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FDAAA 801 - Baseline Measures

“A table of the demographic and baseline 

data collected overall and for each arm of the 

clinical trial…”

[Sec. 282(j)(3)(C)(i)]
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FDAAA 801 = Section 801 of the Food and Drug Administration Amendments Act of 2007

http://clinicaltrials.gov/
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Results: Baseline Characteristics

Publication (“Table 1”)

Adapted from Merrill JT et al. Arthrit Rheum 2010 and NCT00137969

ClinicalTrials.gov

Baseline Measures

Placebo + 

Prednisone

Rituximab + 

Prednisone

Total

Number of Participants 88 169 257

Age

[units: years]

Mean ± Standard Deviation

40.5 ± 12.8 40.2 ± 11.4 40.3 ± 11.9

Gender

[units: participants]

Female 82 152 234

Male 6 17 23

Race

[units: participants]

White 49 95 144

African American 24 40 64

Hispanic 8 24 32

Asian/Pacific Islander 5 6 11

Other 2 2 4

Disease duration

[units: years]

Mean ± Standard Deviation

8.7 ± 7.6 8.5 ± 7.2 8.6 ± 7.3
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ClinicalTrials.gov Format

Adapted from NCT00137969
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Baseline Characteristics Template 
Age
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Baseline Characteristics Template 
Study Specific Measure
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Baseline Characteristics Checklist
http://prsinfo.clinicaltrials.gov/results_table_layout/ResultSimpleForms.html
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Best Practices

• Minimum requirements

– Age and Gender

• Region of Enrollment, Race/Ethnicity

• Other relevant demographic characteristics 

• Clinical measures relevant to study, such as

– Clinical characteristics, including baseline 

values of outcome measures

– Prior and concurrent treatment characteristics
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http://prsinfo.clinicaltrials.gov/results_table_layout/ResultSimpleForms.html
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Baseline Characteristics
Tutorial

Results Section
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Select Baseline Arms/Groups
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Edit Baseline Arms/Groups
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Add Baseline Measures
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Add Baseline Measures (cont.)
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Baseline Measures Overview
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Edit Baseline Analysis Population
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Baseline Measures Overview
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Edit Baseline Measure
Age, Continuous
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Baseline Measures Overview
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Edit Baseline Measure
Gender, Male/Female
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Edit Baseline Measure
Study Specific

21

Edit Baseline Measure (cont.)

Study Specific
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Baseline Measures Overview
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Enter Baseline Characteristics

• Example Study Designs

– Factorial

– Crossover

– Cluster Randomized

– Dose Escalation

– Multiple Period
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