Clinical Decision-making: PL-1 Study Methodology-RCTs (5)

Facilitator: Tom Ball, M.D., M.P.H.
Learning Objectives: 

Each PL-1 will be able to:

1. Describe Hypothesis testing basics—including possible random error

2. Interpret significance of P-value

3. Interpret significance of Power

4. Briefly define concepts of: Intention to treat & Stopping rules for ethical study

Case:

2 week old with newborn screen positive for sickle cell disease. Should they receive prophylactic antibiotics?
Article to be presented by PL-1:

Prophyllaxis with oral penicillin in children with sickle cell anemia. Gaston MH, et al. NEJM 1986;314:1593-9.
Core concepts:

1. Intention to treat analysis versus by compliant subjects only.

2. Measurement of blinding & compliance.


3. Ethical limitations of RCTs

4. Concepts of power, alpha & beta errors.

5. Randomization

6. Stopping rules should usually be in place.
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