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CLINICAL TRIALS

BASIC DESIGN CONSIDERATIONS

DISCLOSURES
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OVERVIEW OF THERAPEUTIC INTERVENTION TRIALS 

LECTURES
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LEARNING OBJECTIVES
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BASIC QUESTION IN THERAPY TRIALS
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BASIC CONSIDERATIONS IN STUDY DESIGN
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NON-RANDOMIZED DESIGN
CASE SERIES
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NON-RANDOMIZED DESIGN
NON-RANDOMIZED COMPARATIVE PROSPECTIVE STUDIES
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RANDOMIZED CLINICAL TRIALS
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INTERNAL AND EXTERNAL VALIDITY
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INTERNAL VALIDITY
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INCLUSION AND EXCLUSION CRITERIA
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RANDOMIZATION
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RANDOMIZATION SCHEMES
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RANDOMIZATION
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RANDOMIZATION

•

•

•

•

•

15

16



12/20/2022

9

INTENTION TO TREAT ANALYSIS
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THERAPEUTIC STUDY DESIGNS
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CHOICE OF CONTROL
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CHOICE OF CONTROL
ACTIVE CONTROLS
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TRIAL DESIGN
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CLASSIC CLINICAL TRIAL STAGE DEFINITIONS
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CLASSIC CLINICAL TRIAL DEFINITIONS
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CLASSIC CLINICAL TRIAL DEFINITIONS
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CLASSIC CLINICAL TRIAL DEFINITIONS
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LIMITATIONS OF THE PHASE I-III STRUCTURE
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INTERIM ANALYSES FOR PHASE II TRIALS
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EXAMPLE OF OBRIEN- FLEMING METHOD

•
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Planned 

Analyses

Number of 

Patients

Required 

P Value

1ST 22 0.0071

2ND 52 0.0227

3RD 94 0.0416

*Costantino M, et al J Vasc Interv Radiology 2010; 21:829-835
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ADAPTIVE TRIAL DESIGNS
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ADAPTIVE METHODS - APPLICATIONS 
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REALISTICALLY
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RESEARCH QUESTIONS WORTH CONSIDERING
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CONSORT STATEMENT
REPORTING RANDOMIZED TRIALS
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•Maher D, Schulz KF, Altman D. The CONSORT Statement: Revised recommendations for

Improving the quality of reports of parallel-group randomized trials. JAMA 2001;285:1987-1991

CONSORT STATEMENT

REPORTING RANDOMIZED TRIALS
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•Maher D, Schulz KF, Altman D. The CONSORT Statement: Revised recommendations for

Improving the quality of reports of parallel-group randomized trials. JAMA 2001;285:1987-1991

33

34



12/20/2022

18

CONSORT STATEMENT

REPORTING RANDOMIZED TRIALS
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•Maher D, Schulz KF, Altman D. The CONSORT Statement: Revised recommendations for

Improving the quality of reports of parallel-group randomized trials. JAMA 2001;285:1987-1991

ONCE YOUR PROTOCOL IS DONE . . .
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SUMMARY
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