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Abstract

Purpose: The purpose of this study is to investigate whether or not medical personnel are able to
assess correctly patient comprehension and/or evaluation of an informed consent document.

Methods: After reading an informed consent document for a gastro-intestinal fiber-scope
examination, thirty-two outpatients of a single, regional hospital in the Kansai area were
given a comprehension test and asked to evaluate the document anonymously. A total of one
hundred medical personnel working in the hospital were asked to assess the results of these
patients’ comprehension and evaluation results. We compared patient responses and the medical
personnel’s estimation of them. In addition, sixty-seven individuals on the hospital's medical
staff were asked to submit to a questionnaire concerning the eventual improvement of informed
consent documents.

Results: The following four points were revealed: (1) Medical staff estimated patient comprehension
and evaluation of the document with great accuracy; at the same time, they tended to
overestimate the patients' desire for information; (2) More than half of the medical staff wanted
patients to understand the document thoroughly; nonetheless, they came very close to guessing
the level of patient comprehension actually only 55.1%; (3) The reasons why the medical staff
use a document they estimated to be understood by only half the patients were the following:
a) Nearly half of the medical personnel believed that they could supplement and improve
patient comprehension with an oral explanation; b) even though the document proved difficult,
nearly one fourth of staff knew no way to improve the document, or had no time to do so. (4)
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Additionaly, a few of the medical personnel seemed to have thought it not so important for
patients to understand the medical information provided.

Conclusion: Assessment of both patient perception and medical staff perception of informed consent
documents is necessary in order to develop documents that can be effectively understood by
patients.
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