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Consent Documents for Oncology Trials: Does Anybody
Read These Things?

S. Michael Sharp, PhD

Abstract: This study was conducted to assess the readability and
length of informed consent documents used in clinical trials in
oncology. One hundred seven consent documents from clinical
protocols open to accrual at the Emory University Winship Cancer
Institute were quantitatively analyzed. These included trials spon-
sored or organized internally, by commercial interests, and by
various cooperative groups. Each form was analyzed using the
electronic text version of the consent document approved by the
Emory University IRB. Readability software was used to determine
the length of each document and 2 measures of readability: The
Flesch Reading Ease Score and a grade-level readability estimate
using the Gunning Fog Index. The mean length = SD was 2709 =
971 words or 10.8 = 3.8 pages. The mean * SD Flesch Reading
Ease Score was 45.48 = 5.24. The mean = SD grade level using the
Gunning Fog Index was 11.9 = 1.53. None of the consent docu-
ments were written at or below the 8th-grade reading level; 1.8%
were at or below the 9th-grade level; 10.5% were below the
10th-grade level. Results were similar regardless of study sponsor.
Consent documents for clinical trials in oncology are lengthy and
complex to the point that is unlikely that most patients will be
willing to read them or be able to understand the concepts they
discuss. IRBs and cooperative group review committees are either
unwilling or unable to enforce widely accepted readability standards
for the consent document. We discuss the implications of this
situation and suggest ways to improve it.
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n most settings, federal regulations require that each subject
(or their legally authorized representative) sign a consent
document prior to participating as a subject in a research
study.! The rationale for this requirement is that the consent
document should provide the information that the subject
needs to make an informed decision about research partici-
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pation. For the consent document to be useful, it should be
short enough for the subject to be willing to read it com-
pletely and it should be written in language that is simple
enough for the subject to understand without difficulty. Fed-
eral regulations do not mention the length of the document,
but the choice of language is addressed in the requirement
that “The information that is given to the subject or their
representative shall be in language understandable to the
subject or representative.”

Over the past 15 years, numerous studies have evalu-
ated the readability, and in some cases the length of the
consent documents used in clinical trials. In general, these
studies have found that consent documents are long and
complicated to the point that the average person in the United
States is likely to find them difficult to read.” ® At the Federal
level, concern about the complexity of the consent document
has been expressed in determination letters from the Office of
Human Research Protection that list complex language in the
consent document as a violation of Federal research regula-
tions.”

Writing consent documents that are short and easy to
read is particularly difficult in oncology studies, where the
treatments are often complicated and a wide range of serious
toxicities are possible. The last major evaluation of the
consent document in oncology trials was published in the
Journal of Clinical Oncology in 1994 by Grossman and
colleagues.'® They found that consent documents were, in
general, likely to be very difficult for the average person to
read. As a result of these kinds of studies, improving the
readability of the consent document has been a major goal of
both oncology researchers and Institutional Review Boards
(IRBs). The purpose of this study is to evaluate the current
status of these efforts as measured by the length and read-
ability of consent documents that are currently being used in
a large group of oncology studies at the author’s institution.

METHOD
One hundred seven informed consent documents that
describe clinical protocols that were opened for accrual at the
Winship Cancer Institute of Emory University were analyzed
to determine their readability and length. Consent documents
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for protocols involving only the collection of laboratory
specimens were excluded. All of the consent documents
evaluated in this study had been approved by the Emory
University School of Medicine IRB and the Clinical Research
Review Committee of the Winship Cancer Institute. The
documents studied included both trials sponsored by cooper-
ative groups and pharmaceutical sponsors (including investi-
gator-initiated trials funded by commercial entities). The
sponsoring organizations were: Eastern Cooperative Oncol-
ogy Group (ECOG) 35 trials; commercial sponsors (pharma)
28 trials; Gynecologic Oncology Group (GOG) 17 trials;
New Approaches to Brain Tumor Trials (NABTT) 14 trials;
Radiation Therapy Oncology Group (RTOG) 8 trials; and
National Surgical Adjuvant Breast and Bowel Project
(NSABP) 5 trials.

