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INTRODUCTION

Medical research involving human participants has increased 
greatly in most of the developing countries to improve the 
quality of healthcare in them, like in India.1 Researcher bear 
the responsibility for revealing the complete information 
about the research to their prospective study participants to 
keep them informed about the proposed research, procedures 
involved, goals and even the potential risk along with the 
benefits. International ethical guidelines consistently impose 
researchers to follow some kind of informed, voluntary and 

competent informed consent documentation to minimize the 
chance of exploitation of the study subjects.2 

As human participants were involved in medical research, to 
maintain the participant’s autonomy and rights, and also for 
the research to be guided by fundamental ethical principles 
to ensure the protection of their welfare, it is mandated by 
various national and international regulatory bodies to insist 
upon the collection and maintenance of informed consent 
documentations.3,4
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ABSTRACT
Introduction: Considering the rise in the number of health research activities amid the ongoing coronavirus disease-2019 
pandemic, there is an immense need to understand the knowledge, attitude and practices of the medical researchers on the in-
formed consent documentation process in their research studies. Academic research in medical colleges is booming for two ex-
clusive reasons, namely, the need for research papers for academic promotions, and the student projects guided by the faculty. 
Objective: To determine the knowledge, attitude and practices about the Informed consent documentation (ICD) process among 
researchers in medical colleges. 
Methods: This was a cross-sectional survey done using an online questionnaire among 241 researchers in various medical col-
leges for their knowledge, attitude and practice on the process of ICD in their research.
Results: About 91.5% of them were aware of the importance of informed consent, 85.9% believe that the ICD process safe-
guards the rights of the research participants and nearly 92.5% practised obtaining informed consent from the participants in 
their projects. Statistically significant results (p<0.05) was found in certain intricate practices of ICD among senior faculties when 
compared against the junior faculties. However, the association between designation and knowledge is not much evident in this 
study. 
Conclusion: Researchers are aware of the importance of ICD in all aspects however there is a good segment of them who 
need training and guidance on the process of ICD to achieve complete compliance of  ICD at all levels of researchers in medical 
colleges.
Key Words: Informed consent, Ethics, Medical research, Human participants, Research documentation, Medical research
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Informed consent documentation, among all the other ethical 
practices in research, has gained the most attention among 
researchers. It may be because the practice of informed con-
sent before any research had become the fundamental ele-
ment that serves to protect both research participants and the 
researcher from any prosecution.5 Informed consent docu-
mentation is consistently required to ensure that research is 
informed, voluntary and there is no exploitation of the study 
subjects.2 

The Indian council of medical research, the primary authority 
in India that regulates medical research published the revised 
new guidelines on ethics in the year 2018. This revision has 
happened after a decade and hence it becomes a necessity 
for every researcher to get introduced to the new guidelines. 
Changes in the informed consent documentation (ICD) pro-
cess was evident in the recent guidelines and to understand if 
the researchers are aware of these changes, we conducted the 
present study to ascertain the knowledge, attitude and prac-
tices about the ICD among researchers in medical colleges.

MATERIALS AND METHODS

This research was conducted after obtaining approv-
al from the Institutional Ethics Committee (SSSMCRI/
IEC/2019/500) and written informed consent was obtained 
from each of the study participants. The choice of the de-
cision on participation in the online survey was inducted 
within the online survey form and only those who have con-
sented got the opportunity to access the remaining part of the 
questionnaire of the survey.

This cross-sectional descriptive study was conducted with an 
online questionnaire which was emailed to researchers (300) 
in different medical colleges across the state of Tamilnadu 
and the responses were collected online (google forms). The 
total number of samples was estimated as 241, based on an 
earlier publication,5 with the desired confidence interval of 
95% and an expected drop-out of 10%. Both male & female 
faculties working in the medical colleges (Professors, Asso-
ciate professors, Assistant Professors and Tutors, who have 
completed at least 1 year of service as Assistant professor 
and with at least one completed research work and one publi-
cation were included in the study. Tutors, Assistants with less 
than 1 year of experience and those without any publication 
were excluded from the study.

A standardized questionnaire with 30 questions on knowl-
edge, attitude and practice (KAP) was designed in Google 
forms - a free survey tool provided by google was used to 
collect the data. All the questions were excerpts from the reg-
ulations for informed consent documentation (ICD) in Indian 
Council of Medical Research (ICMR) guidelines 2018. Both 
the face and content validation of the questionnaire was done 
before the initiation of the study. The questionnaire had a 

brief introductory note and a statement on the confidentiality 
of the data collected to the respondents. 

