtitute for Policy Research.

Titus, S. L., & Keane, M. A. (1996). Do youunderstand?. Anethicalassessment ofresearchers descrip-
tion of the consenting process. Journal of Clinical Ethics, 7, 60-68.

Wagner, L., Davis, S., & Handelsman, M. M.{ 1998). In search of the abominable consent form: The im-
pact of readability and personalization. Journal of Clinical Psychology, 54, 115-120.

Weiss, B. D., Blanchard, J. S, &McGee, D. L. (1994). llliteracy among Medicaid recipients and its rela-
tionship to hedth care costs. Journal of Health Care for the Poor and Underserved, 5, 99-111.

White, L. J.. Jones, J. S., Felton, C. W., & Pool, L. C. (1996). Informed consent for medical research:
Common discrepancies and readability. Academy of Emergency Medicine, 3, 745-750.



o

20  HOCHHAUSER

Young, D. R., Hooker, D. T., & Freeberg, F. E. (1990). Informed consent documents: Increasing com-
prehension by reducing reading level. IRB: A Review of Human Subjects Research, 12(3), 1-5.

Zeno, S. M., Ivens, S. H., Millard, R. T., & Duvvuri, R. (1995). The educator’s word frequency guide.
Brewster, NY: Touchstone Applied Science Associates, Inc.






Producing readable

consent forms is only

the beginning.

Ensuring that

subjects understand

their role in a study
reguires two-way

communication

between subjects and

investigators.

Mark Hochhauser

an the “average” American understand a
research consent form? This is an important
question, because the U.S. Food and Drug
Administration (FDA) requires that “the infor-
mation that is given to the subject or representa-
tive shall be in language understandable to the
subject or the representative,” and that “technical and
medical terminology should be avoided or must be
explained . . !

More important, does signing a consent form indi-
cate that the subjects truly understand their rights
and responsibilities? Despite efforts to improve the
readability of consent forms, many subjects do not
really understand what is going on in the clinical trials
they participate in. Because the quality of informed
consent has implications not only for the success of
individual trials but for the public image of medical

research, it is worth taking a holistic
approach to improving subjects’
understanding. In such an approach,
the consent form is only the starting
point in a dialogue between the
patient and the investigator.

The “average” American

‘Who is an average subject, and what
can that average subject read and
comprehend? There are several
ways to answer that question. One
way is to consider the educational
attainment of the adult population
(Table 1). Since only 20% of adults
have been educated at the bachelor’s
level or above, it’s not surprising that
many people may have trouble read-

ing and understanding consent forms, which are often
written at a college or graduate school reading level.
Reading and understanding are not the same, and
it's possible for someone to be able to read written
material (accurately pronouncing the words) without
being able to understand the words. This issue was
addressed in the National Adult Literacy Survey, a
study of 14,000 Americans’ ability to understand
prose, documents, and quantitative information.2
Table 2 summarizes the results of the survey.
Adults with the most years of schooling were 40 to

Writing, Reading, and Understanding
Research Consent Forms

54 years of age. Those 65 and older had the fewest
years. In terms of ethnicity, Asian/Pacific Islanders
had the most years of schooling, Hispanic groups the
least. Overall, about 7% of the population reports not
being able to read English very well.

However, reading ability does not correspond well
to years of schooling. Many studies have shown that
average adults read three or four grades below their
highest level of schooling. Thus, consent forms
should be written at about an eighth-grade reading
level, instead of a college or graduate school reading
level. Eight grades make a big difference in reading
ease.

Readability of informed consent forms

Given the literacy skills of American adults, it’s not
surprising that many will have a hard time reading
and understanding consent forms. Their comprehen-
sion will be limited even more if the consent form
itself is incomplete or unreadable. One study found
that the average grade level of forms was 12.2, with
about only 10% at the appropriate sixth to eighth grade
level.3 Almost one-third of the forms were left unre-
vised by the applicant prior to IRB approval, and fewer
than 2% were revised more than once. Revisions did
not improve readability scores!

Another study found an average grade level of 13.4,
with 22% of the passages at a postgraduate reading
level4 A third study found an average grade level of
15.5 Most had to be rewritten, but none improved by
more than one grade level, and scores for some revi-
sions got worse! Rewriting a consent form to be six
grades lower is not easy. . v

Assessing readability. Most readability research has
relied on standard readability measures, such as the
Flesch Reading Ease Score, Fry Graph, Gunning Fog
Index, Smog Index, and similar measures. These
readability estimates involve calculating the number
of words in a sentence, the length of words, and the
number of multisyllable words. Estimates can be done
either “by hand” or by computer software, such as the
grammar checking programs that come with some
word processing programs or specialized readability
programs.

Running a document through a grammar checking
program may not affect its readability, because gram-
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Percentage {number} of
adult population
10.4% (27.3 million)
14.4% (37.8 million)
30.0% (78.8 million)
18.7% (49.1 million)
6.2% (16.3 million)
13.1% (34.4 million)
7.2% (18.9 million)

Educational attainment

8th grade or less

some high school {(no diploma)

High school diploma _

Some college (no degree)

Associate degree

Bachelor's degree

Graduate degree

81990 census

matical recommendations

may have little effect on sen-

of schooling B tence length, number of
words per sentence, or other

Age Years
16-18 10.8 sentence characteristics that
1924 12.5 are used to calculate readabil-
25-39 12.9 ity. A consent form may be
40-54 13.1 written poorly at a 14th grade
55-64 11.8 reading level, and after being
65 and older 10.7 run through a grammar
checking program and modi-
Ethnicity Years fied, it may simply become a
White 12.8 well-written 14th grade con-
Black 116 sent form.
Asian/ Although readability esti-
PaCIfI‘C Island‘er 13.0 mates can be helpful, they
:E:S;: an;t?J:n/ 11.7 can al.so be harmful. It's easy
Hispanic groups 10.2 to “write to the formula.” Just

take long sentences with
long words and turn them
into shorter sentences with smaller words. But making a con-
sent form more readable (according to the software) does not
necessarily make it more understandable (according to the
research subject).

Researchers often conclude thata subject needs 14 years g
education to read a consent form written at a Grade 14 reading
level. But such conclusions have not been scientifically vali-
dated. If a consent form is written at a Grade 14 level,
researchers should give it to peoplewho have 14 years og edu-
cation(college sophomores or juniors) and determine whether
they can understand the form. Too often, gradelevel estimates
o¢ complex writing are taken far too literally by researcherswho
have only a superficial understanding of the readability concept.

