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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

J Demonstrate how to use the FAERS public

dashboard to view adverse event reporting
metrics

[ lllustrate use of FAERS public dashboard to

view adverse event information on a specific
product

www.fda.gov



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 fourteen (14) million reports since 1969 to
August 2017. 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.

{eporis received Dy Year and Keport Iype
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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.
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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.

www.fda.gov 6



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
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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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LAUNCH FAERS PUBLIC DASHBOARD

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

Animal & veisirecy

Racisten-Emimng Producs | Vecones, Bicos & Biologies

» EDA Agvmrse Bvents Baporting Systerm [FARRS)

FDA Adverse Events Reporting System (FAERS)

Public Dashboard

f oane | w iy Lnace P T
. Fuvents Reporting The FAERS Public Dashboard is a highly interactive web-based 100l that will allow for the querying of FAERS
System (FAER S) Public data in a user friendly fashion The intention of this tool is to expand access of FAERS data 1o the general
Dashbosrd public to search for iInformation related to human adverse events reported to the FDA by the pharmaceutical
industry, healthcare providers and consumers
hile the FAERS dashboard offers stakeholders many more ways of searching for and organizing data on
adverse events reported to the FDA for many drug and blologic products, there remain limitations 1o the data

For example, while FAERS conlains reports on a particular drug or biologic, this does nol mean that the drug
or biologic caused the adverse event Importantly, the FAERS data by themsetves are not an indicator of the

safety profile of the drug or bioclogic. 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 cenainty thal a
hile consumers and healthcare professionals are encouraged to

suspected drug caused the reaction

report adverse events, the reaction may have been related 1o the underiying disease being realed, or
caused by some other drug being taken concurrently, or occurred for other reasons. The information in

these reports reflects only the reporters observalions and opinions

c. Information in reports has not been verified: Submission of a reporn does not meaan that the information
included in it has been medically confirmed nor itis an admission from the reporner that the drug caused

or contributed the event
d. Rates of occurrence cannot be established with reports: The information in these reports cannot be
used to estimate the incidence (occurrence rates) of the reactions reporned
e. Patients should talk to their doctor before stopping or changing how they take their medications

Improving data access and transparency are core concepis that drove the development of this FAERS
Dashboard The FDA anticipates that this increased transparency will help to spur the submission ol more
detailed and complete reports from consumers, health care providers and other members of the public
Complete and delailed reports are immensely helpful to the agency when identifying safety signals and

choosing particular products for further scrutiny

14
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https://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Surveillance/AdverseDrugEffects/ucm070093.htm

DISCLAIMER

Click on “Accept” to accept
disclaimer and view

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 information 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 heaith care professional

+ The FAERS web search feature is limited to adverse event reporis 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 solely 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

information on the 2:bmitting a Freedom of Information Act (FOIA) request at:
nformation/fovhowtomakeafoiarequest/default ntm

www.fda.gov

Accept || Do Not Accept
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QUESTION 1

Select all the key points to consider while viewing the contents of
the dashboard

a. Quality of adverse event data

Existence of a report does not establish causation
Information in reports has not been verified

Rates of occurrence cannot be established with reports

® o O T

Patients should talk to their doctor before stopping or
changing their medication

16



QUESTION 2

Dr. Doe a private physician views adverse event data on a product.
Looking at the volume of the data set for that product he
concludes that the product is risky to prescribe.

Did Dr. Doe make an informed decision?
a. Yes
b. No

17



QUESTION 2

Dr. Doe a private physician views adverse event data on a product.
Looking at the volume of the data set for that product he
concludes that the product is risky to prescribe.

Did Dr. Doe make an informed decision?
a. Yes

18



KEY PARTS OF DASHBOARD

Filter panel

Selected filter
criteria

[Navigation panel Report an adverse Frequently )
Provide feedback event via a web ;
Asked Questions
on the dashboard portal ) — —

Main Dashboard —

Page Provides an option to ”*»»»\,\\\
— —_— search adverse event

by product

View
Home| Q) Search for Products Disclaimer Dischimer ~ GiteFeedback  ReportaProblem  FAQ

/" Count panel

Total Reports Serious Reports (excluding death) Death Reports Reports by Report Type .
- n S0
W'141°9191 A80724°2 01,420,c°5
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

Report an

Provide feedback
Main Dashboard Selected filter adverse event
on the dashboard .
Page criteria . . via a web portal
= Provides an option Frequently Asked
event by product -
, Eace . jew U.S.FOD.  JRUG
FDA' dverse Events Reporting Syster_n (FATToreUblic Dashboard Displays counts of i ety

