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DISCLAIMER

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.

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

[ lllustrate use of FAERS public dashboard to
view adverse event information on a specific
product.
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BACKGROUND

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.

{eports received Dy Tear and Keport 1ype
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OBJECTIVE

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:

L8l U.S. FOOD & DRUG
ABMINISTRATION

FAERS Quarterly Data _
Extracts (QDE) FAERS Public Dashboard

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.

www.fda.gov


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

KEY POINTS TO CONSIDER

O 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.

O Information in reports has not been verified

= Submission of a report does not mean that the information included in it
has been medically confirmed.
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KEY POINTS TO CONSIDER

 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.

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

www.fda.gov



SPONTANEOUS REPORTS

d A communication from an individual (e.g., health

care professional, consumer) to a company or
regulatory authority

(J Describes a suspected adverse event(s)

J Passive and voluntary reports



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

U O 00 00 0O O

Reporting regulations



HOW POSTMARKETING REPORTS GET |
TO FDA

Voluntary Voluntary

FDA MedWatch e 2 crrataso Manufacturer
Food and Drug Adminishation A = 15-day Alert reports: Serious and
unexpected adverse experience from Reg ulato ry
=M w all sources (domestic and foreign) .
ED Arc" = Periodic Adverse Events Reports: Req uirements
v Domestic spontaneous adverse

events that are:

¢ Serious_and expected

¢ Non-serious and unexpected F DA

¢ Non-serious and expected

> <
5% of all reports 95% of all reports
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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

FAERS STRENGTHS
 Includes all U.S. 1 Useful for events that occur
marketed products shortly after exposure
 Includes all uses (d Detection of events not seen
3 Includes broad patient in clinical trials (“signal
populations: generation”)
= elderly, children, 4 Identification of reporting
pregnant women, co- trends, possible risk factors,
morbidities at risk populations, and

other clinically significant

d Especially good for _
emerging safety concerns

events with a rare
background rate

11



FAERS IS LESS USEFUL FOR

[ Events with high background rates

L

Worsening of pre-existing disease

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

d Comparative incidence rates

L

Comparing drugs in the same class

(J Adverse events that could also be manifestations of the
disease for which the drug is indicated

12



FAERS PUBLIC DASHBOARD
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FOA

LAUNCH FAERS PUBLIC DASHBOARD

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

=2y U.S. FOOD & DRUG
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» FDA Event System (FAERS)

Drugs
FDA Adverse Event Reporting System (FAERS)

Home > Drugs >

Public Dashboard

® F  Eman | S PRINT

A Adverse Event Re
ERS)
ive web-based tool that will allow for the querying of FAERS data

.
System (FA

f sHaRE | w in LNMEDN

FDA Adverse Event Reporting
System (FAERS) Lates! Guarterly
in a user friendly fashion. The intention of this tool is to expand access of FAERS data to the general public 1o

Data Fies
The FAERS Public Dashboard is a highly int
search for information related to human adverse events reported to the FDA by the pharmaceutical industny,

Submissions

P FDA Adverse Event Reporting
System (FAER 5) Public
Dashboard
healthcare providers and consumers
Potential Signals of Serious
Risks/MNew Safety Information
identified from ihe FDA Adverse Launch the FDA Adverse Event Reporting System (FAERS) Public Dashboard
Event Reporting System (FAERS) .
‘<l FAERS Public Dashboard
FDA Adverse Event Reporting
System (FAERS) Electronic
While the FAERS dashboard offers stakeholders many more ways of searching for and organizing dala on adver
events reported to the FDA for many drug and biologic products, there remain limitations to the data. For example
while FAERS contains reports on a particular drug or biologic, this does not mean that the drug or biologic caused
the adverse event. Importantly, the FAERS data by themselves are not an indicator of the safety profile of the drug

or biologic. Some additional limitations to note include
a. Duplicate and incomplete reports are in the system: There are many instances of duplicative repons and

some reports do not contain all the necessary information
b. Existence of a report does not establish causation: For any given repor, there is no certainty that a
suspected drug caused the reaction. While consumers and healthcare professionals are encouraged to report

adverse events, the reaction 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 reponts

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 nor it is an admission from the reporner that the drug caused or

contributed the event
Rates of occurrence cannot be established with reports. The information in these reports cannot be used

d
to estimate the incidence (occurrence rates) of the reactions reported
e. Patients should talk to their doctor before stoooina or chanaina how thev take their medications

www.fda.gov


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

DISCLAIMER

Click on the check box to
acknowledge and click on
“Accept” to view
information on the
dashboard

www.fda.gov

Disclaimer

Each year, the FDA receives over one million adverse event and medication error reports associated with the use of drug or biologic
products. The FDA uses these reports to monitor the safety of drug and biological products. The FDA Adverse Event Reporting System
(FAERS) database houses reports submitted to the FDA by drug manufacturers (who are required to submit these reports to FDA) and
others such as health care professionals and consumers. Submission of a safety report does not constitute an admission that medical
personnel, user facility, importer, distributor, manufacturer or product caused or contributed to the event.

Although these reports are a valuable source of information, this surveillance system has limitations, including the potential submission of
incomplete, inaccurate, untimely, unverified information. In addition, the incidence or prevalence of an event cannot be determined from this
reporting system alone due to potential under-reporting of events and lack of infermation about frequency of use. Because of this, FAERS
data comprise only one part of the FDA's important post-market surveillance data and the information on this website does not confirm a
causal relationship between the drug product and the reported adverse event(s).

= Consumers should not stop or change medication without first consulting with a health care professional.

= The FAERS web search feature is limited to adverse event reports between 1969 and the most recent quarter for which data are

available.

Data submitted to the FAERS system will be made available through the new querying tool on a quarterly basis.

FAERS data alone cannot be used to establish rates of events, evaluate a change in event rates over time or compare event rates

between drug products. The number of reports cannot be interpreted or used in isolation to reach conclusions about the existence,

severity, or frequency of problems associated with drug products.

Confirming whether a drug product actually caused a specific event can be difficult based sclely on information provided in a given

report.

= FAERS data do not represent all known safety information for a reported drug product and should be interpreted in the context of
other available information when making drug-related or treatment decisions.

= Variations in trade, product, and company names affect search results. Searches only retrieve records that contain the search term(s)
provided by the requester.

Importantly, safety reports submitted to FDA do not necessarily reflect a conclusion by FDA that the information in the reports constitutes an
admission that the drug caused or contributed to an adverse event. Individual FAERS reports for a given product can be requested by
submitting a Freedom of Information Act (FOIA) request at:

https://www fda.goviregulatoryinformation/foi/howtomakeafoiarequest/default.htm

1 I have read and understand the disclaimer.

Accept Do Not Accept
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KEY PARTS OF DASHBOARD

Filter panel
Selected filter
criteria

/D Navigation panel Report an adverse Frequently )
Provide feedback event via a web ;
Asked Questions
on the dashboard portal E—— —
Main Dashboard Provides an option to —
Page search cases by adverse

events or by products

View
Disclaimer

Disclimer  SiteFeedback  ReportaProblem  FAQ

&

/" Results panel )

Total Reports Serious Reports (excluding death) Death Reports Reports by Report Type .
- n S0
W'141°9191 A80724°2 01,420,c
Displays total number Displays counts of all serious Displays counts of Yiew reports l?V
\ of reports as of a date reports (excluding death reports) ~ alldeathreports different criterias )
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KEY PARTS OF DASHBOARD

Data panel

Reports received by Year and Report Type

Year ¥ Category v
Total Reports Expedited Non-Expedited Direct BSR
Total Reports 14,160,181 7,437,939 739,781 873
2017 1,212,999 615,558 48,383 -
2016 1,684,722 50,878 -
20815 1,718,515 41,539 -
2014 1,196,845 423,158 34114 -
2013 1,058,363 493,368 28,303 -
2812 924,385 323,859 28,866 -
2011 77 255,858 27,995 -
2818 -] 234,578 28,902 -
2009 484, 324,421 126,138 34090 -
2088 434,71 269,298 132,659 32,826 -
2007 360,641 227,294 116,389 22,958 -
2086 333,629 217,213 95,525 20,891 -
2885 320,016 218,363 84,472 25175 6
2084 271,418 160,008 89,833 21,572 5
maas | asasaa 1an3En coaal nn o7

Reports received by Year and Report Type

1.800.800

1,660,868

1.466.668

1.280.800

1.666.660

Report Count

266,800

666,600

845

o

119

-
8
o
2
mI
1

924,385

W BSR
W Direct

< W Expedited
" W Non-Expedited

Page help panel

)

This page dispiays the number of adverse event reports received by FOA for dugs and therapeutc biologic products by the following Report Types.
 Direct Reportsare voluntarily submitted directly to FDA through the MedWatch program by consumers and healthcare professionls,
+ Mandatory Renorts are submitted by manufacturers and are Categorized as:

1. Expedited reparts that contain at east one adverse event that s nat currently describad in the product befing and for which the patient outcome s serious, or
\ i Non-expedited reparts that do not meet the criteria for expediitad reports, including cases that are reported as Serious and expected, Non-serious and unexpected and Non-serious and expected.

e ———

Describes the details of
data displayed on the page

|

J
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MAIN DASHBOARD PAGE A

Provide feedback Report an
rovide feedbac
Main Dashboard Selected filter on the dashboard adverse event
Page criteria Provides an option to via a web portal Frequently Asked
= search cases by adverse Questions

B 2N ... T .