Document design and layout are at least s importants read-
ability estimates—perhaps more important. One study found
that reducing the readability level og a consent form based on
software recommendationswas not as useful as restructuring
the document by using a different layout.® Instead of just using
text to describe drug side effects and the schedule og clinic vis-
its, they replaced the text with tables and boxes,wd used italics,
bold, wd larger type.

Their research methodology did not, however, include some
important information. The researchers used Correct Grammar
(version and date not listed), and stated only that they edited
each consent form based on software suggestions. However, the

May 1997 APPLIED CLINICAL TRIALS

TABLE 3 Understanding of consent form words?

Study 1°

% under-  Original Suggested

standing  words/phrases words/phrases

90% Waive your rights Give up your rights

82% Topical product Product applied to the skin
75% Placebo } ?

49% Renal Kidney
,41% Protocol Study or study pien

®3% Efficacy Effectiveness

22% Randomly By chance; by flip of s coin

17% Double-blind Neither subject nor

researcher knows...

15% Washout period Explain in detaii
to subject
<10% Took s culture Took © sample
<1% Vehicle preparation Drug in the lotion
Study 210
95% Fracture NI
56% Sponsor Company that makes the test drug
49% Analgesic Pain medication/pain reliever
41% Baseline visit First period
35% Investigator Study doctor
16% Serum MOd
X Concomitant drugs Concurrent drugs

apercentage of respondents who understand consent form words
and phrases and alternative terms suggested as more
understandable.

authors did not specify the style rules they used to evaluate the
forms. For example, the 1992 version (Correct Grammar 2.0 for
Windows, Wordstar Inc., Novato, CA) has 10 style guides (aca-
demic, advertising, basics, business, custom, fiction, informal,
legal, reviewer, and technical), and over 40 settings for spelling
and punctuation, sentence structure, usage and style, and other
factors. Different settings produce different recommendations.
The FDA states that
To meet the requirements of 21 CFR 50.20, the informed consent docu-
ment should be in language understandable to the subject (or authorized
representative) . . . Even when all the subjects speak English, the IRB
should ensure that technical and scientific terms are adequately explained
or that common terms are substituted. The IRB should ensure that the
informed consent document properly translates complex scientific con-
cepts into simple words that the typical subject can read and understand.!
Although the FDA requires that technical and scientific terms
be adequately explained, researchers may interpret “adequate”
in very different ways. One interpretation is to consider the abil-
ity of the patient to understand common words and phrases
found in consent forms. Research with the general public found
that many people had a hard time understanding words and con-
cepts that are commonly found in research consent forms
(Table 3).78 Only 12% knew what an institutional review board
was. Most thought it was a medical records review committee
that decided whether a person should be institutionalized.
Those with a college education understood more than those
with a high school education or less.
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Basic elements of informed consent

The FDA lists eight basic elements Q¥ informed consent.?

" A statement that the study involves research, an
explanation Ot the research purposes @nd expected
duration Ot the subject's participation; @ description ot
procedures to be followed, ond identification ot
experimental procedures.

« A description 017 any reasonably foreseeabie risks or
discomforts to the subject.

« Adescription 0t any benefits to the subject or to others
which may reasonably be expected from the research.

« Adisclosure O appropriate alternative procedures or
courses OF treatment, if any, that might be
advantageous to the subject.

* A statement describing the extent to which
confidentiality Ot records identifying the subject will be
maintained ond that notes the possibility that the food
and Drug Administration may inspect the records.

o lor research involving more than minimal risk, an
explanation as to whether any compensation end en
explanation ss to whether any medical treatment are
available if injury occurs and, if so, what they consist Qt,
or where further information may be obtained.

» An explanation or whom to contact for answers to
pertinent quesBons about the research and research
subjects’rights, and who to contact in the event of a
research-related injury to the subject.

» A statement that participation is voluntary, that refusal
to participate will involve no penalty or loss Ot benefits
to which the subject is otherwise entitled, end that the
subject may discontinue patrticipation at any time
without penalty or loss Ot benefits to which the subject
is otherwise entitled.

Additional elements o informed consent to be used when

appropriate:

« A statement that the particular treatment or procedure
may involve risks to the subject (or to the embryo or
fetus, if the subject is or may become pregnant) which
are currently unforeseeable.

¢ Anticipated circumstances under which the subject’s
participation may be terminated by the investigator
without regard to the subject’s-consent

¢ Any additional costs to the subject that may result from
participation in the research.

« The consequences ov a subject’s decision to withdraw
vcocn theresearchandprocedures vor orderly
termination ov participation by the subject.

¢ A statement that significant nenw findings developed
during the course ov research which may relate to the
subject’s willingness to continue participation will be
provided to the subject.

« The approximate number ov subjects involved in the
study.

Omissions in consent forms

‘The FDA has identified the minimum elements 0¢ a consent
form (see box) . To help researchers, the FDA describes in some
detail the rationale behind each o¢ the elements 0¢ informed con-
sent.! Nevertheless, consent forms are often incomplete in some
elements. Common problems identified by the FDA include
failure to
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¢ include all the required elements

" explain technical/scientific language

* state the experimental nature of the research

* state all the purposes ¢ research

- completely describe the procedures

* describe treatment alternatives

" describe confidentiality strategies

- describe payment

- provide contacts if quesfons arise

" include the “additional elements” when appropriate

* contain specific information (useqg “boiler-plate”forms).
A study of 82 informed consent forms found 18 (22%) to be very
incomplete, lacking nine or more federal requirements, with the
average consentform lacking about five.? If important informa-
tion is omitted from the consentform, it probably won’t be com-
municated to the patient.

The consent process

Of course, it can be argued that focusing on readability over-
emphasizes the written aspectog the consent process. “Informed
consent is more thanjust a signature on a form, it is a process (¢
information exchange that includes recruitment materials, writ-
ten materials, verbal instructions, question/answer sessions,
¢ Indmeasures 0¢ subjectunderstanding.”?

Research on the “consenting process” found that about one-
third of researchers studied gave no indication that they knew
how to speak to subjects about their research.1? About half the
researchers focused on a description of the study’s purpose or
its procedures, but only infrequently did they talk about bene-
fits, risks, alternatives, costs, confidentiality, nonparticipation, or
withdrawal. If basic elements of consent were not included in the
consent form, and if they were not part of the researcher’s dis-
cussion with the patient, it is clear that whatever consent was
obtained was not very “informed.”

