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Adndnymaimungnideyaionsinssiasasfuanaudes e enandomganmaenas
aangriasnann dusziilUgnisdmunninaniansuimednnisaadesisiussaninimuaz
Winvuan N30l fan Ussimafinmutuiadeiaandndny uniswmuissuunisaneeiw
(Reporting System) 1iiussdrennn finnspanuuy (System Design) WsnzanfuLSUnALAnsig
Aurnsnaniomiudasazinn waznguuszsnafidutimanaidndantunssmesn sais
AT BIN9NTSRAFNT (Channels of Communication) Tﬁﬁ\iﬂ@jwi:mﬂilﬂmmﬁﬁﬁfmmi
Thntnsfilazansnm vilinisdindsssuunissesnuaznisiideyafiosiaamanisaiuay
a1nns sz Aiduladreazaan sanida Gainliniansuiifsatestunisfidugua
WARSDT 19LsTmARmLILEY ansaindeyaiilFann nnasieem iUl ssfinuazanig
FAN1TAINAIDINANA DI D E19RUTZANEAIN IMHNTaNA IS UNIDINARA DI uat

AeUANBIallnt  ANUREASEYRINARA T (Fat1eiuyiaed

1. éffzmiwszuumﬁswmum@;msniummmsfaiﬁwszmﬁﬁw

Nﬁmﬁmeﬁqmmw?uﬂszmﬁﬁﬁ LA

1.1 UssnAansgainsn

US Food and Drug Administration (US FDA) (#Rn19WminI9suuni951891u
winnaelbiftarasd A aansdadasianelinnadaiuguares US - FDA Tidnandus@ndosien
hasdlouws  KARSTIEIMNT KARSTIEBNEMNT uLaTlARasanas Inadavinduuuunesy
wan 3 wwunesn Tradainienauauasnissnaesiuansneinuiu 2 dnwos THun

(1) n1sse9Klaadsiasia (Voluntary reporting) tne¥uuy Form FDA 3500

Feuamalunanwan 8 amsuilsznavdrdwnisnisunng dwsuiaauaziuslan (Hanyinth

Iuuy Form FDA 35008 @auamslunianuan 9 Ileefinnsusulvisianidignedn (Consumer—

friendly) amsulAfauaziA Inminn e mFdasdaesinedv

U
(2) N99189laLA1ATIAY (Mandatory reporting) tre l¥uuy Form  FDA
35004 Fauanslunianwan 9 lasiannimsnzduilsyneunmsndndoeiimnizifingmsng

TaAuTHiiuniindidiossnee ww fuszneuntsenbmifiegsende@nea (nvestigation New Drug)
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o o |

wan/Hansming/grindnasesflawnnd Tssnanuiauazaaiulsznauneiunasieg i

e3¢

= 4

widasilounng T (Medical Device User Facility)
4 ¥ 1 s @ PRy ' o ¥ ¥ o ° o =
Tngazdinlidnuuunesiisamufinatadnediu Evmundmsuldfinnsessam
winnanlbiflaszasdusamdnioeiaouiafing unsinfuguazes US FDA Gidnazilun@ndosd

g1 LASDINAUNTIS HAAAITIBINIT NAAAUILASNEINIT LAZIASEIA1DN anLd(w i d

UULNBTHANNEIALIATH Waze/IRaaINaunygiagse1inani1aAneInNaaiin (Investigational

U

drug or medical device) twsnzilUsunsnRuEamIUN19Ieegidiunisiany

fiafl uunasaiemndl US  FDA sl asnsatigsnaemaean (i
WAINVANEEB9N9 919 (Usuald 1119 Fax 119 e—mail waz On—line reporting #Bna1A% US FDA
ToimugamnsgUuudgn enisaesmmgnisollifslssasdiaandndoueion iasasile
wnne uazdndu TusuUiuy Mobile application T13a “MedWatcher” dauanstugidl 8 Seldlama

o A

fudefouazuividn Inpausduliinissnesmuuusasla (voluntary reporting) a1nviaguslng

[

filae uwazdusynaudsndnnienisunwmd msnzfinsyiiduuunesuuazguununissneems s

€,

$edin FlnauEannseeumanisellEisUsrseAdensennds US FDA (HatnssaniBauas

< Y | & A APy . A e A
NeAIN Lﬂuﬂ’ﬁﬂ"l%"ﬂ’mNﬁuﬂﬁﬁﬁ’md’ml,lfl_mﬂ\ﬁL(ﬂN‘V]T?jﬂi:ﬁ@’m N\TNquQTﬁchmﬁWﬁ@Wqﬂ Fax

