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Scope:

This course aims to provide the students an opportunity to learn drug development process especially the
phases of clinical trials and also the ethical issues involved in the conduct of clinical research. Also, it aims
to imparts knowledge and develop skills on conceptualizing, designing, conducting and managing clinical
trials.

Objectives:
Upon completion of this course it is expected that students shall be able to:
o Know the new drug development process.

e Understand the regulatory and ethical requirements.
e Appreciate and conduct the clinical trials activities
¢ Know safety monitoring and reporting in clinical trials
e Manage the trial coordination process
Sr. Topic Hr
1. Drug development process: Introduction, various approaches to drug discovery, | 12
Investigational new drug application submission
Ethics in Biomedical Research: Ethical Issues in Biomedical Research — Principles
of ethics in biomedical research, Ethical committee [institutional review board] - its
constitution and functions, Challenges in implementation of ethical guidelines, ICH
GCP guidelines and ICMR guidelines in conduct of Clinical trials, Drug Safety
Reporting.
2. Types and Designs used in Clinical Research: Planning and execution of clinical | 12

trials, Various Phases of clinical trials, Bioavailability and Bioequivalence studies,
Randomization techniques (Simple randomization, restricted randomization,
blocking method and stratification), Types of research designs based on Controlling
Method (Experimental, Quasi experimental, and Observational methods) Time
Sequences (Prospective and Retrospective), Sampling methods (Cohort study, case
Control study and cross sectional study), Health outcome measures (Clinical &
Physiological, Humanistic and economic)

Clinical Trial Study team: Roles and responsibilities of: Investigator, Study
Coordinator, Sponsor, Monitor, Contract Research Organization.




Clinical trial Documents: Guidelines to the preparation of following documents: | 12
Protocols, Investigator’s Brochure, Informed Consent Form, Case report forms,
Contracts and agreements, Dairy Cards

Clinical Trial Start up activities: Site Feasibility Studies, Site/Investigator selection,
Pre-study visit, Investigator meeting, Clinical trial agreement execution, Ethics
committee document preparation and submission

Investigational Product: Procurement and Storage of investigation product 12
Filing procedures: Essential documents for clinical trial, Trial Master File preparation
and maintenance, Investigator Site File, Pharmacy File, Site initiation visit, Conduct,
Report and Follow up Clinical Trial Monitoring and Close out.

Preparation and conduct of monitoring visit: Review of source documents, CRF, ICF,
IP storage, accountability and reconciliation, Study Procedure, EC communications,
Safety reporting, Monitoring visit reporting and follow-up

Close-Out visit: Study related documents collection, Archival requirement,
Investigational Product reconciliation and destruction, Close-Out visit report.

Quality Assurance and Quality Control in Clinical Trials: Types of audits, Audit | 12
criteria, Audit process, Responsibilities of stakeholders in audit process, Audit
follow-up and documentation, Audit resolution and Preparing for FDA inspections,
Fraud and misconduct management

Data Management

Infrastructure and System Requirement for Data Management: Electronic data
capture systems, Selection and implementation of new systems, System validation
and test procedures, Coding dictionaries, Data migration and archival

Clinical Trial Data Management: Standard Operating Procedures, Data management
plan, CRF & Data base design considerations, Study set-up, Data entry, CRF tracking
and corrections, Data cleaning, Managing laboratory and ADR data, Data transfer
and database lock, Quality Control and Quality Assurance in CDM, Data mining and
warehousing.
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