Investigators didn’t give subjects much time to ask quesfons
or to think about the project. About 80% of the researchers used
closed-ended quesbons , such as “Do pou understand?” and “Do
pou have any questions?” Such questions are likely to elicit sim-
ple “Yes” or “No” responses. Open-ended questions—such as
those beginning “what,” “when,” or “please describe”—are
likely to elicit more detailed responses.

In theory, the consentform should be only one part(g the
overall consent process. In practice, the consentform seems to
be the major part(g the consent process, which makes its read-
ability and completeness even more important.

There are several ways to enhance the overall consent pro-
cess. One is to become more aware(g problems that have been
identified in consentforms (duration (g participation, research
purpose, experimental procedures, discomforts and risks, bene
fits, snd alternative treatment,for example) and the solutions
that have been presentedfor those problems.!!

Another way is to stop relying on a text-based consentform.,
The AMC Cancer Center in Denver fos been experimenting
with a strategy that included an expert advisory panel (including
literacy experts, data managers, health educators, and medical
professionals), pretesting o¢ consent forms with patients,and
giving patients the opportunity to “circle any words [on the con-
sent form]aou would like explained.”12
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Writing better consent forms

“Readability formulas are concerned
with judging the difficulty levels O
writing . . ~ writeability is concerned
with writing, rewriting, or editing to get
IAose materials TO 1A e desired
readability level.”13 Edward Fry
suggests that writeability can be
improved by considering:

" Vocabulary. use more common (high
frequency) Words, Large WOCdS may
be used as a way ov sounding
pretentious, or selfimportant. Don’t
use words that 1Ae reader doesn’t
know.

" Sentences. Keep sentences short,
bul not always. Sometimes, longer
seAenoes communicate better.
Active sentences are belrer than
passive sentences.

) Parégraphs. ﬁéragréphs should be

short. Use Ais. if needed.

" Cohesion. How well does o

paragraph “hang together”?
Paragraphs should be about a single
thought.

" Personal words. Take personal

credit or blame. This targets 1Ae
sentence TO I1Ae reader.

" Imageability. Use concrete nords

that can be visualized. Use
pictures, diagrams, maps, and
graphs, etc.

" Referents. Make sure 1Xe reader

understands what “it,” “they,” oC
“theirs” refers T0,

" Motivation @nd subject matter. Fry’'s

Readability Principle—is that high
motivation overcomes writing 141 is

hard To comprehend. Know your

audience. With a lower readability

level, readers are more likely to

Keep reading.

Here is some writing advice from
C.A. McKnight, an editor O the
Charlotte Observer:

" Use short, simple words (less than
165 syllables Per 100 WOrds).

* Use more one-syllable words and
familiar words. (There are only
6.000 different words in the Bible.)

* Use personal words; use concrete
words; use short sentences; use
shorter, simpler paragraphs.

¢ Write T0 one person; work with one
basic idea; write affirmatively.

Of particular note is the center’s use of graphic displays of
information, using boxes and weekly calendars to visually por-
tray the schedule for chemotherapy administration. Most con-
sent forms could have been produced on a typewriter—they are
page after page of text, occasionally broken up by words that are
in bold or italic type. They don't take advantage of software that
can produce such aids as charts, tables, graphs, and decision
trees.

A subject’s ability to read and understand a consent form is
not just a function of the form’s statistical readability, but the
ways in which the form can be used both to present information
to the patient and to collect information from the patient. This
exchange of information is the essence of true informed con-
sent. ’
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Can Patients Understand Your Consent Form: The Ethics of Communication

Mark Hochauser, Ph.D.

Recent articles in the Minnesota Psychologist (Albert, 1 997;
Schuchman, 1997) focused on important issues of informed con-
sent in psychotherapy. Missing from these discussions was any
recognition of the roles played by patient reading skills and psy-
chologist writing skills in the consent process.

Patient Literacy

The average American £Aos 12.5 years ov education, but proba-
bly reads at an eighth- or ninth-grade reading level. Table 1
shows the educational attainment of U.S. adults.

Table 1: Educational attainment of U.S. adults (1990 Census)
Educational Attainment
8thgrade Or less

Some high school (no diploma)
High school diploma

Some college (no degres)
Associate degree

Bachelor's degree

Graduate degree

10.4% (27.3 mitlion)
14.4% (37.8 million})
30.0% (78.8 million)
18.7% (49.1 million)

6.2% (16.3 million)
13.1% (34.4 miliion)

7.2% {1.8.9 million)

Percent (Number) of Aduit Population |

Of course, literacy ability varies on o state-by-state basis
(Bureau 0t the Census, 1993). In Kentucky, for example, 19% 0Ot
the population has less than © ninth-grade education, 65% Ass
graduated from high school, and 14% has 3 college degree. in
Minnesota, 9% of the population have less than 3 ninth-grade
education, 83% have graduated from high school, and 22% have
college degrees.

“Average” Literacy skills

But such general statistics don't give @ very detailed picture of
true reading ability. Categorization of peope as “literate” or “illiter-
ate" does accurately portray the continuum ov reading ability. So,
the 1993 National Adult Literacy Survey (Kirsch, Jungebiut,
Jenkins, Kolstad, 1993) investigated the literacy ability of
Americans in terms ov prose literacy (skills needed to understand
and use information from texts), document literacy (skills needed
to find @nd use information in applications, forms, schedules) and
quantitative literacy (arithmetic skills).

On 3 scale from 0-500, the “average” high school graduate
had @ prose score ov 270 (able to interpret instructions from an
appliance warranty), © document score of 264 (able to identify
and enter background information on an application vor @ social
security care), and 3 quantitative score ov 270 (able to calculate
totat purchase costs from en order form). The “average” college
graduate £od 3 prose score of 322 (able to read  lengthy article
to identify two behaviors that meet © stated condition), © docu-
ment score or 314 (abre to use 3 bus schedule to determine an
appropriate bus for @ given set of conditions), end 3 quantitative
score or 322 (able to calculate miles per gallon given on g
miteage record chart).

About 7% of the pqpulation reports that they can't read English

very well; 10% reporis not being able to write English very well:

9% gets help from family Or friends to help them with printed infor-
mation; 12% gets help with filling out forms, and 5% gets help
with basic arithmetic.

