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DISCLAIMER

www.fda.gov

The views and opinions expressed in the following PowerPoint slides and 
preview are those of the individual presenter and should not be 
attributed to its directors, officers, employees, volunteers, members, 
chapters, councils, Special Interest Area Communities or affiliates, or any 
organization with which the presenter is employed or affiliated. 

For work prepared by US government employees representing their 
agencies, there is no copyright and these work products can be 
reproduced freely. All other trademarks are the property of their 
respective owners.
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LEARNING OBJECTIVES

 Describe the FAERS public database and 
summarize the recent updates.

 Demonstrate how to use the FAERS public 
dashboard to view information on adverse 
event reporting metrics.

 Illustrate use of FAERS public dashboard to 
view adverse event information on a specific 
product.

www.fda.gov
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BACKGROUND

www.fda.gov

The FDA Adverse Events Reporting System (FAERS) is a database that contains 
spontaneous adverse event reports that are submitted to FDA from the product 
manufacturer or directly from the consumer, healthcare professional, or other 
reporter.  The database supports the FDA's post marketing safety surveillance 
program for drug and therapeutic biologic products.

The database consists of more than fifteen (15) million reports since 1969 to June 
2018.  Each year, FDA receives over one (1) million adverse events and medication 
error reports associated with the use of drug or biologic products. Existence of a 
report does not establish causation.
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OBJECTIVE

www.fda.gov

FDA provides information to the public in an accessible and transparent manner. 
This new FAERS dashboard gives the public and industry a more user friendly 
platform for accessing FAERS reports and making adverse event data more 
accessible and transparent.

FAERS data outlets for public:

FAERS Quarterly Data 
Extracts (QDE) FAERS Public DashboardOpen FDA

NEW

The FAERS Public Dashboard is an interactive application, which enables the user 
to search for information related to adverse events reported to the FDA by the 
pharmaceutical industry, healthcare providers and consumers.

https://open.fda.gov/drug/event/
https://www.fda.gov/drugs/guidancecomplianceregulatoryinformation/surveillance/adversedrugeffects/ucm082193.htm
https://fis.fda.gov/sense/app/777e9f4d-0cf8-448e-8068-f564c31baa25/sheet/7a47a261-d58b-4203-a8aa-6d3021737452/state/analysis
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KEY POINTS TO CONSIDER

www.fda.gov

 Data Quality
 There are many instances of duplicative reports and some reports do not 

contain all the necessary information.

 Existence of a report does not establish causation
 There is no certainty that a suspected drug caused the adverse events.
 Adverse events may have been related to the underlying disease being 

treated, or caused by some other drug being taken concurrently, or 
occurred for other reasons. 

 The information in these reports reflects only the reporter's observations 
and opinions.

 Information in reports has not been verified
 Submission of a report does not mean that the information included in it 

has been medically confirmed.



7

KEY POINTS TO CONSIDER

www.fda.gov

 Rates of occurrence cannot be established with reports
 The number of adverse events should not be used to determine the 

likelihood of a side effect occurring. 
 Factors such as the time a product has been marketed and publicity can 

influence reporting.

 Patients should talk to their doctor before stopping or changing how they take 
their medications

 Patient Outcomes received in FAERS
 A reported serious outcomes does not necessarily mean that the suspect 

product(s) named in the report was the cause of these outcomes.

FAERS data by themselves are not an indicator that 
the drug is causing the reported adverse events.



8
8

SPONTANEOUS REPORTS

 A communication from an individual (e.g., health 
care professional, consumer) to a company or 
regulatory authority 

 Describes a suspected adverse event(s) 

 Passive and voluntary reports 
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FACTORS AFFECTING REPORTING

 Media attention 

 Litigation (class action lawsuits)

 Nature of the adverse event

 Type of drug product and indication

 Length of time on market

 Extent and quality of manufacturer’s surveillance system

 Prescription or over-the-counter (OTC) product status

 Reporting regulations



10
10

HOW POSTMARKETING REPORTS GET 
TO FDA

Regulatory 
Requirements

FDA MedWatch

FAERS
Database

Manufacturer

Patients, consumer, and healthcare professionals

FDA

Voluntary Voluntary

5% of all reports 95% of all reports

Under 21 CFR 314.80
 15-day Alert reports: Serious and 

unexpected adverse experience from 
all sources (domestic and foreign)