aA o/

Vil laidaa i dynifuienansNifidnysauIALEN LATAIINATUINTHAISNTENLLLNES Y

UL Sasvieiimnuazaanfiazsnaeuile (suasiitafil# dmdudsslanivas MedWatcher

=

Mobile Application  §9finae a9 1l faneeuainisadiegunandodiuazngnisolldf

' v
YA

UszaeATiinandoununn (# vinl% Us oA Tiieyafiedinsziiiloymn (#Agean wonanmin
H9129714979 MedWatcher snsnsnidenfiaziudnaans wazdioyaval o Weatunisinszdonas

Uapasieuasnansiigunndianla@andag
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7:52PM

' N
MedWatcher M E D WATC H E R

Make drugs, devices + vaccines safer

Track and report side effects. / -
\ Track safety information in your
W\ News feed. )
MEDWATCHER Track and report side e o‘
Make drugs, + vaccines safer Build your Watch List of products. drugsl vaccines and me

devices. %

in. L
Report your side effects to FDA Report a Side Effect Now >
and the community. -

*
‘ Be notified when a report comes
! ]

In collaboration with [FV/

Search Product Side Effects

Sign up - it's free!

{ First Name

Last Name
[ Get Started ]

Register Sign In

Register Sign In

Register Sign In

Browse Products Report a Side Effect Event Details

You are reporting on Allopurinol * Date of Adverse Event (onset):

Step 2 of 4

View reports for all products Choose a different product
Search products or browse:
Product Information * What happened?
Drugs Vaccines Devices Please describe your experience in as
Step 1of4 much detail as you can, including any
Abilify What other medications or medical other ongoing iliness, allergies,
products were you using at the time relevant birth defect or other medical
Aciphex of the side effect? conditions. Provide any available lab
data.
Actonel
Actos
fderal Check all outcomes that you
Adderall XR Why were you prescribed this drug? attribute to this event.

O Non-serious
O other serious
O Hospitalization

Advair Diskus

O Disability/permanent damage

Cancel O Birth defect

M1 ifa-thraatenine
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- Register Sign In - Register Sign In - Register Sign In
U Life-threatening

Reporter Information

O Death .
OER Visit Report a Side Effect Step 4 of 4
O Extended Hospitalization You are reporting on Allopurinol Are you a health professional?
O . Choose a different product OvYesO No
Required Intervention to Prevent
Permanent Impairment/Damage . . : .
’ s Patient Information * First Name:

You can attach a photo with this
report if you'd like. Step 3of 4

i i * Last Name:
+ Attach photo ... Patient  Patient
Age: Sex:
Cancel Back * Email:

Patient Identifier:

Address:
. . For example, patient's initials or
epldem IcCo medical record number. Do NOT use
name or Social Security number. City:
() Boston Chilarens Hospital

Im Cancel Back
r

State:

2 Acailable on the
[ App Store

nnnnnnnnn

¥
L

gﬂﬁ 8 MedWatcher?ugiJLLUU Mobile application &g website 289 US FDA T alHna
c L1 @ 128 o't:l a
‘l,!ﬂﬂ']ﬂi‘i’l’]\‘lﬂ”l‘iLLWVlf:l Eﬂ’]ﬂLLﬂ%ﬂigﬁ’]ﬁu‘l’l’JTﬂ iﬁmﬁum@msmffuwmszm naeIIn

&1 AT WALLATDINBUNNE

WARIAINA: https://medwatcher.org

AMFUN1391B B UAATIAUBeEsTnaUnTTTI US  FDA  Tdwenanuli
fusznauntssnesmuuudidnnsefindiomn e lisglugluuud US FDA azasnsminlly
Apsrziuardanfiuaonuides dsznaunisdmindugiudioyafatnavaanuasddss@nsnin

