






SHORT TERM FELLOWSHIP PROGRAM IN GOOD CLINICAL PRACTICE TENTATIVE SCHEDULE 

 

S

N 

Week Schedule Days 

sched

ule   

Training program 

 

 09:30–

09:45 

09:45–11:00 11:00 

-11:15  

11:15-12:45 12:45-

2:00 

02:00 – 03:15 03:15 – 

05:00 

1

. 

Week 1: 

Overview of the 

clinical research 

process, Research 

Methodology, 

History and 

milestones, 

Principles of ICH-

GCP 

Day 1 Registra

tion 

Inauguration and Pre-

training assessment 

 

 

 

 

 

 

Tea 

break 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Tea 

break 

 

 

 

 

 

 

 

 

 

 

 

 

Plenary lecture: Overview of 

the clinical research process 

 

 

 

 

 

 

Lunch 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Lunch 

 

 

 

 

 

 

 

 

 

 

 

 

 

Identifying gaps in 

knowledge through 

systematic review of 

literature 

Group 

Activity*  

Day2   

 

 

Previous 

day 

briefing 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Previous 

day 

briefing 

 

 

 

 

 

 

 

 

 

 

 

Formulating research 

question: PICO and its 

variation; Criteria for 

good research 

question 

Study design: overview 

 

Types of clinical 

trials 

Group 

Activity* 

Day 3 Random allocation 

and blinding 

Selecting endpoints/response 

variables 

Placebo effect Group 

Activity* 

Day 4 Sample size 

calculation 

Analysis of RCT data Reporting of RCT: 

CONSORT 

checklist 

Group 

Activity* 

Day 5 Introduction, History 

and Milestones of 

GCP 

Principles of GCP- I Application of GCP 

principles in 

research 

Group 

Activity* 

Day 6 Indian GCP and 

Schedule Y 

New Drugs and Clinical Trials 

Rules, 2019 

Weekly Quiz Feedback 

session 

Week 2: 

Ethics in clinical 

research, 

Informed consent,  

Overview of 

clinical research 

regulatory bodies 

Day 1 Declaration of 

Helsinki 

Ethics committee/Institutional 

Review Board 

Membership of 

Ethics committee 

Interactive 

session** 

Day2  Responsibilities of 

Ethics committee 

Investigator’s responsibilities 

to Ethics committee  

Criteria for ethical 

approval of research 

Interaction 

with 

members of 

IEC, RIMS 

Day 3 Informed consent Documentation requirements 

in informed consent 

Special 

Requirements 

Concerning Consent 

Group 

Activity* 

Day 4 Confidentiality of 

Clinical Trial 

Participant Records 

Exceptions to Confidentiality 

Requirements 

HIPAA Rights, 

Privacy, and 

Enforcement 

Interactive 

session** 

Day 5 CDSCO Ctri   ICMR/DHR Group 

Activity* 

Day 6 Weekly quiz Feedback session Library time 

Week 3: Research 

protocol, 

Documentation 

and record 

keeping, Roles 

Day 1 Contents of the 

Research Protocol-I 

Contents of the Research 

Protocol-II 

Contents of the 

Research Protocol-

III 

Interactive 

session** 

Day2  Protocol Amendment Protocol Violation Special 

considerations 

Group 

Activity* 
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and 

responsibilities 

Day 3 Previous 

day 

briefing 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Previous 

day 

briefing 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Previous 

day 

briefing 

 

 

 

Documentation 

Requirements in GCP 

Tea 

break 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Tea 

break 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Tea 

 

 

 

 

 

Documentation in sponsored 

trial 

 

Lunch 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Lunch 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Lunch 

 

 

 

 

 

