PART I: CONCEPT

1. Introduction to clinical research
2. The question

3. Study population

4. Outcome measurements
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5. Design principles
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Clinical trials

Meta-analysis

Cost-effectiveness study

Diagnostic test evaluation
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Database studies

Surveys and questionnaires

Qualitative methods and mixed methods?Definition of the study type
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Randomized control
Nonrandomized control
Historical control

Cross-over

Withdrawal studies

Factorial design

Group allocation

Hybrid design

Large, pragmatic

Equivalence and noninferiority
Adaptive

Randomization

Multicenter considerations?Study design and practical considerations
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Optimizing the question

Meaningful outcome measurements?

Sample size?Power analysis

Budgeting?Funding, timeline, personnel, materials
Ethics and review boards?

Regulatory considerations for new drugs and devices?
Funding approaches?
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Research team?

Subject recruitment?

Data management?

Quality control?

Report forms

Subject adherence?

Survival analysis?

Monitoring committee in clinical trials
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Presenting data?

Common issues in analysis?
Basic statistical principles?
Distributions?Description, examples, implications in analysis.
Hypotheses and error types?
Power?Detecting effects
Regression?Explanation
t-test?Explanation
Chi-square?Explanation

Analysis of variance?Explanation
Correlation?Explanation

Biases