all death reports

Q, Search for Products Disclaimer ~ SiteFeedback  Reporta Problem FAQ

Total Reports Serious Reports (excluding death) Death Raports Reports by Report Type v
-y
/14,160,132 A8,072,400 01,420,885
Displays total number of Displays counts of all View reports by Last 10 Years
reports as of a date serious reports different criterias
(excluding death reports)
Reports received by Year and Report Type Reports received by Year and Report Type
1,866,666
Year v Category v W BSR
1,666,608 =] » W Direct
3 al &
Total Reports Expedited Non-Expedited Direct BSR 1,460,668 - b 21« W Expedited
o @ ™
Total Reports 14,168,191 7,437,939 5,981,598 739,781 8713 1.706,600 @ - ~ W Non-Expedited
Wi:A e
2017 1,212,999 615,558 557,658 48383 - . e@\ L
“ <
2016 1,684,722 264,300 760,534 50,878 - 5 1,066,666 \ﬂ\ 25
o &
2015 1,718,515 831,024 45,852 41538 - 2 ‘(\ e E
’ S 260000 A 8
2014 1,196,845 739,581 156 34114 - g 6( 2 &
n P
2013 1,058,363 62667 e 03,368 28303 - 606,000 v > P T
2012 924,385 " q\e 323,050 28,866 - A . 893 e g g "
2011 778,014 \0‘ 4 g 2 s fmney 8RR
W) ] 285,058 21995 - 466,800 o5 i I T S I s
- m D e oo T T - A
2010 668,067 ‘\6‘0 L4586 234,578 28901 - 23 F NS g 2R e«
1600 e 204421 126,138 34000 - loegee %~ — =
2068 438 269,298 132,659 32,826 - . . I I
- \1 b
2007 360,641 227,204 11?,?89 22,958 xqcﬂ @c?s & \@% \qq & @q% @o} @a ﬂ@@ & @“’ & @a %“’b@‘ﬁ o Q@ Q@ Q& Q,O @» & m@"’ @@@0
2006 333,629 217,213 95,525 20,801 -
2005 320,016 216,363 84,472 25175 6
2004 271,418 166,668 80,833 21,572 5
1027 A4 A4 147 7EN RO RO1 17 e7a 14

Data as of August 31, 2817
This page displays the number of adverse event reports received by FDA for drugs and therapeutic biologic products by the following Report Types.
+ Direct Reportsare vo\untanly_submltted directly to FDA through the _MedWétch program by consumers and healthcare professionals. Describes the details of data
+ 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 outcomeis serious, or displayed on the page
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 2085,

| »

11

4
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MAIN DASHBOARD
REPORTS BY REPORT TYPE

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

:;nme Q) Search for Products Discimmer  Stefsefack  RepotaProbem  FAD

Death Reports

©1,420,885

Reports by Report Type -

Total Reports
£714,160,191

Reports recefved by Year and Report Type Reports received by Year and Report Type

Yeur v Category w

TEETIT

Total Reparts. Fapedited Hon-Evpedted hre

1718518 531574 ’
L196 845
1958353
924,388
TR 14
668,958

103 284 548 124421 126,138 2293 508300 . 2 3
Tiwas 434783 269208 1312650 o om __ 3 3
368,541 777254 118383 12358 450 gne I : e 5 3 53 = 2 =
2 333,629 21722 5L 52 18,891 s S = s = ¥ 2 2L § =2
re0t 320,016 21838 82,472 75175 8 magee 3 o = 2 - = -

L 188882 22233 71 : ...lll.lllll

1I4.zas
if4328
182833
199,832
114272

» Direct Reports are woluntarily submitted directly to FIWA trough the MecWatch program by consumens @nd hesitncars orofessionais
& Mandatory Reports e susmitied by TanuCTUes and are CHEQOTITRA I8
|, Expecitid reports thak COMAN 31 /RS ONe acwerse &vent [Nt is not Cumently described in the procuct laoeing and for which Ne pEtENT CULATOME & Serous, O
I Non-exeditad reports thal 4o not meet the crtera for expedited reports, including Cases that reoorted as Serous and eapectsd, Non-sengous and unexpectad #ma NON-38rious and exdected
= BSR Reoorts are 15-daw Baaiogic Safety Reoorts which were sutrmitiad to FOA 25 2 secarate repart byoe ool 7885
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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

Dz iarmer Site Feacback Report 3 Prosiem a0

Deaath Repocts Reperts by Reporter

“stal Reperts Sarious Saperts jatuing Saet
210,161,341 A5,450,852 01,041,037

Reports received by Year and Reporter Reports received by Year and Reporter

B Consame
18RS ™ “==
Total Reperts Hearhoare Professioral Comsumer i Not Spacified = B “xx Soacifiee

“stal Reperts 101513401 482007 1302 5 288 567 L. - o e
1212999 B38.457 STrae 5133 : : -
@18 1884722 231414 245,355 1294 568 ]
w15 1718518 TS 58] 334 £17 13877 ] =
w1 1196,845 573518 53,268 13369 S 1eRAEER - 2
IR 1,058,363 SL3 ET7 £96.537 1 17155 = - -
9132 924,385 157 957 £35,821 A 15,393 2 smeses =
778,814 178,982 361,873 8939 B " -
S58.865 386,173 126,914 52579 P =
= 284,849 735,345 195,378 53975 < =
288 434783 107728 174,857 52481 ks

288 2ed l

1883 ) e b i Fi i, 8 s M6 rL i)

';&Ee-dsda_\s the re;t courts bass on the ccoupation of the Feportar lhe-é;t:?&;:rc subrmitted the fsf_m_té-Ff:z_é-ﬁl_:_ﬁga\-ﬁs_mc;:?{éo_uéﬁ the mameacturer [whe then sent the repor 15 F0A) Proysaians and pharmacsts are the Heakhcare Professiorals (HUPs| who subml reports 1o FDA mest
aquently Addtional SCPs nciude rurses denbists and other medcal personnel Reporiers may aiso be classfied as Corsumer "Other” for 3l other Repoters who a2 not documentzd as Healthcare Professionals or Consumers, and Tiot Specried” where the occusation of the Reportsr was nat prowded
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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.

o [ BRERCE e kWt i

etal

/1

!