Each of the consent documents evaluated was available
as electronic text and each had been formatted to meet the
requirements of the approving IRB. Each was scanned elec-
tronically into a word processing program (Microsoft Word),
and the number of words was counted using the automatic
word-counting feature of the program. Similarly, the pro-
gram’s readability statistic feature was used to determine the
Flesch Reading Ease Score. The Gunning Fog Index was
determined by using a second word processing program
(RightWriter 4.0)."" The final version of the consent docu-
ment, as approved by the Emory University IRB, was used so
that any effect of IRB review would be reflected in the
results.

Readability is linked to the difficulty of the material
being presented, usually measured by word length, and the
complexity of the material being presented, usually measured
by sentence length. The Flesch Reading Ease (“FRE”)'? score
is a measure of a document’s overall readability based on
word difficulty and sentence length. The FRE is reported on
a 100-point scale; the higher the score, the easier it is to
understand the document. The FRE provides a measure of
readability that is not tied to the concept of educational level.
However, a score of 60 or more is generally associated with
a 9th-grade or lower educational lever, while a score in the 30
to 50 range would be associated with college level reading
materials. The FRE is determined using the following for-
mula: 206.835 — (1.015 X ASL) — (84.6 X ASW) where:
ASL is the average sentence length and ASW is the average
number of syllables per word). While the FRE score can be
determined from a sample of at least 100 words from a given
document, the scores reported in this study were based on an
analysis of the entire document.

The Gunning Fog Index (“GFI”)'? is also based on an
analysis of sentence length and word complexity. The for-
mula for calculating GRI is: 0.4 (average sentence length +
percent words of more than 2 syllables). Contractions, hy-
phenated words, and compound words were counted as single
words, and to determine the number of polysyllabic words,
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the base words for all hyphenated words were used. As with
the FRE, the GFI can be determined from a small (100-word)
sample of the text, but in this study the full text of each
document was used in the analysis. The GFI provides a
measure of readability that is linked to the average number of
years of education required to read the material with com-
prehension.

Both of these indices of readability are widely used,
and neither is a perfect measure of readability, but both have
been evaluated for reliability and validity using measures of
reading speed, expert judgment, readership, and comprehen-
sion, with correlation ranging from 0.62 to 0.90.'*'® Some
variance in the calculation of readability scores using differ-
ent computer programs has been noted, but the reliability and
consistency of individual programs is high.'” To provide a
basis for comparison, the same measures of readability have
been determined for 2 nonmedical samples. The Flesh Read-
ing Ease and Gunning Fog Index scores were determined for
20 sequential Ann Landers newspaper columns and 10 con-
secutive lead editorials in the Wall Street Journal.

These comparative readability scores have been previ-
ously reported.®

Data obtained were subjected to descriptive statistics,
including determination of the mean, standard deviation (us-
ing N-1 weighting), and determination of the 95% confidence
interval around the mean.

RESULTS

The consent documents examined were from studies
sponsored by several National Cancer Institute recognized
cooperative research groups (79 documents) and by commer-
cial/pharmaceutical sponsors (28 documents).

Table 1 presents the results of the analysis of the length
of the consent documents, both for the total and for each of
the cooperative groups or for those receiving commercial
sponsorship. The documents in this sample ranged from 955
to 6453 words, with the mean being 2709 words. This is the
equivalent of an average length of 10.8 pages (assuming 250
words per page), with a range of from 3.8 to 25.8 pages of
text. The only statistically significant (P = 0.05) difference
between groups was between the GOG and each of the other
groups as well as the entire sample. Although the NSABP
trials were generally longer (ie, included more words) than
the others, the difference was not statistically significant. The
average length of the comparison documents was 248.4
words for the Ann Landers columns and 321.8 words for the
Wall Street Journal editorials. Recommendations for adult
learning materials suggest that readers are more likely to read
articles of less than 1000 words than longer articles.'® Longer
documents may be perceived as threatening by subjects,
particularly those with less formal education. Also, the
amount of time available to read the consent document is
often limited, and the length of the documents may make it
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TABLE 1. Analysis of Document Length (Number of Words) by Sponsor Type