FDAA@Ise Events Reporting System (EAGRIPwONC Dashboard View U, PG

Displays counts of Disclaimer .
. all death reports <
Home  QSeach Dichimer  Stefesdbeck  ResotaProblen  FAQ
Tatal Reparts s Reparts (e dmgﬂa thl Neath Reparts

IﬁlS,gﬂg,CiQ A8 92 01,6@6,899 Reparts by Report Type .

Displays total number of Risplays counts ofal

serious reports View reports by Lat 1 ers
reports as of a date . ) .
& (excluding death reports) different criterias
Reports received by Report Type Reports received by Report Type

Year & Report Type ©1 h
1,564,608 m
8
1 f6a p0 Hl
Total Reports Expedited Non-Expedited Direct BsR S . g
$ = W Non Expedited
Total Reports 15,045,618 B350 6713246 Bazen 876 E ; E
g ]
i 118,847 595,051 163,250 18845 - LoLamen q'\e« p i :
3 :
1515988 956429 6287 g 1,864,608 '\(,a\ - s 3
n -
a 2 &
1691856 171645 58903 E amen G‘QQA .
1727581 4165 i
g ! 2604 o TEEE
1,204,005 e U1 . ; s 3
-2 ;;_ noe s "
1474597 8308 'EREEER
N 577568 g B I I I I I I
]
182.182 408828 18843 \
8 Rt g i
§12.4% 48879 13467 B34 - ) o
2869 436,843 328,765 126472 34106 -
Dataos of June 36, 2818
Thi page displays T rumber of adverse event reports recewved by FOA for drugs and therapeufic bidogic products by the fllowing Report Types.
+ Direct Reports are voluntarily submitted directly to FDA through the MedWztch program by concumers and hezitheare professionale. . .
+ Mendatory Reperts are cubmitied by manefichurers snd v cotegorized s Describes the details of data
i Expedited hat contain at keast one ah tthat s not currently described in the product labeling and for which the patient outcome is serious, or :
i Non-expedited reparts that do not mesk the criteria for expedited reports, induding cases thatare reported as Serious and expected, Non-serious zod unexpected and Non-serious and expected. dlsplayed on the page
+ BSR Reporte are 15-day Biologi by Baport which were cubmitted to FOA fe report typa until 2685,

www.fda.gov 18



MAIN DASHBOARD
REPORTS BY REPORT TYPE

Displays the number of adverse event reports received by FDA for drugs and therapeutic
biologic by report type

FDA Adverse Events Reporting System (FAERS) Public Dashboard gl U.>,.F 200 & DRUG

Home Q, Search Disclaimer Site Feedback Report a Problem FAQ

Total Reports Serious Reports (excluding death) Death Reports

|##15,384,274 A38,706,271 01,550,815

Reports by Report Type v

Since 1968 Last 18 Years

Reports received by Report Type Reports received by Report Type
2.000.608
Year Report B BSR
a port Type Q 1,386.680
& W Direct
1.680.660 == g W Expedited
Total Reports Expedited Non-Expedited Direct BSR ;_ b I el Y
1.106.608 g 35 § W Non-Expedited
- -
2018 543,358 294,104 228,248 21,806 = 1286008 T 5
3 - -
3 o @
2017 1,816,264 958,689 883,548 62,827 S Lesesse .28
5 & o
a 2 %
2016 1,691,884 869,879 771,012 50,093 & sooe0m s ~ 2
@ 3
2015 1,727,512 839,152 846,781 41,659 - 2
666,988 w8 2 4 8 2 -
& 1
2014 1,204,817 746,043 423,742 34,232 I 8 908 g 88 2 98 =
406008 T Lt 8w o oo 2w @
R . ~
2013 1,874,660 634,808 411,418 28,399 f e 3 n a3~ a8 8o
708,008 ==
2012 933,114 577,508 326,585 20,821 - 8 . . . . . . l I .
o AT T S RS e R S R B W . S S S ST SR R .
2011 782,102 498,828 255,231 28,843 B P P AP PN P P S S L St AN At SN SN SN S A 4
2010 672,496 468,880 234,672 28,944
2089 490,043 329,765 126,172 34,166 -

Data as of March 31, 2018
This page displays the number of adverse event reports received by FDA for drugs and therapeutic biologic products by the following Report Types.
« Direct Reports are voluntarily submitted directly to FDA through the MedWatch program by consumers and healthcare professionals.
+ Mandatory Reports are submitted by manufacturers and are categorized as:
i. Expedited reports that contain at least one adverse event that is not currently described in the product labeling and for which the patient outcome is serious, or
ii. Non-expedited reports that do not meet the criteria for expedited reports, including cases that are reported as Serious and expected, Non-serious and unexpected and Non-serious and expected.
+ BSR Reportsare 15-day Biologic Safety Reports which were submitted to FDA as a separate report type until 2885.
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MAIN DASHBOARD
REPORTS BY REPORTER

Displays the number of adverse event reports received by FDA for drugs and therapeutic
biologic by type of reporter

FDA Adverse Events Reporting System (FAERS) Public Dashboard J.5.FooD & DRUG

Home Q,Search Disclaimer Site Feedback Report a Problem FAQ

Total Reports Serious Reports (excluding death) DeathReports Reports by Reporter v

|#715,384,274 A38,706,271 01,550,815

Since 1968 Last 18 Years

Reports received by Reporter Reports received by Reporter
1,600,660
Year Q Reporter Q B Consumer
1,866,608 =
— 3 Healthcare
oal Py [ Professional
1,600,688 rmbteElRE -
Total Reports Consumer Healthcare Professional Not Specified Other -l R EE W Not Specified
9 ¥ |~ |3
1460600 - g W Otner
O
Total Reports 15,384,274 7,352,806 7,131,761 899,760 7 & L1006 % E_
o [ I p—
2018 543,358 251,763 288,787 2,808 - S Leesee .2 8
2017 1,816,264 845,529 963,346 7389 - & geaom R ; @
2 3 8 G
2016 1,691,884 846,736 837,194 7954 - PR N | 2
660,608 e &85 g2
w e o > @ F
2015 1,727,512 936,173 777,394 13,945 - o 2 e 48 g e 4d8 g -
1127, ] . : sacer § B B 5 & g g8 8 e = - -
2014 1,204,017 604,876 579,925 20016 - T g3 828282 e
200008 === - - I
2013 1,074,600 563,889 552,731 17,979 1 -] . . . . . — e e e B . . . l
. I o . LT - . L S LS SR,
2012 933,114 438112 468,424 26,572 6 IR R P S S S L L S S SO S S SN SN N A S A AP SN S
2011 782,102 361,858 382,069 38175 -
2018 672,496 308,103 311,256 53,138 -

Data as of March 31, 2018
This page displays the report counts based on the occupation of the Reporter, the person who submitted the report to FDA or the person who submitted the report to the manufacturer (who then sent the report to FDA). Physicians and ph ists are the b Professionals (HCPs) who submit reports to FDA most
frequently. Additional HCPs include nurses, dentists and other medical personnel. Reporters may also be classified as “Consumer”, “Other” for all other Reporters who are not documented as Healthcare Professionals or Consumers, and "Not Specified” where the occupation of the Reporter was not provided
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MAIN DASHBOARD
REPORTS BY REPORTER REGION

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

FDA Adverse Events Reporting System (FAERS) Public Dashboard U5, Foop & DRUG

Home Q Search Disclaimer Site Feedback Reporta Problem 7:e]

Total Reports Serious Reports (excluding death) Death Reports Reports by Reporter Region v

|#"15,384,274 AB,706,271 01,550,815

Since 1968 Last 18 Years

Reports received by Reporter Region Reports received by Reporter Region
“eaae W Domestic
Year Reporter Region
a ? gion Q 1.866.680 .
§ W Foreign
™ $
. ) ) 1.66%.800 ~ 2|22 W NotSpecified
Total Reports Domestic Fareign Not Specified = |8l = fj';
1,480,608 3 3 (5]
w o~ -
T o
Total Reports 15,384,274 10,945,583 4,396,601 42,090 2 1200000 E ';:;
H g
3 o
2018 543,358 365,367 177,986 5 ‘1'-_4’ 1.80.080 - E_ ]
5 F
2017 1,816,264 1,257,163 559,847 54 & = B @
3 806,060 mo o
@ g
2016 1,691,884 1,189,118 508,381 1,893 o o A o g
609,200 = § 8 5oa 2
I w oL @ @ o S m
2815 1,727,512 1,298,145 435422 1,945 w008 | S © I a 5 g o % Z ;_— 5 E -
: & 2 e O e S @ 9w g 8 %
2014 1,204,017 828,855 375016 946 - M- B« 2 & 8 =
lgggee  ~ =
2013 1,674,600 717,858 355,946 804 : BB . l . . I I .
» 2 R R U B R T T I LT S D T L T T ST - W
2012 933,114 631,137 300,649 1328 R L L i i M S SN, S S P S S
2011 782,182 524771 256,881 1,338
2818 | 672,496 458,620 213,589 887

DataasofMarch 31, 2018
This page displays the report counts based on the country where the event occurred or the country of the Reporter if event country information is not available. “Domestic” means that the country where the event occurred or the Reporter's country is the United States. “Foreign” means that the country where the event occurred or
the country of the Reporter is outside the United States. “Not Specified” means that there was no data in the report that documented the geographic region of the event or the reporter.
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MAIN DASHBOARD
REPORTS BY REPORT SERIOUSNESS

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)

