DESIGNING CLINICAL RESEARCH FOR STUDENTS AND RESIDENTS

ASSIGNMENT THREE
Due: August 13, 2009 at NOON
In Assignment Three, you will continue to add sections to your protocol and condense those portions you completed in the first two assignments.  Again, please submit this assignment electronically to your small group leader by NOON on Thursday to receive comments that will useful for you to incorporate into your final protocol.
I. Protocol:  Bring to class a one page outline of the protocol for your study.  Your one page outline should include the research question, and it should concisely present the relevant sections that you completed for the first assignment.  Appendix 1.1 provides a useful format of the final protocol, and  Chapter 19 is a great summary of preparing a research protocol.
II. Design:  Here is an additional section that you should produce for your protocol.  The design can usually be described in a paragraph, amplifying on terms such as cross-sectional, cohort, and randomized blinded trial by giving more information on timing of visits, measurements, treatments, etc.  A schematic diagram with a horizontal time sequence is sometimes useful.
III. Statistics:  State the null hypothesis and alternative hypothesis that you propose to test in your protocol.  Describe the statistic you will use to relate your predictor to your outcome in the primary analysis.    
IV. An alternative study design:  Propose an alternative to your proposed study design that might more effectively address causality.  This is a thought experiment and need not be a design that is feasible for you to pursue at this point.  For example, if you are proposing an observational study could you imagine an experimental design that might address the causal relationship between the predictor and outcome?
V. Readings: Chapters 6, 7, 8, and 10.  Chapters 7, 8, and 10 offer an introduction to the types of study designs.  Chapter 11 offers an approach to alternative designs and challenges of implementation.  Chapter 6 gives you an introduction to statistics and will be useful for our sample size discussion next week.
