
PICR July-September 2010 Vol 1 Issue 398

RESEARCH  ETHICS

Abstract

Introduction

Informed Consent is the most fundamental principle in
the conduct of clinical trials. For the consent to be informed,
the patient must receive and comprehend appropriate
information that will help him make an autonomous decision.
While this information can be given to the patient in many
ways, including oral discussion with the investigator and his
study team, multimedia presentations and other methods, the
most common and preferred method is that of the written
informed consent forms.

The signed informed consent form provides documentary
evidence that the patient has given informed consent to
participate in a clinical trial and that the patient has been
given the requisite information. Regulations in most countries
require that a written informed consent be taken in all but
some rare exceptions. However, this document must not only

provide the necessary information, it must also be
provided in a way that can be understood by the patient.
Whether the consent forms used in the clinical trials and their
translations fulfill this need is what this review examines
and hopes to offer suggestions that might improve
understanding or comprehensibility.
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The signed informed consent form provides documentary evidence that the patient has given informed consent
to participate in a clinical trial and that the patient has been given the requisite information. However, this document
must not only provide the necessary information, it must also be provided in a way that can be understood by the
patient. Non conclusive information suggests that research participants frequently may not understand the information
presented during the informed consent procedure. Comprehension requires that the patient be able to understand the
information presented and have the time and opportunity to read, evaluate and consider the information presented.

A shortened Informed Consent Form, with information that a reasonable person would want to understand along
with specific information that the person wants in particular would be a good option to improve understanding or
comprehensibility. Additional informational meetings with a qualified person like a counselor could help in
comprehension. Questionnaires designed to test comprehension of patient, peer review, patient writing the salient
features could help evaluate the comprehensibility of the Informed Consent Form.
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Review

To make a consent form that not only complies with the
regulatory requirements, but also gives complex scientific
information in a way that is comprehensible to a lay person
is a formidable challenge. Besides giving medical information
to the patient, the consent form must also convey complexities
like trial design, randomization, placebo, possible risks and
benefits, treatment options, rights to withdraw, and so forth.

Comprehension requires that the patient be able to
understand the information presented and have the time and
opportunity to read, evaluate and consider the information
presented.

Readability of the consent form, while contributing to
the comprehension, is not the same as comprehension. An
easy to read text might be difficult to comprehend if poorly
written. However, readability does affect the willingness to
read the text and hence could improve comprehension. The
FDA has stated the responsibility of the Institutional Review
Board (IRB) as “The IRB should ensure that the informed
consent document properly translates complex scientific
concepts into simple concepts that the typical subject can
read and comprehend”. 1

In India, we have translations into many languages of an
informed consent document that was originally in English.
Often, these are literal translations and do not capture the
true meaning of concepts or phrases and the nuances of the
original document changes on translation. Besides, the
language used in the translations is of a higher standard than
what a lay person with average education might understand.

The length of the consent form is another issue that needs
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to be examined. Many consent forms are 15 to 20 pages long.
The length by itself might act as a deterrent for the form to
be read. Besides, to simply read a document that is 20 pages
long would mean a time spent of approximately 60 minutes.
In a clinical setting, this can be a considerable amount of
time and the total time spent in the consenting process might
be reduced, with the patient’s queries not getting addressed
adequately. Besides the amount of time spent, too much of
information may hinder the understanding of information that
is relevant to the patient. It is no surprise that in studies done
on the Informed Consent Form, it was found that patients
prefer simpler and easier to read Informed Consent Forms
that can provide them the necessary information to make a
decision regarding participation in the trial.2

Another aspect of informed consent is what information
in particular needs to be sufficiently understood. If we
consider that the standard practice (information that the
professional community deems appropriate) is not the same
as that which the subject actually wants, then we are left

with the reasonable person standard (the information that a
reasonable person would want to understand) and the
subjective standard (information that this particular person
wants to understand). A combination of giving the information
that a reasonable person would want along with any specific
information that the person wants in particular could be a
good option.3

A simple mechanism of reducing the reading difficulty
level is by replacing, wherever possible, technical terms with
common terms. Using tools like outlining, bullet points, a
large typeface and diagrams can help the reader to follow
complex concepts. Using active verbs rather than the passive
voice, short sentences and frequent paragraphing can make
text simpler. Several Computer software packages allow rapid
analysis of the Readability score. Most Ethics Committees
recommend a readability score of Grade 8. However, often
the actual readability may differ from the prescribed standard.4