FDA Adverse Events Reporting System (FAERS) Public Dashboard U.5. FOOD & DRUG
Home Q Search Disclaimer Site Feedback Report a Problem FAQ
Total Reports Serious Reports (excluding death) Death Reports Reports by Report Seriousness v

/15,384,274 A8,706,271 01,550,815

Reports received by Report Seriousness Reports received by Report Seriousness
2,006,080
Year Seriousness B Death
a a 1,806,808
W Non-Serious
) R L.6ee.8ee ~ W Serious
Total Reports Serious Death Non-Serious a
1,406,800 83
< =
Total Reports 15,384,274 8,706,271 1,550,815 5121188 L oonon + 5
3 - -
2 o @
2018 543,358 271,852 50,233 22273 € a0 .
5 & o
2017 1,816,264 986,773 164,154 745337 & c R
,B16, , g : & 00000 75 - 2
o 3
2016 1,691,884 832,211 142,127 717,546 o m R %5 2
569,800 T
. © o I L T R
2015 1,727,512 805,176 148,769 773,567 « 08 o2 88 g F 2 488
406,888 ; 5h eS8 O B B
S ) ;oo 5]
2814 1,204,017 532,981 124,748 396,367 T g3 5 2 8«28 8«
200808~ =
2013 1,074,608 590,574 116,824 367,202 | . . . l I . I I l
D od o R R L TR W S S P, W T S LG N 4
2012 933,114 539,442 117,529 276,143 RS PR LI N SN S S gt L S S S S SN A A AN S S
2011 782,102 474,941 98,942 208,219
2018 | 672,496 280,687 82,955 199,854

Data as of March 31, 2018
This page displays the report counts by the outcome of the patient as defined in U.S. reporting regulations (21 CFR 310.305, 314.80, 314.98, 600.80) and Forms FDA 3500 and 3500A. “Serious” indicates that one or more of the following outcomes, excluding death, were documented in the report: hospitalization, life-threatening,
disability, congenital anomaly, required intervention, and/or other serious outcome. “Death” indicates that the outcome was documented as Death. “Non-Serious” is used for outcomes which were not documented as Serious or Death.
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SEARCH BY PRODUCTS OR
REACTION TERMS
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SEARCH BY PRODUCTS

Click here to search

FDA Adverse Events Reportifiy system (FAERS) Public Dashboard U5 Foop & DRuG

Disclaimer Site Feedback Report a Problem FAQ

Total Reports Serious Reports (excluding death) Death Reports Reports by Report Type v

|#"15,384,274 A38,706,271 01,556,815

Since 1968 Last 18 Years

Reports received by Report Type Reports received by Report Type
2,606,608
Year Report Type W BSR
e port Type Q 1,886,600
§ W Direct
o
1,686,608 ~ 12| 2] 12 W Expedited
Total Reports Expedited Non-Expedited Direct BSR ; Sl = fﬂ
1.486.608 o § W Non-Expedited
-
2018 543,358 204,104 228,248 21,806 - ¢ 1100000 3 E
a o
2017 1,816,264 950,689 803,548 62,027 - S oonase . Bz
o o o
2 2 8
2016 1,691,884 869,879 771812 56,993 - L, - ® 2
» ]
2015 1,727,512 839,152 846,701 41,650 - - g
606,608 s B8 u a2
w o~ o o 3 o
2014 1,204,017 746,043 423742 34232 - 6w v D222 SR g3 % gEg =
dpegee 1§ o ow oG8 % o5 oo 9w oo O
2013 1,074,600 634,800 411,410 28,390 - f g5 K38 88 8«
200,080 =~
2012 933,114 577,508 326,585 29,821 - 'y | . . l I . I I
> 6 0 G oo® @ o ® ® o @@ a0 b b e 6 A L
2011 782,102 498,828 255,231 28043 - GG I L S S g gt St L L N L S S LI S S AN AN A A A S
2010 672,496 488,820 234672 28,044 -
2089 490,043 320,705 126,172 34,166 -

Dataasof March 31, 2818
This page displays the number of adverse event reports received by FDA for drugs and therapeutic biologic products by the following Report Types.
+ Direct Reports are voluntarily submitted directly to FDA through the MedWatch program by consumers and healthcare professionals.
+ Mandatary Reports are submitted by manufacturers and are categorized as:
i Expedited reports that contain at least one adverse event that is not currently described in the product labeling and for which the patient outcome is serious, or
ii. Non-expedited reports that do not meet the criteria for expedited reports, including cases that are reported as Serious and expected, Non-serious and unexpected and Non-serious and expected.
+ BSR Reports are 15-day Biologic Safety Reports which were submitted to FDA as a separate report type until 2885.
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SEARCH BY PRODUCTS

FDA Adverse Events Reporting System (FAERS) Public Dashboard Vi 0 A il
Home Q Search Disclaimer Site Feedback Report a Problem FAQ

® Search by Product O 8earch by Reaction Term (Up to 5 products can be selected)

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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SEARCH FOR PRODUCTS

Field to search by both brand name and generic name products.
Typing three letters provides all match texts highlighted in yellow. T—

HISTRATION

iy I ons applied

FDA Adverse Events Reporting System (FAERS) Public Dashboard

Home 0, Search Disclaimer  Site Feedback Report a Problem FAQ

®searchbyProduct (O SearchbyReactionTerm  (Up to 5 products can be selected)

P (in green color) -

Brand Name of the

Select “Amlodipine : A product

Amlodipine

Besylate And Amlodipine And Atorvastatin
valsa rtan” Amlodipine And Olmesartan Medoxomil

Amlodipine And Valsartan

aml x

o

\

Amlodipine Besylate And Benazepril Hydrachloride
Amlodipine Besylate And Valsartan

Amlodipine Besylate/Atorvastatin Calcium
Amlodipine Besylate\Atenalol

Amlodipine Besylate\Atorvastatin

Amlodipine Besylate\Atorvastatin Calcium
Amlodipine Besylate\Azilsartan .
G (in orange color) —
Generic Name of the

product

Amlodipine Besylate\Benazepril Hydrochloride

<

Amlodipine Besylate\Candesartan Cilexetil

lected Products (2 of 5 allowed products selected)

Amlodipine Besylate 0O
SeIeCted PrOdUCts Amlodipine Besylate And Atorvastatin Calcium o
for search
(up to 5 allowed)

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

Filter applied for the
selected product

FDA Adverse Events Reporting System (FAERS) Public Dashboard version of the reports listed g U.5. FOOD & DRUG

ABBINI FTRATION

Reaction Group Ruaction Listing of Cases Descighmes Site Feadback Regort 4 Probism FAQ
AMLODIPINE BESYLATE (G); AMLODIPINE BESYLATE AND ot o Skl es frbulominitd pspragpeyes List of reports
ATORVASTATIN CALCIUM (P) 250,549 A23,909 07676 available

Cases by Recorved Year

Selected products
Cases by Reaction

i ; Cases by Generic Name
Case Count by Received Year Case Count by Received Year Cases by Ags Grovp

Cased by Six

Comer a Nt of e pocana s e i
|18 Lrar 3.38% w17 £33 A
Y a8 o0 N = (
s 148 B .-

]

i
Ao A s e [, .
s =

! -
o e i o I '
P o 0 1
20 243 191% 1
087 1828 283% -
) e |
D008 931 184%
< ] 1064 1084 1608 4608 £.008

Totals 50,549 100.00% Humbes of Cases

Dotogsof March 31, 2618
‘This page: displrys the number of cases identified for the productireacion teem of inferes! by “Recefved Year” “Received Year™ is the year the case was received by the FDA
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DEMOGRAPHICS FoA

Filters applied for years
S - Drag the mouse to select
g years or by individual clicks

Search Term

rea Recaived Year
L Q 2024506 0

6of51

FDA Adverse Events Reporting System (FAERS) Public Dashboard U.S. FOOD & DRUG

ADMINISTRATION

l,a'é;fl":C.’i by Product % I

Home Demoaraphics Reaction Group Reaction Listing of Cases Disclaimer  Site Feedback Report a Problem

AMLODIPINE BESYLATE (G); AMLODIPINE BESYLATE AND Jotal Cases Serons Cases (i g " Death Cases
ATORVASTATIN CALCIUM (P) [4722,082 Al7 0 03,803
/// Cases by Received Year A
4 P s
Case Count by Received Year Case Count by Rec}‘?{
Category . Q Number of Cases Percentage 2618 / ‘ 1767
2016 4021 18.21% 2016 4871
2015 3,723 16.86% 2815 3173
2014 3,345 15.15% 2014 3345
2013 3,531 15.99% 2013 3.531

2012 2,576 11674 2912

1578
20812
Totals 22,082 lea.0e% 2611 ‘ ‘ 1376

@

1.668 2868 3.668 4,668 5.800
Number of Cases

Dataas of March 31, 2018
This page displays the number of cases identified for the productireaction term of interest by “Received Year”. ‘Received Year’ is the year the case was received by the FDA.
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DEMOGRAPHICS

Years filter applied from Total number of cases for
2012 to 2017 the 2012 to 2017
////
r=1  Search Term Received Year @
0  20f24586 6of 51
. . / FOARIAS
FDA Adverse Events Reporting System (FAERS) Public Dashboard - l U.5. FOOD & DRUG
Home Demoaraphics Reaction Group Reaction Listing of Cases Disclaimer Site Feedback Repaort a Problem FAQ Q Search by Product
AMLODIPINE BESYLATE (G); AMLODIPINE BESYLATE AND a2 e et s
ATORVASTATIN CALCIUM(P) ' ' '
Cases by Received Year v

Case Count by Received Year Case Count by Received Year
Category Q Number of Cases Percentage

* 017 4886
2017 4,886 22.13%
2016 4,821 18.21%
2014 3,345 15.15%
2012 2,576 11.67%

2813 3531

2812 1576

@

1668 2,668 3.660 4608 5,008
Mumber of Cases

Case bi iears - tabular

Data as of March 31, 2618
This page displays the number of cases idenfified for the product/reaction term of interest by “Received Year". “Received Year is the year the case was received by the FDA.

