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Abstract 

Background and objectives: Informed consent is now accepted as the cornerstone of medical 
practice and research. Concept of consent is an endeavor by which the patient can take part in 
clinical judgment concerning their treatment and protects patient and doctors against any 
litigation. However, in research informed consent is not merely a form that is signed, but is a 
process in which the participant has an understanding of the research and its risks. In view of 
this, the objective of the study was to assess the knowledge regarding informed consent among 
the doctors pursuing postgraduate courses in a medical institute in Bangladesh. 

Methodology: A descriptive cross sectional study was carried out among 160 postgraduate 
medical students in Dhaka city. A self-administered structured questionnaire consisting of 36 
questions was used to assess their knowledge regarding informed consent. The response format 
was based on a 3-point Likert scale. Frequency distribution was used for statistical analysis.  

Results: The age range of the participants was from 25-40 years. Of the total participants, 48% 
were males and 42% were females. Majority of the respondents acknowledged the importance of 
an informed consent and 86.3% of the doctors agreed that only verbal consent was not adequate. 
Only 66.2% agreed that consent for participation in research should always be voluntary and 
informed. Majority (76.9%) agreed not to recruit individuals with mental or behavioral disorders 
not capable of giving adequately informed consent. Only 27.5% were aware that assent should be 
taken from children participating in a research. Out of total participants, 71.2% and 81.2% agreed 
that the participants should be informed about the laboratory test results. Management/referral 
must be ensured in case of abnormal test results respectively. For genetic research, 88.1% and 
81.3% agreed for pre- and post-counseling respectively.  

Conclusion: There is need to initiate further educational programs to aware the doctors of the 
importance of informed consent in research, clinical practice and patient care. 
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Introduction 

Medical research has increased greatly in many 
developing countries during the recent decade, 
motivated by the need to improve health in these 
countries [1]. Since medical research involves human 
participants, such research needs to be guided by 
fundamental ethical principles to ensure the 

protection of their rights and welfare. Furthermore, 
international standards mandate the review of 
research by research ethics committees (RECs) [2,3]. 

The concept of consent in medicine came from 
ethics and the Hippocratic Oath is one of the 
ancient forms of medical ethics. Consent is a 
deliberate concord between doctor and patient, 
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and in health care sector, it gives moral values to 
maintain the dignity of profession [4].

 
The 

foundation of medical ethics was laid at the 
Hippocrates School (400-300 BC) and since then the 
idea has revolutionized through different stages 
[5]. Contemporary medical ethics and bioethics 
began after the World War II as a result of 
contemptible issues in medical research and 
medical interventions [5,6]. 

Ethical code within medicine has evolved overtime. 
In the past, a “doctor knows best” attitude was 
adopted by patients before any procedure as 
universal acceptance of the physician’s procedure. 
It was in the last few centuries that pressure began 
to mount on physicians for information about 
diseases and treatment options by patients [7].

 
The 

Nuremberg Trials of 1947 are regarded as the basis 
for the development of medical consent [8]. The 
Nuremberg Code of 1948 laid out the principle that 
“voluntary consent of the human subject is 
absolutely essential” [9].

 
Informed consent 

eventually emerged as legal and a right in 1972. This 
was as a result of series of legal cases in California in 
the 1950s [10] and in response to public outcry 
concerning unethical practices in the Tuskegee 
research [7]. Informed consent is a legal term that 
is supported by jurisdiction and international laws. 
It is defined as “voluntary agreement given by a 
person or a patient’s responsible proxy for 
participation in a study, immunization program, 
treatment regimen, invasive procedure, etc., after 
being informed of the purpose, methods, 
procedures, benefits and risks’’ [11]. 

Informed consent is an essential tool of standard 
ethical medical practice. It is the process of sharing 
information with patients that is essential to their 
ability to make rational choices among multiple 
options in their perceived best interest [12].

 
It is 

universally recognized as an essential safeguard to 
ensure the preservation of individual’s rights [13]. 
In current daily practice, medical researcher comes 
across common ethical issues. The core issues in 
medical ethics are the ethics of the doctor-patient 
relationship, patient’s confidentiality, and the need 
to obtain informed consent, whereas bioethics 
deals with all-encompassing moral issues in 
medicine and biomedical sciences [14,15].