1
=K v P

Tnaanilgminsdsuaziufindeyafiaiuaznisfifeiananatunisiudindeya ww US FOA T#
fnnstmadungranetdubigUssneunsd@suasininesefiowmmddasenesmumanisol
Tiflsuszasfrassdosdiounnd nsBldnnseindivingu doud 13 Rean 2015 fusinly
uaneani US FDA dsfingmanaligussnaunianandnsiasnamsfiassssneaninnnisol (s
FatlsrasdHng Safety Reporting Portal fidaviniannzdnsunandoiiaBuomig g

sennnEel ifvarssfiAnannuandosianuasiaing 7 US FDA TH5uaz
gndpvinifinugdiayadiadn FDA Adverse Event Reporting System (FAERS) @aladmyinfindnuons
Dashboard LB xS mu;jﬂﬁ 9 dufhuadRdoust p.a1089 931 Aonan aa 2017 Tngaz
Winlid19eamudaulnajiiusngeuniatiadu (Mandatory report) 2B9HUTLNBUNNG Foutafin 2

WUUAB (1) Expedited report {Iun199189194 Adverse  event 7l lduanal3iuaann uay
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o

(2) Non-expedited report 1{iun15918997 idinnaninosidnediy uenenfidsdseemdngou

d! [ . dl @ % ¢ Y | [N
yHaifin Direct report Fifiunnssnasuuuadastaainyaainsnenisunnd filasuaziuslng

<

1119 Med Watcher 289 US FDA lpamss dmiuunaefinnzessnsemannnianl bifesyadi

a a

Aranuaad e uazdadng uaaeniugUf 10 Fe9sfiud 1 affunasiinIeessIeemuiiniann

v

fualnalrgmssiiun AT leag 10 DinAuNn

k1]

FDA Adverse Events Reporting System (FAERS) Public Dashboard
Reports received by Year and Report Type i”

1,808,800

W BSR

1,660,800 é 8 W Direct
-T E % 2 M Expedited
1,408,800 = = -
z E z W Mon-Expedited
1,200,200 . : ~
E 1,000,200 = %
g 808,860 E =
660,800 —
488,000 R 5= :
200,000 f 5 __ 58
|3
& A R B B B B B
- BSR = Biological safety report
- Direct report= swmmmumﬁ'ﬂs?@mnqﬂmﬂsmamsuwwﬁ Lmzé'u%‘l:nﬂ 131

Med Watch 284 U.S. FDA laginss

o T
Mandatory report = 78978 ATIAUIAY ?l@\‘léﬂ‘izﬂ@‘l.lﬂ’l‘i wuailu 2 uuude

] ® Expedited report 151195181973 Adverse event 7ilu (Fiuans (A luaan

@, y ' %
® Non-expedited report 1131951819157 (L EWA NN RFIE19F3

D.

a

su# 9 ﬂﬂﬁmﬁﬁmmmqmim’fﬁﬁaﬂszmﬁﬁLﬁﬂmﬂw’?zmﬁmﬁmum‘i}quq #1 US FDA

THsumsustl a.a. 1989 f9 31 F9WAN A.A. 2017 LAz aVINTlug1ianazad FDA Adverse
X U

Event Reporting System (FAERS)

WARITINA - https://fis.fda.gov/sense/app/777e9f4d-0cf8-448e-8068-f564c31baa25/sheet/7a47a261-

d58b-4203-a8aa-6d3021737452/state/analysis HUANLAD 9 WepANTEU A.A. 2017
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FDA Adverse Events Reporting System (FAERS) Public Dashboard u.s. FOOD & DRUA
Reports received by Year and Reporter I ! i 0

1,888,068 W Consumer

1718515

g Healthcare
1,600,080 Professional
W Not Specified

1,400,000 W Other

11888245
1,268,860
1,858,363

1,806,008 575385
800,008 [E
668.866
660,800
484,649

434783
480,088
200,000

]
2088 2089 2818 2012 2013

Report Count

2811 2816

Consumer

Health Professional

Not Specified

Other

[
/s a

suU# 10 aﬁ?m']ssﬁmﬁumwgmsm"faiﬁm‘szmﬁﬁtﬁmmnwﬁmﬁ'm*ﬁmuaz%qsm #1 US FDA

9

Tﬁ%’u HENATHULARITASIR9TH ASUAT A6 1989 §19 31 RewAN A.A. 2017 ’Q’Iﬂﬂ’}‘u’?jﬁﬂﬂ FAERS