Sponsor Type Range Mean (95% CI) Mean Pages* Standard Deviation
ECOG (n = 5) 1224-6046 2915.30 (£ 356.49) 11.7 1037.77

GOG (n = 17) 14512675 2176.8 (= 195.96) 8.7 381.13
NABTT (n = 14) 955-5196 2805.79 (£ 614.32) 11.2 1063.97
NSABP (n = 5) 1108-6463 3651.2 (£ 2505.0) 14.6 2018.2

RTOG (n = 8) 2205-2799 2478.63 (£ 172.87) 9.9 206.77
Pharma (n = 28) 9024513 2623.6 (= 318.77) 10.5 822.07

Total (N = 107) 902-6453 2709.15 (186.13) 10.8 971.28

ECOG, Eastern Cooperative Oncology Group; GOG, Gynecologic Oncology Group; NABTT, New Approaches to Brain Tumor Trials; NSABP, National
Surgical Adjuvant Breast and Bowel Project; Pharma, commercial sponsors; RTOG, Radiation Therapy Oncology Group.

*1 page + 250 words.

difficult for subjects to carefully and completely read it
during the informed consent encounter.

Table 2 presents results of the analysis of the Flesch
Reading Ease score. The mean score for the entire sample
was 45.68 (95% confidence interval 44.68—-46.68), which
roughly equates to a college level of reading difficulty. There
were no statistically significant differences between the doc-
uments from any of the sponsoring groups. The most difficult
document to read was a consent document for a pharmaceu-
tical trial, while the easiest to read was for a trial sponsored
by the ECOG.

Table 3 presents results from the analysis of the Gun-
ning Fog Index. This index is expressed in the number of
years of education required to read the material comfortably.
Many authorities have proposed that consent documents and
similar documents should be written at approximately an
8th-grade level, consistent with the findings of the National
Adult Literacy Survey that found that 21% of US adults are
functionally illiterate and 27% have marginal literacy skills."®
An 8th-grade reading level is also recommended by the

TABLE 2. Flesch Reading Ease Score by Sponsor Type
Standard
Sponsor Type Range Mean (95% CI) Deviation
ECOG (n = 395) 38.7-58 47.56 (£ 1.9) 5.54
GOG (n = 17) 35.6-52.3 43.78 (£ 2.63) 5.11
NABTT (n = 14) 413495 46.16 (= 1.23) 2.12
NSABP (n = 5) 43.6-49.5 46.16 (= 4.83) 5.14
RTOG (n = 8) 38-48.7 43.18 (£ 2.56) 3.06
Pharma (n = 28) 28.1-52.7 44.05 (= 2.12) 2.12
Total (N = 107) 28.1-58 45.68 (£ 1.0) 5.24

ECOG, Eastern Cooperative Oncology Group; GOG, Gynecologic On-
cology Group; NABTT, New Approaches to Brain Tumor Trials; NSABP,
National Surgical Adjuvant Breast and Bowel Project; Pharma, commercial
sponsors; RTOG, Radiation Therapy Oncology Group.
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National Cancer Institute.>° The reading level of the consent
documents in this sample ranged from 8.3 to 17.5 years.
Thus, some of the documents would be accessible to an
individual who had completed the 8th grade, while the most
difficult would require a level of sophistication required of a
graduate student. The mean score for the sampled documents
was 11.9 (95% confidence level 11.6—12.2), which indicates
that most of the consent documents evaluated would require
a high school education to read. In the present study, none of
the consent documents evaluated was written below the
8th-grade reading level, and only 2 (1.8%) were below the
9th-grade level. Only 11 (10.3%) met the more liberal as-
sumption that consent documents should be targeted at a
10th-grade reading level.

DISCUSSION

The problem of readability of consent is not a new
finding. The results of the our study are very similar to the
results of the study of informed consent documents used in
oncology clinical trials conducted a decade ago by Grossman.
That study'® was comparable in many respects to the present
study: Both were conducted at academic medical centers;
both included only consent documents approved by the insti-
tution’s IRB; both included consent documents for studies
designed and sponsored by a variety of groups, including
many of the same cooperative study groups. In the Grossman
study, only 1.0% of the consent documents evaluated were
written at or below the 8th-grade level, and none in the
present trial were written at or below that level.

