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ABSTRACT

Background: Clinical research is necessary for the advancement of better health care. Training in clinical research forms a very
important part of medical education. This starts in the second MBBS with an introduction to the basics of clinical research as per
their syllabus. To date, very few surveys were done on the knowledge, attitude, perception, and practice of Second MBBS stu-
dents about clinical research. A Knowledge Attitude Practices survey helps reveal misconceptions regarding the subject chosen.

Methodology: After ethics committee approval, a prevalidated questionnaire was administered as a Google Form to the second
MBBS students and, data were analyzed using descriptive statistics on Microsoft Excel.

Results: Out of 104 students who were sent the questionnaire 89 answered, with a response rate of 85.59%. Knowledge was
tested with 10 questions of which 5 were multiple choice and 5 were yes or no response. Knowledge was found to be moderate
with a mean percentage score of 55.9%. Perception of the students towards clinical research was found to be a positive one
overall, with 10 questions out of 12 having a mean above 3. Only 67.42% of students were aware of the presence of an Institu-
tional Ethics Committee.

Conclusion: There is a positive attitude towards clinical research and moderate knowledge but, there are still some misconcep-
tions that can be corrected with structured intervention with aspects of ethical research and also by involving more undergradu-
ate students in minor research projects.
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INTRODUCTION level. It is essential to inculcate reasoning skills and to de-

velop a positive attitude amongst students towards scientific

Training in clinical research constitutes a very essential part  oqearch from the beginning of their medical career. > Clini-
of medical education. For a Medical student, research can  ¢a1 trials are important for the future practising physician, to
be mandatory, elective, or extracurricular'. Charles Best was perform and present their research and also to select the rel-
a medical student when he with the help of his supervisor,  eyant articles for evidence-based medicine, which directly or
Frederick Banting, discovered insulin. Paul Langerhans a  jpdirectly contributes to the advancement of the health care
medical student proved that insulin is secreted by pancre- system. (GCP) Good clinical practice awareness is equally
atic islets of Langerhans. Alan Hodgkin won the Nobel Prize important in budding young clinical investigators. The Ex-
in 1972 in biomedical research work on nerve transmission  posure to terms and explanations regarding the clinical trials
which was done as an undergraduate.' Research experience  peging with the second MBBS curriculum. There are basics
can provide a boost to the career of medical students'. In  of clinical research in the Pharmacology syllabus along with
India, undergraduates are not much involved in clinical re- different types of clinical trials and evidence-based medi-
search though it forms a mandatory part of post-graduation  ¢ine and its importance. The students during their time in
medical courses. Knowledge on the history of clinical tri- 1 second MBBS are encouraged to take up some research
als and the importance of trials iq the development of bet-  proiects. This is done as they are considered the next gen-
ter health care need to be emphasized at the undergraduate  eration of doctors. However, there are a smaller number of
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studies done on the second-year MBBS students regarding
their attitude, perception, and practices of clinical research’.
Assessment of their Knowledge regarding the clinical re-
search, overall attitude on research and practise is essential
for timely intervention if any misconceptions surface. There
is an increase in research as seen in India since the Covid19
pandemic spreading in the country and the requirement of
better research into the treatment modalities available.

A Knowledge, Attitude, and Practices (KAP) survey is a
quantitative method that provides access to quantitative and
qualitative information.* KAP surveys reveal misconcep-
tions or misunderstandings and potential barriers to behav-
iour change.*

The present study was therefore undertaken to help in the
assessment of the medical students’ knowledge and attitude
towards clinical research using this method.

Aims and Objectives: To evaluate the Knowledge, Attitude,
Practices towards clinical research in medical undergradu-
ates in a tertiary care teaching hospital.

Methodology: A questionnaire was developed after an on-
line literature search of previously done similar studies. The
Questionnaire contained 28 questions divided into four parts-

(1) The demographic data like age, sex, and year of study
was part of the questionnaire and entered as Categori-
cal values

Questions for evaluation of Knowledge were scored
as | for correct answer and 0 for the wrong answer.
These were 10 in number, out of which 5 were multi-
ple-choice questions and 5 were seeking a Yes or No
response

There were 12 questions related to Perception towards
the trials and the answers to these were sought in a 5
point Likert scale from strongly agree (5) to strongly
disagree(1), The questions on perception of clinical
research were selected as both positive and negative
statements and Likert scale was accordingly modified.
The questions related to attitude as a future clinician
and research scientist were three in number. These
were meant to know whether they would take part in
clinical trials as a doctor or as a volunteer. The ques-
tions for evaluating knowledge were mainly based
on the syllabus which is taught to the students during
their lectures. Two questions were added to know the
interest of the students in general regarding the history
of clinical trials.