 
Several 

professional organizations and government entities 
have recognized the importance of consents by 
issuing guidelines for informed consents [16,17]. 

Most likely the current infrastructure in medical 
institutions in Bangladesh is not sufficient to deal 
with the problems. It is necessary to assess the 
knowledge of the students who are at the initial 
stages of ethical practice in research. In view of 
this, the present study was conducted to explore 
the knowledge about informed consent of doctors 
pursuing postgraduate courses in an institute in 
Dhaka city. 

 

Study design and procedure 

A descriptive cross-sectional study was conducted 

among postgraduate medical doctors over a three 

months’ period from January 2018 to March 2018. 

The study was conducted in a single Postgraduate 

Medical Institute. All doctors of different disciplines 

studying in 2
nd

 year and thesis part of postgraduate 

courses were approached to take part in the 

present study. Only 160 doctors agreed to take part 

and after obtaining consent a self-administered 

structured questionnaire was distributed. The 

questionnaire was developed and tested among 

them, and interviewed to obtain feedback on the 

overall acceptability of the questionnaire in terms 

of length and language clarity. Based on their 

feedback, the questionnaire did not require any 

corrections. The questionnaire designed to obtain 

knowledge towards informed consent, consisted of 

four sections. Section I solicited general 

demographic and professional background 

information. Section II had integrated 24 questions 

to collect information about knowledge regarding 

informed consent, section III had integrated 8 

questions about knowledge regarding informed 

assent and section IV had integrated 4 questions 

about knowledge towards genetic studies. Before 

giving the questionnaires the participants were 

clearly explained about the research procedure and 

purpose. The anonymity was maintained. They 

were approached individually and requested to 

complete the forms. The participant’s responses for 

all sections other than section I were recorded 

using a 3-point Likert scale. Questionnaires were 

coded and excel sheet was created for data entry. 

The data were analyzed using SPSS version 20 (SPSS 

Inc., Chicago, IL, USA). Frequency distribution was 
calculated for proportion. 
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Results 

All the participants were medical graduates and 
they were studying for postgraduate degree in 
different specialty. The age range of the 
participants was from 25-40 years. Of the total 
participants, about 48% were males while 42% 
were females. Table-1 shows that 90% of the 
medical professionals acknowledged the 
importance of an informed consent and 86.3% of 
the doctors agreed that only verbal consent should 
not be taken. Only 5% agreed that verbal consent 
was the favorable method to obtain informed 
consent. Of the total respondents, 92.5% agreed 
that informed consent was to be designed to 
empower the individual with information to make a 
voluntary informed decision regarding participation 
in a research. Most (89.4%) agreed that consent 
should be taken from adults. Though only 66.2% 
agreed in the present study that consent for 
participation in research should always be 
voluntary and informed. Majority (76.9%) agreed 
that efforts should be made not to recruit 
individuals who were not capable of giving 
adequately informed consent by reason of mental 
or behavioral disorders and 75.6% agreed that 

guardians might give consent for individuals with 
temporary disability. Out of total participants, 
71.2% agreed that the participants should be 
informed about the laboratory test results that 
influence the immediate outcome/management of 
the health problem of study participants and 81.2% 
agreed that management/referral must be ensured 
in case of abnormal test results. In the present 
study, 68.8% agreed that in long term studies 
where repeated data collection was required, the 
participants should be re-consented at two years’ 
interval, even if there were no changes in the 
design or objectives of the research. Table-2 shows 
that only 27.5% were aware that assent should be 
taken from children participating in a research 
when 95.6% agreed that consent should be sought 
from parents/guardians in case of research with 
children below the age of 11 years. 

Table-3 shows that about 82% of the participants 
agreed that for genetic studies, participants should 
be informed about the nature, outcome and 
consequences of the study findings; test results 
must be revealed and clarified. For genetic 
research, 88.1% and 81.3% agreed for pre- and 
post-counseling respectively. 