Consent Document Length

Data are scarce on the impact of length on the read-
ability of consent documents. Both our general experience
and formal studies demonstrate that the longer the document,
the less likely are people to read it. What little data there are
on this factor suggest that, in an educational context, people
are unlikely to read entire documents that contain more than
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TABLE 3. Gunning Fog Index Reading Level by Sponsor Type

Sponsor Type Range Mean (95% CI) Standard Deviation Percent <10.0 Grade
ECOG (n = 35) 8.3-15.2 11.6 (£ 0.62) 1.79 22.9%

GOG (n = 17) 10.0-15.1 12.67 (* 0.85) 1.65 5.9%
NABTT (n = 14) 11.0-12.6 11.7 (= 0.30) 0.52 0

NSABP (n = 5) 9.5-13.0 11.52 (= 0.86) 1.20 20%

RTOG (n = 8) 11.1-15.1 12.4 (£ 1.11) 1.33 0

Pharma (n = 28) 9.8-17.5 12.11 (= 0.57 1.47 3.6%

Total (N = 107) 8.3-17.5 11.9 (= 0.30) 1.56 10.3%

ECOG, Eastern Cooperative Oncology Group; GOG, Gynecologic Oncology Group; NABTT, New Approaches to Brain Tumor Trials; NSABP, National

Surgical Adjuvant Breast and Bowel Project; Pharma, commercial sponsors; RTOG, Radiation Therapy Oncology Group.

1000 words, or about 4 pages.'® A recent study by Burman
and colleagues shows that the length of multicenter trail
consent documents has steadily increased since 1975.2! Our
study does not span this kind of time-frame, but at the very
least we can conclude that consent documents are not getting
shorter with time.

Another factor is, if one assumes that a subject can read
at a rate of 200 to 225 words per minute, the average for a
high school graduate in the United States,*? the typical
document included in our study would take 12 to 14 minutes
to read. In view of the complexity of the issues discussed in
the consent document, most people will probably need to read
portions of the document several times to understand it. The
time required to read the consent document is an important
issue because experience suggests that the time spent on the
entire consent process in clinical trials is often quite short.*’

The Impact of IRB Review

IRB review is supposed to ensure that the consent
document is understandable to the subject: “The information
that is given to the subject or their representative shall be in
language understandable to the subject or representative.”

Our study suggests that the oncology consent docu-
ments are often so long that the average patient is unlikely to
read the document and/or is written in language that is likely
to be too complex for them to understand. In 1992, Hammer-
schmidt and Keane?* evaluated the impact of IRB review on
readability and found that “No document was improved by
more than one grade-level by the IRB process and most were
unchanged.”

Although investigators and IRBs express a desire to
improve consent documents, they are unwilling to set and
enforce meaningful standards to accomplish this. The con-
clusions of Grossman and colleagues'® unfortunately con-
tinue to be accurate: “Consent forms from oncology protocols
are written at a level that is difficult for most patients to read,
despite national, cooperative group, institutional, and depart-
mental review. The consent process, which is crucial to
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clinical research, should be strengthened by improving the
readability of the consent forms.”

Why do IRBs continue to approve documents that the
average subject is unlikely to read or understand? Although
this issue has not been examined in a systematic way, dis-
cussions with IRB chairs at several institutions and a general
examination of the way consent documents are authored and
approved suggest several related problems. First, although the
intended purpose of the consent document is to aid the patient
in making a meaningfully informed choice regarding partic-
ipation in the trial, many sponsors and institutions appear to
view them primarily as a legal instrument to protect them
against civil litigation. Consent documents are frequently
drafted by attorneys, and institutions may require review and
approval of consent document by legal counsel prior to
approval of a trial.