@)

€)

(4)

The questionnaire was not designed to quantify the overall
knowledge of the student, more to gauge their minimum un-
derstanding of clinical trials and whether they are aware of
trials happening in their institute. After taking the requisite
permissions from the Institutional ethics committee, a Cross-
sectional survey with the developed pre-validated question-
naire was conducted in Terna Medical College, Nerul, in

September 2020. The period was chosen to guarantee that
the students had exposure to not only the lectures on clinical
research but also to the patients and treatment options avail-
able in the Hospital. The questionnaire was administered to
104 students of the second MBBS as a Google form. Valida-
tion was done by a discussion with the senior faculty of the
department and an online literature search of similar types
of studies. The students were informed that the participation
was voluntary and that confidentiality will be maintained.

Statistical Analysis

The collected data was entered into the Microsoft Office Ex-
cel software and was tabulated in percentage and frequency.
The data was analyzed mainly as mean and Standard devia-
tion (SD) and for categorical variables, analysis was done as
percentages.

RESULTS

A total of 104 Second MBBS students were administered the
questionnaire and the overall response rate was 85.58 % (N
= 89). Of the 89 respondents, 45(50.56%) were male and 44
(49.44%) Female. The distribution of the age group of the
respondents is seen in figure 1.

The focus of the study was mainly perception of research
and overall, the students had a positive attitude towards
clinical research which can be seen in table 1, as the mean
above 3 is seen for 10 questions. 43 students (48.31%)
were neutral to the statement regarding the perception about
the results of clinical research being genuine. This can be
taken as a negative perception towards clinical research as
these students were not ready to commit themselves to ei-
ther agree or disagree. 41 (46.06%) students were neutral
to the statement regarding the patients gaining more from
clinical research, this can be considered more as a nega-
tive perception than a positive one as they are not able to
decide. However, 97.75% of the students agreed that clini-
cal research provides better health care for patients. 47%
of the students felt that the pharmaceutical industry gains
financially from clinical research yet all the students agreed
that clinical research is necessary for new drug develop-
ment. 97.75 % of the students agreed that confidentiality is
an important aspect of clinical research. To the statement
that research should be done on animals rather than humans
32(35.95%) of the students were neutral and 29 (28.09%)
of the students disagreed with this statement. These two
figures when combined in total 61(68.54%) students disa-
greed that the use of animals was better instead of humans
for clinical research.

In table 2, regarding the students’ attitude towards clinical
research as a future clinician/researcher, 88(98.9%) of the
students were ready to take care of patients who are involved
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in clinical research, but only 54(60.67%) were ready to vol-
unteer as a patient in clinical research.

The basic knowledge of clinical trials was assessed as part of
the questionnaire. Out of 89 students, 32 students scored 70%
and above and 70 students scored 50% and above. The mean
percentage score was 55.9%, the knowledge was moderate.
Table 3 has all the questions asked to test the basic knowledge
and awareness of the students regarding clinical research. Of
the 5 multiple choice questions only one question, question
number 4, was answered wrongly by 41(46.07%) students. It
is a significant number since the question is important as it is
required to know who is included in the special population.
The awareness of the students regarding the history of clini-
cal research and the importance of GCP guidelines of clinical
research is good (60 students (67.42%)). Only 60 students
(67.42%) of the students were aware that there is an Ethics
committee in their institute.

DISCUSSION

A Second-year medical graduate is aware of the theoreti-
cal aspect of clinical trials as it is part of their pharmacol-
ogy syllabus. They start forming their opinions accord-
ingly. A few of them may already be interested in student
research projects and some may conduct clinical trials in
the future. This study helps in gauging their attitude to-
wards medical research and helps in understanding any
misconceptions.