Reports by Reporter Region

161,341 A5,150,857 01,041,037

[av}

by Year an
ey Category
Total Reparts
ota! Reports 18, Lo 998,588

1718515

6 page Gisplays the repoft Courts bassd on the courtry wheve the event ccCumed of the country of the Fleporter i avert courtry miormabin 15 ot alatie Domesnc” means tal the country where the e/ oocumed o the Reponer’s CoUrlry is the United States Forengn” mears that the courkry where the svert occured or
et ol shg Daneetar .o mtmids tea linded Qwss Ut Seordod’ mazng that thans wac me dors = the manst fegt dneomeetad tha nosararkis e of ths supet = ths »
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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)

Total Reports T S Dasth eports Reperts by Report Seriousness
10,161,341 A5,450,852 01,041,037

iy T an Reports recelved by Year and Report Seriousness
Year Categery it
1 &€ 08 B tosSerio
Totsl Reports . -
ot Repores 8161341 28 25 1.568.45 1 128 2ol :
1 1212999 S1LY : -
1684722
17155185 : -
1.168.845 5 1seaces - =
1,858,363 E s
924385 2 seacee 3 :
TRl o ] 3
s g :
484,649 - = z
: ” I I l
*vs page dspays the report counts by the owtcome of the patent as defnedm U S reportng requisbons (21 CFR 310 305 314 80, 314 98, 500 80) and Forms FDA 3500 anc 35004 “Sencus” mdicates that one or more of the olfowng outcomes. sxcudng desth, wess documnented m the report resplalzacen Ifethreatenng
sablly, congenita’ anomaly. quired menechion andior other senocs oucome Desth” indcates that the sutcome was documented s Deah “Mon-Sericus” & ysed fr oatcomes whnch wers not documented as Senous or Ceath

www.fda.gov 25




QUESTION 3

The report counts on the main dashboard page are the counts of
reports that include initials and follow-ups

b. False

www.fda.gov 26



QUESTION 4

The main dashboard page displays report counts on which of the
following criteria

a. Report Type

b. Reporter

c. Reporter Region

d. Report Seriousness

www.fda.gov 27



SEARCH FOR PRODUCTS
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SEARCH FOR PRODUCTS

Search for products

FDA Adverse Events Reporting Sysa FAERS) Public Dashboard

for Products

ﬁ U.S. FOOD & DRUG

Serious Reports (exchuding death)

~714,160,191 AB8,672,400

Reports received by Year and Report Type

Year v Category v

Total Reports

Total Reports 14188191 7.437,939 TIOTE1 =73
1,212,999 515
1,684722
1,718,518
1,196,845
1,058,383
924,385
7T 14
668,066
484845
434783
368,641
331,629
320,016
71,418
124,244
182342

5,981,598

Death Regorts

©1,420,885

Reports received by Year and Report Type

Repart Co

8,000

o118

1

Reports by Repart Type

178814

Ths page dsplays the number of adwrse evert repons recenad by FDA for drugs and therapewtic baclogic products by the following Report Types
« Direct Reports are voluntarily sudmitzed drectly 1o FDW trough the MedWatch program by consumers and heatncare professionals
* Mangatory Reports ane submitted by manutacturers and ane categorized as:
Expedited reports that contan at east one adverse event that is not currently descrided in the product @bsling and fior which the patient cutcome is serious, or

. Non-gxpeditéd répors that 0o NOC MeeT thi CNtEna for expedited reports, inCluding Cises that a7 reported a3 SEncus and xpected, Non-5enious and uneDected and Non-senous and expected

* BER Reports are 15-day Biologic Safety Reports which were submitted to FOW as a separate report type unti -

www.fda.gov

29




SEARCH FOR PRODUCTS

FDA Adverse Events Reporting System (FAERS) Public Dashboard ﬁ U.S. FO00 & Due

Diescrar Site Fescitack Raporsa Protiem D

Search for a product (brand name) or
active ingredient (generic name). This

field provides a smart search
capability

www.fda.gov 30



SEARCH FOR PRODUCTS

FDA Adverse Events Reporting System (FAERS) Public Dashboard a T S _—n

———
Home  |Q Search for Products|

Dsclames  Site Feaciack Reporta Propiem  FAQ

Select “Amlodipine
Besylate”

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

Search for 2 Product

P (in green color) -

-} Brand Name of the

amiscipes o product
AT & ° -
°
o o
(5]
o .
o G (in orange color) —
Amiciors 3 ) Generic Name of the
Amicdipies Sesyate’dtorvastann Caloum Y product

www.fda.gov
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QUESTIONS 5

Rebecca is a researcher at a university and is currently researching
on a recently approved drug with NDA number 209310 (i.e. SINUVA
— brand name, MOMETASONE FUROATE — generic name). She is
exploring FAERS public dashboard to find information on the

product of interest.
Select the applicable options for her to perform a search for

product details?