Readability Issues

Health care information must be readable. Over the years,
many readability formulas have been developed (| lesch-Kincaid,
[1y, Fog, Smog, etc.) which give @ grade level estimate vOr written
materials. A piece of writing at s grade 15 reading level suggests
that the reader needs three years ov college to read and under-
stand the material. But not really. Grade 15 writing means the
material is complex—too many long sentences (30 words or
more), 100 many big words (more than two syllables), too many
unfamiliar words. Grade leveis only estimate the complexity o the
writing.

Readability is affected by type size (small type is hard to read,
especially vOC older readers), T00 MANV CAPITAL LETTERS
(WHICH SLOW DOWN THE READING PROCESS), number of
Words in @ line or text (40 characters and spaces are best, 60-70
are the maximum), and document layout and design (use of white
space, headings @nd subheadings), @nd font styles (normal, boid,
italics, underlined). Most of these issues are addressed in basic
texts on technical writing.

Informed Consent and the Law

Aithough the federal government specifies that research con-
sent forms should be written in © “language that is understand-
able to the subject” (ZO CFR 50.20), most research O" informed
consent finds that the forms are written at far too high @ reading
level (college or graduate school) vOr the “average” patient/sub-
ject. Clinical consent forms fare nO better than research consent
forms. While most ov the research has focused On biomedical
consent forms, one study (Handelsman, Kemper, et al.; 1986)
focused on consent forms used by psychologists in private prac-
tice. About 30% ov the respondents reported using written con-
sent forms—because they preferred oral agreements. An analysis
ov those consent forms found that they primarily addressed fees,
with little information on treatment risks Or alternative treatments.
The average readability of the consent forms was in the “difficuit’
range—equal to an gcademically oriented magazine.

Much £ss changed in clinical psychology in the past 10 years,
so it is possible that more clinical psychologists are usina written
consent forms, and that the forms are written at © more readable
level. But | doubt it. In a study ov poor and minority patients at two
urban public hospital (Williams, Parker, et al.; 1 935) researchers
vound that 60% could not understand @ standard informed con-
sent document. About one-third ov the English speaking patients
and gver 60% Ov the Spanish-speaking patients £od inadequate
or marginal functional health literacy.

Virtually every readability analysis done on consent forms
(either research OF clinical) concludes that the forms are writtep at
o level that most aduits will have @ hard time reading and under-
standing, and recommends that the vorrns be written at a sixth- to

Continued on page 6
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Ethics of Communication, continued from page 5

eighth-grade reading level—if they are to truly be “informed” con-
sent forms. Otherwise, the forms that patients sign represent
“misinformed” consent at best, and “uninformed” consent at
worst.

Why would clinical patients sign a consent form that they don’t
really understand? Some may sign because they have complete
trust in the clinician—who will do them no harm. Some may sign
because they believe they cannot refuse to sign. Some may sign
just because it's another form that they're given. Some may sign
because they don't want to ask questions ov a clinician who's too
busy to tatk with them. Or, some might sign because they know
that they won't be able 10 understand the clinician’s answers to
their questions. Verbal information can be 35 complicated 3s writ-
ten information. Of course, written consent is only one part ov the
consent process, SO it's possible that the consent discussion is
more understandable to the patient than the consent form.

Ultimately, these problems in communication between health
care providers and patients may require greater legai input. From
o legal perspective, Brandes (1 996) has summarized cases relat-
ed to literacy, heatlth, and the 1an, With respect to consent, she
concluded that:

...the law as it stands suggests that a
health provider could be held
responsible If an injured patient who
signed a consent form can sub-
stantiate that s/e is not literate and had
not bean verbally  informed
about the procedure involved. Some
recent cases as well as case law
from other areas of the law point in the
direction of liabllity.” (p. 28)

Why would clinical patients signa
consent form that they don’t really
understand? Some may sign because
they have complete trust in the clini-
cian—whowilldothemno#am ¢

identification ov experimental procedures.

2) A description ov any reasonably foreseeable risks Or discom-
forts to the subject.

3) A description ov any benelits to the subject Or to others which
may reasonably be expected from the research.

4) A disclosure ov appropriate alternative procedures Or cours-
es of treatment, if any, that might be advantageous g the subject.

§) A statement describing the extent to which confidentiality ov
records identifying the subject will be maintained and that notes
the possibility that the [ ood and Drug Administration may inspect
the records.

B) For research involving more than minimal risk, In explana-
tion 3s to whether any compensation and 3n explanation 3s 10
whether any medical treatment are available if injury occurs and,
if sO, what they consist of, Or where further information may be
obtained.

7} An explanation of whom 10 contact for answers 10 pettinent
questions about the research and research subjects’ rights, and
whom to contact in the event ov a research-related injury 10 the
subject. _

8) A statement that participation is voluntary, that refusal to par-
ticipate will involve NO penalty O loss ov benefits to which the sub-
ject is otherwise entitled, and that the subject may discontinue
participation at any time without penalty or loss or benelits o
which the subject is otherwise entitied.

Additional elements 0o v
informed consent (to be used
when appropriate) include:

1) N\ statement that the partic-
ular treatment Or procedure may
involve risks to the subject (or to
the embryo or fetus, if the sub-
ject is or may become pregnant)
which are currently unforesee-

Treatment vs. Research

Almost in passing, Albert (1997) reports R. Christopher Barden
as saying “Legally speaking, ‘treatment’ modalities that are not
supported by empirical research tend 10 be viewed 3s experimen-
tal procedures.” This is In issue that has long confronted biomed-
ical ethicists, who note that setious ethical problems can arise
when physicians are both healers and researchers (Annas,
1996). Roles (and responsibilities) can be biurred both vor the
researcher/clinician and subject/patient, creating the potentiai vor
serious harm.

Basic Elements of Research Informed Consent

If @ treatment really is more an experimental procedure than an
accepted clinical protocol, basic elements ov research informed
consent cnus| be part of the consent process. Otherwise, the
patient is not given the chance to make 3n informed decision
about her/his willingness to participate in n “experiment.” In the
future, there will probably be more emphasis on this issue from
third-party payers, who may be unwilling 10 pay for “experimental”
therapies, and who may require that their members be given
detaited Informed consent with respect to mental health services.

As 9 model, the FDA (1995) lists eight basic elements of
informed consent, inciuding:

1) A statement that the study involves research, an explanation
ov the research purposes and expected duration ov the subject's
participation, a description ov procedures to be followed, and

able.

2) Anticipated circumstances under which the subject's partici-
pation may be terminated by the investigator without regard to the
subject’s consent.

3) Any additional costs to the subject that may resuit from par-
ticipation in the research.