Lm'de‘ﬁuﬂ : https://fis.fda.gov/sense/app/777e9f4d-0cf8-448e-8068-f564c31baa25/sheet/7a47a261-

d58b-4203-a8aa-6d3021737452/state/analysis AUANLAD O WepANTEU A.A. 2017

|
a a

Tudanpasmngnisollifvlszadinainemns nandnilasue1ms uay
A ° ~ P [YSRPEN A ¥ o o o @ v g !
wased1ans 7 US FDA (isulnemssanniudlaned Us FDA THSuezgnaavindugndeyateadn

CAERS (CFSAN Adverse Event Reporting System) maigiit 11 ifiua@ifidausits ae. 2004 Saifien

[ -7 1
L A A K °

Feneu ALA. 2017 9 lFanTugag 2-3 TANIHNT Sunn SNA RN 8991991129 AN9 0

v

FualnAlagmag

Y
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Adverse food, dietary supplement and cosmetic event reports directly from the public

11000

10000

2016: 10233

2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017

gﬂﬁ 1 ﬂﬁ?xmsswmum&;msm"faiﬁm‘szmﬁﬁLﬁmmﬂmms NARATILASNBINTS WAY

=

1 v
LASBIAN1D19 1 US FDA Tﬁsu‘f@mm\ﬂmﬂéu’%‘[ﬂﬂ AILLFL A.A. 2004 TIABRNRYR 2017

mﬂgﬂuﬁﬂﬂaﬁl’ﬂ’i’l CAERS (CFSAN Adverse Event Reporting System)

WARITINA - https://open.fda.gov/food/event/ AUAKLHE 8 5391AN A.F. 2017

dnFundnduridngdunaeiidintimEeuiamenisaisisogy Tulsune
ASEUENTM iaeriaTuguA Ae US Envionmental Protection Agency (US EPA) Tirinvmmuii
agnanetisAulifusznaunisdiessnesumanisollifislszasdififinannandnsian g
Us EPA Tnemas uazdlofirdetngdumsioesmitfieadias 1 National Pesticide Information Center
(NPIC)  Baifiugudsausansnssmmanisollifsszasdarnummd dmaunnd uazyaainsdi

Aenday 59NMNEIANINIARILIAREN LAzl asa1nuniall SonaEanlasduLAZanie

¢

AUgNEANE1 American Association of Poison Control Centers Wi wananil US EPA sawmun
uazarua R nsseeuuLsTaslsenUssrmmeia Ui s nvanegesne ww [suld

v Fax uar v e-mail wdin ol el US EPA fdieyafinindwfaatiunansznuaes

[ | [

NARAWTI TR aURTIRFDgUNINNYES FRdiRgs dndn LarNaNTIUEIINYIRNT wenaInil

q
2

US EPA AIf9WmuINInsn1sii1seTanandoesinizsnzideuuuusl Senla @i Topical  Spot-on

.. a o ¢ 0 o & t% o ¢ A A 1Dy Aa % v
Pesticide for Pets 138 WAASTIINNT AL ANEINS AT F e BAAIUWRIAI IRNEqA Wi

mﬁ‘sﬁmmmG;m‘mifaiﬁmﬁzm Funsna luamsiaseding
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1.2 ﬂ@juﬁﬁﬂﬁwq‘f‘sﬂ (European Union : EU) WARZHNIIYDIRI9NS (United Kingdom : UK)

1.2.1 NRAAMTFIATWNNNTITUNNE

nguananng sy (EU) finaimsnEesnaihssfansaeadelasnanzlugesen
aginannn Tealidl 2010 - 2012 nguann g lsy Hasnngnanewan (Hud Directive 2010/84/EU
B89 Pharmacovigilance 289 Medicinal products for human use UWATNEMNNEAIRLTEY (Hur Regulation
(EU) No. 1235/2010 waz Commission Implementing Regulation (EU) No. 520/2012 %ﬂﬁﬂ‘lﬁu@?ﬁﬁj%ﬁﬂmu