Besides, the readability may not reflect appropriately on the
comprehensibility of the consent form.5

READABILITY AND COMPREHENSIBILITY OF INFORMED CONSENT FORMS

Consent to Participate in Research
You are being asked to participate in a research study.
Before you agree, the investigator must tell you about (i) the purposes, procedures, and duration of the research; (ii)

any procedures which are experimental; (iii) any reasonably foreseeable risks, discomforts, and benefits of the research;
(iv) any potentially beneficial alternative procedures or treatments; and (v) how confidentiality will be maintained.

Where applicable, the investigator must also tell you about (i) any available compensation or medical treatment if
injury occurs; (ii) the possibility of unforeseeable risks; (iii) circumstances when the investigator may halt your
participation; (iv) any added costs to you; (v) what happens if you decide to stop participating; (vi) when you will be told
about new findings which may affect your willingness to participate; and (vii) how many people will be in the study.

If you agree to participate, you must be given a signed copy of this document and a written summary of the research.
You may contact ___________________________ phone number__________________ any time you have questions

about the research.
You may contact ___________________________ phone number__________________ if you have questions about

your rights as a research subject or what to do if you are injured.
Your participation in this research is voluntary, and you will not be penalized or lose benefits if you refuse to

participate or decide to stop.
Signing this document means that the research study, including the above information, has been described to you

orally, and that you voluntarily agree to participate.

_____________________________ ____________ _____________________________ ____________
Signature of participant date Signature of witness date

Table 1 Example of Short Consent Form 9, 10

Appendices for more information are attached as
follows

(i) the purposes, procedures, and duration of the research
(ii) any procedures which are experimental

(iii) any reasonably foreseeable risks, discomforts, and
benefits of the research

(iv) any potentially beneficial alternative procedures or
treatments

(v) how confidentiality will be maintained
(vi) any available compensation or medical treatment if

injury occurs
(vii) the possibility of unforeseeable risks
(viii) circumstances when the investigator may halt your

participation
(ix) any added costs to you
(x) what happens if you decide to stop participating

(xi) when you will be told about new findings which may
affect your willingness to participate

(xii) number of participants in the study
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Non conclusive information suggests that research
participants frequently may not understand the information
presented during the informed consent procedure. A
questionnaire can be given to the patient at the end of the
consenting procedure to evaluate comprehensibility. 6

Usually, a signed consent form is supposed to mean that
the patient has read and understood the form. However,
besides signing the consent form if the patient writes the
salient features in his/her own handwriting, e.g. that he
understands that he may get a placebo instead of active
treatment, and it will ensure that these points are focused
upon.

Peer review of the consent form including review by lay
persons (i.e. non healthcare professionals) may help in
ensuring that the consent form meets the needs of the patient
population who might be included in the trial. This will be
especially helpful in assessing comprehensibility of
translations.

Many countries have a short consent form, where
translated versions of the full consent form are not available.
21 CFR, A suggestion is, to have short Informed Consent
Forms which cover the crucial points only and refer the
patients to appendices with further information that might
be relevant or of interest to them. (Table 1)

Short video capsules about patient rights in waiting areas
to educate them about clinical research and their rights as a
subject may serve as a useful tool. Media can also play an
important role in disseminating this knowledge. However,
studies have suggested that multimedia intervention may not
consistently increase comprehension, besides being
expensive.7 Using a standard consenting process with an extra
meeting with a qualified person, who need not be the
investigator, is the most reliable method of increasing
understanding.7  A large amount of complicated information
during one meeting may be difficult to comprehend. The
addition of information sessions with a counselor could
significantly improve participants’ comprehension of the
consent form.8

Conclusion:

There is ample evidence to suggest that the informed
consent forms and their translations are far too long and
complex for the lay person to read and comprehend. Various
methods to simplify these forms and to increase
comprehension have been suggested. An intervention study
with simplified consent forms could be undertaken to study
the potential benefits of the simplified form.
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Ethics is knowing the difference between what
you have a right to do and what is right to do

— Potter Stewart
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