4) The consequences 07 a subject’s decision to withdraw from
the research and procedures vOr orderly termination ov participa-
tion by the subject.

5) A statement that significant new findings developed during
the course or research which may relate to the subject's wiliing-
nass to continue participation will be provided to the subject.

B) The approximate number of subjects involved in the study.

To help researchers, the [ DA (1 995) describes in some detail
the rationale behind each ov the elements ov informed consent.
Nevertheless, consent forms are often incomplete in some ele-
ments. Common problems identified by FDA include failure to
include ail the required elements, failure 10 explain technical/sci-
entific language, failure 10 state the experimental nature ov the
research, failure to state all the purposes ov research, failure to
completely describe the procedures, failure to describe treatment
alternatives, failure T0 describe confidentlality strategies, failure to
describe payment, failure to give contacts if questions arise, fail-
ure 10 include the “additional elements” when appropriate, and
failure T0 contain specific information (use ov “boiler-plate” forms).
A study or 82 informed consent forms (Goidstein, Frasier, Curtis,

Continued on page 7
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Ethics of Communication, continued from page 6

et al; T 996) vound 18 (22%) to be very incomplete, lacking nine oc
more federal requirements—with the average consent form lack-
ing about five.

Understanding APA Ethical Rules and Procedures

What can @ patient do who £as ethical problems with @ thera-
pist? One strategy is for the patient to contact the American
Psychological Association for a copy of the APA Ethics Rules and
Procedures. About a year ago, the American Psychological
Association revised the APA Ethics Rules and Procedures
{DeAngelis, 1996). One goal was to make the Rules more acces-
sible to the public, by making the Rules more user-friendly, using
language that is understandable to the public at large, taking out
the “legalese.” However, the evidence does not support APA’s
claims ov improvement. My readability analysis ov the 1996 APA
Rules and Procedures round them to be written at @ difficult (sci-

entific) level, dull, very hard vor the average reader. Grade level
estimates placed it at about o fourth-year graduate school reading
level (about grade 20)—edqual to the educational level of less than
7% of adults. [ or @ patient whose native language is not English,
this document would be useless. As shown in Table 2, overall
statistics for the “improved” T 996 version were aimost identical to
the original T 992 Rules and Procedutes!

While these statistics do not address informed consent directly,
they do focus both on the broad context of ethical issues In clini-
cal practice, and the ability of clients 1o understand their ethical
rights within the treatment setting. Such readability analyses lead
to more questions than answers.

What are the ethical implications of giving patients consent
forms that they cannot read or understand? ns @ discipline, is
clinical psychology minimizing the number ov patient complaints
because the patients can’t understand the complaint process?
Just how accurate are annual ethical reports that are based on
patient complaints? Would on independent patient audit give o
more accurate picture? Do psychologists have on ethical respon-

sibility to communicate in ways that the patient can understand?

Editor’s Note: Mark Hochhauser, Ph.D.,
in Golden Valley.

is a psychologist
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How To

Writing for Staff, Employees,

MARK HOCHHAUSER

Patients, and Family Members

Know Your Audience

To whom are you communicating—
staff, employees, patients, or family
members? Each audience may require
different communication strategies
depending on its levelof education,
reading skills, reading comprehension,
and understandingog healthcare
terminology.

Mark Hochhauser, Ph.D., is a consultant in
Minneapolis, Minnesota.

Words common to healthcare

providers may be completely unfamiliar
to patients and their families, so you
cannot assume that everyone has your
level ¢ vocabulary. Ask yourself if you
are writing based on the words that you
know and understand—or based on the
words that your audience knows and
understands.

One method 10 assess your audience is
to consider adult educational attainment

S

{1990 U.S. Census): About 25
percent of Americans have less
than a high school diploma, 30
percent are high school gradu-
ates, 25 percent have some col-
lege or an associate degree, 13
percent have a bachelor’s
degree, and 7 percent have a
graduate degree. Although that
national summary of educa-
tional attainment may give an
overall picture, there is consid-
erable state-to-state variation,
g0 writing styles may have to
be tailored furtherfor your spe-
cific target audience.
Educational attainment is
only one estimateog reading
ability. Readability researchers
often determine the complexity
o¢ written materials by first cal-
culating their reading level
fng formulas such as the
Flesch, Flesch-Kincaid, FOG,
or SMOG. These formulas
were originally developed 10 be done by
hand, but all have been converted 10
software so that entire documents can be
evaluated. Some of the formulas can be
found in grammar checking sections of
word processing programs. Many read-
ability programs were developed to eval-
uate schoolbooks to makesure that the
reading level required by the textbook
was right for the reading level achieved
by the students.! By comparing the result



to national educational acainment stats-
tics, you can judge that particular materi-
als ue too complex for a certain percent-
age o¢ the general population. For
example, a brochure written ar a gradu-
ate school reading level is only under-
standable to 7 percent of the population.

A few studies have madeassessments
of the actual reading ability of aspecific
target audience. Jubelirer, Linton, and
Magnett (1994) tested oncology clinic
patientsfor their reading vocabulary and
reading comprehension. Interestingly,
they found that althoughthe patients
averaged 12.5 years(g education, their
reading vocabulary was at grade 11.3,
and their reading comprehension at
grade 10.5~—two grades lower than their
actual educational achievement. A study
or parents in a pediatric setting (Davis et
al. 1994) found that although the par-
ents averaged approximately 11.5 years
of education, their actual reading skills
werc at the seventh or eighth grade
level—abour four grades lower.

Such findings suggestthat self-report-
ed education levels willprobably over-
statepatients’ actual reading ability by
two to four grades and that marerials
should be written to match readers’
actual reading ability—not their highest
level of education.

Internally, staff and employees proba-
bly show similar discrepancies. Materials
for broad distribution in-house could be
based on human | ‘rsourcedepartment
data on employee educational attain-
mew, minus two to four grades. While
healthcare professionals with advanced
degrees might be expected to read and
understand almostanything, it's never-
theless true that overcomplicated writing
may require too much time and effort to
be effectively read andunderstood.