a. By NDA number
b. By Brand Name
c. By Generic Name

e. None of the above

www.fda.gov 32



SEARCH PRODUCT RESULT

Filter applied for the
selected product _

e am———

FDA Adverse Events Reporting System (FAERS) Public Dashboard

—

version of the reports listed

Denographics

AMLODIPINE BESYLATE

Selected product

Home Reaction Group Resction Listing of Cases Desciamiar

Total Cases
»47,204

o

Case Count by Recsived Year Case Count by Received Year

Se Feadback

REnort & ProGien F&Q

> U.S. FOOD &

ADMINISTRATICH

DRUG

Death Cases
05,668 available

List of reports

-

Cases by Recerved Yoar

Category Q  Numberof Cases Percentage R e ——— e —————
A
-
: & o1 | -
201 2874 15
Fi 32 23
2 5%
0 [,
205 1%
B z 15
& 2 4353
& 431%
ot
5 a1 4
s B
. az 5
B85 =] or
’ = = a 1808 19988 3508 15 ]
Totak a1204 iseeer

Dot as of Augest 31, 2627

Nu—ber of Cases
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DEMOGRAPHICS

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

T g Search Term Received Year
fOE, <) Amlodipine Besyl... e 2017 0

FDA Adverse Events Reporting System (FAERS) Public Dashboard p U.5. FOOD & DRUG
Reaction Listing of Cases Disclaimer Site Feedback Reporta Problem Amlodipine Besylate x l
Total Cases Serious Cases (i aths) Death Cases
AMLODIPINE BESYLATE 0 w3ks Ar7se > 519
’ Cases by Received Year -
P
Case Count by Received Year ICase Count by Receivg, ,ﬁF
Category Q@ Number of Cases Percentage _ 252 2017
2617 3,352 16.33% 2015 [ 7
2016 apra 10.85% 1 o - -
2015 3721 18.13% 1 [ -
2014 3,333 16.24% - (a7 ]
2813 3,496 1703% _ . S
2012 2,553 12.44% o | | o
Totals 20,520 100.08% o | | :
ok "
361 —
—_—
| -
n
2 ake "
- I
2 8 I
e 1.808 2,800 3600 4,680 5660
MNumber of Cases

Data as of August 31, 2817
This page disolavs the number of cases identified for the product of interest bv “Received Year”. "Received Year™ is the vear the case was received bv the FDA.
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DEMOGRAPHICS

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

)

Search Term ived Year
0 o

Amlodip

FDA Adverse Events Reporting System (FAERS) Public Dashboard

Home Reaction Group Reaction Listing of Cases
AMLODIPINE BESYLATE 0 22659 Aledss 03,146

Cases by Received Year -

U.S. FOOD & DRUG

ADMINISTRATION

FAQ

Site Feedback

Disclaimer Reporta Problem Amilodipine Besylate x I

Case Count by Received Year Case Count by Received Year
Category Q@ Mumber of Cases Percentage
- 2017
2017 3,352 16.33%
20816 4874 19.85%
2015 3,721 18.13% 2018
20814 3,333 16.24%
2013 3,496 17.93% 2615
2012 2,553 12.44%
Totals 20,529 100.60% 2814
o _ o
o — o
a 566 1666 1588 2,600 2,588 3.600 3.588 4,668 4,586
Number of Cases
Datao os of Augus
This page display er of cases identified for the product 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 2012 to 2017

FDA Adverse Events Reporting System (FAERS) Public Dashboard

Home Demographics Reaction Group Reaction Listing of Cases

AMLODIPINE BESYLATE 0 s

FOA

Total number of cases for the

2012 to 2017 Cases by Reactions

2Ly U.S. FOOD & DRUG

ADMINISTRATION

Amlodipine late x l

Site Feedback

Disclaimer Report a Problem FAQ

Serious Cases (including deaths) Death Cases
A16,459 ©3,146
Cases by Reaction v

Case Count by Reaction Case Count by Reaction
Category Q  Numberof Cases Percentage Completec i |, o2
Py
Completed Suicide 1702 820 yeotension | 22
Hypotensian 1692 oy orz=incs | : -2
Drug Hypersensitivity 1,892 5.32% orcity To Various Agen
Toxicity To Various Agents 1,888 538%
Drug Interaction 957 4.66%
Heatecr. I -
Drug Ineffective 917 4.47%
Headache 294 435%
Dyspnoea 884 431%
Overdose 38 484%
Fatigue 8186 3.97%
Malaise 761 371%
Tntentona Overdose [ -
Acute Kidney Inj 734 3.58%
cute ey Ty 8 560 1.860 1580 )
Totals 20,528 100.00% Number of Cases
Dato as of August 31, 2917
This page displays the number of cases it ar the product 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 dictionary Preferred Term (PT). A "Reaction” is a unique medical con¢ ymptom,

sign. disease, diagnosis, therapeutic indice stigation, surgical or medical procedure, etc. A case may contain more than one “Reaction”
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DEMOGRAPHICS FDA

