
INTRODUCTION TO THE PRINCIPLES 
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AND PRACTICE OF CLINICAL RESEARCH

From the National Institutes of Health Clinical Center

October 18, 2004 to February 15, 2005
This course will be offered via videoconference and meet at 1M45, Building 2, WRAMC (This is the conference room located in the GYN Clinic across Subway) from 1700 to 1830 hours EST.  

A certificate will be awarded upon completion of the course, including a final exam.

Topics


• Choosing a Research Question




• Scientific Conduct


• Design of Epidemiologic Studies and Study Development

• Protocol Mechanics


• Using Secondary Data and Meta Analysis


• Concepts in the Management of Projects


• Opportunities for Innovation in Clinical Research


• Data Management in Clinical Trials


• Measures






• Quality Control in Clinical Trials


• Participant Selection





• FDA Product Regulation


• Issues in Randomization




• The Clinical Researcher and the Media


• Overview of Hypothesis Testing



• Data and Safety Monitoring Boards


• Sample Size and Power




• Evaluation of a Protocol Budget


• Conceptual Approach to Survival Analysis


• Peer Review Process for Grants


• Designing and Testing Questionnaires



• Technology Transfer


• Economic Analysis in Clinical Research



• Evaluation of Alternative and Complementary Therapies


• Quality of Life





• Ethical Principles in Clinical Research



• Inclusion of Women and Minorities in Clinical Trials

• Design of Case Report Forms


• Researching an Ethics Question



• Mock Institutional Review Boards


• Legal Issues in Clinical Research











Special Lectures

Unanticipated Risk in Clinical Research: A Case Study

Stephen E. Straus, M.D., Director, National Center for Complementary and Alternative Medicine

Human Genome Project and Clinical Research

Christopher Austin, M.D., Senior Translational Research Advisor to the Director, National Human Genome Research Institute

Course Objectives


To become familiar with the basic epidemiologic methods involved in clinical research.


To be able to discuss the principles involved in the ethics of clinical research, the legal issues involved in clinical research, and the


regulations involved in human subjects research, including the role of IRBs in clinical research.


To become familiar with the principles and issues involved in monitoring patient-oriented research.


To be able to discuss the infrastructure required in performing clinical research and to have an understanding of the steps involved in 

developing and funding research studies.

There is no charge for the course; however, the purchase of a textbook is required. DCI will purchase several copies of the textbook and make available in the medical library.  Register via WRAMC/DCI web site: http://www.wramc.amedd.army.mil/departments/dci/
Please note that the Registration deadline is 5 October 2004.
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