 

Table-1: Knowledge regarding informed consent among doctors pursuing postgraduate courses in different 
specialties 
 

SL Knowledge 
Agree/ 

Yes 
Disagree/ 

No 
Neutral/ 
Not sure 

1 Consent form is a contract between the researcher 
and participant 
 

144 (90%) 9 (5.6%) 7 (4.6%) 

2 Consent form is used to protect- 
researcher and participant  
 

124 (77.5%) 10 (6.2%) 26 (16.3%) 

3 Consent is must for human research 
 

154 (96.3%) 1 (0.6%) 5 (3.1%) 

4 Only verbal consent is taken 
 

8 (5%) 138 (86.3%) 14 (8.7%) 

5 Signed written consent is a must 
 

137 (85.6%) 12 (7.5%) 11 (6.9%) 

6 Consent is taken from adult participants 
 

143 (89.4%) 13 (8.1%) 4 (2.5%) 

7 Informed consent is to be designed to empower the 
individual with information to make a voluntary 
informed decision regarding participation in a 
research 
 

148 (92.5%) 3 (1.9%) 9 (5.6%) 
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8 The consent must ensure ‘Respect of the autonomy’ 
and self-determination of all human beings, and 
acknowledge their dignity and freedom 
 

150 (93.8%) 1 (0.6%) 9 (5.6%) 

9 Informed consent recognizes the capacity and rights 
of all individuals to make their own choices and 
decisions 
 

140 (87.5%) 4 (2.5%) 16 (10%) 

10 The principles of informed consent and voluntary 
participation are cardinal elements to be observed 
throughout the research experiments, including its 
aftermath 
 

121 (75.6%) 12 (7.5%) 27 (16.9%) 

11 Research participants are to be continually kept 
informed of any and all developments in so far as 
they affect them and others 
 

113 (70.6%) 24 (15%) 23 (14.4%) 

12 Consent for participation in research is voluntary and 
informed only if it is given without any direct/indirect 
coercion and inducement, and is based on adequate 
briefing given to the participants about the details of 
the project 
 

106 (66.2%) 18 (11.3%) 36 (22.5%) 

13 The language of consent form should be consistent 
with the level of understanding of the specific 
participant group 
 

155 (96.9%) 3 (1.9%) 2 (1.2%) 

14 The consent form must be signed (or thumb 
impressioned) by each prospective participant as 
evidence of informed consent 
 

147 (91.9%) 9 (5.6%) 4 (2.5%) 

15 Investigators should justify any exceptions to this 
general rule and obtain the approval of the ethical 
review committee 
 

144 (90%) 2 (1.2%) 14 (8.8%) 

16 Efforts should be made not to recruit individuals who 
are not capable of giving adequately informed 
consent by reason of mental or behavioral disorders 
 

123 (76.9%) 6 (3.7%) 31 (19.4%) 

17 Guardians may give consent for individuals with 
temporary disability 
 

121 (75.6%) 21 (13.1%) 18 (11.3%) 

18 However, once the patients are able to provide 
consent, the form should be applied for their consent 
 

137 (85.6%) 6 (3.8%) 17 (10.6%) 

19 The participants should be informed about the 
laboratory test results that influence the immediate 
outcome/management of the health problem of 
study participants 
 

114 (71.2%) 15 (9.4%) 31 (19.4%) 
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20 Management/referral must be ensured in case of 
abnormal test results 
 

130 (81.2%) 7 (4.4%) 23 (14.4%) 
 

21 Adequate time should be given to the participant to 
decide if he/she is willing to participate 
 

144 (90%) 1 (0.6%) 15 (9.4%) 

22 The informed consent of each participant should be 
renewed if there are significant changes in the 
conditions/procedures of the research or if new 
information becomes available that could affect the 
willingness of participants to continue to participate 
 

126 (78.8%) 5 (3.1%) 29 (18.1%) 

23 In long term studies where repeated data collection 
is required, the participants should be re-consented 
at two years’ interval, even if there are no changes in 
the design or objectives of the research 
 

110 (68.8%) 17 (10.6%) 33 (20.6%) 