Years filter applied Total number of cases for the Cases by Age Group
from 2012 to 2017 2012 to 2017

» W

=l U.S. FOOD & DRUG

ADMINISTRATION

Amlodipine B e x l
Death Cases

AMLODIPINE BESYLATE 0 22652 ATsas " { 03,146
Cases by Age Group v

Case Count by Age Group Case Count by Age Group

Search Term

o Received Year
L am D oiso o

FDA Adverse Events Reporting System (FAERS) Public Dashboard

Home Demographics Reaction Group Reaction Listing of Cases

Disclaimer Site Feedback Reporta Problem FAQ

oae .
Category R Q. Number of Cases Percentage 8-1 Month | 25 Addltlona.l Graphlc
6-1 Month 25 012% Optlons
2 Months-2 Years 64 0.31% 2 Months-2 Years I 64—
3-11 Years 62 0.30%
12-17 Years 239 1.16% 311 Years I &2
18-64 Years 6,985 34.03%
65-85 Years 6,599 3214% 12-17 Years l 239
More than 85 Years 1,824 4.99%
Not Specified 5,531 26.94% 18-64 Years
Totals 20,520 100.08%

65-85 Years

. o

Mare than 86 Years 1824

Mot Specified

@

1,800 2,000 3,080 4,000 5,880 280 7,000

Number of Cases
Data as of August 31, 2817

This page displays the number of cases identified for the product of interest by the reported age of the patient. “Not Specified” indicates the patient's age was not reported.
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DEMOGRAPHICS FDA

. . Total number of cases for the Cases by Sex
Years filter applied 2012 to 2017

from 2012 to 2017 — —

=l U.S. FOOD & DRUG

ADMINISTRATION

Amiodipine  /late x l
AMLODIPINE BESYLATE O 2252 ATeass

©3,146
J

Search Term

FDA Adverse Events Reporting System (FAERS) Public Dashboard

Home Demographics Reaction Group Reaction Listing of Cases

Disclaimer Site Feedback

Reporta Problem FAQ

l.‘.ase: by Sex

Case Count by Sex Case Count by Sex

Category @ Number of Cases Percentage
a

Female 18,413 58.72%
Male 7,832 38.15% Female 18,413
Not Specified 2,284 11.13%
Totals 20,529 190.00%
h _ I

Not Specified 2,284

8 2,008 1,880 6,000 3,000 10,080 12,880

Mumber of Cases
Data as of August 31, 2817

This page displays the number of cases identified for the product 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

Y
/
/

FOA

Search Term

Received Year
f

aQ

FDA Adverse Events Reporting System (FAERS) Public Dashboard

[plY U.S. FOOD & DRUG
/ ADMINISTRATION
Home Reaction Group Reaction Listing of Cases Disclaimer Site Feedback Report a Problem FAQ Amlodiping ate x l
Total Cases Serious Cases (including deaths) Death Cases
AMLODIPINE BESYLATE O w0529 A16,459 03,146
Cases hy-ﬂepnrler Type A
Case Count by Reporter Case Count by Reporter
Category Q  Number of Cases Percentage
a
Healthcare Professional 13,273 64 65%
Consumer 6,816 33.20% Healthcare Professional
Not Specified 4409 2.14%
Totals 20,529 lea.00%

o - N

Not Specified 448

e 2,000 4,000 6,000 8,600 10,000 12,080 14,600

Number of Cases
Data os of August 31, 2017

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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FOA

D E M 0 G RA P H I CS Reporter type filter
“Healthcare
Cases by Reporter

Professional” applied
PP Type
U.S. FOOD & DRUG

ADMINISTRATION

K Search Term Received Year Reporter Type
it ! ® amiocipineBesyl. @ ¢ o eprofe.. @

FDA Adverse Events Reporting System (FAERS) Public Dashboard

Amiog Besylate x l

si

Report a Problem

Cases

Reaction

Death Cases

Serious Cases (including deaths)

AMLODIPINE BESYLATE 0 @iz AT1782 02739

Cases by Reporter Type

P le

Healthcare Professional

Case Count by Reporter ICase Count by Reporter
Number of C 1
Category Q  Number of Cases Percentage
A
Healthcare Professional 13,273 186.68%
Totals 13,273 100.00% 1 Healtheare Professional

Consumer

i I
e 2,000 4,000 6,00¢ 00 10,000 12,080 14,600

Data os of August 31, 2017
This page displays the report counts based on the occupation of the Reporter, the person who submitted the report to FDA or the per. the report to the manufacturer (who then sent the report to FDA). Physicians and pharmacists are the Health 5 (HCPs) who submit reports to FDA maost
frequently. Additional HCPs include nurses, dentists and other medical personnel. Reporters may also be classified as “Consumer”, ™ eporters who are not documented as Healthcare Professionals or Consumers, and “Mot Specified” where th Reporter was not provided.
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QUESTIONS 6

Rebecca is looking for the information about “Amlodipine
Besylate” from 2012 to 2017 and reports from healthcare
professional only. Then she decides to look for the reaction
hypotension. How many steps does Rebecca need to get her
results?

o0 T
AN WO,

www.fda.gov
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QUESTIONS 6

Rebecca is looking for the information about “Amlodipine
Besylate” from 2012 to 2017 and reports from healthcare
professional only. Then she decides to look for reaction related
to hypotension. How many steps Rebecca need to perform to
reach to her results?

a. 5
b. 3
c. 2

www.fda.gov
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QUESTIONS 7

Rebecca has applied the age groups 12-17 years and 18-64 in
the previous exercise. Now she decides to remove the
healthcare professional filter.

