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Summary

The concept of research bioethics arose and developed over the last three

decades mainly in response to moral crisis created by rapidly advancing
medical science and technology. Accordingly, reinterpretation of some

fundamental principles of ethics is needed. At the heart of the ethical

principle of respect for person, lies the informed consent process. Nuremberg
Code, Helsinki Declaration of World Medical Association (WMA), Council

for International Organizations of Medical Sciences (CIOMS) Guidelines

etc. demonstrated the importance of informed consent in biomedical research

involving human subjects. This article was planned to evaluate the reflection
of informed consent in the published research articles. Fifty-two articles

published in national and international journals were studied among
which informed consent was found to be taken only in 21(40.4%) occasions

and the same was not taken in 31(59.6%) occasions. Study showed that out

of 38 articles published in national journals, informed consent was taken

from only in 12(31.6%) situations, while out of 14 articles published in

international journals, informed consent was taken in 9(64.3 %) situations.
Out of 36 observational studies, informed consent (both written and verbal)

was taken from only 27.8 % cases, whereas out of 16 interventional

experiments, informed consent was taken in 68.8% situations.

Indtoduction

Human experimentation since World War II development of antibiotics, the introduction
has created some difficult problems with the of birth control pill, the discovery of powelt'ul
increasing employment of patients as psychotropic drugs, new resuscitative and life
experimental subjects. The issues of supportive techniques, such as, artificial
research bioethics were developed over the respiration and dialysis, organ transplantation
last three decades of the twentieth century and the possibility of direct manipulation of
mainly in response to the moral crisis created the human genome. For this advancement in
by rapidly advancing technology. After the the biomedical area, reinterpretation of some
World War II the power and potential of principles of ethics is needed '.
medical science expanded greatly. Key Human research ethics rest on three

elements ofthis radical expansion include the fundamental principles-respect for person,
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beneficence and justice2. At the heart of the
ethical mandate of respect for person, is the
informed consent process. The most
comprehensive definition of informed
consent is found in the first principle of the
Nuremburg Code, which states in its first line
that the voluntary consent of the human
subject is absolutely essentiaP before
research. This line signals the centrality of
the consent requirement in research involving
human subjects. Recent discussion
emphasises the knowledge or information
component of consent-hence the term
"informed consent4.

Declaration of Helsinki of World Medical
Association (WMA) in its 22nd & 23rd
clauses states that in any research on human
beings, each potential subject must be
adequately informed of the aims, methods,
sources of funding etc. and potential risksand
benifit of the study and the discomfort it may
entail. The subject should be informed of the
right to abstainfromparticipation in the study
or to withdraw consent to participate at any
time without the reprisal. After ensuring that
the subject has understood the information,
the physician should then obtain the subjects'
freely given informed consent, preferably, in
writing. If the consent cannot be obtained in
writing, the non-written consent must be
formally documented and witnessed5.

Council for International Organizations of
Medical Sciences (ClaMS) in its 4th, 5th &
6th guidelines illustrate the statements about
informed consent for the prospectiveresearch
subjects, for the investigator, and for the
sponsors6.
In most cases, minors do not have legal
authority to provide consent for their own
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participation in a research study. However,
assent from the child should be sought in all
cases where the subject i-s capable of

providing assent. At the same time, written
informed consent should be obtained from

their parents or legal guardian7.

Examples of unethical research

While introducing the bill of Human

Research Subject Protection Act qf' 1997. a
Senator of the US Congress disclosed some

bitter examples of unethical researches in the
USA like Thalidomide, Tuskegee .and
Willowbrok. He stated that it had been

astounding that the USA didn't have a law
till 1997 requiring that informed consent -
those two words, 'informed consent' - be

obtained prior to conducting research on
human subjectsK.

Fifty examples of unethical human
experimentation were recorded and published
by an ethicist. It is apparent that the subjects

of those experimentation would have been
unavailable for experiment if they had been
truly informed of their uses. The ethical

approach to experimentation in man has
several components of which two are more
important-the first is informed consent and the
other is an intelligent, int'ormed,
conscientious and responsible investigator').

These literature searche demonstrated the

importance of informed consent in
biomedical research without which no

research work involving human beings as

research subject would be done.

Are our researchers aware of the concept of'

informed consent?
This article was planned to evaluate the
reflection of informed consent published
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research articles. Articles published in
national and international journals were
studied to evaluate whether a consent was

taken from the research participants
(subjects) or not; if taken,whethertheconsent
was informed or not; if informed, whether it

was written or verbal; whether the subjects

were normal adults or belonged to vulnerable

group and to assess the relationship of
informed consent with the nature of the

research activity.

Materials and Methods

This observational study was a library based
review of research articles published in
national and international scientificjournals.
Study period was only 30 consecutive days

from December 6, 2004 to January 5, 2005.
The articles were selected randomly. Only
52 such articles could be chosen due to

constrains in time, manpower and financial
and other logistic supports. Duly pre-tested
checklists were developed as research
instrument. All the outcome variables were
entered into an IBM-PC and wereedited.The

generated data were then subjected to in-

depth statistical analysis using SPSS. After
generating a frequency table at the first
instance, cross-tables were employed as
and whenever needed.

Results

Table I shows that out of 52 research articles,

consent was found to be taken in 21(40.4%)
occasions, while the same was not taken in
31(59.6%) occasions. On the other hand, it

shows that informed consent was taken only

in 21(40.4%) occasions and the same was

not taken in 31(59.6%) situations.