The Literacy Continuum

People are not just literate or illiterate
but have varyingdegreesog reading abil-
ity, and research shows that good readers
and poor readers use very different read-
ing strategies (Doak, Doak, and Root
1996). Forexample, whereas good read-
ers interpret the meaning of what they
read, poor readersoften take instructions
literally, without interpreting themdif-
ferentlygor new situations, following

instructions g the letter even when it
may nol be appropriate. Good readers
read automarically;poor readers read
sentences one word at a time, forgetting
earlier words and missing the meaning
of sentences, a problem made worse by
sentences with toe many words (over
25) to br held in working memory.
These problems can be minimized by
using concreteexamples that show the
reader how 10 use the information, by

Vol. 76, no. 1, Wikter 1 998

writing sentences with fewer words, and
by organizing sentences more coherently.
Good readers gethelp withunusual
words, using a dictionary or asking
someonegQ[ the meaning. Good readers
ue persistent, but poor readers often
skip overunusual words and tire easily.
Skipping over toomany words Orstop-
ping before all words have been read is
almost guaranteed to confuse thepoor
reader. Finally, whereas good readers
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understand the context of the writing,
poor readers miss the context, cannot
make inferences about what they have
just read, and are often unable to con-
nect what they read 19 their gan lives.

These problems can be minimized by
using more common no(ds , by defining
uncommon words, andby givingcon-
crete examples that will help readers
connect the information 10 their lives.
This last point requires that writers
understand no | only health information
but also reader characteristics (age, gen-
der, ethnicity, community) that will help
shape the content ()¢ the writing,

Know Your Vocabulary

Healthcare is full of jargon,complicated
Mocds . and abstract concepts that many
people outsidegg healthcare 6nd hardto
understand. That suggests that healch-
care-related terms frequently need to be
translated into“plain English” by replac-
ing complicated words with more com-
mon ones.Of course, context, 35 well : 15
meaning, is integral to word choice.
Steinert (1977) has an informed consent
glossary of technical medical terms that
canbe very helpful in translating med-
ical terms 10 lay language.

Dumbing Down versus

Confusing Up

"Some will argue that writing inplain
English is “dumbing down” the language.

Bur there are good reasons to write

health information in plain English:
Health information may involve life and
death decisions, and patients who don’t
understand complicated healthcare infor-
martion could ge | sicker,or even die.

Too ofen patients may be labeled
noncompliant because they did not fol-

on written directions. It is easier to
blame the reader than ¢o blame the
writer, but either way, efforts to assign
blame do no good. On the other hand,
somecompliance problems can be avert-
edif patients are involved in theplan-
ning, writing, and evaluation 0% an orga-
nization’s written materials.

For example, in October 1995, the
Minnesota Health Data Institute dis-
tributed one million copies of “You and
Your Health Plan,” a reportona
statewide survey g 18,000 Minnesota
consumers’ opinions about their health
plans. The report was very technical; a
compurter program that assesses read-
ability placed it at a second or third
year college level, indicating that it
would Pe “difficult” or “very hard” for
theaverage reader 10 understand. In
addition, readers of the report were
asked to feep six issues in mind when
comparing plans: (1) response rate, (2)
plan comparison, (3) numbers and
symbols, (d) sample size, (5) benefits
and coverage, and (g) margin g error.
No guidelines were offered as to how ro
mentally juggle these six issues while
trying 10 make a decision. Given the

writing style of the survey,and its14
pages g bargraphs, would average
Minnesotans be able to usethereport
10 make an informed choice about their
healthcare plan?

After a million copies of the report
were distributed, the Minnesota Health
Data Institute evaluated consumer reac-
tion to it. It turned out, unsurprisingly,
that although most people had seen oc
readthe report, fewer than half found
it helpful, describing ites cumbersome,
complex, and detailed (Hibbard and
Jewett 1997). At least some of these
problemscould have been averted if the
materials had been written in collabora-
don with members of the public who
were expected to read, understand, and
act on the information in the report.

How to Evaluate Written Materials

There are several strategies for evaluating
written materials. The best way is 10
pretest them on a small group og people
from your target audience, perhaps
using a focus group format. Give group
participants your written materials and a
highlighter to identify those sections
that they have a hard time understand-
ing. Talk with them in detail about what
they understand, what they don’t under-
stand, and what can be dore to improve
the materials. If you simply ask, “Do
you understand this information?” such
a closed-ended question is almost guar-
anteed to elicit a “yes” response.



Another strategy is to use readability
formulas (or software) to estimate the
complexity of the writing. Word pro-
cessing programs ofen gorne with a
grammar checker that gives a grade level
estimate using standard readability for-
mulas. Before relying too heavily on
readability formulas, however, writers
should have a deeper understanding og
the strengths and weaknesses og such
formulas (Hochhauser 1997). A third
way is to test the health literacy o¢
patients using instruments such as the

REALM (Rapid Estimate of Adule Liter-

acy in Medicine), a two to three minute
assessment Og a patient’s ability to read
common medical words and lay terms
for body parts and illnesses (Murphy e |
al. 1993).

On a less-formal level, ask family
members (teenagers, parents, grandpar-
ents) to read and critique the informa-
tion. But train them and provide some
objective criteria to evaluate the infor-
martion, such as the SAM (Suitability
Assessment og Materials) developed by
Doak, Doak, and Root (1996). The
SAM involves scoring 22 items by six

-

Mark Hochhauser, Ph.D.
Consultant

factors (content, literacy demand, graph-
ics, layout and typography, learning
stimulation and motivation, cultural
appropriateness) and can be very helpful
in evaluating a singledocumentorin
comparing different documents. All og
these evaluation strategies come with
some costs—materials, computer soft-
ware, training time, and the riskog find-
ing our that materials are not as well
dore as originally thought. However,
evaluating written materials is the only
way to ensure that they are appropriate
for the intended readers and that the
writing does o | create more problems
than it solves.

This article is written at about a
fourth-year college reading level.

NOTES

1. The software program “Readabilicy Cal-
culations,” which has 7-9 readability pro-
grams, is availablegor about $50 from: Micro
Power & Light Co., 8814 Sanshire Avenue,
Dallas, TX 75231; 214/553-0105.

2.The informed consent glossary by Stein-
ert can be obtained from Bruce W. Steinert,
Ph.D., Department of Urology, William
Beaumont Hospital, 3601 West Thirteen
Mile Road, Royal Oak, MI 48073-6769.

Readability Consulting

How readable is your writing?

Email; MarkH38514@aol.com
Phone: (763) 521-4672
Fax; (763} 521-5069

3344 Scott Avenue North
Golden Valley, MN 55422
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BY MARK HOCHHAUSER, PHD

A communications expert
offers advice on improving
memberpub|jwbons °

€ an the members of your health
plan read and understand your
organization's written materials?

Before you answer that question, see bay

you respond tothese eight questions.

oes your writing have
goul?

at do you want your writing to

ccomplish? Do you expect patients to
T become more knowledgeable on a
topic, or do you expect your materials to
cause patients to change their attitudes
or health behavior?