24 Two copies of the consent form are to be signed- one 
for the research participant and the other one for the 
investigator 

112 (70%) 16 (10%) 32 (20%) 

 

Table-2: Knowledge of the respondents regarding informed assent 
 

SL Knowledge  
Agree/ 

Yes 
Disagree/ 

No 
Neutral/ 
Not sure 

1 Consent and assent are same 
 

24 (15%) 76 (47.5%) 60 (37.5%) 

2 Assent is taken from adults 
 

48 (30%) 72 (45%) 40 (25%) 

3 Assent is taken from children aged 8-18 years 
 

44 (27.5%) 66 (41.2%) 50 (31.3%) 

4 School headmaster or class teacher can give consent 
for a student if he/she studies in the school 
 

52 (32.5%) 82 (51.2%) 26 (16.3%) 

5 In case of research with children (below the age of 11 
years), consent should be sought from the 
parents/guardians 
 

153 (95.6%) 2 (1.3%) 5 (3.1%) 

6 In case of research with children aged 11-17 years, 
assent should be sought from the children and 
consent should be sought from the parents/guardians 
 

133 (83.1%) 7 (4.4%) 20 (12.5%) 

7 In case where parents/guardians’ consent to 
participate but children decline, the wish of the 
children under such circumstances should prevail 
 

116 (72.5%) 20 (12.5%) 24 (15%) 

8 A parent/guardian who gives permission for a child to 
participate in research should be given the 
opportunity to observe the research as it proceeds 

117 (73.1%) 13 (8.1%) 30 (18.8%) 
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Table-3: Knowledge of the respondents regarding genetic studies  
 

SL Knowledge  
Agree/ 

Yes 
Disagree/ 

No 
Neutral/ 
Not sure 

1 In case of genetic study, participants should be informed 
about the nature, outcome and consequences of the 
study findings 
 

131 (81.9%) 12 (7.5%) 17 (10.6%) 

2 Genetic test results must be revealed and clarified 
 

128 (80%) 11 (6.9%) 21 (13.1%) 

3 For genetic studies, provisions for pre-counseling must 
be ensured 
 

141 (88.1%) 1 (0.6%) 18 (11.3%) 

4 For genetic studies, provisions for post-counseling must 
be ensured 
 

130 (81.3%) 5 (3.1%) 25 (15.6%) 

 
 

Discussion 

This study was carried out among 160 doctors 
pursuing postgraduate courses in different medical 
specialties in an institution located in Dhaka city, to 
appraise their knowledge about informed consent 
while conducting a research. In the present study, 
90% of the medical professionals acknowledged the 
importance of an informed consent. It was 
expected that all the postgraduate students must 
be aware of the consent process. Our results were 
in accordance with studies conducted by Farhat et 
al. and Gupta et al. They found that 99% and 97.4% 
dental professionals knew that consent was as an 
integral part of research [18,19]. 

The current study showed that 86.3% of the 
students agreed that verbal consent should not be 
taken. Similarly, Khare et al. showed that 95.7% 
had satisfactory knowledge about verbal consent 
while Gupta et al. had found that only 68.6% of the 
dentists had satisfactory knowledge about verbal 
consent [4,19].

 
According to this study, 85.6% 

students agreed that signed written consent was a 
must and only 5% agreed that verbal consent was 
the favorable method to obtain informed consent. 
A study by Mallela et al. revealed that 91% of 
medical researchers agreed that informed written 
consent should always include patient’s signature 
[20].

 
Gupta et al observed that 48.7% of the dental 

professionals agreed that signatures should be 
taken even if it was a verbal consent. This may be 
because signature provides some evidence that 

patients have been informed in detail about the 
research and the consequences of the proposed 
treatment [19].

 
On the contrary, Farhat et al. found 

that among all types of consent, verbal consent 
(84.4%) was found to be the favored method of 
acquiring consent over its written form [18].

 

However, all the ethical guidelines mention that 
written consent is a must except in very few 
instances e.g., interviewing sex workers [2]. 

