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FDAAA - Outcomes

“…a table of values for each of the primary 
and secondary outcome measures for each 
arm of the clinical trial…including the results 
of scientifically appropriate tests of the 
statistical significance of such outcome 
measures.”

[Sec. 282(j)(3)(C)(ii)]
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FDAAA = Food and Drug Administration Amendments Act of 2007
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Description of Outcome Measures 
Module

The Outcome Measures module displays the 
results and associated statistical analyses for 
each pre-specified primary and secondary 
outcome measure.  Other outcome measures 
may also be included. 
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Outcome Measures
Journal Article Format

4
Pappas PG, Chetchotisakd P, Larsen RA et al. Clin Infect Dis. 2009

© 2009 Infectious Diseases 
Society of America
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ClinicalTrials.gov Format

5NCT00145249

ClinicalTrials.gov Format (cont.)

6NCT00145249
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Outcome Measures
Journal Article Format

N Engl J Med 365;5 August 2011

“ After the accrual of 
144,103 person-years 
in the low-dose CT 
group and 143,368 
person-years in the 
radiography group, 
356 and 443 deaths 
from lung cancer in 
the two groups, 
respectively, had 
occurred …”

Outcome Measures
ClinicalTrials.gov Format

8
NCT00047385
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Outcome Measure Template
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Outcome Measures
Conceptual Framework

10
Zarin DA, Tse T, Williams RJ, Califf RM, Ide NC. N Engl J Med. 2011. 

Four Levels of Specification in Reporting Outcome Measures
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Specification of Outcome 
Measures in Protocol

Level Primary OMs 
(% Total) n=100

1 – Domain (only) 36%

2 – Specific Measurement 25%

3 – Specific Metric 26%

4 – Method of Aggregation 13%

Included Specific Timeframe 63%

Zarin DA, Tse T, Williams RJ, Califf RM, Ide NC. N Engl J Med. 2011. 

Best Practices

• If the Number of Participants Analyzed is not the 
same as a “row” (Started, Completed, Other 
Milestone) in Participant Flow, describe the 
population in the Analysis Population Description

• Use multiple Outcome Measures to report results 
for the same measure at multiple time points

• If the reporting groups are different from 
Participant Flow Arm/Groups, use Outcome 
Measure Arm/Group Title/Descriptions to explain 
and relate to Participant Flow Arm/Group 
Title/Descriptions
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Outcome Measures 
Tutorial

13
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Outcome Overview
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Outcome Measure Arm/Groups
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Outcome Measure Data
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Outcome Measure Data (cont.)
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Outcome Measure Data (cont.)
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Outcome Measure Data (cont.)
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Outcome Overview

21

Add Outcome Statistical Analysis
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Add Outcome Statistical Analysis 
(cont.)
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Outcome Overview
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Enter Primary Outcome Measure

• Example Study Designs
– Crossover

– Dose Escalation

– Factorial

– Multiple Period
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Additional Issues

• A pre-specified Outcome Measure is not analyzed 
(e.g., too few participants enrolled, equipment 
used for measurement not reliable)

• Certain data are not available (e.g., upper limit of 
95% Confidence Interval, assays below 
detectable limit)

• Data collection is still ongoing and analysis not yet 
conducted for Secondary Outcome Measures
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