Case by years -
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DEMOGRAPHICS

Years filter applied
from 2012 to 2017

—

775 r=1  Search Term Received Year
.. 0 207245 0 6of 51 )

FDA Adverse Events Reporting System (FAERS) Public Dashboard

Home Demographics Reaction Group Reaction Listing of Cases

AMLODIPINE BESYLATE (G); AMLODIPINE BESYLATE AND ot Cases
ATORVASTATIN CALCIUM (P) #22,082

Case Count by Reaction

Category . Q Number of Cases Percentage
Completed Suicide 2,112 18.82%
Hypotension 1,789 8.10%
Toxicity To Various Agents 1,443 6.53%
Dizziness 1171 5.30%
Drug Hypersensitivity 1,124 5.69%
Drug Interaction 1819 461%
Drug Ineffective 962 4.36%
Headache 958 434%
Dyspnoea 902 4.08%
Overdose \ 871 3.94%
Fatigue 268 3.89%
Malaise 796 3.66%
Intentional Overdose 174 351%
Totals 22,082 160.00%

Data asof March 31, 2818

Total number of cases for the

2012 to 2017 Cases by Reactions

U.S. FOOD & DRUG

ADMINISTRATION

Site Feedback

Disclaimer Reporta Problem FAQ Q Search by £ et %

Serious Cases (including deaths) Death Cases
A17,759 03,803
Cases by Reaction v
Case Count by Reaction

Hypotension 1789

Toxicity To Various Agente

1,843

Dizziness 1171

Drug Hypersensitivity 1124

=
@
=
w

Drug Interaction
Drug Ineffective

Headache

w
=
4

m||

&

= P
&
=

Dyspnoea

Overdose

o
s}
B

=
=i
&

Fatigue

-
@
&

Malaise

Intentional Overdose _ 774

588 1868 1588 p 2,560
Number of Cases

@

This page displays the number of cases
for a symptom, sign, disease, diagnosis,

www.fda.gov

‘Reaction”. “Reaction” is the suspected side effect (also known as adverse event or adverse drug reaction) reported by the reporter and is based on the MedDRA dictionary Preferred Term (PT). A“R
cal procedure, efc. A case may contain more than one “Reaction”.

danique medical concept
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DEMOGRAPHICS

Search Term m Received Year m

FDA Adverse Events Reporting System (FAERS) Public Dashboard 25 LS. FOOD & DRUG

ADMINISTRATION

Home Demoaraphics Reaction Group Reaction Listing of Cases Reparta Problem FAQ Q Search by Product X

AMLODIPINE BESYLATE (G); AMLODIPINE BESYLATE AND Tots Cass SeiosCases (v death) Death Cases
ATORVASTATIN CALCIUM (P) 22,082 A17,759 03,803

Cases by Reaction v

Case Count by Reaction Case Count by Reaction

. - ' | 2

Category Q Number of Cases Percentage Completed Suicide g “ 2212 |

N .
Completed Suicide 2,212 10.82% A Hypotension
Hypatension 1789 5.10% Tesicity To Various Agents | A
Toxicity To Various Agents 1,443 6.53% Dizziness f—
Dizziness 1,171 5.36% Drug Hypersensitivity
Drug Hypersensitivity 1,124 5.09% BT
Drug Interaction 1819 4.681% DrugInef~
Drug Ineffective 962 4.36%
Headache 958 4.34%
Dyspnoea 962 4.88%
Overdose 871 3.94%
Fatigue 266 3.89%
Malaize 796 [

Intentional Overdose | 1
Intentional Overdose 774 [
1,668 1568 | ] 2588

Totals 22,082 j

Data as of March 31, 2018
This page displays the number of cases identified for the product/reaction term of interest by “Reaction”. “Reaction” is the suspected side effect (also known as adverse event or adverse drug reaction) reported by the reporter and is based on the MedDRA “referred Term (PT). A s a unique medical concept
for a symptom, sign, disease, di is, therapeutic indication, investigation, surgical or medical procedure, efc. A case may contain more than one “Reaction”.

31



DEMOGRAPHICS

Years filter applied
from 2012 to 2017

U.S. FOOD & DRUG
. I

Total number of cases for the Cases bv Generic Name
2012 to 2017 v

Received Year
6of51 Q

r=1  SearchTerm
20f 24506

FDA Adverse Events Reporting System (FAERS) Public Dashboard
Home Demoagraphics Reaction Group Reaction Listing of Cases Disclaimer Site Feedback Report a Problem FAQ Q Search by A ct
Total Cases Serious Cases (including deaths) Death Cases
(722,082 A17,759 , 93,803
Cise;byGeneric Name v

AMLODIPINE BESYLATE (G); AMLODIPINE BESYLATE AND
ATORVASTATIN CALCIUM (P)

Case Count by Generic Name

Case Count by Generic Name
Category . Q MNumber of Cases Percentage
Amlodipine Besylate (G) 22,834 99.78%
Amlodipine Besylate\Atorvastatin 50 0.23%
Calcium (G) Amlodipine Besylate (G) 22634
Totals 22,082 1ee.00%

Amlodipine Besylate\Atorvastatin Calcium ... | 56

20.808 25608

b.6ee 16.066 15,668
Number of Cases

©

Data as of March 31, 2618
This page displays the number of cases identified for the product/reaction term of interest by “Generic Name". *Generic Name” is the reported generic name of the product.
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DEMOGRAPHICS

Years filter applied Total number of cases for the Cases bv Age Grou

from 2012 to 2017 2012 to 2017 ¥y A6 P
(o e I o AN .
FDA Adverse Events Reporting System (FAERS) Public Dashboard 1.5 Foop & DRuG

Home Demographics Reaction Group Reaction Listing of Cases Disclaimer  Site Feedback Report a Problem FAQ Q Search by BRSEt ®

AMLODIPINE BESYLATE (G); AMLODIPINE BESYLATE AND otal Cases Sorous Cases (ncluding desth) Death Cases
ATORVASTATIN CALCIUM (P) 122,081 A17,759 J O
Ca.sesgyAgeGrnup v
Case Count by Age Group Case Count by Age Group
Category . Q Number of Cases Percentage 01 Month | 26
8-1Manth 6 0.12%

2 Months-2 Years 64 8.29% 2Months-2Years | 64

3-11 Years 7 033%
3-11Years I 72
12-17 Years 244 1.10%
18-64 Years 7,643 2461% 1217 Vears . Jaa
65-85 Years 7827 31.82%
More than 85 Years 1,107 501% 18-64Years 7643

Not Specified 5,899 26.71%
Totals 22,082 100.00%
Marethan 85 Years - 1,187

a 2666 4,666 6,668 8,666
Number of Cases

Data as of March 31, 2018
This page displays the number of cases identified for the product/reaction term of interest by the reporied age of the patient. “Not Specified” indicates the patient's age was not reported.
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DEMOGRAPHICS FDA

Years filter applied Total number of cases for the
from 2012 to 2017 2012 to 2017

—

Cases by Sex

AN

U.S. FOOD & DRUG

Search Term Received Year Q
20f 24586 6of51

ADMINISTRATION

FDA Adverse Events Reporting System (FAERS) Public Dashboard /

Home Demoaraphics Reaction Group Reaction Listing of Cases Disclaimer  Site Feedback Report a Problem FAQ Q Search bt duct X I
AMLODIPINE BESYLATE (G); AMLODIPINE BESYLATE AND 82 YR B s
ATORVASTATIN CALCIUM (P) ' ’ , ’

‘ Caseshy Sex v

Case Count by Sex Case Count by Sex
Category . Q Number of Cases Percentage
Female 11,151 50.50%
Male 8458 38.30% Femae e
Not Specified 2473 11.26%
Totals 22,082 100.00%

Male 8458

Not Specified 2473

©

2,668 4,008 6,688 8,680 16,066 12,6668
Number of Cases

Data as of March 31, 2618
This page displays the number of cases identified for the product/reaction term of interest by sex. “Not Specified” indicates the patient's sex was not reported
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DEMOGRAPHICS

Years filter applied Total number of cases for the Cases by Reporter
from 2012 to 2017 2012 to 2017 Type

—

Received Year

BT 0 B o AN S
FDA Adverse Events Reporting System (FAERS) Public Dashboard U5, Fo0D & DRUG

Home Demoaraphics Reaction

Reaction Group Listing of Cases Disclaimer  Site Feedback  ReportaProblem FAQ

Q Search roduct % I

AMLODIPINE BESYLATE (G); AMLODIPINE BESYLATE AND v St o o e Dt s
ATORVASTATIN CALCIUM (P) [+722,082 A17,759 f 03,803
Cases by Reporter Type v
Case Count by Reporter Case Count by Reporter
Category . Q Number of Cases Percentage
Healthcare Professional 14471 65.31%
Consumer 7216 22684 Healtheare Professional
Not Specified 445 202%
Totals 22,082 100.00%