Informing patients in an effective, understandable way
may be compromised when the document is seen as a legal
instrument rather than a communication tool. A contributing
factor may be an IRB’s lack of independence from the parent
institution, which may lead to reluctance to make unpopular
decisions. Both the National Bioethics Advisory Commis-
sion*> and the Office of the Inspector General*® have listed a
lack of independence as a major weakness in the current IRB
system.

Often, as in the case of most studies sponsored by
pharmaceutical companies and cooperative groups, the basic
consent document is presented to the IRB and the sponsor
expects the IRB to approve it with only minor variations and
the addition of locally required language. IRBs in such
circumstances may feel that if they require simplification, the
sponsor will take the project to a more compliant institution.
IRBs may come under pressure from the institution they serve
to avoid taking actions that reduce revenue from sponsored
clinical trials.

Both the regulatory and legal climate may lead IRBs to
sacrifice readability and simplification for complexity. Al-
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though the FDA mandates “understandable language” for
consent documents, the agency also mandates the extensive
information that consent documents must include.? Includ-
ing a level of detail sufficient to meet all regulatory require-
ments and to satisfy the concerns of the institution or IRB’s
legal counsel can also contribute to the complexity of consent
forms. IRBs may be reluctant to impose readability and
length standards if they perceive that this may weaken the
regulatory compliance or legal protection afforded by the
consent document.

IRB members may fail to appreciate the importance of
enforcing such standards and may even fail to appreciate how
difficult to read and understand most consent documents are.
The majority of the members of an IRB will be physicians
and scientists to whom the consent document may not seem
particularly difficult. IRBs are required to include “lay”
members, but these individuals are likely to be well educated
and familiar with medical terminology. It would be rare
indeed to find an IRB with a member who has only a high
school education, to say nothing of a member with only
8th-grade reading ability. IRB members may find it difficult
to appreciate the difficulty average patients will have with the
consent documents they approve.

For whatever reason, IRBs do not, as a general practice,
enforce even those standards they themselves set. Paasche-
Orlow and coworkers®’ examined 114 Web sites of medical
schools in the United States for IRB readability standards and
informed consent templates. They then measured actual read-
ability using the Flesch-Kinkaid scale. They found that 54%
of Web sites specified a reading level standard that ranged
from Sth-grade to 10th-grade reading level. The actual aver-
age reading level for text supplied by the IRBs was 10.6 (95%
confidence level 10.3 to 10.8).

Recommendations

IRBs and other reviewing bodies should adopt stan-
dards for the length of consent documents as well as stan-
dards for readability, as follows.

* The maximum length of a document should be 1250 words
(approximately 5 pages). This recommendation is based on
studies that show that the average person is unlikely to read
documents longer than 1000 words. Limiting the length of
the consent document to 1250 words would mean that the
average person could read the document in 5 to 7 minutes.

+ IRBs should use commercial software to evaluate the read-
ability of consent documents and set a readability score that
will be a requirement for IRB approval of the document.
The software used in this trial is widely available commer-
cially, as are other programs that perform the same func-
tions. Software to determine document length and Flesch
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Reading Ease level is included with the most popular word
processing program, Microsoft Word. If IRBs want inves-
tigators to use consent documents that are written at an
8th-grade level (or any level they may choose), then it
should be a simple matter to use these readily available
software programs to measure readability and insist that the
consent documents conform to this standard. If such stan-
dards are enforced, investigators will use the same software
to check their consent documents prior to submission and
the documents will meet the required standards.

IRBs should recognize the obstacles that have thus far
prevented them from establishing and enforcing common-
sense standards regarding the readability of consent docu-
ments. Understanding and confronting these obstacles are
the first steps to making progress on this important aspect
of the consent process.
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ERRATUM

An error was made in the author listing for Thymidine Labeling Index: Prognostic Role in Breast Cancer, published in

American Journal Oé/ Clinical Oncology, Vol.
Kecer M, Eralp Y,

7, No. 4, August 2004. The author listing should read: Bilir A, Ozmen V,
abioglu N, Ahishali B, Camlica H, Aydiner A. V. Ozmen, M. Kecer, and A. Aydiner are affiliated with

Istanbul University Istanbul Medical Faculty, Department of General Surgery, Istanbul, Turkey.
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