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ABSTRACT 

Background: Good Clinical Practice (GCP) is an international quality standard 

for conducting trials that involve participation of human subjects. Good Clinical 

Practice guidelines are provide the  human rights protection, assurance of the 

safety and well being of subject participating in clinical trials of the newly 

developed compound. The objective of this study was to show the 

effectiveness of workshop training in basic principles of Good Clinical Practice 

among the Medical teachers of Government Medical College, Bhavnagar and 

will learn the practical application of GCP regulations for critical components of 

the clinical research Process. 

 

Objective:  The main objective of this study was to show the effectiveness of 

workshop training in basic principles of Good Clinical Practice among the 

Medical teachers  

 

Methods:� A total 125 medical teachers of Government Medical College 

attached with Sir Takhtsinhji Hospital, a tertiary care hospital, Bhavnagar, 

Gujarat professionals were participated in Good Clinical Practice training 

workshop. The study was included total twenty questioners based on the most 

widely accepted international document forming the base for ICH Harmonised 

Tripartite Guideline for GCP (ICH-GCP E6), which defines in detail the 

responsibilities and obligations of parties engaged in clinical research. They 

were submitted given questioners with answers before and after the workshop 

training. The data was�Mean and SD calculated using SPSS software. 

Results: The total twenty questions were analyzed and compare with the 

standard key of this. Pre training test score of Question no. 2, 5, 7, 16 was 

19(15%), 35 (28%), 21 (17%), 14 (11%) and post training score was 70(88%), 

95(76%), 64(51%), 75(60%) respectively. This number as well as percentage 

could show more improvement in knowledge regarding basic principle of Good 

Clinical Practice. In our� study results shown that there was improve overall 

knowledge after the given Good Clinical practice training.   

Conclusion - Training workshop with interactive sessions among the 

participants after some lectures followed by Multiple Choice Questions test not 

only improved but also update the participations knowledge regarding subject. 

KEY WORDS:  Good Clinical Practice (GCP), International Conference on 

Harmonisation (ICH), Workshop 
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Table: Pre training and Post training score of Participants 

� 

Sr. 

No 

Questions ���������

��	����

�	��������

��	����

1 Three basic ethical principles 

are derived from 

71 (57) 105 (84) 

2 GCP is part of following ICH 

topic 

19 (15) 70 (88) 

3 Reporting the progress of the 

trial at site is the 

responsibility of 

71 (57) 98 (78) 

4 Ethics submission and 

approval is the responsibility 

of 

63 (50) 68 (54) 

5 Corrections in the CRF is the 

responsibility of 

35 (28) 95 (76) 

6 Investigational Medicinal 

Products can be shipped to 

site 

76 (61) 85(68) 

7 IMP accountability is the 

responsibility of 

21 (17) 64 (51) 

8 Which of the following are 

included in informed consent 

81 (65) 109 (87) 

9 What does ICH GCP state 

about the investigator or trial 

staff persuading subjects to 

take part in a trial? 

41 (33) 61 (49) 

10 According to ICH GCP any trial 

related duty and function that 

is transferred to and assumed 

by a CRO should be what? 

24 (19) 44 (35) 

Sr. 

No 

Questions ���������

��	�� 

�	��������

��	����

11 Of what is this part of the 

ICH GCP definition: "A 

unique identifier assigned by 

the investigator to each trial 

subject to protect the 

subject's identity" 

61 (49) 63 (50) 

12 According to ICH GCP which 

of the following is the odd 

one out in terms of where 

it/they should be filed? 

16 (13) 38 (30) 

13 Complete this statement 

from ICH GCP: neither the 

investigator, nor the trial 

staff, should XXX or unduly 

influence a subject to 

participate or to continue to 

participate in a trial. 

40 (32) 95 (76) 

14 Which of the following is 

NOT an ICH GCP 

requirement for clinical trial 

sites? 

55 (44) 58 (46) 

15 Which of the following is 

most true regarding the ICH 

GCP requirements for an 

investigator? 

41 (33) 58 (46) 

16 Which of the following is not 

an SAE 

14 (11) 75 (60) 

17 Investigator shall report all 

SAE to sponsor within 24 

hours and to the Ethics 

Committee within 

55 (44) 68 (54) 

18 What completes the 

following statement from 

ICH GCP Section 4.9 

regarding Essential 

Documents? 

50 (40) 75 (60) 

19 All laboratory abnormalities 

that are greater than three 

times the upper or lower 

limit -of- normal are 

reported as serious adverse 

events in all clinical trials 

33 (26) 70(56) 

20 To be classified as an 

Adverse Drug Reaction, a 

causal relationship between 

a medicinal product and an 

unintended response to that 

product must be at least a 

reasonable possibility. 

44 (35) 93(74) 
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