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Purpose

• The Adverse Events module is designed to 
summarize data regarding the serious and g g
other (not including serious) adverse events 
that were collected during the study.
– The module is not used for “real time” 

(“spontaneous”) adverse event reporting while 
the study is ongoingthe study is ongoing

– The module includes summary data at the end 
of the study
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FDAAA* Provision

“A table of anticipated and unanticipated 
serious adverse events grouped by organ g p y g
system, with number and frequency of such 
event in each arm of the clinical trial.”

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

4*Food and Drug Administration Amendments Act of 2007
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FDAAA Provision (cont’d)

“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 ”arm of the clinical trial.

[Sec. 282(j)(3)(I)(iii)(II)]
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Journal Article Format

Primary safety assessment of the number of patients with 
severe, life-threatening, or fatal treatment-related toxicities.
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ClinicalTrials.gov Format

7NCT00145249

ClinicalTrials.gov Format (cont’d)

8NCT00145249
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ClinicalTrials.gov Format (cont’d)

9NCT00145249

Data Elements
Overall Adverse Event Module

• Time Frame

• Additional Description (about adverse eventAdditional Description (about adverse event 
data collection)

• Source Vocabulary Name (e.g., MedDRA 
8.0)

• Assessment Type
– Systematic or Non-Systematic
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Data Elements
Serious Adverse Event (SAE) Table

• Arm/Group*
– Title

– Description

• Total Number Affected by any SAE*

• Total Number at Risk for SAE*

11
*Required by ClinicalTrials.gov

Data Elements SAE Table (cont’d)

• Adverse Event Term*
– Adverse Event Term Additional DescriptionAdverse Event Term Additional Description

– Organ System*
• Select from list

– Number of Affected Participants (# with SAE)*

– Number of Events (SAEs)

– If different from overall, per SAE term
• Number of Participants at Risk 

• Source Vocabulary Name

• Assessment Type
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*Required by ClinicalTrials.gov
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Data Elements
Other Adverse Events Table

• Same data elements as SAE table plus:
– Frequency Threshold for Reporting Other q y p g

(Not Including Serious) Adverse Events*
• Threshold must be less than or equal to 5 percent
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*Required by ClinicalTrials.gov

Basic Information Needed
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PRS: Edit Adverse Event Report

15NCT00145249

PRS: Edit Adverse Event Report 
(cont’d)

16NCT00145249
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PRS: Edit Serious Adverse Event 
Total

17NCT00145249

PRS: Edit Serious Adverse Event 
Subset Data

18NCT00145249
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General Review Criteria

• Abbreviations are expanded first time used

• No spelling errors existp g

• Arms/Groups
– Informative Titles (“Arm/Group,” “Period,” “Milestone”)
– Arm/Group Descriptions are descriptive; contain 

information about the interventions administered 
(e.g., dosage, dosage form, frequency of   administration) 
or groups evaluated

• Information is consistent with other sections of 
record (or discrepancies explained)

• No written results or conclusions
19

Specific Review Criteria

• Time Frame
– If provided, is specific and understandablep , p

• Additional Description
– If provided, content is relevant to data element

• Number of Participants at Risk
– Matches number STARTED or other row 

(Milestone) in Participant Flow module (or 
discrepancy is explained in Additional 
Description)
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Review

21NCT00145249

Review (cont’d)

22NCT00145249



Adverse Events Module

12

Review (cont’d)

23NCT00145249

Example – Error 
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Example – Corrected
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Example – Error
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Example – Error
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Additional Information
General ClinicalTrials.gov information:g

http://prsinfo.clinicaltrials.gov

FDAAA-related information:
http://prsinfo.clinicaltrials.gov/fdaaa.html

Office of Extramural Research:
http://grants.nih.gov/Clinicaltrials_fdaaa/

Questions?
register@clinicaltrials.gov


