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Purpose : This study investigates in a simulated situation: 1) the overall effects of
comprehensibility of informed consent documents on patient outcomes. Factors
taken into account: comprehension, readability assessment, anxiety assessment,
amount-of-information assessment, overall patient satisfaction, and patient decision-
making. 2) whether or not, and in what ways, affective verbal expressions that
moderate patient anxiety and demonstrate partnership or concern are likely to affect
patient outcomes, and 3) in what ways patient outcomes may be seen to be corre-
lated.

Methods : Four kinds of informed consent documents were generated from one ori-
ginal document: a less comprehensible document, a less comprehensible document
with affective expressions, a more comprehensible document, a more comprehensible
document with affective expressions. A sample of two hundred ten university stu-
dents were requested to read one of these four documents, then given a comprehen-
sion test and finally asked to assess the document anonymously.

Results: Our research revealed the following three points regarding informed

consent : 1) comprehensibility of informed consent documents does affect outcomes.
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Comprehension, readability, anxiety and amount-of-information assessment, satisfac-
tion for students who read the two more comprehensible documents were rated
higher than for students who read the two less comprehensible documents. 2)
Affective verbal expressions seemed not to impact outcomes. However, we learned
that given the addition of affective verbal expressions to an already comprehensible
document, students rated the modified document as more comprehensible. On the
other hand, to add affective verbal expressions to a less comprehensible document
tends both to reduce satisfaction and stimulate anxiety. 3) Amount-of-information
assessment appears to influence readability assessment, anxiety assessment and over-
all satisfaction. Readability assessment appears to influence comprehension, anxiety
assessment and overall satisfaction. Anxiety assessment appears to influence overall
satisfaction and decision-making. Finally, overall satisfaction appears to impact
decision-making.

Conclusion : It was suggested that presentation of comprehensible informed con-

sent documents might be positively related to general patient outcomes.
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