Table-I: Distribution of consent in research
articles

Table-TI shows that out of21 occasions where

informed consent was taken, it was written

in 14(66.7%), verbal only in 4( 19.0%) while

the nature of consent was not clearly

mentioned in 3( 14.3%) occasions whether
that was verbal or written.

Table-II: Staws of Informed Con.fent.

Status Informed consent Total (%)
taken not taken

(%) (%)

Written 14 (66.7)

Verbal 4(19.0) 4(12.9)

Not mentioned 3( 14.3) 27(87.1)

14 (26.9)

8( 15.4)

30(57.7)

Total 21 (100.0) 31(100.0) 52( 100.0)

Table-III shows that 38(73.1 %) study
populations were normal adults and 13

(25.0%) were vulnerable groups (minor) and
only 1(1.9%) was a mixture of both normal
and vulnerable group representative. It also
shows that out of 52 studies, informed

consent was taken only in 21(40.4%)
occasions, of which 16(30.8%) were normal

adults and 5(9.6%) were vulnerable group

representatives.
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Informed Consent Number Percentage

Consent Taken 21 40.4

Consent Not taken 31 59.6

Total 52 100.0
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Table-III. Distribution of research subjects in
relation to informed consent

Informed TypesofResearchSubjects Total(%)
Consent Normal Vulnerable Mixed

adult(%) (%) (%)

Taken 16(30.8)
NotTaken 4(7.7)
Missing 18(34.6)

Total 38(73.1)

5(9.6)
3(5.8)
5(9.6)

13(25.0)

1(1.9)

1(1.9)

21(40.4)
7(13.5)
24(46.1)

52(100.0)

Table IV shows that out of 38 articles
published in national journals, informed
consent was found to be taken only in 12
(31.6%) situations, while out of 14 articles
published in internationaljournals, informed
consent was taken in 9 (64.3%) situations.

Table-IV: Informed Consent status in relation to
type ofjournals

Types of
Journal

Informed consent Total(%)
taken(%) not taken(%)

National
International

12(31.6)
9(64.3)

21(40.4)

26(68.4)
5(15.7)

31(59.6)

38( 100.0)
14(100.0)

52( I00.0)Total

Table V revealed that out of 36 observational

sl':ldies, informed consent (both written and
verbal) was taken from only 10 (27.8%)
study populations, whereas out of 16
interventionalexperiments, informedconsent
was taken in II (68.8%) situations.

Table-V: Informed Consent status in relation to
type of experiments
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Discussion

While reviewing these published articles, it
was very difficult to ascertain the fact
whether consents or informed consents

from the study subjects were taken at all
or not. Because, on many occasions, these
were not clearly mentioned in the text or

methodology, although the s,ubjects were
interviewed with study instruments like
questionnaires. It may so happened that the

consent was taken verbally before the
interview proper, or it was actually written
and informed, but when the authors did

not mention that in their publications,. it
reveals that the consent was not taken at all.

The findings of this study shows that out of
52 articles, informed consent was taken only
in 21(40.4%) situations and that was not

taken in 31 (59.6%). This finding is quite
different from that of Mollah, which revealed
that out of 53 articles, informed consent was

taken only in 7(13.2%) and that was not
taken in 46 (86.8%) occasions").

Although we know that the written consent
is al~ays preferable, if that cannot be
obtained in writing, the non-written or verbal
consent must be formally documented and
witnessed. In this study out of 21 occasions
where informed consent was obtained, it was
in writing in 14(66.7%), verbal in only
4(19.0%) and in remaining 3(14.3%)
situations not mentioned clearly whether they
were verbal or written.

It was surprising that out of 52 study
situations, any sort of consent was not taken
in 24(46.2%) occasions that might ensue
from unawareness of the researchers about

it. This picture is also shown in the Tabl~ III,
where these 24 situations were called missing
in relation to informed consent.
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Typesof InformedConsent Total(%)
experiment Taken(%) Nottaken(%)-
Observational 10(27.8) 26(72.2) 36(100.0)
Interventional 11(68.8) 5(31.2) 16(100.0)

Total 21(40.4) 31(59.6) 52(100.0)
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In this study, 13(25.0%) study subjects were
vulnerable and I(1.9%) case was mixture of
both normal and vulnerable, but assent was

not found to be taken from these groups in
any of the national journal publications. In a
study found in a national journal, the research
was on vulnerable group and permission was
taken from the school authority (not clearly
mentioned whether written or verbal) but not

from the guardians and assent was not taken
from the participantsII. Another article of an
interventional research work published in an
international journal involving hospitalized
children less than 12 years of age stated that
the authors! investigators obtained prior
informed consent. But it failed to mention

clearly whether they obtained written
informed consent from their parents and also
did have assent from the children as they
belonged to vulnerable group which they
were supposed to do in that situationl2.

In most of the international scientific

publications, it was found that the researchers
did get prior approval from institutional
review committee or local ethical committee

and at the same time they were to obtain
written informed consent from the research

subjects or participants. But such permission
seeking from ethical review committee was
not found in most of the scientific

publications of our country. Most of our
young researchers are not familiar with
ethical review committee (ERC) of
Bangladesh Medical research council
(BMRC) which also represents the national
ethical review committee. It has been

observed that out of 38 articles published in
national journals, informed consent was
obtained from only 12(31.6%) while out of

14 articles published in international journals,
informed consent was taken from 9 (64.3%)

study population.

As the study period was very short

(sanctioned by BMRC) and only 52 aI1icies
could be studied, and as the author's prior
knowledge regarding informed consent was
not adequate, the findings of this small scale
study would be otherwise if a knowledgeable

researchers could go through a significant
number of research publications of both
home and abroad.
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