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Abstract 
Background: Good clinical practice guidelines are prepositions for healthcare providers to generate 

reliable clinical trial data. The present study was conducted to assess impact of education intervention 
on knowledge, attitude and awareness of good clinical practice among health care. 
Materials and Methods: 140 health care providers (Doctors, dentists, nurses) of both genders were 
given a self-administrated questionnaire was constructed regarding the role of participant as health care 
provider and knowledge about GCP guidelines. Response was recorded before and after the training. 
Results: Awareness regarding principles of declaration of Helsinski at pre- training session and post 
training session found to be knows very well in 7 and 12 respectively, mostly know it in 11 and 5 
respectively, know to some degree in 20 and 58 respectively and don’t know in 62 and 25 respectively. 

There was significant difference in response and perception of the subjects at pre- training and post 
training sessions (P<0.05). 
Conclusion: Training found to improve knowledge as well as awareness about principles and 
techniques of clinical research. 
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Introduction 
Good clinical practice (GCP) guidelines are prepositions for healthcare providers to generate 
reliable clinical trial data. GCP guidelines are used for designing, conducting, recording, and 

reporting clinical trials that involve participations of human beings [1]. Clinical trials play an 
important role in improving the quality of health care practice and are an essential 
component for the approval of new drugs and medical devices. India is emerging as global 

hub of clinical trials because of so-called Indian advantages such as availability of large 
number of patients, highly motivated medical expertise with English dialect, large pool of 

paramedical workers, strong information technology supplies, and low cost [2]. 

As per the GCP guidelines, everyone involved in the conduct of clinical research must be 
competent to perform their tasks, qualified, trained, and experienced to ensure that they are 

prepared to undertake their responsibilities [3]. It is mandatory for the investigators to 
undergo GCP training before undertaking any project which involves human participants. At 
the Tata Memorial Centre (TMC), clinicians, and basic scientists; principal investigators 
submit their proposals to the Institutional Ethics Committee (IEC) for scientific and ethical 

approval [4]. IEC members of Advanced Centre for Training, Research, and Education in 
Cancer (ACTREC), TMC identified the need to conduct a GCP training session for 
researchers. It was also a requirement for certification by the Association for Accreditation 

of Human Research Protection Programme [5]. The present study was conducted to assess 
impact of education intervention on knowledge, attitude and awareness of good clinical 
practice among health care. 

 
Materials and Methods 

The present study was conducted among 140 health care providers (Doctors, dentists, nurses) 

of both genders. All were informed regarding the study and their consent was obtained. 

Particulars such as name, age, gender etc. was recorded. A self-administrated questionnaire 

was constructed regarding the role of participant as health care provider and knowledge 

about GCP guidelines. 
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A day’s interactive educational training program was given 
by experts in GCP guidelines. Response was recorded  

before and after the training. Results were tabulated and 

statistically analyzed. P value less than 0.05 was considered 

significant. 

 

Results 

Table 2: Awareness of principles of declaration of Helsinki 
 

Awareness 
Pre-training 

(%) 
Post training (%) P value 

Knows very well 7 12  
0.01 

Mostly know it 11 5 

Know to some degree 20 58 

Don’t know 62 25 

Table 1: Distribution of subjects 
 

Total-140 

Gender Males Females 

Number 80 60 

 

Table 2 shows that out of 140 subjects, males were 80 and 

females were 60. 

 
Table 2, Fig 1 shows that awareness regarding principles of 

declaration of Helsinski at pre-training session and post 

training session found to be knows very well in 7 and 12 

respectively, mostly know it in 11 and 5 respectively, know 

to some degree in 20 and 58 respectively and don’t know in 

62 and 25 respectively. The difference was significant (P< 

0.05). 

 

 

Fig 1: Awareness of principles of declaration of Helsinki 
 

Table 3: Response and perception of the subjects 
 

Awareness Pre-training (%) Post training (%) P value 

What are the merits of conducting clinical trials?    

help patients with new treatments 78 89  
0.02 

contribute to medical progress 85 97 

write papers about the clinical trials 72 86 

obtain research grants or other rewards 84 95 

What are the major problems in conducting clinical trials?    

Lack of time 80 92  
 

0.04 

Shortage of clinical research coordinators 77 85 

Insufficiency of infrastructure 90 97 

Funding 82 94 

Others 5 4 
 

Table 3 shows that there was significant difference in 
response and perception of the subjects at pre-training and 

post training sessions (P<0.05). 

 

Discussion 
Good Clinical Practice (GCP) is a set of guidelines that 

must be followed when conducting clinical trials to ensure 

that the rights and wellbeing of the trial participants are 

protected and that the data generated in the trial is valid [6]. 

It is an international ethical and scientific quality standard 

for designing, conducting, performance monitoring, 

auditing, recording, analysing and reporting on clinical trials 

that involve human participants [7]. The guidelines were 
developed in the mid-1990s in order to provide clinical trials 

with a unified standard across the European Union, Japan 

and the United States, and to facilitate the mutual 
acceptance of clinical data by the regulatory authorities in 

these jurisdictions [8]. In-service professional education has 

proved to be a challenge as it requires efficient training 

strategies at a clinical research site in which research 

professionals are actively or indirectly involved in the trial 

related activities [9]. The present study was conducted to 

assess impact of education intervention on knowledge, 

attitude and awareness of good clinical practice among 

health care. 
In present study, out of 140 subjects, males were 80 and 

females were 60. Goel et al. [10]. assessed the level of 
awareness, and perception of the health care providers 
toward GCP and subsequent change in these after a day 

training session on GCP guidelines. The impact of the 
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effectiveness of educational intervention among healthcare 
professionals was evaluated by two-tailed Z-test. Out of 120 

participants, 80 were medical doctors, 20 dental doctors, and 

20 nurses. A day training program on GCP guidelines was 

found to increase positive attitudes toward various aspects 

of clinical trials. 

We found that awareness regarding principles of declaration 

of Helsinski at pre- training session and post training session 
found to be knows very well in 7 and 12 respectively, 

mostly know it in 11 and 5 respectively, know to some 

degree in 20 and 58 respectively and don’t know in 62 and 

25 respectively. Awatagiri et al. [11] conducted a study to 

strengthen the knowledge and awareness regarding GCP. A 

semi-structured questionnaire was used to collect the data in 

pre and post-test. A total of 138 participants were 

participated in the study. The training session was pre- 

planned which included a lecture followed by the question- 

answer session. This study has resulted in overall 

improvement of knowledge with a median difference of 5 
with P-value<0.001. There was a statistically significant 

improvement of knowledge between pre and post-test of 

those having GCP training in the past, working group and 

education. 

Our current curriculum lacks a formal training for clinical 

research and health care professionals have to learn by their 

own means. By creating more awareness in physicians, 

dental doctors, and nurses about clinical research, we can 

build confidence in them to conduct the clinical trials more 

diligently, and move away from “guinea pig syndrome.” 

Our current guidelines recommend that clinical trials can 

only be done at those centers which are certified for 
purpose, and members of ethics committee of that site 

should be trained in GCP guidelines [12]. 
 

Conclusion 
Authors found that training found to improve knowledge as 

well as awareness about principles and techniques of  

clinical research. 
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