 Periodic Adverse Events Reports: 
Domestic spontaneous adverse 
events that are:
• Serious and expected 
• Non-serious and unexpected
• Non-serious and expected

http://www.google.com/imgres?imgurl=http://www.ibiz-capsule.com/_banner-pic/database.gif&imgrefurl=http://www.ibiz-capsule.com/&usg=__sK-990INeow-EUvLpYtGk_4tZBw=&h=256&w=256&sz=29&hl=en&start=28&zoom=1&um=1&itbs=1&tbnid=hEfcWlu8DKMOAM:&tbnh=111&tbnw=111&prev=/search?q%3Ddatabase%26start%3D21%26um%3D1%26hl%3Den%26sa%3DN%26biw%3D1655%26bih%3D856%26ndsp%3D21%26tbm%3Disch&ei=VpYxTu2zKtLOgAeOnbX8DA
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FAERS STRENGTHS

 Includes all U.S. 
marketed products

 Includes all uses
 Includes broad patient 

populations: 
 elderly, children, 

pregnant women, co-
morbidities

 Especially good for 
events with a rare 
background rate

 Useful for events that occur 
shortly after exposure

 Detection of events not seen 
in clinical trials (“signal 
generation”)

 Identification of  reporting 
trends, possible risk factors, 
at risk populations, and 
other clinically significant 
emerging safety concerns
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FAERS IS LESS USEFUL FOR

 Events with high background rates

 Worsening of pre-existing disease 

 Issue that goes beyond data captured from the 
MedWatch Form or electronic reporting

 Comparative incidence rates

 Comparing drugs in the same class

 Adverse events that could also be manifestations of the 
disease for which the drug is indicated
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FAERS PUBLIC DASHBOARD

www.fda.gov
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https://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Surveillanc
e/AdverseDrugEffects/ucm070093.htm

LAUNCH FAERS PUBLIC DASHBOARD

www.fda.gov

https://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Surveillance/AdverseDrugEffects/ucm070093.htm
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DISCLAIMER

www.fda.gov

Click on the check box to 
acknowledge and click on 

“Accept” to view 
information on the 

dashboard
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KEY PARTS OF DASHBOARD

Selected filter 
criteria

Filter panel

Navigation panel

Main Dashboard 
Page

Provides an option to 
search cases by adverse 

events or by products

View 
Disclaimer

Provide feedback 
on the dashboard

Report an adverse 
event via a web 

portal

Frequently 
Asked Questions

Results panel

Displays total number 
of reports as of a date

Displays counts of all serious 
reports (excluding death reports)

Displays counts of 
all death reports

View reports by 
different criterias
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KEY PARTS OF DASHBOARD

Data panel

Page help panel Describes the details of 
data displayed on the page 
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MAIN DASHBOARD PAGE

www.fda.gov

Displays total number of 
reports as of a date

Main Dashboard 
Page Provides an option to 

search cases by adverse 
events or  products

View 
Disclaimer

Provide feedback 
on the dashboard

Report an 
adverse event 

via a web portal Frequently Asked 
Questions

Displays counts of all 
serious reports 

(excluding death reports)

Displays counts of 
all death reports

Describes the details of data 
displayed on the page 

View reports by 
different criterias

Selected filter 
criteria
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MAIN DASHBOARD
REPORTS BY REPORT TYPE

www.fda.gov

Displays the number of adverse event reports received by FDA for drugs and therapeutic 
biologic by report type
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MAIN DASHBOARD
REPORTS BY REPORTER

www.fda.gov

Displays the number of adverse event reports received by FDA for drugs and therapeutic 
biologic by type of reporter
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MAIN DASHBOARD
REPORTS BY REPORTER REGION

www.fda.gov

Displays the number of adverse event reports received by FDA for drugs and therapeutic 
biologic based on the country where the event occurred.



22

MAIN DASHBOARD
REPORTS BY REPORT SERIOUSNESS

www.fda.gov

Displays the number of adverse event reports received by FDA for drugs and therapeutic 
biologic by outcome of the patient as defined in regulations (21CFR 310.305, 314.80, 
314.98, 600.80) and FDA MedWatch forms (3500 and 3500B)
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SEARCH BY PRODUCTS OR 
REACTION TERMS

www.fda.gov
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SEARCH BY PRODUCTS

www.fda.gov

Click here to search 
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SEARCH BY PRODUCTS

www.fda.gov

Search by product (brand name) or active 
ingredient (generic name). This field 
provides a smart search capability 

Search by reaction term. This field provides 
a smart search capability 
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Field to search by both brand name and generic name products. 
Typing three letters provides all match texts highlighted in yellow.