What is the best option to remove the healthcare professional

filter?

a. Deselect from "Cases by Reporter Type” page

c. Resetting entire filters
d. Start a new search

www.fda.gov 43



QUESTIONS 8

Rebecca is confused with the information provided in “Case
by Sex” as “Not Specified.” While examining the information
she asked a question to helpdesk about details of “Not
Specified.”

What is the best answer helpdesk can provide?

a. Sex is reported as unknown
b. Transgender

c. Missing gender information
d. Sex was not reported

www.fda.gov 44



QUESTIONS 8

Rebecca is confused with the information provided in “Case
by Sex” as “Not Specified.” While examining the information
she asked the helpdesk a question about details of “Not
Specified.”

What is the best answer the helpdesk can provide?

a. Sex is reported as unknown

b. Transgenders
c. Missing gender information

www.fda.gov
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REACTION GROUP

Home Demographics

AMLODIPINE BESYLATE

Reaction Groups & Age Group

Reaction Group v

Select category v

Age group filter
applied

Total Cases

[#75,325

Number of Cases 12-17 Years 18-64 Years
Total Cases 5,325 228 5,897
Psychiatric Disorders 1,895 78 1,817
Injury, Poisoning And Procedural Complications 1,882 168 1,714
Vascular Disorders 1,317 127 1,196
General Disorders And Administration Site Conditions 1,249 74 1175
Nervous System Disorders 1,126 76 1,858
Cardiac Disorders 1,001 88 913
Respiratory, Thoracic And Mediastinal Disorders 823 39 784
Investigations 800 75 725
Gastrointestinal Disorders 772 55 717
Metabolism And Nutrition Disorders 672 45 627
Renal And Urinary Disorders 643 38 605
Skin And Subcutaneous Tissue Disorders 565 23 542
Musculoskeletal And Connective Tissue Disorders 420 12 488
Infections And Infestations 285 27 258
Immune System Disorders 261 5 256
Hepatobiliary Disorders 186 5 181
Eye Disorders 186 5 181
Blood And Lymphatic System Disorders 180 13 167
Surgical And Medical Procedures 28 8 :1z]

Data os of August 31, 2017

Disclaimer Site Feedback

Serious Cases (including deaths)

A4,952

Reaction Groups & Age Group

Psychiatric Disorders

Injury. Poizoning And Procedural Complica...
Vascular Disorders

General Disorders And Administration Site .
Nervous System Disorders

Cardiac Disorders

Respiratory. Thoracic And Mediastinal Disor...
Investigations

Gastrointestinal Disorders

Metabolism And Nutrition Disorders

Renal And Urinary Disorders

Skin And Subcutaneous Tissue Disorders
Musculoskeletal And Connective Tissue Dis...
Infections And Infestations

Immune System Disorders

Hepatobiliary Disorders

Total number of cases
based on applied filter

Cases by Age
Group

FOA

[l U.S. FOOD & DRUG

ADMINISTRATION

Report a Problem FAQ Amlodipine Besyla

Cases by Age Group

1317

1249

1126

1681

823

-]

672

843
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@

281

& I

mI
v
B
&

@

Number of Cases

Death Cases

01,554

208 408 608 808 1000 1,200 1,408

M 12-17 Vears

W 12-64 Years

This page displays the number of cases identified for the product 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 FOA

Age group filter Total number of cases

applied based on applied filter A

&1 L6 (o fmtm., 0 BN 0 impmim, 0 MM O p
FDA Adverse Events Reporting System (FAERS) Public Dashboard //// ek
/

Home Demographics Reac up| Reaction Listing of Cases Disclaimer Site Feedback Reporta Problem 7:10] Amiodipine Besy x
Total Cases Serious Cases (including deaths) Death Cases
AMLODIPINE BESYLATE O w5325 A1,95 ©1,554
/
Cases by Sex A
Reaction Groups & Sex Reaction Groups & Sex
Number of Cases Mele ot specifizd Female Vaseur Disorcer= |, - Nat Specified
Total Cases 5,325 2,660 63 2,602  Ceneral Disorders And Administration Site ... _ 1249
Injury, Poisoning And Procedural Complications 1,882 894 8 9ge )
Vascular Disorders 1,317 678 3 644 Cardiac Disorders _ Leal
General Disorders And Administration Site Conditions 1,249 583 18 656  Respiratory, Theracic And Mediastinal Disor... _ 823
Nervous System Disorders 1,126 608 13 505 Investigations _ 208
Cardiac Disorders 1,001 505 4 4972
intesti 772

