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FDAAA - Participant Flow

“A table…, including the number of patients 
who dropped out of the clinical trial and the 
number of patients excluded from the 
analysis, if any.”

[Sec. 282(j)(3)(C)(i)]
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FDAAA = Food and Drug Administration Amendments Act of 2007
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Description of the 
Participant Flow Module

• Tabular presentation of progress of research 
participants through each stage of trial 
– Table may consist of a single Period or multiple 

Periods, to represent different stages of the trial 
(e.g., “double-blind period,” “open-label period”)

– Each participant is counted only once per 
Period

– A participant’s progress is tracked through the 
trial’s sequence of events, generally in a single 
column, from “top” to “bottom” (on the vertical)
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Moher D et al. BMJ 2010;340:bmj.c869
©2010 by British Medical Journal Publishing Group

CONSORT Flow Diagram
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CONSORT Flow Diagram (“Figure 1”)
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ClinicalTrials.gov Format
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Participant Flow Template
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Best Practices

• Specific Periods to reflect study design and 
to account for number of participants 
starting and completing each Period

• Use of Milestones to convey key events 
– e.g., number of participants that received the 

assigned intervention

• Provide Reasons for Non-completion
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Participant Flow Tutorial

Edit Protocol Record: Enter Results

10



ClinicalTrials.gov Results Database 
Train-the-Trainer Workshop

October 2012

6

Pre-fill Results from Protocol
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Pre-fill Results from Protocol (cont.)
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Results: Overview
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Post Participant Flow
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Post Participant Flow (cont.)
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Participant Flow Data
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Participant Flow Data (cont.)
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Participant Flow Data (cont.)
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Participant Flow Data (cont.)
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Participant Flow Data (cont.)
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Enter Participant Flow

• Example Study Designs
– Crossover

– Dose Escalation

– Factorial

– Multiple Period
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Additional Issues

• Trial reached the Primary Completion Date, but 
Study Completion Date not yet reached

• A different number of participants enrolled, 
screened, randomized, and received intervention
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