Although several studies were done on the attitude of medi-
cal students regarding clinical research, most of them were
on post-graduate students. The second-year MBBS is the
year when the students get exposed to clinical research in
their curriculum and therefore, they start forming opinions
regarding the same. The knowledge of clinical research and
how it has evolved during the years to include the principles
of confidentiality, consent, and autonomy of the patient as
well as beneficence is important to understand how to ap-
proach ethical research. In the survey, the students were
found to have a moderate knowledge of clinical research
with a mean percentage score of 55.9% which was slightly
better than that of a similar study conducted by Khan H et
al.,2006, on Pakistani medical undergraduate students the
knowledge was found to be moderate, mean percentage
score was 49%. * However, that study was conducted on a
greater number of students and involved different years of
MBBS students, and they found that there was an increase
in the knowledge with an increase in the number of years of
medical college. The study done previously in Kalaburagi,
Gulbarga institute of medical education by Priyadarshini
et al., 2017,” which was an intervention conducted about
clinical research followed by a KAP study on the third-year
MBBS students had shown a positive attitude of the stu-

dents and an increase in their knowledge after the inter-
vention.” Attitude wise this was reflected in our study also,
except when it was about the results of the clinical research
being genuine. Since these students are still in the second
MBBS and considerably less exposed to the research and
the clinical subjects as well, there are some misconceptions
expected regarding the clinical research being done in the
health care setup. This can be remedied by timely interven-
tion and encouraging them to take up small research projects
as a structured mentorship program.In a study conducted
on medical undergraduate students by Alaa Althubaiti in
2014, in Saudi Arabia where there is a structured Medical
Research Program(MRP) the second-year MBBS students
were expected to submit their research proposals and had a
supervisor to help them through the activities.® They found
that the second-year medical students were more interested
in choosing clinically-oriented projects, were less satisfied
with the Medical Research Programme and the author was
of opinion that there can be more interdisciplinary projects,
to increase the students’ interest in research 8. A similar
setup in our medical colleges might improve the interest
in research among medical undergraduates. The inclusion
of research work in medical education can promote physi-
cians’ use of evidence-based medicine and their involve-
ment in clinical trials. A study conducted in southern India
by Saraschandraet al., 2014, on medical students found that
the majority of medical students (72.5%) expressed interest
in being a part of the research team of the institution and
publish their research.’

In a study conducted by Rajashree N.et al., 2019, among the
resident doctors, 60% of students have an interest in training
in biomedical research!’. In a similar study conducted by Mad-
havrao C et al., 2016, in Kulasekharam, medical postgradu-
ates gave 50% correct responses for all questions based on
knowledge of principles of research indicating they had good
knowledge of the principles of research, which could be be-
cause the resident doctors are expected to attend the research
methodology workshop and also because most of them by then
is expected to start a research project.!! Similar findings were
also noted by Pawar et al., 2012, in Mumbai, they evaluated
the awareness about medical research among resident doctors
in tertiary care hospitals, 58% of the residents had the con-
ceptual knowledge of research hypothesis, 76% received ad-
equate training in research but only 4% published the research
work in various journals and 50% were engaged in carrying
out research other than their dissertation work.”” Our study
was conducted on the second MBBS students and they are the
future resident doctors, the attitude found now can be changed
and when they become resident doctors there are chances that
more students will be doing research other than their disserta-
tion. Good training is known to always improve the awareness
and skill of medical students and help them develop a positive
attitude towards research.

_______________________________________ -
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There are several limitations of the study. The knowledge
regarding clinical research and its history is too vast. Us-
ing only ten questions may not be enough. However, if the
questionnaire becomes too lengthy the students’ responses
may become limited and the answers become more through
random guessing. The perception towards the clinical re-
search is positive among the students as of now, developing
this is crucial since it can help them in undertaking a research
project by themselves now or in the future. The questions
regarding the perception could have contained more negative
statements to balance the positive ones. The study population
could have included the third MBBS students and interns
also to get a better understanding of the change in attitude
towards research.