Caonsumer

Not Specified [l 445

@

5.608 16,6668 15,066
Number of Cases
Data as of March 31, 2018

This page displays the report counts based on the occupation of the Reporter, the person who submitted the report to FDA or the person who submitted the report to the manufacturer (wha then sent the report to FDA). Physicians and pharmacists are the Healthcare Professionals (HCPs) who submit reports to FDA most
frequently. Additional HCPs include nurses, dentists and other medical personnel. Reporters may also be classified as “Consumer’, “Other” for all other Reporters who are not documented as Healthcare Professionals or Consumers, and “Not Specified” where the occupation of the Reporter was not provided
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DEMOGRAPHICS ....omn ek

“Healtheare Total number of cases Cases by
. . based on applied filter Reporter Type
~ Professional” applied - ‘

FDA Adverse Events Reporting System (FAERS) Public Dashboard U.5. FOOD & DRUG

Home Demoagraphics Reaction Group Reaction Listing of Cases Disclaimer ~ Site Feedback  ReportaProblem FAQ Q Search by P@SSict x I
AMLODIPINE BESYLATE (G}; AMLODIPINE BESYLATE AND Total Cases Serious Cases (including deaths) Death Cases
ATORVASTATIN CALCIUM (P) 14,421 A12,842 03,366

Cases by Reporter Type

P

Healtheare Professional
Case Count by Reporter Case Count by Reporter
Number of Cases: 14,421
Category Q Number of Cases Percentage
A
Healthcare Professional 14421 166.88%

Healthee~ "~ _stoial
Totals 1421 160.60% -

/

Click to view information

8 5,600 10,600 15,060
Number of Cases

Dataasof Maorch 31, 2618
This page displays the report counts based on the occupation of the Reporter, the person who submitted the report to FDA or the person who submitted the report to the manufacturer (who then sent the report to FDA). Physicians and pharmacists are the Healthcare Professionals (HCPs) who submit reports to FDA most
frequently. Additional HCPs include nurses, dentists and other medical personnel. Reporters may also be classified as “Consumer’, “Other” for all other Reporters who are not documented as Healthcare Professionals or Consumers, and “Not Specified” where the occupation of the Reporter was not provided
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REACTION GROUP

Age group filter Total number of cases Cases by Age
applied based on applied filter Group

e o e o T o T > N
FDA Adverse Events Reporting System (FAERS) Public Dashboard U5, FooD & DRUG

Home Demographics Reaction Group Reaction  Listing of Cases Disclaimer  Site Feedback  Reporta Problem FAQ Q Search by Piet %

Total C: Serious C including death: Death C:
AMLODIPINE BESYLATE (G); AMLODIPINE BESYLATE AND e o Casesfincuding deatis) oot Cases
ATORVASTATIN CALCIUM (P) 5,929 A5519 01,999
Cases by Age Group v

Reaction Groups & Age Group Reaction Groups & Age Group

Injury, Paisoning And ProceduralCompIica..._ 2173 W 18-64Years

Number of Cases 12-17 Years 18-64Years secdartisorters

General Disorders And Administration Site.. _ 1341
Total Cases 5,929 28 5,696 Nervous System Disorders _ 1,288
Psychiatric Disorders 2,202 83 2,269 Cardiac Disorders _ 1057
Injury, Paisaning And Pracedural Complications 2,173 176 1,997 Resp\ralnr)"ThomcicAndMEd\astma\D\sn,,,_ 865
Vascular Disorders 1,382 127 1,265 tnvestigation: ||| | I
General Disorders And Administration Site Conditions 1,341 78 1,263 Gastrointestinal isord-s | =+

Metabolism And Nutrton Disorders | | | N =
Nervous System Disorders 1,200 76 1124 crebaliemana fuirton Bisoreers
Renal And Urinary Disorders _ 663
Cardiac Disorders 1,657 89 968
Skin And Subcutaneous Tissue Disorders _ 588

Respiratory, Thoracic And Mediastinal Disorders 865 38 827

Musculoskeletal And Connective Tissue Di... _ 436
Investigations 827 81 746

0 ] 566 1.068 1568 2,000 2,508

Gastrointestinal Disorders 819 53 166 Number of Cases

Dataasof March 31, 2818

This page displays the number of cases identified for the product/reaction term of interest by “Reaction Group” and the reported age of the patient. “Reaction Groups” are based on a classification of the side effect (also known as “Reaction” or adverse event or adverse drug reaction). using the MedDRA dictionary of adverse event
terms. For example, “Cardiac Disorders” is one of the “Reaction Groups” defined by the MedDRA dictionary as a grouping of several related “Reactions” such as “Cardiac Arrest’, and “Cyanosis™. A case may contain more than one “Reaction Group". The age has been categorized based on the reported age by the patient. “Not
Specified’ indicates the patient's age was not reported.
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REACTION GROUP

Age group filter Total number of cases
applied ~ based on applied filter

-~

Age Group

FDA Adverse Events Reporting System (FAERS) Public Dashboard U.5. FOOD & DRUG

Cases by Sex

Received Year
Gof5l

Reporter Type
Healthcare Profe..

re=a r=1  SearchTerm
@ 20f24506

0 (]

ADMINISTRATION

FAQ

Reaction  Listing of Cases Disclaimer  SiteFeedback  ReportaProblem Q Search by FBSlct X

Home  Demographics Reaction Group

Total C: Serious C; including death Death C:
AMLODIPINE BESYLATE (G); AMLODIPINE BESYLATE AND Y ot Cases ncuding death) ath Cases
ATORVASTATIN CALCIUM (P) #5,929 A5519 / 01,999
Caseshy Sex v
Reaction Groups & Sex Reaction Groups & Sex
Number of Cases Female Male Not Specified seeuiartisorders g
General Disorders And Administration Site.... 1341
Total Cases 5929 2,889 2,975 65 Nervous System Disorders
Psychiatric Disorders 2,292 1089 1,183 28 Cardiac Disorders
Injury, Poisoning And Procedural Complications 2173 1,128 1,836 9 Respiratory, Thoracic And Mediastinal Diso... 1
I
Vascular Disorders 1,392 689 766 3 Investigations :
A I
General Disorders And Administration Site Conitions 1341 718 622 9 Gastrointestina Disorders
Nervous System Disorders 1260 548 638 14 Hetablfsm And Nrton Dsorders
Renal And Urinary Disorders
Cardiac Disorders 1,657 516 537 4
Skin And Subcutaneous Tissue Disorders
Respiratory, Thoracic And Mediastinal Disorders 865 441 422
Musculoskeletal And Connective Tissue Di...
Investigati 827 416 485 6
festigatons 0 590 Lege 1500 2060 2509
Gastrointestinal Disorders 819 452 355 12 Number of Cases

Dataas of March 31, 2618
This page displays the number of cases identified for the productireaction term of interest by “Reaction group” and sex. "Reacfion Groups” are based on a classification of the side effect (also known as “Reaction” or adverse event or adverse drug reaction), using the MedDRA dictionary of adverse event terms. For example,

“Cardiac Disorders" is one of the “Reaction Groups" defined by the MedDRA dictionary as a grouping of several related “Reactions” such as “Cardiac Arrest’, and “Cyanosis™. A case may contain more than one “Reaction Group”. “Not Specified” indicates the patient’s sex was not reported.
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REACTION GROUP

Gof51

Home  Demographics Reaction Group

AMLODIPINE BESYLATE (G); AML

ATORVASTATIN CALCIUM (P)

Reaction Groups & Reporter Type

Reaction Group Q

Received Year

Report
0 4

Repori

Healthcare Professional
Consumer

Not Specified

Number of Cases

Age group filter
applied

Total Cases

#5929

Healthcare Professional

Total Cases

Psychiatric Disorders

Injury, Paisoning And Procedural Complications
Vascular Disorders

General Disorders And Administration Site Conditions
Nervous System Disorders

Cardiac Disorders

Respiratory, Thoracic And Mediastinal Disorders

Tnvestigations

Gastrointestinal Disorders

Data as of March 31, 2018

5,929
2,202
2173
1,302
1,341
1,200
1,057

865

827

810

5,929
2,292
2173
1,302
1,341
1,260
1,057

865

827

819

Disclaimer  Site Feedback

Serious Cases (including deaths)

A5519

Reaction Groups & Reporter Type

Psychiatric Disorders

Injury. Poisoning And Procedural Complica...
Vascular Disorders

General Disorders And Administration Site ...
Nervous System Disorders

Cardiac Disorders

Respiratory, Thoracic And Mediastinal Diso...
Investigations

Gastrointestinal Disorders

Metabalism And Nutrition Disorders

Renal And Urinary Disorders

Skin And Subcutaneous Tissue Disorders

Musculoskelstal And Connective Tissue Di...