The study questionnaire was emailed to most of the research-
ers in the state through email and their responses were popu-
lated in the Google response sheet. Multiple response op-
tions were blocked and hence one participant submitted one 
response only. These responses were collected between May 
2019 to December 2019. Responses were then transferred 
to an MS office-Excel sheet and were coded to perform the 
required statistical analysis. Percentage distribution of the 
medical researchers in the various sections of the study ob-
jectives was analysed for statistical significance and is de-
scribed in the results of the study. Descriptive statistics were 
used to explain the demographic data. A Chi-square test was 
done using  SPSS v 19.0 to find if there is any association 
between the designation of the subjects and their KAP about 
the informed consent documentation process. Statistical sig-
nificance was set for a value of p <0.05.

RESULTS

The study included 241 participants from various medical 
colleges across Tamil Nadu. Out of the selected study par-
ticipants, 153 were males and 88 were females. As the study 
was focused on medical research, the questionnaire was dis-
tributed among Professors (30.3%), Associate Professors 
(17%), Assistant Professors (22.4%) and Tutors (17%), who 
were involved in research across all disciplines in medical 
colleges of Tamil Nadu. 51.9% of the selected population 
had a minimum of 1 to 5 publications and 24.5 % of them 
had more than 10 publications. Though 94.6% of the par-
ticipants had a registered Institutional Ethics committee in 
their working Institution, only 79.7 % had undergone some 
training in Ethics.

Knowledge about Informed consent documen-
tation (ICD)
The results obtained from the participants on their existing 
knowledge regarding the rights of the study participants, 
procedures and requisites for obtaining ICD are shown in ta-
ble 1. On average, 37.5% of the right answers were obtained 
from the participants. The remaining 62.5% of answers cho-
sen by the participants were incorrect which lead to a signifi-
cant value (fig1).

Only 47 of the total participants were aware of the fact that 
the studies involving biological hazards are not to be ex-
empted from any informed consent waiver. 23.7 % of them 
were aware of the use of community consent which is ap-
plicable in situations when individual consent cannot be 
obtained as it will change the behaviour of the individual. 
Forty-nine per cent of participants agreed that the prospec-
tive study subjects should not be intimidated while obtaining 
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informed consent. The importance of obtaining informed as-
sent and written informed consent from children between 12 
to 18 years of age is less understood by 35 % of participants 
as shown in figure 2.

Attitude towards Informed consent documenta-
tion (ICD):
When the respondents were questioned about their opinions 
on the method of obtaining consent, 23.7% indicated that 
it was a complicated process. An equal amount of partici-
pants accepted it to be a mandatory process as well (29.5%). 
In comparison, only 60.6% are mindful of the need for in-
formed and written approval from ICD. as shown in fig 3. 
Table 2 displays the participants’ responses to questions 
regarding the attitude towards obtaining informed consent 
for research involving human subjects. More than 65% of 
positive responses have been recorded for the questions on 
the importance of maintaining ICD. < 10% of the partici-
pants are yet unaware of the advantages of maintaining ICD. 
14.1% of participants have expressed their opinion of the 
requirement of training for the process to be more accurate 
and proper. 

Practices followed in Informed consent docu-
mentation (ICD): 
Table 3 demonstrates the existing practices of ICD by the 
research participants in their research studies.

Nearly 93% of participants report that they regularly main-
tain ICD in their research studies. 31.5% of participants were 
unaware or do not follow the procedure of giving a copy of 
ICD to their research participants. Only 57.3% of partici-
pants have reported that they regularly obtain informed con-
sent before the start of the study. Others have been doing it 
during the study or after that just for documentation purpos-
es. 33.2% of participants store the obtained ICD and the data 
for up to 5 years. 24.5% of participants have reported that 
they do not store the data after the completion of the study.

Association between the participant’s designa-
tion and the KAP 
Table 4 and Table 5 demonstrate the fact that there is no as-
sociation between the designation of the researcher and the 
information on the informed consent documentation pro-
cess that they have acquired as evident due to the absence 
of any statistically significant differences among the groups. 
However, 189/241 (78.4%) of the research participants cor-
rectly emphasized the voluntariness of the informed consent. 
Similarly, another non-significant association was seen in 
the item that was asking for the informed consent process. 
Nearly 66% of the faculty correctly declared the purpose of 
the informed consent in the participants perspective was ei-
ther to participate or to quit the research.

Table 6 shows a statistically significant association between 
the designation of the study subjects and the right person to 
obtain consent if the participant is incapable of giving in-
formed consent (p-value 0.03).

Table 7 demonstrates a highly statistically significant asso-
ciation between the designation of the study participants and 
their awareness of community consent ( p<0.01).