Documentation in 

investigational new 

drug 

Interaction 

with 

members of 

RPC, RIMS 

Day 4 Responsibilities of 

Sponsor 

General responsibilities of 

Principal Investigator 

Specific 

responsibilities of 

Principal 

Investigator 

Interactive 

session** 

Day 5 Responsibilities of 

research site staff 

Roles and responsibilities in 

multi-site trial 

Summary of roles 

and responsibilities 

Group 

Activity* 

Day 6 Weekly quiz Feedback session Visit to Central Medical Record 

Department and Training Centre 

Week 4:  

Research 

misconduct, 

Conflict of 

interest, 

Investigational 

new drugs 

 

Day 1 Identifying Research 

Misconduct 

Investigating Allegations of 

Research Misconduct 

Responding to 

Allegations of 

Research 

Misconduct 

Group 

Activity* 

Day2  Safeguards for 

Informants and 

Accused Persons 

Possible Penalties for 

Research Misconduct 

Summary of 

research misconduct 

Group 

Activity* 

Day 3 Evaluation of conflict 

of interest 

Reporting conflict of interest 

to funding agency 

Conflict of interest 

in ethics committee 

Interactive 

session** 

Day 4 Phases of Clinical 

Trials of 

Investigational New 

Drugs 

Investigational New Drugs 

Requirements 

Investigational New 

Drugs 

Responsibilities 

Group 

Activity* 

Day 5 Clinical trial with 

complementary and 

alternative medicine 

Investigational new devices Drug accountability  Interactive 

session** 

Day 6 Weekly quiz Feedback session Visit to Research Labs at RIMS, 

Ranchi 

Week 5: 

Monitoring, 

Recruitment of 

patients/retention 

Patient 

safety/adverse 

events 

 

Day 1 Site selection Site initiation Monitoring 

procedures and 

SOPs 

Group 

Activity* 

Day2  Recruitment  Recruitment Strategies Advertising for 

Study Participants 

Interactive 

session** 

Day 3 Planning Patient 

recruitment strategies 

to assist the monitor  

Retention Retention strategies Group 

Activity* 

Day 4 Use of Incentives Attrition of study patients Participant Safety & 

Adverse Events 

Interactive 

session** 

Day 5 Assessing an Adverse 

Even 

Adverse Event Reporting Adverse Event 

Follow-up 

Group 

Activity* 
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Day 6  

 

 

 

 

 

 

 

 

Previous 

day 

briefing 

Weekly quiz  

 

 

 

 

 

 

 

 

Tea 

Feedback session  

 

 

 

 

 

 

 

 

Lunch  

Visit to Research Labs at RIMS, 

Ranchi 

Week 6: Quality 

assurance and 

quality control 

 

Day 1 Introduction to 

Quality Assurance and 

Quality Control in 

Clinical Trials 

Quality Certifications, Govt. 

Regulations, ICH Guidelines 

and ISO 9000 

Quality 

Management 

System in Clinical 

Trials 

Group 

Activity* 

Day2  Monitoring Visit 

Procedures 

Study close out visits Various types of 

Audits in Clinical 

Trails 

Interactive 

session** 

Day 3 Clinical Trials Audit 

observations and 

study of critical 

observations 

WHO Risk Based Approach 

Analysis 

Breach reports and 

Compliance 

guidelines  

Interactive 

session** 

Day 4 Monitoring board Data Safety Data quality 

assessment 

Group 

Activity* 

Day 5 Competency 

assessment 

Research protocol 

presentation by fellows 

Research protocol 

presentation by 

fellows 

Research 

protocol 

presentation 

by fellows 

Day 6 Research protocol 

presentation by 

fellows 

Research protocol 

presentation by fellows 

Post-training 

assessment 

Valedictory 

2 Relevance in 

Public Health 

This training is important for all staff involved in Clinical Research and ensures an understanding of the principles adopted in research. 

GCP is widely accepted and expected in all research involving human participants. GCP is not specific to a protocol, but rather is general 

and applicable to all protocols. Anyone directly involved in the design or conduct, oversight, or management of research involving human 

participants, including research site staff, back-up staff, contractors, subcontractors, and consultants who perform key study functions, 

should complete the GCP training. 