G (in orange color) –
Generic Name of the 

product 

P (in green color) –
Brand Name of the 

product Select “Amlodipine 
Besylate And 

Valsartan” 

SEARCH FOR PRODUCTS

www.fda.gov

Selected Products 
for search

(up to 5 allowed)

Click on “Go” to run the 
search
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SEARCH PRODUCT RESULT

Selected products 
displayed

Total number of latest 
version of the reports  listed

List of reports 
available

www.fda.gov

Filter applied for the 
selected product
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DEMOGRAPHICS 
Filters applied for years

Drag the mouse to select 
years or by individual clicks 

www.fda.gov
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DEMOGRAPHICS 
Years filter applied from 

2012 to 2017
Total number of cases for 

the 2012 to 2017

Case by years -
graphical view

Case by years - tabular 
view

www.fda.gov
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DEMOGRAPHICS 
Cases by ReactionsYears filter applied 

from 2012 to 2017
Total number of cases for the 

2012 to 2017

Scrollbar to view all 
reactions

www.fda.gov

Reactions listed in 
descending order
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DEMOGRAPHICS 

Click to expand the 
view

Right click on chart 
or table for 

Additional Options

Click to Export
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DEMOGRAPHICS 
Cases by Generic NameYears filter applied 

from 2012 to 2017
Total number of cases for the 

2012 to 2017

www.fda.gov
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DEMOGRAPHICS 
Cases by Age Group

www.fda.gov

Years filter applied 
from 2012 to 2017

Total number of cases for the 
2012 to 2017
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Cases by Sex

DEMOGRAPHICS 

www.fda.gov

Years filter applied 
from 2012 to 2017

Total number of cases for the 
2012 to 2017
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DEMOGRAPHICS 

www.fda.gov

Cases by Reporter 
Type

Years filter applied 
from 2012 to 2017

Total number of cases for the 
2012 to 2017
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DEMOGRAPHICS Reporter type filter 
“Healthcare 

Professional” applied

Total number of cases 
based on applied filter

Click to view information

www.fda.gov

Cases by 
Reporter Type
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REACTION GROUP
Cases by Age 

Group
Age group filter 

applied
Total number of cases 
based on applied filter

www.fda.gov
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REACTION GROUP

www.fda.gov

Cases by SexAge group filter 
applied

Total number of cases 
based on applied filter
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REACTION GROUP
Additional filter capabilities 

for Reporter Type

www.fda.gov

Cases by 
Reporter Type

Age group filter 
applied
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REACTION GROUP

www.fda.gov

Cases by 
Reporter Region

Age group filter 
applied

Total number of cases 
based on applied filter
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REACTION

www.fda.gov

Total number of cases 
based on applied filter

Cases by Reaction 
Year vs Outcomes
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REACTION

www.fda.gov

Total number of cases 
based on applied filter

Cases by Age Group vs Sex

Displayed by Reaction 
Group and Reaction



43

LINE LISTING
Click to Sort

Additional Filter 
Options

Scroll to view 
additional columns

Filter within each 
displayed column

www.fda.gov

Total number of cases 
based on applied filter
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LINE LISTING

www.fda.gov

Search within each 
displayed column
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LINE LISTING

www.fda.gov

Right click on the table, 
then click on the “…” icon
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LINE LISTING

www.fda.gov

Click on Export
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LINE LISTING

www.fda.gov

Click on Export Data
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SEARCH BY REACTION TERMS

www.fda.gov

Click to search by reaction term. This field 
provides a smart search capability 
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SEARCH BY REACTION TERMS

www.fda.gov

R – Reaction Terms 
Select “Respiratory 

Fatigue” 

Selected Reactions
(up to 5 allowed)

Click on “Go” to run the 
search
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DEMOGRAPHICS

www.fda.gov

Cases by Product 
Name
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DEMOGRAPHICS

www.fda.gov

Cases by Generic Name
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CONCLUSION

 FAERS dashboard gives the consumer, healthcare 
professionals and industry a more user friendly 
platform for accessing FAERS reports 

 FAERS dashboard makes adverse event data more 
accessible and transparent.

 Existence of a report does not establish causation 

 Rates of occurrence cannot be established with FAERS 
reports

www.fda.gov
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