In the current study, 92.5% agreed that informed 
consent was to be designed to empower the 
individual with information to make a voluntary 
informed decision regarding participation in a 
research. This was in accordance with the study 
conducted by Mallela et al. where 92% agreed that 
patients should be informed in detail regarding the 
research including risks and benefits [20].

 
However, 

a study from India reported that high percentage 
(90%) of researchers believed that patients should 
not be told about potential risks of a study because 
that might hinder the participants to enroll in the 
study [21].

 
It is mandatory in research as per ethical 

guidelines to provide all the details including the 
pros and cons of the research to the research 
participants [22].

 

Informed consent protects the individual's freedom 
of choice and respects the individual's autonomy. 
An individual should take decision to participate 
without having been subjected to coercion, undue 
influence or inducement, or intimidation [22]. In 
the present study, 93.8% agreed that consent must 
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ensure ‘respect of the autonomy’ and self-
determination of all human beings, and 
acknowledge their dignity and freedom, as 
informed consent recognizes the capacity and 
rights of all individuals to make their own choices 
and decisions. Informed consent is based on the 
principle that competent individuals are entitled to 
choose freely whether to participate in research. In 
the present study, 24.4% were not aware that the 
principles of informed consent and voluntary 
participation were cardinal elements to be 
observed throughout the research experiments, 
including its aftermath. Autonomous choice and 
voluntariness is widely believed to be the key 
principle underlying consent according to ethical 
guidelines [23].

 
We found that 29.4% participants 

were not aware that research participants were to 
be continually kept informed of any and all 
developments in so far as they affected them and 
others. 

Consent should be taken from all adult participants 
before the commencement of the study. Here, in 
the present study, 89.4% agreed that consent 
should be taken from adults while 45% participants 
were not aware that assent could not be taken 
from adults as 85% of the participants thought that 
consent and assent were not different. Assent 
should be sought from the children and consent 
should be sought from the parents/guardians in 
case of research with children aged 11-17 years 
[23].

 
In the present study, only 27.5% were aware 

that assent was taken from children. In this study, 
95.6% agreed that consent should be sought from 
parents/guardians in case of research with children 
(below the age of 11 years). Khare et al. observed 
similar findings where 91.4% had knowledge about 
assent for child participant [23].

 
Though 32.5% 

agreed that school headmaster or class teacher of 
the child’s school could not give consent for the 
child. 

'Minors' (may be defined differently in different 
jurisdictions) are generally presumed incompetent 
to consent, but depending on their age and other 
factors may be required to provide informed 
assent. As children often lack the decision making 
ability or legal power (competence) to provide true 
informed consent for medical decisions, it often 
falls on parents or legal guardians to provide 

informed permission for medical decisions. The 
American Academy of Pediatrics encourages also 
seeking the assent of older children and 
adolescents by providing age appropriate 
information to these children to help empower 
them in the decision making process [24].

 
However, 

in the present study 27.5% responders were not 
aware of the age limit for assent. Some research 
guideline follows the ‘Rule of Sevens’ for children, 
which divides a child’s life into three sections: birth 
to seven, seven to fourteen, and fourteen to 
twenty one years old. The ‘Rule of Sevens’ states 
that children under age 7 do not have the capacity 
necessary to make their own decisions; children 
from 7-14 years of age are presumed not to have 
this capacity until proven otherwise in individual 
cases, and children over age 14 are presumed to 
have capacity to make their own decisions and lead 
their own lives, unless proven otherwise [25]. 

Only 66.2% agreed in the present study that 
consent for participation in research should always 
be voluntary and informed. It should be accepted 
only if it is provided without any direct/indirect 
coercion and inducement, and is based on 
adequate briefing given to the participants about 
the details of the research [23].

 
More than 90% of 

the participants agreed that language of consent 
form should be understandable and must be signed 
by each prospective participant as evidence of 
informed consent. 

According to the present study, 76.9% agreed that 
efforts should be made not to recruit individuals 
who by reason of mental or behavioral disorders 
are not capable of giving adequately informed 
consent. Guardians can give consent for individuals 
with temporary disability. However, once the 
patient is able to provide consent, re-consent 
should be taken from the study person [23].