199 A7A (Marketing  Authorization  Holder:  MAH) futinfiuazaannsuRagauiunisiinssdanny

o le

Uanasduagvsaiias e uladnidayafiviuadafiaaiuaulaonieuedsn wasyfaIaeIu

U
2 1

NAN1ET39 e NS URAEEUNSIL BTN AN Ag99IN NS LI TNARIN LA NAGIN

2 A

A5 tEuanmiiaaniunzin (3 luaan (off-label use) SANVIINIT LH 1T 19ARAR Qe

o

dfSuRmeURaA TRz g AT AMH AN AN

[
o/

waNaNi ngraneees EU- find1adl imueldisdsufinreuamans (MAH)
HARA DN LazUsTmATNIBNYEY U Fia99189uannns iUy Aannandoeianfiaede
dingszuugnudioya onine  7i3undn “EudraVigiance”  Bvagnnelfinisguaves European

Vv
|

Medicines Agency (EMA) 71sil nguanawe lsudensifiaauandyiu Spontaneous reports 911
Ausznavdzndnnienisunnd fusauazdszanmuiall Taelfsnaeu individual Case  Sofety
Report (ICSR) srsmingeiirniugualuusazlsameanndn EU angeamfiusaslssmeadng
%4 123 Online reporting 9 lUaudls nadnwd uazlnsans iudin lnaudazlssinmanidnas
v o & v TR ! o .. & X aao (= s
davinfiudiayasanaainggudiays Eudravigiance viof afifismauseaupnsifasyaeAd
AnanwAnsoeien 1 EMA TH5uanguasuazgudlnaluglsy dusmmeonisesndifendiosdulsmme

anBn wasSURnTeLIRAIR fausit] e 2002 e 2016 uams(3tugUit 12
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S0K
47,238

OK
2002 2016

s 12 ARRNTITFILINBINIS HASLSEHIATILA AANR RN 7iendt EMA (Hsuan

L

b %4
HSUR ATaLINARTA ;Emmmzﬁu‘%fﬂﬂ?uqisﬂ Aausitl A.A. 2002 fiv 2016 ANgLaYR

EudraVigilance

Lm'éixﬂ""lm : European Medicines Agency (EMA) 2016 Annual Report on EudraVigilance

dmfuiosidesflaunnd fingnunees U Ae Medical Device  Directive
(93/42/EEC) waz Medical Device Regulation (MDR) 2017 simmaligusznaunisissasfiaunnd
Havaneaunnnisol il srasdennnistiinaasiiounnd minesusuAnreu hulszme
a3 EU iAmmanianian Selssmaandn EU azdiosdedoyamaniaolbiflvlasasditisy
SINHUAEN1TEENAY (Recal) LeFavdaunve wnggindiayaussanainglsuUiiBands European
Databank on Medical Devices (EUDAMED) upnansiu viagjtaznaunisuazmiaennusuingay
¥osUsTnARNTEn EU Snihfidesudniasdnnismanisallifvlssasduasiiogmiansaends
Frnpaasfaunndiifisminaluiiasnann Tagfusznaunisdiasdufiunisdarinsnas Field
Safety Corrective Action (FSCA) vidanasilunisaesissnauniaiioannanaidesaninisly
\aasdaunndfiaziniifndunanededin vdanigfuriefisuiss feniaudlaanayinlinans
syAUAusAnIsuAlanann Tusnieniafinaounandoiaansiniiasnann

Tuama1e0dns (UK) midasswufidaduguandndosiauazsdssfioums e
Medicines and Hedlthcare Products Regulatory Agency (MHRA)  [AWmmngUuuuniaiinazdy
pmanadefiuenFadiUssaninm wazdguuuiinanls Tnedainuuunesaudidends
“Yelow Card” Teedl 2 uuuwesn Tiud 1) wuuness Yelow Card  dm3uguszneudnngnmng

Maunns Laz 2) LuLWasH Yelow Card suilazanasiafl Feldnnunidintadnedu sl amnen
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astioyalh MHRA Tviamnslusudld nslnaans uay Online reporting 598V MBI B admyin

{4 “Yellow Card Mobile Application ” sugUil 13 Begnalinissneemlfiaznanaindsan lag

LN

e3¢

YoyaazlFsudinyalnug aan MHRA Agatuainishiftaszadrnsenfiants Geamnsndanidiv

Watch List 2898154189 (51

Login

Save credentials @ L/

Create your account

Forgot Password

:YellowCard

Home About Yellow Card Drug Analysis Profiles

Welcome to the reporting site for the Yellow Card Scheme

Report a suspected problem or incident:

Side effect to a medicine, vaccine, herbal or homeopathic
remedy

Medical device adverse incident

Defective medicine (not of an acceptable quality)

Devices

Yellow Card

You can use the Yellow Card App to:

0 Report you side effects experienced in the UK
to MHRA

Build your Watch List of Medications

Track safety information in your
News feed

| .» View numbers of reports we have received for
medicines and vaccines

MHRA is only able to accept reports of side effects
experienced in the UK. Reports originating outside
of the UK will not be stored on our database. Reports
received via the mobile app will be compared to
those received via established reporting routes for
completeness, quality and ability to detect new
safety issues.