Changing knowledge is fairly easy;
changing artitudes and behaviors is much
more complicated. A single brochure or
booklet is not likely 1o change the way
peoplebehave. Review the health behavior
liverature 10 make sure that your goal is
consistent with what's known about
behavior change. If you do have a goal gor
your writing, try to find a way €0 evaluate
how well your goal is met. The continuing
assessment (g your written materials can
be a part of an overall continuous quality
Improvement strategy.

“We first make sure we write about
issues crucial 10 our members,” says Lori
Campbell Tighe, publications manager
at Harvard Pilgrim Health Care, a
Brookline, Mass.-based health plan. “To
gather story ideas we seek counsel

HEALTHPLAN

Manager’s Notebook @

Eight Tips For Writing
More Etfectively

from our internal network (g contacts
who deal directly with member issues.
Member Services, which handles all
member questions, serves as an excellent
resource. Our primary member publica-
tion has a clinical review board, a group
og three key doctors who monitor the
pulse of our members’ health concerns.”

—_—

Arfg your materials readable?
Wﬁtten materials must be readable.
%%er the years, many readability formu-

j‘,‘.‘;l’as have been developed, including the

ﬁfz)mated Readability Index, Coleman-
liau Formula, Parr-Jenkins-Paterson

Formula, Flesch Reading Ease Score,
Flesch-Kincaid Formula, Fry Graph,
Gunning Fog Index, and the Smog
Index. Using somewhat different meth-
ods, each formula gives a grade level esti-
mate gor written materials. For example,
something written at a grade 15 reading
level suggests that the reader needs three
years qg college 10 read and understand
the material.

Although writers often rely on this
grade level estimate, readability formulas
are ro| that precise, since they're really
trying to assess the complexity og
the writing. Some health materials are
written at a graduate school reading
level—grade 17 wd above. This doesn't
mean that you need a graduate degree 10
read it (even a PhD doesn't help eorso ine
brochures), only thar the material is
very complex—to0o many long sentences
(30 words or more) and 100 many long

127{ NOV/DEC)

words (more than two syllables).
Although most g these formulas
can be done “by hand,” they are@w avail-
able in some word processing programs,
in stand-alone programs, or in freeware
or shareware on some online services,
such as CompuServe or America Online.
DOS-based programs include Corporate
Voice, Ciritic, FS Text, Prose, Pro-Scribe,
Readability Plus, and Writing Style
Analyzer, while Windows-based programs
include Correct Grammar, Grammatik
6.0, Key Grammar Checker, and Right-
Writer 6.0. Because (g rapid changes in
the software field, some of these programs
may be difficult or impossible to find.

Is your writing legible?

ghhetimes, information is written in a
tyP§
ifg. This is a problem particularly gor

ee that is just £00 small to be read

Quidcr readers who have more problems

with their eyesight than younger patients.
Reading ease may be affected by:
- Using too many capital letters, 35 a way
o¢ emphasizing certain informarion,
RESEARCH SHOWS THAT CAPI-
TALS SLOW DOWN THE READ-
ING PROCESS. THEY HAVE NO
ASCENDERS (LETTERS THAT €0
ABOVE THE LINE) OR DESCEN-

DERS (LETTERS THAT € 0

BELOW THE LINE) TO HELP YOU
RECOGNIZE WORDS. THEY
TEND TO BE READ LETTER-BY-
LETTER AND SHOULD NOT BE
USED FOR CONTINUQOUS TEXT.
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*Squeezinggop many words intoalinegg
text. The best line length seems to be
abou | 40 characters and spaces, with a
maximum of 60-70. People with mid-
dle-aged (or alder) eyes may have a hard
time reading very small print.

* Using sanserif type. Sanserif type
faces don't have the small picks
that extendfrom the edges o[ each
character. These type faces are
harder toread.Serif type faces, which
do have the small picks at the edges of

each character, are easier to read.

What is the reading level of

“ your members?

The; “average” American has about 12.5
years Qg education, burtprobablyreads ac
a 9thor 10th grade reading level—or less.
Do you know the“literacy demographics”
o€ your members?If not, thereare several
ways that you can at least estimate
their reading level. Your marketing
department probably has information on
the educational level of your members;
talk to them about a breakdown by edu-
cation—keeping in mind that many
people read lower than their highest
grade level.

Or, get literacy information from your
state department Qg education. Statistics
vary considerably from state to state.
For example, only 7.5 percent of the
West Virginia population has a bachelor's
degree, compared to 18 percent of the
Colorado populadion. If you write fora
national health plan, review the 1993
National Adult Literacy Survey (NALS)
done by the U.S. Department of
Education. Know your readers before you
Sart to write.

! Do’ you write to impress

or inform?

th care has its gan jargon—words,
ses, and concepts that are easily
yiderstood by others in the field, but
almost incomprehensible 10 the average

reader. Sometimes, it's hard to separate

HEALTHPLAN P29

your ego from your writing, which iswhy
some writers have such a hard time with
criticism. They see the criticism 35 Mo |
just a reflection of their writing style, but
of themselves. If you use alotof jargon,
very few people will be able 10 criticize
your writing. Your writing may be
impressive, bu | it won't beclear. If your
goal is to communicate and inform the
patient, write ata simpler level. Reading
researcher Edward Fry offers thesetipsfor

“writeability”:

* Use more common words. Don't use
wordsthat the readerdoesn’t know.

“Keep sentences short, but not always.
Sometimes longer sentences are better,
bu | active sentences are almost always
be | fer thanpassive sentences.

- Keep paragraphs short, and uselists if
they will help.

* Be organized. Use the Statement-
Example Restatement (SER) sequence.
Use subheadings. Use signal words
10 indicate a sequence (first, second,

third); a reverse idea (however, bur);

or uncertainty (maybe, if).

* Use concrete words that create an image.
Use pictures, diagrams, oc graphs.