 
In the 

present study, 75.6% agreed that guardians might 
give consent for individuals with temporary 
disability. However, Mallela et al. observed that 
50% of the participants believed that certain 
vulnerable persons (e.g., mentally ill or children) 
could provide consent to participate in research 
[20]. Due to a serious illness/mental condition, an 
appropriate surrogate should make the decisions, 
ideally one who knows the patient’s preferences 
and can therefore act in his best interest. The 
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patient must be told what has been done and why, 
as soon as he has sufficiently recovered his mental 
faculties. A study by Munoli et al. suggested that 
68% of medical professionals thought that if no 
surrogate was available to give informed consent 
for vulnerable groups, they could still be included 
[2].

 
This is contrary to the International Ethical 

Guidelines for Biomedical Research involving 
human subjects prepared by the Council for 
International Organizations of Medical Sciences 
(CIOMS) in collaboration with the World Health 
Organization (WHO) [2,22]. 

In the present study, 71.2% agreed that the 
participants should be informed about the 
laboratory test results that influenced the 
immediate outcome/management of the health 
problem of study participants and 81.2% agreed 
that management/referral must be ensured in case 
of abnormal test results. In case of any abnormal 
test results during the study management or 
referral must be ensured. As per ethical guidelines 
it is mandatory to take prior permission to perform 
any test from the sample and test results must be 
provided if it is useful for the treatment purpose of 
the participant. However, tests done later may not 
be given to the participants but this must be 
mentioned during collection of the sample. 
However, a test performed on anonymous samples 
is an exception [23].

  

In the present study, more than 80% of the 
participants agreed that for genetic studies, 
participants should be informed about the nature, 
outcome and consequences of the study findings, 
test results must be revealed and clarified, 
provisions for pre- and post-counseling must be 
ensured. Because of the complex issues and 
implications surrounding genetic testing, genetic 
counseling is often provided in the way of 
education, guidance, and pre- and post-test 
information about the risks, benefits, limitations, 
and implications of tests, as well as data storage 
and data usage (e.g., use in quality control or 
research) [26,27]. This approach facilitates patient 
consent to genetic testing and is viewed as a 
positive ethical feature. Indeed, evidence suggests 
genetic counseling improves knowledge and 
decreases anxiety, distress and depression [28]. 
Even so, concern remains about the lack of 
feasibility, applicability, or benefit to patients of 

receiving all of this information during the consent 
process. This is true for genetic testing in general, 
but especially relevant to broader genome analysis 
[29,30]. Others have gone further, and argued that 
too much detailed information can overload 
patient understanding [31,32] and undermine 
autonomous choice [33].

 
Though in our study, only 

88.1% and 81.3% agreed for pre- and post-
counseling respectively, but all genetic research 
must have provision for proper pre- and post-
counseling. 

The informed consent of each participant should be 
renewed if there are significant changes in the 
conditions and procedures of the research or if new 
information becomes available that could affect the 
willingness of participants to continue to 
participate. Re-consent is an action in which a 
participant makes the decision to participate in 
research once again in light of new information or 
change in research procedure(s) [34]. Though only 
68.8% agreed in the present study but generally in 
long term studies where repeated data collection is 
required, the participants should be re-consented 
at two years’ interval, even if there are no changes 
in the design or objectives of the research [35].

 
The 

limitation of our study is that it was a convenience 
sampling with small sample size. So the results 
cannot be generalized to the whole postgraduate 
doctors of medical science. 

 

Conclusion 

This study has concluded that informed consent is 
deemed as an integral part of the doctor and 
patient rapport. Knowledge and attitude should 
always run in a parallel way; once knowledge gets 
better, attitude will automatically improve. 
Although there is fair knowledge among 
postgraduate students; there is further need to 
initiate educational events to increase knowledge, 
awareness and acceptance of principles of research 
ethics among researchers. Faculty or students 
should be educated by holding seminars, 
workshops and continuing educational programs. 
The curriculum for students needs to be more 
detailed concerning research ethics. Thus, such 
initiative would further reduce the gaps of 
knowledge regarding informed consent and that 
may help in building constructive attitude towards 
necessity of consent process.  
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