Respiratory, Thoracic And Mediastinal Disorders 823 398 2 423 Gastrointestina| Disorders _
Investigations 880 399 5 485 Metabolism And Nutrition Disorders | RN ¢ —
Gastrointestinal Disorders 772 328 18 436 Renal And Urinary Disorders _ 543 I
Metabolism And Nutrition Disorders 672 3e7 - 365 ) . ~ |
Renal And Urinary Disorders 643 362 1 280 Skin And Subeutaneous Tissue Disorders _ i
Skin And Subcutaneous Tissue Disorders 565 277 18 278 Museuloskeletal And Connective Tissue Dis... | NN <=
Musculoskeletal And Connective Tissue Disorders 428 182 9 229 Infections Andlnfestatmns_ 285
Infections And Infestations 285 158 3 132
Immune System Disorders 261 71 16 174 Immune System Disorders — 61
Hepatobiliary Disorders 186 126 2 64 Hepatobiliary Disorders [l 126
Eye Disorders 186 77 - 189

. ) 206 468 GAB 86 1,898 1,280 1,480 1,600 1,880 2,..
Blood And Lymphatic System Disorders 188 183 - 77
Surgical And Medical Procedures o8 44 - 54 Number of Cases

Data as of August 31, 2817

This page displays the number of cases identified for the product 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 I

Age group filter
applied

Reporter Type

Additional filter capabilities - —

for Reporter Type =Y u.5. FOOD & DRUG

ADMINISTRATION

Age Group
20f8

e ©

Home Demographics Reac Disclaimer Site Feedback Report a Problem FAQ Amlodipine Be: e x

AMLODIPIN

Consumer

Not Specified G Total Cases Serious Cases (including deaths) Death Cases

[#75,325 A4,952 Q1,554

Cases by Reporter Type A
Total number of cases
based on applied filter @

Reaction Groups & Reporter Type

Reaction Groups & Reporter Type

Reaction Group v Select category v Poyeiatmic Disorders L gl?oafléggfgl?al
Injury. Poizoning And Procedural Complica... 1.882
Number of Cases Healthcare Professional Vascular Disorders 1317
Total Cases 5,325 5,325 General Disorders And Administration Site . 1249
Psychiatric Disorders 1,895 1,895 Nervous System Disorders 1126
Injury, Poisoning And Procedural Complications 1,882 1,882 .
Vascular Disorders 1,317 1,317 Cardiac Disorders Lest
General Disorders And Administration Site Conditions 1,249 1,243 Respiratory. Thoracic And Mediastinal Disor... 823
Nervous System Disorders 1,126 1,126 Tnvestigations 508
Cardiac Disorders 1,001 1,801
772
Respiratory, Thoracic And Mediastinal Disorders 823 823 Gestrointestinal Disorders
Investigations 8o 804 Metabolism And Nutrition Disorders 872 T
Gastrointestinal Disorders 772 772 Renal And Urinary Disorders 643 I
Metabolism And Nutrition Disorders 672 672 |
5 565
Renal And Urinary Disorders 643 §43 Skin And Subcutaneous Tissue Disorders 5
Skin And Subcutaneous Tissue Disorders 565 565  Musculoskeletal And Connective Tissue Dis... 428
Musculoskeletal And Connective Tissue Disorders 420 428 Infections And [nfestations 285
Infections And Infestations 285 285
261

Immune System Disorders 261 261 Immune System Disorders
Hepatobiliary Disorders 186 186 Hepatobiliary Disorders 186
Eye Disorders 186 186

. e 208 408 608 8e@ 1eee 1,200 14ee 1660 1800 2.
Blood And Lymphatic System Disorders 180 ige
Surgical And Medical Procedures 28 a8 Number of Cases

Data os of August 31, 2017

This page displays the number of cases identified for the product 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 FOA

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

Search Term
mlodi @

FDA Adverse Events Reporting System (FAERS) Public Dashboard

Reporter Type Age Group
H Pr

[l U.S. FOOD & DRUG

ADMINISTRATION

Site Feedback

Home Demographics Reac up Reaction Listing of Cases Disclaimer Report a Problem FAQ Amlodipine Be: = x

AMLODIPINE BESYLATE O w535 Asgsy O1,554

Cases by Reporter Region -

Reaction Groups & Reporter Region Reaction Groups & Reporter Region
Reastion Grous v Select category ¥ payeniatric D'eorc-< | SO B Domestic
Injury. Poizoning And Procedural Complica... _ 1.882 Foreign
Number of Cases Domestic Foreign Not Specified Vascular Disorders _ 1317 W Not Specified
Total Cases 5,325 2,682 2,626 17  General Disorders And Administration Site __ _ | 1249
Psychiatric Disorders 1,895 1,485 486 4 Nervous System Disorders _ ‘ 1126
Injury, Poisoning And Procedural Complications 1,882 1112 768 1 .
Vascular Disorders 1,317 589 726 2 Cardize Disarders | 101
General Disorders And Administration Site Conditions 1,249 527 713 8 Respiratory. Thoracic And Mediastinal Dicor... | I 823
Nervous System Disorders 1,126 381 740 5 Tnvestigations _ | 268
Cardiac Disorders 1,001 585 414 2
Iz