Additional filter capabilities

for Reporter Type

FAQ Q Search by Prg it

Death Cases

01,999

Cases by Reporter Type

1,382
1341
1,268
1857
865
817
819
682
663
588
436
588 1,668 1.568
Number of Cases

FOA

Cases by
Reporter Type

ADMINISTRATION

U.S. FOOD & DRUG

X
¥
2,292 Healthcare
Professional
2173
1,668 2,508

This page displays the number of cases identified in the FAERS database for the product/reaction term of interest by “Reaction Group™ and Reporter occupation. “Reaction Groups™ are based on a classification of the side effect (also known as “Reaction” or adverse event or adverse drug reaction), using the MedDRA dictionary of
adverse event terms. For example, ‘Cardiac Disorders” is one of the “Reaction Groups” defined by the MedDRA dictionary as a grouping of several related *Reactions” such as “Cardiac Arrest’, and *Cyanosis”. A case may contain more than one *Reaction Group’, may not provide information on the reporter and may contain more

than one reporter.

www.fda.gov
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REACTION GROUP

Age group filter Total number of cases Cases by
applied based on applied filter Reporter Region

r=1 r=1  SearchT Received Y Reporter T Age Gi
R A . AT EE—
FDA Adverse Events Reporting System (FAERS) Public Dashboard U.S. FOOD & DRUG

Disclaimer ~ Site Feedback FAQ

Q Search h*oduct %

Report a Problem

Reaction  Listing of Cases

Home  Demographics Reaction Group

AMLODIPINE BESYLATE (G); AMLODIPINE BESYLATE AND Toal Css Saou Cases g et DesthCses
ATORVASTATIN CALCIUM (P) [#5,929 A5519 01,999

Caseshy Reporter Region v

Reaction Groups & Reporter Region Reaction Groups & Reporter Region
. ) )
Reaction Group Q Reporter Region Q Paychiatric Disorders _ 129 W Domestic
Injury. Poisoning And Procedural Complica... _ 2173 W Foreign
Number of Cases Domestic Foreign Not Specified ssedartisorcers 0

General Disorders And Administration Site... _ 1,341
Total Cases 5,929 3,158 2,754 17 Nervous System Disorders _ 1,288
Psychiatric Disorders 2,292 1,768 520 4 Cardiac Disorders _ 1857
Injury, Poisoning And Procedural Complications 2,173 1,364 208 1 Respiratory, Thoracic And Mediastinal Diso... _ 865
Vascular Disorders 1,392 621 769 ? Investigations _ 827
General Disorders And Administration Site Conditions 1341 581 751 g Gastreintestinal isarders | | | | A DR ¢

Metabolism And Natsiton Disorde-s || | | | |  E N -
Nervous System Disorders 1200 406 780 5 elabolism Ang Hutrition Sisorcers
Renal And Urinary Disorders _ 663
Cardiac Disorders 1,857 624 431 2
Skin And Subcutaneous Tissue Disorders _ 588
Respiratory, Thoracic And Mediastinal Disorders 865 382 479 4
Investigations 821 a7 513 7 ¢ see Lego 1560 2660 2560
Number of Cases

Data s of March 31, 2618

This page displays the number of cases identified in the FAERS database for the product/reaction term of interest by “Reaction Group” and region. “Reaction Groups” are based on a classification of the side effect (also known as "Reaction” or adverse event or adverse drug reaction), using the MedDRA dictionary of adverse event
terms. For example, “Cardiac Disorders” is one of the “Reaction Groups™ defined by the MedDRA dictionary as a grouping of several related "Reactions” such as “Cardiac Arrest”, and “Cyanosis”. A case may contain more than one ‘Reaction Group”. Region indicates the country where the event occurred or the country of the
Reporter if event country information is not available. “Domestic” means that the country where event occurred or reporter’s country is the United States. “Foreign” means that the country where the event occurred or the country of the Reporter is outside the United States. “Not Specified” means that there was no data in the report

that documented the geographic region of the event or the Reporter
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REACTION Do

Cases by Reaction
Year vs Outcomes

Search Term Received Year Count! i
e '3 o 1 e H F DI:II _

FDA Adverse Events Reporting System (FAERS) Public Dashboard U.S. FOOD & DRUG

ADMINISTRATION

Home Demographics Reaction Group Reaction Listing of Cases Disclaimer  Site Feedback Report a Problem FAQ Q Seara Sroduct x

AMLODIPINE BESYLATE (G); AMLODIPINE BESYLATE AND Tot Cases Serous Cass ncuding desth) Death Cscs
ATORVASTATIN CALCIUM (P) #621 A597 067

Received Year vs Outcome v
Total number of cases
Reaction Group and Reaction based on app'ied filter Outcome counts by Received Year
. 360 .
Reaction Group O, | Reaction Q B Died
M Disabled
248
Hospitalized
Number of Cases B Hoso
713 W Life Threatening
263 .
Total Cases 621 260 159 W Non-Serious
@& Vascular Disorders Nurmber of Cases 621 W Other Outcomes
Required Int 1t
Hypotension 163 W Required Intervention
141
Shack 283
Hypertension 37
e 168

Haemodynamic Instabiity 19 o

Circulatory Collapse 16

Blood Pressure Inadequately Controlled 15

Qrthostatic Hypotension 13 8

Hypertensive Crisis 12 212 813 2014 2015 2016 2017

Data asof March 31, 2018

This page displays the number of cases identified for the product/reaction term of interest by “Reaction Group”, “Reaction”, patient age and sex, and report outcome. A case may describe one or more “Reaction Group”, “Reacfion”, or outcome. “Reaction Groups® are based on a classification of the side effect (also known as
“Reaction” or adverse event or adverse drug reaction), using the MedDRA dictionary of adverse event terms. For example, “Cardiac Disorders” is one of the “Reaction Groups™ defined by the MedDRA dictionary as a grouping of several related “Reactions” such as “Cardiac Arrest", and “Cyanosis”. “Reacfion” corresponds to the
suspected reaction reported by the Reporter. The “Reaction” is based on the MedDRA dictionary Preferred Term (PT). Including one or more of these outcomes or reported reactions in a report does not necessarily mean that the suspect product of interest was the cause of the reported outcomes or reactions. A case may have
one or more reported outcomes.
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REACTION Do

Cases by Age Group vs Sex

N—

FDA Adversevents Reporting System (FAERS) Public Dashbo 4.5, FOOD & DRUG
Home Demographics Reaction Group Reaction Listing of Cases SiteFeedback  Reporta Problem FAQ | by Product x I
AMLODIPINE BESYLATE (G); AMLODIPINE BESYLATE AND TotalCases Serows Cases ncluding dths] Death Cases

ATORVASTATIN CALCIUM (P) w621 A597 ‘ Q67

S l Age Group vs Sex v

Total number of cases

Reaction Group and Reaction W Case counts by Age Group and Sex
1680

Reaction Group Q || Reaction Q W Female
W Male
Not Specified
Number of Cases u °
Total Cases 621 547
@& Vascular Disorders Number of Cases 621 568
Hypotension 363
Shock 203
Hypertension 37
7
Haemodynamic Instability 19
o [
Circulatory Collapse 16 Fe &
<€ N
Blood Pressure Inadequately Controlled 15 .\"V\ ,;Ub
Qrthostatic Hypotension 13
Hypertensive Crisis 12
Data as of March 31, 2818
This page displays the number of cases ider. oroduct/reaction term of interest by “Reaction Group”, “Reaction”, patient age and sex, and report outcome. A case may describe one or more "Reaction Group”, “Reaction”, or outcome. ‘Reaction Groups” are based on a classification of the side effect (also known as
“Reaction” or adverse event or adverse drug re 1 the MedDRA dictionary of adverse event terms. For example, “Cardiac Disorders” is one of the “Reaction Groups™ defined by the MedDRA dictionary as a grouping of several related "Reactions” such as “Cardiac Arrest’, and “Cyanosis”. ‘Reaction” corresponds to the
suspected reaction reported by the Reporter. Thy = based on the MedDRA dictionary Preferred Term (PT). Including ene or more of these outcomes or reported reactions in a report does not necessarily mean that the suspect product of interest was the cause of the reported outcomes or reactions. A case may have

one or more reported outcomes.
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LINE LISTING Do

Total number of cases .
based on applied filter Click to Sort

N —

p—

Received Year @ Report
Hea

@ Age anup

U.S. FOOD & DRUG

ADMINISTRATION

Home Demographics Reaction Group Reaction Listing of Cases Disclaimer Site Feedback Repart a Problem ‘ Q Search by Product

AMLODIPINE BESYLATE (G); AMLODIPINE BESYLATE AND Eé"z &A""ésgca;“ finchuiing deay “é““‘ Cases
ATORVASTATIN CALCIUM (P) 67
Received Year Suspect Product Active Latest FDA
— = CaseID Q Suspect Product Names Q Ingredients Q Reason for Use Q Reactions Q Serious Q Outcomes Q Sex Q Event Date Q Received Date Q Ca
o 13957482 Amlodiping;Benazeptil Benazepril Hydrochloride; Amlodipine Product Used For Unknown Blood Gases Serious Hospitalized;Other ~ Male - 29—DEC-2‘0'17 Ex
Case Priority Besylate Indication Abnormal;Bradycardia;Hyr Outcomes
3 14331171 Amlodipine;Benazepril Benazepril Hydrochloride;Amlodipine Product Used For Unknown Hypokalaemia;Overdose... Serious Hospitalized;Other ~ Male - 28-DEC-2817 Ex
Serious Besylate Indication Gases Qutcomes