* Use shorrt, simple words—fewer than
165 syllables per 100 words.
Use more one-syllable words and
familiar words. (There are only 6,000
different words in the Bible.)
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o you blame the patient or
blame the author?
SoRgetimes, patients don’tbehave the way
thag health care providers think they
hgldl behave. These patients may b e
described as problem patients or non-
compliant patients because they're no!
“following instructions.” Or maybe they
just can't read and understand the
instructions. While personal responsibili-
ty is a key part of health care, writers must
be aware of how their writing may con-
tribute to the problem.
Unhealthy behaviors may be linked
10 three informational problems. First,
the information (written at a college read-
ing level) may not be readable by the

patient (reading at a junior high reading

level). Second, even if it is readable,
the information may be conceptually
too complicated 10 understand. If
they can't understand it, they can't act
on it. Third, even if the information is
both readable wd understandable, it may
not fit with the patient’s cultural
belief system. While the American health
care system emphasizes personal control
over health, many cultures are much
more faralistic, believing that health is
to God's

their own behaviors. In our increasingly

due more will than to
multicultural society, a one-size-fits all
approach 1o written information will
not wotk for everyone, and may do

harm to some.

HEALTHPLAN
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[ What are the ethical implica-
tions of your writing?

i . N
Sgme health information, such as an

ifformed consentform, provides patients

Jwith information regarding the risks asso-

ciated with specific medical procedures so
that they can decide whether to partici-
pate or nol Some consent forms contain
both medical and legal jargon, often pro-
ducing a document that may be difficule
‘for the patient or the patient's family to
understand.

Even if a patient has signed such a
consent form, ethicists have argued over
whether the consent was truly “informed”
or “uninformed.” Just because a patient
signs a consent form does not necessarily

mean that the patient understands the
consent form. Thus it is important 10
buttress consent forms with personal
contact by health plan staff 10 answer
questions ond to assist the patient in
making a decision sbou the treatment or
procedure.

§ you test your materials?

# makesure it is communicating clearly,
ard Pilgrim Health Care does mem-

Ssurveys polling its success rate in com-

Wupfinicating key information, readability,

and interest. It then uses that information
10 fine-tune its publications, says Tighe.
The bes| way 10 ensure that your
materials are readable is Totest them with
a representative sample o memberswho

| 30| Nov/DECH

materials that

will be expected 10 read the materials,
If you're doing a brochure on mammo-
grams, bring in a small group g women
who have had mammograms to help
you write the brochure. Or, write the
brochurefirst, and then test it in a focus
group setting. You will be astonished at
what you find.

PacifiCare, for example, tests its
materials. “We ask members ind non-
members abou| the balance o[ text €0
graphics, the length 0¢ the publication,
which articles they read in-depth,
which they skim, and which they don’
read,” says Marge Grey, director og
publications for the Cypress,Calif.-based
health plan. “We then use that informa-
tion to make changes 10 content and/
or design.”

Reading researcher Jane Chall notes
that for good readers, reading level may not
be a problem, since they can read ond
understand complex writing, Burt reading
level may be a major problem for poor
readers, who may have reading strategies
that make it hard for them 10 read and
understand unfamiliar material. They may
skip over words they don'tknow; or throw
the booklet away, or conclude that they're
“dumb” because they don't understand.
Long words may interrupt their train o[
thought, slowing down the automatic pro-
cessing of words that is essential for read-
ing. Health care writers often think of
readers as asingle audience, rather than a
group made up of excellent readers,average
readers, poos readers, and illiterare readers.

Even so, many writers find testing €0
be too threatening, £00 time consuming, or
too expensive, and will continue to wrire
u e appropriate for other
health care providers, but inappropriate for
the patient. If you don't havethetime or
money 10 do it right the first time, where
will you get the time and money 10 do it
right the second time—or third time? g

Mark Hochbauser, PhD, is a consultant
in Minneapolis.
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Mark Hochhauser, Ph.D.

3344 Scott Avenue North
Golden Valley, MN 55422-2748

Telephone: (763) 521-4672
Fax: (763) 521-5069
E-mail: MarkH38514@aol.com

Recent Invited Conference Presentations

Title: “...in language understandable to the subject(?)”
Date: June 8 - 9, 2000
Conference: Sensitivity in Research Involving Individuals with Cognitive Impairment, Genetics,
and Tissue Banks ‘
Location: Hyatt Regency, Chicago
Sponsor: Office for Protection from Research Risks, Food and Drug Administration, National
Human Subjects Protections Workshop

Title: Engaging Consumers to Make Them Care

Date: May 5-7, 1999

Conference: 1999 Spring Meeting--Preparing for the New Benefits Role in Corporate America
Location: Hotel Washington, Washington, DC :
Sponsor: Employers’ Managed Health Care Association

Title: Improving Readability of Financial Information

Date: April 22-24, 1999

Conference: American Accounting Association--Midwest Region 1999 Meeting
Location: Minneapolis Airport Hilton Hotel

Sponser: American Accounting Association Midwest Chapter

Title: Content and Context. Choosing healthplans and providers: How should we select, integrate
and frame comparative information for consumers?

Date: December 10-11, 1998

Conference: Making Quality Count: Helping Consumers Make Better Health Care Choices

Location: Hyatt Regency Crystal City, Arlington, VA

Sponsor: Health Care Financing Administration

Title: Keynote address: Public Reporting of Provider and Plan Performance

Date: July 20-21, 1998

Conference: Measuring Quality Making Waves Conference

Location: Providence Marriot, Providence, RI ‘

Sponsor: National Association of Health Data organization (NAHDO); Rhode Island Department
of Health



Mark Hochhauser, Ph.D.

3344 Scott Avenue North
Golden Valley, MN 55422-2748

Telephone: (763) 521-4672
Fax: (763) 521-5069
E-mail: MarkH38514@aol.com

Clients:

Federal Agencies:
National Institute on Drug Abuse
National Institute on Alcohol Abuse and Alcoholism
National Institute of Mental Health
Center for Substance Abuse Prevention
Center for Substance Abuse Treatment
Center for Mental Health Services
Centers for Disease Control and Prevention

National Prevention Evaluation Resource Network
Minnesota Lung Association

Minnesota State Department of Education

Group Health, Inc.

American Indian Health Care Association

Management Medicine Foundation

Minnesota Project Innovation

North Memorial Health Care: Institutional Review Committee
University of Texas Medical Branch at Galveston '
Council on Prevention and Education: Substances (COPES)
Medtronic, Inc.

National Steroid Research Center Advisory Committee
University of Minnesota

College of St. Catherine--Minneapolis

University of St. Thomas--Minneapolis

Summers Press, Inc.

Essex Consulting, Inc.

Brosnahan, Joseph & Suggs, P.A.

Gelhar & Ousky, P.A.

State Street Research

Foundation for Accountability

Riffenburgh and Associates

Cardiovascular Consultants, Inc.

Patient Learning Associates, Inc.

BLS Legal Services
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