Respiratory, Thoracic And Mediastinal Disorders 823 359 468 4 Gastrointesting| Disorders -
Investigations 800 296 497 7 Metabolism And Nutrition Disorders _ 672 i
Gastrointestinal Disorders 772 224 544 4 Renal And Urinary Disorders _ 643 I
Metabolism And Nutrition Disorders 672 298 372 1 ) ~ |
Renal And Urinary Disorders 813 290 212 ) 8kin And Subcutaneous Tissue Disorders [ | 565
Skin And Subcutaneous Tissue Disorders 565 188 371 5 Musculoskeletal And Connective Tissue Dis... [l | 420
Musculoskeletal And Connective Tissue Disorders 420 138 287 3 Infections Andlnfestatmns- 285
Infections And Infestations 285 1a2 183 -
Immune System Disorders 261 285 56 - Immune System Disorders - w1
Hepatobiliary Disorders 186 34 152 - Hepatobiliary D\sﬂndersl 186
Eye Disorders 186 35 148 3

5 -] 208 408 608 800 1680 1,208 1400 1600 1,880 2.
Blood And Lymphatic System Disorders 180 27 153 -
Surgical And Medical Procedures a8 47 49 2 Number of Cases

Data as of August 31, 2017

This page displays the number of cases identified for the product 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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QUESTIONS 9

Rebecca has extended her search and now she wants to view
the information for only domestic cases and under nervous

system disorders.
Which selections steps are the best to get quickly to results?

a. Click on graph view and select “Nervous System Disorders”

and “Domestic”
b. Click on table view and select “Nervous System Disorders”

and “Domestic”

www.fda.gov
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Cases by Reaction
Year vs Outcomes

—

LS. FOOD & DRUG

Home Demographice
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D A rraae Sap Fembatt Qecacet 3 Srobiem 8] Amodpne & (2 = I

ot buntire deattel Chpmth Canes

Q59

Received Year vi Owtrome o
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5 page displays the cumber of cases wdentfed for the prodect of mmterest by Reachion Group’ Reaction’, penmnt age and sex. and repcr culcome A Caie My GRScRbE one of more Feacton Group’ Reacien’, or pubcome Reacon Groups” are based on a classication of the wide efect (B30 owe 25 Rescion” o
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REACTION Do

Cases by Age Group vs Sex
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This page displays the number of cases wdent pduct of anterest by “Reaction Group”, Reaction”, patwnt age and sex. and mepert culcome A case may describe one or more “Reacton Group”. Reacten”, or sutcome “Reacton Groups”™ are based on a dassfication of the wide efect (aino nowe a5 Reaction” o
Bceeria evemm or a3verse drug reactcon) usng ary of pdverse evarl tarms. For exampie, "Cardisc Disorders” is one of the Reacton Growga” defired by the MecDRA dictonary a3 a grouping of seversl related Reactions” sech 31 "Cardac Amest” and "Cyanosis” Reacten’ comesponds to the suspected

reaction reported by the Reponer The “Reaction” MedDRA dctionary Prefered Tem (PT) cluding o of more of these ostcomes of reported reachions i5 & report does mot necessanly mean that the suspec! product of iterest was e cause of the seponted culcomms or reachions A case may have o of more
reponed culcomes
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QUESTIONS 10

Rebecca was reviewing the chart “Reaction Year vs Outcome”.
She noticed that cases have one or more outcomes. Is this
correct that one case can have one or more reported

outcomes?

b. No
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QUESTIONS 11

Rebecca has found 3 cases on “Deep Vein Thrombosis” from
product search “Amlodipine Besylate.” Does she has enough
information to determine that “Amlodipine Besylate” cause
the reaction “Deep Vein Thrombosis?” Choose the best
answetr.

a. “Amlodipine Besylate” caused serious “Deep Vein Thrombosis”
reaction

b. “Amlodipine Besylate” did not cause serious “Deep Vein
Thrombosis” reaction

c. “Amlodipine Besylate” may have caused “Deep Vein
Thrombosis” reaction

d. Not enough information to determine the causal relation

www.fda.gov o4



QUESTIONS 11

Rebecca has found 3 cases on “Deep Vein Thrombosis” from
product search “Amlodipine Besylate.” Does she has enough
information to determine that “Amlodipine Besylate” cause the
reaction “Deep Vein Thrombosis?” Choose the best answer.

Q

“Amlodipine Besylate” caused serious “Deep Vein Thrombosis” reaction
b. “Amlodipine Besylate” did not cause serious “Deep Vein Thrombosis”
reaction

c. “Amlodipine Besylate” may have caused “Deep Vein Thrombosis”
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QUESTIONS 12

Rebecca got results of 589 total cases for “Amlodipine
Besylate.” She finds the line listing is very useful and is curious
to see all available data columns.

Is it possible to view all the columns at one time?

a. Yes
b. No
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QUESTIONS 12

Rebecca got results of 589 cases for “Amlodipine Besylate”
based on the filter applied. She finds the line listing is very
useful and curious to see all available data columns.

Is it possible to view all column at one time?

a. Yes
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QUESTIONS 13

Rebecca wants detailed narratives to perform further analysis
on these reports. The narrative data column is not available to
public. What is the best method to get to the full details of all

ICSRs?

b. Send a Request to Druginfo@FDA.HHS.GOV
c. Send a Request to FDA Helpdesk
d. None of the above
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CONCLUSION

(1 FAERS dashboard gives the public 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
reports
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