DISCUSSION

Our study was unique in conducting an assessment after 
the rollout of the revised guidelines on Ethics by the Indian 
council of medical research in the year 2018. The question-
naire served by itself as a tool to sensitize the participants 
about the revised and recently modified guidelines. The re-
sponse rate was acceptable (80.33%) and the results showed 
the standards of the medical researchers across the state con-
cerning their knowledge, attitude and practices of Informed 
consent documentation in their research.

Knowledge aspects of ICD
The study participants were from medical colleges across the 
state of Tamil Nadu in India. All the participants were medi-
cal college affiliates and about 1/3rd of them were women. 
There was a significant gap in the knowledge of obtain-
ing Informed consent and its documentation as per ICMR 
guidelines, 2018. The quality of research depends on the 
participant’s understanding of the processes involved in giv-
ing consent. Voluntary participation, processes involved in 
obtaining consent, and confidentiality of data obtained are 
some of the elements to be necessarily known and followed 
by the researchers involved in Medical Research.6 There was 
also a substantial lack of information among the research-
ers about the requirements for obtaining consent from chil-
dren. Before giving permission, all children have the right 
to get the necessary information in their comprehensible 
language.7 The revised medical curriculum ie., the Compe-
tency-based undergraduate curriculum and the importance 
of the AETCOM module introduced by the Medical Council 
of India from the year 2019-20 might inculcate the knowl-
edge of ethics in clinical practice and research. It involves 
the evaluation component also which assures the learning 
of bioethics at a very early part of the career.8 The need for 
re-consent and the role of a legally accepted representative 
in informed consent documentation is also less understood 
by the researchers. There is an existing need for the central 
agencies like ICMR to enhance the sensitization programs 
(preferably online with certification) and also the institution-
al ethics committees to ensure that their dynamic medical 
researchers are aware of the existing as well as the recently 
revised guidelines of the ICMR.
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Attitude aspects of ICD
Though the majority of the participants opine the process of 
ICD as a simple and responsible one, about one-fourth of 
the participants felt it to be a difficult or painstaking pro-
cess. Nijhawan et al have reported that this might be due 
to language barriers, religious and cultural influences, pa-
tients’ false perceptions about the process and fear.9 Our 
study participants have demonstrated a constructive attitude 
about the need to obtain and retain informed consent for 
research purposes. Shared decision making and explaining 
to patients about their concerns for participation with docu-
mentary pieces of evidence, especially concerning the risks 
and benefits involved in the research could be some of the 
strategies that can be adopted for increasing the validity and 
reliability during Informed consent documentation.10,11 They 
also acknowledged the point that the autonomy and anonym-
ity of the patient or participant is always the central point of 
medical ethics.12 Majority of the participants have suggested 
pieces of training on ICD processes, which is possible that 
every registered Institutional ethics committee can organize 
and conduct annual review meetings or sensitization pro-
grammes on the ICD process.

Practice aspects of ICD
While most participants documented their practice of record-
ing informed consent during their study, only half of them 
did the procedure before collecting data from their research 
subjects. The data collected after the end of the study was 
never retained by one-fourth of the participants, and it was 
only 33.2 per cent who have been able to retain it for 5 years. 
The participants are unaware of the need for data protec-
tion in support of any legal proceedings arising from their 
research study. They were also not much familiarized with 
the participant’s right to receive a copy of the informed writ-
ten consent form. Educating the medical researchers with the 
revised guidelines and helping them imbibe good ICD pro-
cesses in their research studies would bring out a healthy and 
safe research environment and better research in the entire 
nation.

Association between the designation of the 
researcher and the informed status on ICD.
Medical research involves different types of research designs 
and when human participants have involved in the informed 
consent documentation process as per the guidelines issued 
by the ICMR will be followed. Hence the knowledge about 
informed consent documentation is very much mandatory 
for any explorer in medical research. However, a change 
in designation happens over years of academic experience 
with 1-2 publications. Hence the association between knowl-
edge of the ICD process and the designation is meagre. With 
sensitization programs run by the ICMR on the new ethi-
cal guidelines and the researcher experiencing himself with 

the guidelines and the reinforcing committees to implement 
strictly the ICD process, it becomes an easy process to train 
the junior researchers on this knowledge, practice or attitude.

Limitations
This study was conducted among medical researchers in the 
southernmost state of India. The prevalence and practices 
of ICD in other parts of the country should be explored for 
more valuable information. Data were collected using an 
anonymous questionnaire using google forms and hence the 
opinions are very qualitative yet subjective. ICD practices 
among other healthcare sectors also should be explored to 
find the extent of ICD practices and the reasons for any set-
backs.