Abnormal;Hypercalcaemia

Outcome 13018049 - Amlodipine Besylate - Overdose;Hypotension Serious Life Threatening Male - 27-DEC-2817 Ex
Reason for Use 14324505 Amlodipine Amlodipine Besylate;Carveadilol Product Used For Unknown Acute Respiratory Serious Other Female - 26-DEC-2017 Ex
Indication Distress Outcomes;Hospitaliz
Syndrome;Pancreatitis;Hy|
Age Group 14360356 Benazepril,Amlodipine Amlodipine Besylate,Benazepril Hypertension Angioedema;Hypertensi.. Serious Required Male 28-NOV-2817 18-DEC-2817 Di
— — Hydrochloride Intervention;Hospita
14200774 Amlodipine Amlodipine Besylate;Carvedilol Product Used For Unknown Overdose;Hypotension;...  Serious Life Female - 15-DEC-2817 Ex
Sex Indication Level Of Consciousness Threatening;Other
Outcomes;Hospitaliz
14278968 Amlodipine Amlodipine Besylate,Carvedilal Product Used For Unknown Intentional Serious Hospitalized;Life Female - 13-DEC-2817 Ex
Sender Indication Overdose;Unresponsive Threatening,Other
To Stimuli;Hypotension Outcomes
14271675 Amlodipine Amlodipine Besylate;Carvedilol Product Used For Unknown Unresponsive To Serious Hospitalized;Life Female - 11-DEC-2817 Ex
Reporter Region Indication Stimuli;Hypotension;Depre Threatening;Other
| muinl A€ FAT—
< | | >

Data as of March 818
To download date Click anywhere on the list and click on "Expert”. Then click "Export

Additional Filter Scroll to view
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LINE LISTING

Search within each
displayed column

Search Term Received Year

Reporter Type
[

@ Heal

FDA Adverse Events Reporting System (FAERS) Public Dashboard g -5.F 000 & DRuG

@ Age Group

Site Fg

Disclaimer

Home Demographics Reaction Group Reaction Listing of Cases Reporta Problem Q Search by Product x

AMLODIPINE BESYLATE (G); AMLODIPINE BESYLATE AND fotal Cases Serious Cases (including deaths) Death Cases
ATORVASTATIN CALCIUM (P) /621 A597 067

Received Year Suspect Product Active Latest FDA
f— CaseID Q Suspect Product Names Q Ingredients Q Reason for Use Reactions Q Serious Q Qutcomes Q Sex Q Event Date Q Received Date Q Ca
v
13857482 Amlodipine;Benazepril Benazepril Hydrochloride;Amlodipine Product Used F Serious Hospitalized;Other ~ Male - 29-DEC-2817 Ex
Case Priority Besylate Indication ardia;Hyr Outcomes
—
seri 14331171 Amlodipine;Benazepril Benazepril Hydrochloride;Amlodipine Product Used | Q4 | erdose.. Serious Hospitalized;Other ~ Male - 28-DEC-2017 Ex
erious Besylate Indication Outcomes
Acne;Gastrooesophageal Reflux D... ~
A ralcaemia
outeome 13018049 - Amlodipine Besylate - Acute Myeloid Leukaemiz:Antivia.. Engion  gerious UfeThreatening  Male - 27-DEC-2017 Ex
— Adenocarcinoma Of Colon;Hypert...
Angina Pectoris:Antiplatelet Thera .
Reason for Use 14324585 Amlodipine Amlodipine Besylate;Carvedilol Product Used F Serious Other Female - 26-DEC-2017 Ex
Indication Angina Pectoris:Cardiovascular Di.. Outcomes;Hospitaliz
Angina Pectoris;Coronary Artery... atitis;Hy
Age Group 14300356 Benazepril;Amlodipine Amlodipine Besylate;Benazepril Hypertension ertensi..  Serious Required Male 28-NOV-2017 18-DEC-2017 Dil
. Angina Unstable:Back Pain:Cardio._. B B
— — Hydrochloride Intervention;Hospita
. . y . Antiretroviral Therapy;Product Us... Vo .
14206774 Amlodipine Amlodipine Besylate;Carvedilol Product Used F egnsion;...  Serious Life Female - 15-DEC-2817 Ex
Sex Indication Tevel Of Consciousness Threatening;Other
Outcomes;Hospitaliz
14278968 Amlodipine Amlodipine Besylate;Carvedilol Product Used For Unknown Intentional Serious Hospitalized;Life Female - 13-DEC-2817 Ex
Sender Indication Overdose;Unresponsive Threatening;Other
To Stimuli;Hypotension Outcomes
14271675 Amlodipine Amlodipine Besylate;Carvedilol Product Used For Unknown Unresponsive To Serious Hospitalized;Life Female = 11-DEC-2017 Ex
Reporter Region Indication Stimuli;Hypotension;Depre Threatening;Other
Level O Outcomes

Data os of March 31, 2618
To download data, Right-Click anywhere on the list and click on "Export™. Then click "Export data™
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LINE LISTING Do

Right click on the table,
then click on the “...” icon

Received Year
of51

Country Reaction Group

o _
2

FDA Adverse Events Reporting System (FAERS) Public Dashboard e

o Reporter Type o Age Group
Heal 20f8

Disclaimer Site Feedback

Home Demographics Reaction Group Reaction Listing of Cases Report a Problem Q Search by Product x

AMLODIPINE BESYLATE (G); AMLODIPINE BESYLATE AND Toa Caes Saons Cases o deti) Desth Cses
ATORVASTATIN CALCIUM (P) w621 A597 067 .

Received Year Suspact Product Active Latest FDA
— —— | aselD 23 Suspect Product Names Q Ingredients Q Reason for Use Q Reactions 23 Serious Q Outcomes Q Sex Q “ecejved Date a Ca
v
13857482 Amlodipine;Benazepril Benazepril Hydrochloride;Amlodipine Product Used For Unknown Blood Gases Serious Hospitalized;Other  Male 9-DEC-2817 Ex
Case Priority Besylate Indication Abriormal:Bradycardia:Hy Outcomes
B
YT 14331171 Amlodiping;Benazepril Benazepril Hydrochloride, Amiodipine Product Used For Unknown HypokalaemiaOverdose... Serious Hospitalized,Other  Male - 28-DEC-2817 Ex
il Besylate Indication Gases Outcomes
Abnormal;Hypercalcaemia
Bl 13018949 5 Amiodipine Besylate 5 Overdose;Hypotension Serious Life Threatening Male i 27-DEC-2617 Ex
—
Reason For Use 14324505 Amiodipine Amicdipine Beaylate;Carvedilel Product Used For Unknown Acute Respiratory Serious Other Female - 26-DEC-2817 EX
Indication Distress Outcormies;Hospitaliz
Syndrome; Pancreatitis;Hy|
Age Group 14300356 Benazepril;Amiodiping Amiodipine Besylate;Benazepril Hypertension Anpioedema;Hypertensi... Serious Required Male 28-NOV-2817 18-DEC-26817 Dif
— — Hydrochloride Intervention;Hospita
14286774 Amiodipine Amlodipine Besylate;Carvediiof Produet Usad For Unknown Overdose;Hypotension;..  Serious Lite Female - 15-DEC-2817 Ex
Sex Indication Level Of Consciousness Threatening;Other
Outcomes;Hospitaliz
14273968 Amiodipine Amlodipine Besylate;Carvediiol Product Used For Unknown Intentional Serious Hospitalized;Life Female S 13-DEC-2817 Ex
Sender Indication Overdose;Unresponsive Threatening;Other
To Stimuli;Hypotension Ouicomes
14271675 Amiodipine Amlodipine Besylate:Carvedilol Product Used For Unknown Unresponsive To Serious Hospitalized;Life Female = 11-DEC-2817 Ex
Reporter Region Indication Stimuli:Hypotersion;Depre Threatening;Other
| vl v Autraman
< 2>

Data as of March 31, 2818
To download data, Right-Click anywhere on the list and click on "Expert”. Then click "Export data™

www.fda.gov 45



LINE LISTING

Received Year
i,

ReporterT:
Health

(]

FDA Adverse Events Reporting System (FAERS) Public Dashboard

Home Demographics

Reaction Group

Reaction

Listing of Cases

AMLODIPINE BESYLATE (G); AMLODIPINE BESYLATE AND

ATORVASTATIN CALCIUM (P)

Received Year

Suspect Product Active

Disclaimer

#*621

Q

Site Feedback

Click on Export

Reporta Problem

Serious Cases (including deaths)

A597

Q

Q Search by Product

Q

LY U.S. FOOD & DRUG

ADMINISTRATION

“1 B Export

Latest FDA

— CaseID Suspect Product Names Ingredients Reason for Use Reactions Serious Outcomes Sex Event Date Received Date Ca
v
13857482 Amilodipine;Benazepril Benazepril Hydrochloride;Amlodipine Product Used For Unknown Blood Gases Serious Hospitalized;Other Male - 29-DEC-2017 Ex
Casa Priority Besylate Indication Abnormal;Bradycardia;Hyg Outcomes
Seri 14331171 Amlodipine;Benazepril Benazepril Hydrochloride;Amlodipine Product Used For Unknown Hypokalaemia;Overdose..  Serious Hospitalized;,Other  Male = 28-DEC-2017 Ex
erious
Besylate Indication Gases Qutcomes
Abnormal;Hypercalcaemia
Outcome 13818843 - Amlodipine Besylate - Overdose;Hypotension Serious Life Threatening Male - 27-DEC-2817 Ex
Reason for Use 14324585 Amlodipine Amlodipine Besylate;Carvedilol Product Used For Unknown Acute Respiratory Serious Other Female - 26-DEC-2017 Ex
Indication Distress Outcomes;Hospitaliz
Syndrome;Pancreatitis;Hy|
Age Group 14300356 Benazepril;Amlodipine Amlodipine Besylate;Benazepril Hypertension Angioedema;Hypertensi... Serious Required Male 28-NOV-2017 18-DEC-2017 Din
— — Hydrochlaride Intervention;Hospita
14290774 Amilodipine Amlodipine Besylate,Carvedilol Product Used For Unknown Overdose;Hypotension;...  Serious Life Female - 15-DEC-2@17 Ex
Sex Indication Level Of Consciousness Threatening;Other
Outcomes;Hospitaliz
14278968 Amlodipine Amlodipine Besylate;Carvedilol Product Used For Unknown Intentional Serious Hospitalized;Life Female - 13-DEC-2017 Ex
Sender Indication Overdose;Unresponsive Threatening;Other
To Stimuli;Hypotension Qutcomes
14271675 Amlodipine Amlodipine Besylate;Carvedilol Product Used For Unknown Unresponsive To Serious Hospitalized;Life Female - 11-DEC-2817 Ex
Reporter Region Indication Stimuli:Hypotension;Depre Threatening;Other
| vt A Autramon
<