CONCLUSION

The study was trying to learn the perceptions of second
MBBS students towards clinical research and found that
there is a positive attitude in general but there are still some
misconceptions regarding published results of the clinical
research. These misconceptions can be corrected by a struc-
tured intervention with aspects of ethical research and also
by involving more students in minor research projects to
help them understand the methodology. There is a necessity
of conducting regular workshops on research methodology
and also start mentoring system for the same. The limitations
of the study were that the third MBBS students and interns
were not involved if this can be done then a better picture
of the changing attitude can be understood. This can help
increase the interest and participation of medical students in
clinical research.
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Table 1: Perception of students regarding clinical research with responses recorded as a 5 point Likert scale
with (1)as Strongly disagree and (5) as Strongly agree

Statement Strongly Agree+  Neutral Strongly disagree+ Mean(SD)
agree [n(%)] Disagree
[n(%)] [n(%)]
1 Clinical research benefits patients 60(67.42) 25(28.09) 4(4.49) 3.78(0.79)
2 Clinical research is necessary for drug develop- 89(100) o o 4.67(0.47)
ment
3 Clinical research helps in providing better health- 87(97.75) 2(2.25) o 4.51(0.55)
care for patients
4 Clinical research harms patients 14(15.73) 48(53.93) 27(30.34) 2.84(0.78)
5 The government protects the rights of patients in 44(49.44) 35(39.32) 14(15.73) 3.49(0.92)
unethical research
6 All the results of clinical research are genuine 20(22.47) 43(48.31) 26(29.21%) 2.96(0.85)
7 The Pharmaceutical industry gains financially 47(52.81) 31(34.83) 1(12.36) 3.52(0.89)
with clinical research
8 Volunteers in clinical research are given full infor- 46(51.69) 29(32.58) 14(15.73) 3.47(0.93)
mation about the research they are participating
in
9 Patients gain more with clinical research 34(38.2) 41(46.06) 14(15.73) 3.29(0.82)
10 Volunteers in clinical research should get ad- 76(85.39) 9(10.11) 4(4.49) 4.146(0.82)
equate compensation for participation in clinical
research
1 Research is to be done on animals rather than 32(35.95) 32(35.95) 25(28.09) 3.135(1)
humans
12 Confidentiality is important in clinical research 87(97.75) 2(2.25) o 4.47(0.54)

Table 2: The attitude of the students as a clinician-researcher of the future

Response-n(%)

Question Yes No
Would you recommend your patients to join a clinical 75(84.27%) 14(15.73%)
research

As a doctor would you participate in taking care of 88(98.9%) 1(1.1%)

patients in clinical research

Would you volunteer as a patient in clinical research 54(60.67%) 35(39.33%)

Table 3: The responses to the questions testing the basic knowledge of students on clinical research(* correct
response)

Sr. No. Question No. of responses, n(%)
1 The first controlled clinical trial happened in -

1654 5(5.62%)

1747* 53(59.55%)

1837 10(11.24%)

1923 21(23.6%)
2 What do you mean by bias in the clinical trial

Failing to inform participants of all aspects 7(7.87%)

. __________________I -]
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Influencing the participants 7(7.87%)

Not following randomization 22(24.71%)

all of the above* 53(59.55%)
3 How many phases are there in a clinical trial

1 1(1.1%)

2 o

3 21(23.6%)

4* 67(75.28%)
4 Who is not included in the special population in regards to a

clinical trial?

Age 60 years* 15(16.85%)

Children 7(7.86%)

Mentally challenged 41(46.07%)

Pregnant women 26(29.21%)
5 In how many working days should the investigator report an

adverse drug reaction to the central authority

1day 3(3:37%)

1month 21(23.59%)

7 days*® 59(66.29%)

Not necessary 6(6.74%)
6 Have you ever come across the term ‘Nuremberg trials’ and its

relation to clinical trials?

Yes 39(43.82%)

No 50(56.18%)
7 Do you know what are Good Clinical Practices guidelines for

clinical trials?

Yes 60(67.42%)

No 2932.58%)
8 Do Clinical trials take place in your Institute?

Yes 30(33.71%)

No 59(66.29%)
9 Are you aware of the existence of an Institutional Ethics com-

mittee in your Institution?

Yes 60(67.42%)

No 29(32.58%)
10 In the event of an adverse event, the volunteer is adequately

compensated

Yes 76(85.39%)

No 13(14.61%)

Mo leeee———
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Distribution of age of respondents
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Figure 1: Figure showing the age distribution of the students.
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