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Course Overview:

Clinical research is immensely significant for managing and caring for patients
as well as strengthening public health. Training in clinical research not only
develops future independent researchers but also helps healthcare professionals
enhance their careers by better comprehending the research findings. This MDP
aims to equip researchers with the knowledge and abilities to design a solid
clinical research project and to gain deeper knowledge and comprehension of
clinical trial operations, drug registrations, and drug safety.

PROGRAM HIGHLIGHTS

Interactive Networking Online Hands-on
Learning opportunities Training

Pedagogy:

¢ Interactive Sessions e Assignments and assessments
e Lectures from experts in Industry and Academia e E-learning




Key Topics:

e Basic Principles of Clinical Research

e Clinical epidemiology and evidence-based
medicine

e Protocol development

e Clinical trial design and randomization

e Regulatory and ethical considerations

e Trial monitoring and quality assurance

e Data analysis and interpretation using SAS

e Development of Clinical study report using
CDISC

Learning Outcomes:

e Gain a comprehensive understanding of the principles and methodologies
involved in clinical research, including study design, data collection, and
ethical considerations.

Learn to design and develop scientifically sound clinical trial protocols,
ensuring adherence to regulatory guidelines and ethical standards.

Develop awareness of the regulatory frameworks governing clinical research,
including GCP (Good Clinical Practice) and ethical guidelines for human
subject research.

Acquire skills in managing clinical trial data, including the use of statistical
tools and techniques to analyze data and interpret clinical research findings.
Understand the importance of patient safety and risk management in clinical

trials, including adverse event reporting and safety monitoring protocols.

Who can Attend?

(]
Evaluatlon Th is developed i h that th

o e course is developed in such a way that those
Process- with a foundational knowledge of clinical trials or
minimal experience in clinical trials can benefit
S from the study and those who want to learn more
e Class participation 20% about clinical research can also participate.
e Mid-term evaluation 35%
e End Term evaluation 45%

e Total 100%

Assessment Criteria Weightage

e Clinical researchers

e Healthcare professionals

e Early career professionals who wish to expand
their knowledge in clinical research.

' . e Students of healthcare research and public

sessions is mandatory health research with an interest in clinical

research

*Minimum 75% participation in
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About IIHMR Bangalore

IIHMR, Bangalore is a premier Institute for Hospital and Health management
education in South India. Founded in the year 2004 as the south campus of IIHMR
Group of Institutions, IIHMR Bangalore offers a flagship program in Hospital,
Health, Health IT, and Pharmaceutical Management. The institution received
NABET Accreditation as a Consultancy organization for NABH in 2010 and was
ranked as the top Hospital Management college by higher education review
magazine. It is also Accredited by the National Board of Accreditation (NBA) and
Association of Indian Universities(AIU). IIHMR Bangalore's motive is to create a
positive impact in the dynamic health sector through knowledge creation,
capacity development, and management research.
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