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FDAAA 801 - Adverse Events

“A table of anticipated and unanticipated 

serious adverse events grouped by organ 

system, with number and frequency of such 

event in each arm of the clinical trial.”

[Sec. 282(j)(3)(I)(iii)(I)]

FDAAA 801 = Section 801 of the Food and Drug Administration Amendments Act of 2007

http://clinicaltrials.gov/
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FDAAA 801 – Adverse Events (cont.)

“A table of anticipated and unanticipated 

adverse events that are not included in the 

[Serious Adverse Events] table…that exceed 

a frequency of 5 percent within any arm of the 

clinical trial, grouped by organ system, with 

number and frequency of such event in each 

arm of the clinical trial.”

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

Results: Adverse Events

Publication ClinicalTrials.gov

Serious Adverse Events

Placebo + 

Prednisone

Rituximab + 

Prednisone

Total # participants affected/at 

risk

32/88 (36.36%) 68/169 (40.24%)

Blood and lymphatic 

disorders

Neutropenia 0/88 (0.00%) 6/169 (3.55%) 

Pancytopenia     1/88 (1.14%) 1/169 (0.59%) 

Haemolytic Anaemia 0/88 (0.00%) 1/169 (0.59%) 

Lymphophenia 0/88 (0.00%) 1/169 (0.59%) 

Thrombocytopenia 0/88 (0.00%) 1/169 (0.59%) 

Cardiac disorders

Coronary artery disease …. … …
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Serious Adverse Event Template
http://prsinfo.clinicaltrials.gov/results_table_layout/ResultSimpleForms.html
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Other Adverse Event Template
http://prsinfo.clinicaltrials.gov/results_table_layout/ResultSimpleForms.html
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http://prsinfo.clinicaltrials.gov/results_table_layout/ResultSimpleForms.html
http://prsinfo.clinicaltrials.gov/results_table_layout/ResultSimpleForms.html
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Adverse Event Checklist
http://prsinfo.clinicaltrials.gov/results_table_layout/ResultSimpleForms.html
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Adverse Event Module Key Points

• Summary data at the end of the study

– Not “real time” adverse event reporting while 

the study is ongoing

• Serious Adverse Events and Other (not 

including serious) Adverse Events in 

separate tables

• Data reported in accordance with 

procedures for data collection in protocol
– Use “Additional Description” to describe methods, as 

needed
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http://prsinfo.clinicaltrials.gov/results_table_layout/ResultSimpleForms.html
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Best Practices

• Specify the Time Frame for Adverse Event 

Reporting

• Use the Adverse Event Reporting Additional 

Description to provide information on the methods 

for adverse event data collection and on the 

analysis population (Number of Participants at 

Risk)
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Other Data Entry Format: Upload 
Tab Delimited File

• Download a tab delimited file (with Arms/Groups)

• Use spreadsheet program (e.g., Excel) to enter 

adverse event information

• Upload tab delimited file(s) to populate adverse 

event table(s) in PRS
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Adverse Events
Tutorial

Results Section
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Select Adverse Event Arms/Groups
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Edit Adverse Event Arms/Groups
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Adverse Events Overview
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Edit Adverse Event Table Defaults
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Adverse Events Overview
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Edit Serious Adverse Event Total
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Adverse Events Overview
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Add Serious Adverse Event
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Edit Serious Adverse Event Data
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Edit Serious Adverse Event Data
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Edit Serious Adverse Event Data
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Adverse Events Overview
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Enter Adverse Events

• Example Study Designs

– Crossover

– Dose Escalation

– Cluster Randomized

– Factorial

– Multiple Period
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