CONCLUSION

This is a unique study exploring the KAP on the informed 
consent documentation process by medical researchers us-
ing human participants. The knowledge about ICD was bet-
ter, yet provides scope for updating the researchers with the 
revised guidelines on ethics by ICMR. The positive attitude 
on the importance of ICD is promising as this paves way 
for further sensitization and empowerment of the researchers 
with information on the revised guidelines. Their practices 
on ICD was good, however, the legal aspects of the ICD and 
the need for re-consent are some areas that require updates. 
We conclude here that the fact that ICD process is appreci-
ably being carried out by the medical researchers in this part 
of the country, yet, they are in dire need of pieces of training 
on improvising themselves with the revised guidelines of the 
regulatory body.
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Table 1: Knowledge of Researchers towards informed consent documentation (ICD).
Study Variables Responses

N (%)

Mandatory requirement of ICD for any research involving human participants 220 (91.3)

Autonomy of the research participant in participation in any research 92 (38.2)

ICD process is continuous except in assessing the competency of the individual 96 (39.8)

ICD process does not promote an individual’s right to go for legal help 89 (36.9)

Informed consent is purely voluntary 191 (79.3)

Incapable participants can give consent through the legally acceptable representative 154 (63.9)

Reconsent need not be done in the extension of the study period 44 (18.3)

Witnesses in the ICD process from any illiterate cannot be a legal or lawyer person 45 (18.7)

Table 2: Attitude of Researchers towards informed consent documentation (ICD).
Study Variables Responses (%)

Yes No Don’t 
know 

Safeguards the rights of the research participant  207(85.9) 23(9.5) 11(4.6)

Addresses participants concerns of any kind 191(79.3) 27(11.2) 23(9.5)

Makes an impact on the quality of good health care 141(58.5) 46(19.1) 54(22.4)

Protects researchers against litigation 180(74.7) 30(12.4) 31(12.9)

Should be in the language understood by the participant 208(86.3) 14(5.8) 19(7.9)

Suggests training for researchers 157(65.2) 50(20.7) 34(14.1)

Increases the participants’ trust in the researcher 195(80.9) 21(8.7) 25(10.4)

Table 3: Practice of Researchers during informed consent documentation (ICD).
Question Responses

Yes No Don’t know

Regularly obtaining informed consent from research participants 223(92.5) 18(7.5) 0(0)

Preferring signature even after verbal consent 199(82.5) 24(10) 18(7.5)

Providing a copy of consent form to participant on request 165(68.5) 35(14.5) 41(17)

Explaining nature of study, risks and benefits to the participants 196(81.3) 22(9.1) 23(9.5)

Documentation of refusal of consent 171(71) 46(19.1) 24(10)
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Table 4: Association between the researcher’s designation and his opinion on ICD.
The informed consent process 
is based on the principle that 
competent individuals are 
entitled to,

Professor
(73)

Associate
professor

(41)

Assistant
professor

(54)

Tutor
(73)

P-value

Choose to participate 28 15 28 42

0.07
Choose Not to participate 14 6 2 4

Continue to participate 3 2 4 3

All of the above 28 18 20 24

73 41 54 73 241

Table 5: Association between the researcher’s designation and their opinion on the voluntariness on giving 
informed consent.
Informed consent should be given by the 
research participant

Professor
(73)

Associate
professor

(41)

Assistant
professor

(54)

Tutor
(73)

P-value

Voluntarily 61 31 38 59

0.7
undue inducements 6 6 8 8

compulsion 4 3 4 2

under threatening 2 1 4 4

73 41 54 73 241

Table 6: Association between the researcher’s designation and their opinion on the option for an incapable 
participant giving consent.
If a participant is incapable of giving volun-
tary informed consent, Informed consent 
shall be obtained from,

Professor
(73)

Associate
professor

(41)

Assistant
professor

(54)

Tutor
(73)

P-value

Legally acceptable representative 42 30 30 51 0.03*

Friends 15 4 14 4

Another research participant 10 3 9 10

Co-investigator 6 4 1 8

73 41 54 73 241

* statistically significant (p-value p<0.05)

Table 7: Association between the researcher’s designation and their opinion on the option for an incapable 
participant giving consent.
The type of consent obtained in situa-
tions when individual consent cannot be 
obtained will change the behaviour of 
the individual

Professor
(73)

Associate
professor

(41)

Assistant
professor

(54)

Tutor
(73)

P-value

Informed consent 18 8 10 36 0.01*

Informed assent 25 15 24 20

Community consent 21 12 13 13

Oral consent 9 6 7 4

73 41 54 73 241

* statistically significant (p value <0.05) 


