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1. Introduction  

GCP stands for Good Clinical Practice and is an international ethical and scientific 
quality standard for clinical trial design, conduct, performance, monitoring, auditing, 
recording, analysis, and reporting. GCP ensures that data and reported results are 
reliable and accurate, as well as that trial subjects' rights, integrity, and confidentiality 
are respected and protected. It also works to safeguard the rights, integrity, and 
privacy of trial participants.  
It is a prerequisite for anyone conducting clinical trials or working in any field of clinical 
research to have completed Good Clinical Practice (GCP) training. ICH-GCP guidelines 
are the gold standard for conducting clinical trials in all major markets across the 
world, but their importance is expanding in developing economies like India, China, 
and Brazil. Individuals who should attend ICH-GCP training include: 
Training and certification in Good Clinical Practice (GCP) is highly recommended all 
around the world because it is the minimum acceptable requirement for working as a 
clinical research practitioner. Obtaining Good Clinical Practice (GCP) certification has 
a number of benefits, including: 
 
o - All pharmaceutical/biotech companies and contract research organizations now 
encourage their personnel to obtain GCP certification. 
 
o - Certification provides participants with an understanding of the regulations that 
govern clinical research. 
 
o - GCP Certification is a worldwide recognized formal recognition of a professional's 
eligibility as a clinical research practitioner. 
 
o - Training in good clinical practice (GCP) is essential for clinical research organizations 
in order to comply with industry rules and regulations. 

 

 

2. Background and Objectives  

We are all aware of the enormous and never-ending efforts that are being made, as well as the obvious 

yearning for quick results. It's well acknowledged that there are ways to speed up clinical trials, and 

many of us devote our professional careers to achieving this goal. There's always room for better 

processes, smarter technologies, and waste removal. However, in this high-pressure situation, we 

must remember that GCP is not a bureaucratic stumbling block to be avoided. GCP may be a century 

old, but its ideas are still relevant in the race to identify effective COVID-19 treatments. GCP 

guarantees that our research remains ethical, rigorous, and successful in this complex global 

environment. All pharmaceutical/biotech companies and contract research organizations now 

encourage their personnel to obtain GCP certification. Certification provides participants with an 

understanding of the regulations that govern clinical research. GCP Certification is a worldwide 

recognized formal recognition of a professional's eligibility as a clinical research practitioner. Training 
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in good clinical practice (GCP) is essential for clinical research organizations in order to comply with 

industry rules and regulations. 

The Objectives of the Program are as follows: 

1. Define Good Clinical Practice (GCP) 

2. Outline the goals of GCP 

3. Provide a historical perspective on GCP 

4. Outline FDA regulations relating to GCP in Medical Device Research 

5. To have a clear understandings of FDA GCP Specifics 

6. International GCP Specifics of Chinese, Indian & Spanish guidelines 

 

3. Program duration and venue: 3 Days, Online 

 

4. Training Team:  

Mr. Mrinmoy Roy, Assistant Professor, IIHMR, South Campus, Bangalore, Faculty of 
Pharmaceutical Medicine of Royal Colleges of Physicians, UK certified Good Clinical Practice 
Professional. An accomplished Pharma Industry Professional having 13 years of cross 
functional experiences in various domains of Pharmaceuticals in domestic as well as 
international sites. 

Program Director: Mr. Mrinmoy Roy 

Program Co-Director: Mr. Piyush Kumar 

 

5. Training Method: 

This online certification course is imparted through a thoughtfully balanced mix of teaching pedagogy. 

The class will be interactive so that students can correlate the theories with practical examples for 

better understanding. Lectures will be supplemented by case studies which enhance students' 

analytical, problem solving and decision-making skills. This facilitates experiential learning among the 

students as they face real life issues, apply their classroom knowledge, and strengthen their technical 

acumen. Students were regularly evaluated on different parameters such as Class participation, short 

quizzes etc. to check their progress throughout the course plan for final certification. 

6. Outcomes of the programs: 

After completion of this training program healthcare professionals will be able to: 

• Understand ICH GCP principles in conducting Clinical Trials in Indian, Chinese, 

Spanish & US FDA. 

• To prepare essential documents required to conduct Clinical trials.  

• To design Clinical Trial protocol & Monitor recording & Reporting. 

 

 