Data as of March 31, 2018

To download data, Right-Click anywhere on the list and click on "Export”™. Then click "Export data™
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LINE LISTING

Click on Export Data

U.5. FOOD & DRUG

ADMINISTRATION

Received Year 8 Age Group
2

Search Term
5

[x]

FDA Adverse Events Reporting System (FAERS) Public Dashboard

Home Demographics Reaction Group Reaction Listing of Cases Disclaimer Site Feedback Report a Problem Q Search by Proy
Serious C; including death: L C:
AMLODIPINE BESYLATE (G); AMLODIPINE BESYLATE AND rious Cases (ncluding deaths) e 4 Back
ATORVASTATIN CALCIUM (P) 2621 A597 S
Export as an image
Received Year Suspect Product Active ort to PDF
— CaselD Q Suspect Product Names Ingredients Reason for Use Q Reactions a Serious a Qutcomes Q Sex a
. 13957482 Amilodipine;Benazepril Benazepril Hydrochloride;Amlodipine Product Used For Unknown Blood Gases Serious Hospitalized;Other Male Export data
Case Priority Besylate Indication Abnormal;Bradycardia;Hyr Outcomes
Seri 14331171 Amilodipine;Benazepril Benazepril Hydrochloride,Amlodipine Product Used For Unknown Hypokalaemia;Overdose...  Serious Hospitalized;Other Male - 28-DEC-2817 Ex
erious Besylate Indication Gases QOutcomes
Abnormal;Hypercalcaemia
Outcome 13818049 - Amiodipine Besylate - ‘Overdose;Hypotension Serious Life Threatening Male - 27-DEC-2817 Ex
Reason for Use 14324585 Amlodipine Amlodipine Besylate;Carvedilol Product Used For Unknown Acute Respiratory Serious Other Female - 26-DEC-20817 Ex
Indication Distress Outcomes;Hospitaliz
Syndrome;Pancreatitis;Hy|
Age Group 14380356 Benazepril;Amlodipine Amlodipine Besylate;Benazepril Hypertension Angioedema;Hypertensi_.  Serious Required Male 28-NOV-2817 18-DEC-2817 Dii
— Hydrochloride Intervention;Hospita
14290774 Amlodipine Amiodipine Besylate;Carvedilol Product Used For Unknown Overdose;Hypotension,...  Serious Life Female - 15-DEC-2817 Ex
Sex Indication Level Of Consciousness Threatening;Other
Outcomes;Hospitaliz
14278968 Amlodipine Amiodipine Besylate;Carvedilol Product Used For Unknown Intentional Serious Hospitalized;Life Female - 13-DEC-2817 Ex
Sender Indication Overdose;Unresponsive Threatening;Other
To Stimuli;Hypotension Outcomes
14271675 Amlodipine Amlodipine Besylate;Carvedilol Product Used For Unknown Unresponsive To Serious Hospitalized;Life Female = 11-DEC-2017 Ex
Reporter Region Indication Stimuli;Hypotension;Depre Threatening;Other
| st 1€ Aubromnn
<

Data as of March 31, 2018

To download data, Right-Click anywhere on the list and click on "Export”. Then click "Export data™
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SEARCH BY REACTION TERMS

No selections applied

FDA Adverse Events Reporting System (FAERS) Public Dashboard 5. FO0D & DRUG
Home  QSearch Disclaimer  SiteFeedback  ReportaProblem  FAQ

OsearchbyProduct  ® SearchbyReactionTerm (U fo 5 reaction terms can be selected)

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

elections applied
FDA Adverse Events Reporting System (FAERS) Public Dashboard U.S. FOD & DRUG
Home  QSearch Disclaimer ~ SiteFeedback  ReportaProblem  FAQ

(O 8earchbyProduct  ® SearchbyReactionTerm  (Up ta 5 reaction terms can be selected)

fati ®

Chronic Fatigue Syndrome

Mental Fatigue

R — Reaction Terms

Muscle Fatigue

Select “Respiratory -
Fatigue" Post Viral Fatigue Syndrome

Respiratory Fatigue

ecooe0

ected Reaction Terms (4 of 5 ollowed reaction terms selected)
Dizziness

Drug Hypersensitivity
Hypotension

Selected Reactions Fatigue
(up to 5 allowed)

Click on “Go” to run the
search
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DEMOGRAPHICS FoA

Cases by Product
Name

= Reaction Term Received Year Country Age Group
Q 4 Df 1'::-‘.'63 6 Of 51 @ Dl:jn ‘UI:: Q E! OTS @ _

U.5. FOOD & DRUG

ADMINISTRATION

Q Search saction Term x I

FDA Adverse Events Reporting System (FAERS) Public Dashboard

Disclaimer  SiteFeedback  ReportaProblem FAQ

Reaction  Listing of Cases

Home Demoaraphics Reaction Group

. . . Total Cases Serious Cases (including deaths) Death Cases
H{J%Zg#gﬁgigﬁm HYPERSENSITIVITY; FATIGUE, 0 112225766 Ag941) ' 06,949
Ci.EB_E by Product Name v
Case Count by Product Name Case Count by Product Name

Category . Q Number of Cases Percentage Product Name not reported _ 53457
Product Name not reported 53,457 23.6%% N tnorel °) [ 2=

Enbrel (P) 12,781 5.66% Hormia °) | 12525

Humira (P) 12,685 562% Tysabr () [

Tysabi(P) 241 3.21% Gienya ) [ = 22
Gllenya (P) 5153 228% reviond (°) [ =22
Reviimid (P) 4024 2.18% forto ) [ 522
Forteo (P) 4,527 2.80% Pegasys (P) - 4815
Pegasys (P) 4815 178% Lyrica (P) - 381
Lyrica (P) 3,821 1.60% Letars P) - 2739
Letairis (P) 3,739 1.66% Techdera(P) - 1439
Tecfidera (P) 3439 152%
! Xtandi (P) . 19857

Xtandi (P; 2057 131%

F) v Harvoni(P) - 2878
Harvoni (P) 2,879 1.28%

] 16,066 16,608 30,608 40,600 50,688 (0,800

Totals 225,706 100.00% Number of Cases

Data gsof March 31, 2618
This page displays the number of cases identified for the product/reaction term of interest by “Product Name”. ‘Product Name™ is the reported trade or brand name of the product. ‘Reported as Generic” indicates cases for which only generic name of the product was reported and trade or brand name was not reported.
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DEMOGRAPHICS FoA

Cases by Generic Name

S——

r=1  ReactionTerm Received Year Country Age Group

FDA Adverse Events Reporting System (FAERS) Public Dashboard o Fo00 B DRuG

Home Reaction Disclaimer  SiteFeedback  ReportaProblem  FAQ Reaction Term

Demoaraphics ~ Reaction Group Listing of Cases Q Sean

DIZZINESS; DRUG HYPERSENSITIVITY, FATIGUE; Totl Cases Serous Cases incuding desths) Death Cases
HYPOTENSiON ' ' 0 #225,706 AB39,412 ' 06,949

| Cases by Generic Name v
Case Count by Generic Name Case Count by Generic Name

Category . Q Number of Cases Percentage Etanercept (G) _ 12,883
Etanercept (6) 12,803 5.67% R wamenzh () [ T
Adalimumeb (G) 12,786 5.63% Nataizmen ) [ T

Natalizumab (G) 7,249 121% riairn (6) [ T ¢ -

Ribairn (G) 6,148 272% amtrisentan (c) [ :

Ambrisentan (G) 5,636 2.50% Fingolimed Hydrochlaride (G) _ 5154

Fingalimod Hydrochloride (G) 5,154 2.28% Lenalidomide (G) _ 5,056

Lenalidomice (6) 5,056 2245 Terpara ) | I -+

Teriparatide (G) 4623 2.85% Telaprevir (G) _ 1285

Telaprenir ) 4,468 1.98% Peginterferon Alfz-2a (G) _ 4112

Peginterferon Alfa-2a (G) 4122 183% Pregabalin(@) _ J006

Pregabalin (G) 3,906 173% Cabspentin(@) _ 1667

Gabapentin (G) 3,667 162% )
v Dimethyl Fumarate (G) _ 3,450
Dimethyl Fumarate (G) 3,450 153%
(] 5,608 10,666 15,666
Totals 225,706 160.60% Number of Cases

Dataas of March 31, 2818
This page displays the number of cases idenfified for the product/reaction term of interest by “Generic Name”. “Generic Name” is the reported generic name of the product.
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CONCLUSION

(J 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.

L

Existence of a report does not establish causation

L

Rates of occurrence cannot be established with FAERS
reports
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