The Yellow Card App has been developed as part of
the IMI WEB-RADR project and is still working
prototype. Please help us to improve the app and
send your feedback to: web-radr@mhra.gsi.gov.uk

Keep up to date with our progress at: www.web-
radr.eu and follow us on:

’ WEBRADR

Get Started

000 L
Enter Ke: Se Q

Downloads Contact Us

Download the Yellow Card
App!

You can now receive news updates
from the MHRA and report side effects
to medicines via the Yellow Card app

Side effects

At the moment you will need to create a
separaie account on the app to report
Please download it from the Apple App
Store, or Google Play Store.

If you have any comments on the app
please contact us.

Report lllicit Drug Reactions



000 Lun
Q

YellowCard

Home About Yellow Card Drug Analysis Profiles Downloads Contact Us

1. Reporter Details Whose Side Effect 3. About the Medicines 4. Side Effects 5. Additional Details 6. Overview

2. Whose Side Effect

At least one of the fields Patisnt initials, Patient gender, or Patient age at time of the side effect must be
completed for a report to be successfully submitted. Please complete as many fields as possible.

Fields that you must complete are marked with this symbol

Who experienced the suspected side effect? @ Helo
You ‘Your Child Someone else
Patient initials
1. Reporter Details 2. Whose Side Effect 4. Side Effects 5. Additional Details 6. Overview

@

. About the Medicines

o Please provide us with details about the product that has caused your side effect(s). If there is no
appropriate brand name available, please enter as much information on the medicine as possitle, i e
Anadin Extra, Zovirax cream, name of herbal product (eg St John's Wort), Simvastatin 10mg tablets etc
When reporting a suspected ADR to biclogical medicines and vaccines it is particularly important to
provide the brand name and the specific batch number (or confirm that this infermation is not known)

Fields that you must complete are marked with this symbol

Suspect medicine I

Batch Number @ Help

What date did you start taking the medicine?

DD v MMM v YYYY v
Day Month ‘Year
o enli—

4. Side Effects

Please enter details of the side effects experienced. A deseription of the side effects can be entered in the
free-text bex at the bottom of the page and more than cne side effect can be entered if needed, simply
click "Add another Side Effect’

As part of the MHRA's efforts to continually improve side effect reporting forms we are piloting a

new 'pick list’ of side effects terms that we hope will provide you with the most appropriate term to
choose. If you would like to provide feedback please use the 'Contact Us' page on the website.

Fields that you must complete are marked with this symbol: {ZSTEEE

Side effect IEEX
Start date
DD vOMMM Y| YYYY v @
Day Month Year
End date
DD v MMM T oYYYY v
Day Month Year

Please select an outcome for each side effect

gﬂﬁ 13 Yellow Card ﬁx‘iﬁfugmmu Mobile application L&z website 289 UK MHRA

WARITAN : http://yellowcard.mhra.gov.uk
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1.2.2 NAANUNIFAATNEN

Tuamnng sl fesAnsnanmansesdnsiindifirnduguanfndouisng o ww
European Food Safety Authority (EFSA) AUABINAATDITBINIT LATHARNWTLEEHEINITANY
European Chemicals Agency (ECHA) guaiFasansiafiuazansiai unansdout wu nansio
asLAfifindaunasuardndsne (Biocdes) wazansiailinaaaianiin usiu uaz European
Commission  #Nguaeuaznalnyssamuiiugualr3ssdInny F99AnanaeeInguannIn
glatnanfl fnnsrnfiuniaiisrisanulasasisresndnioeifausuRnmey
o EFSA fn1anseianansionsi Winamane (Post — market environmental monitoring:
PNEM) 284 Genetically Modified Organism (GMO) 1% #9lwa GM 1ingiv vinnng
Amsviuazsnfiuna liRszasAseganmess Indvidual  micronutrient 1w
HART D IEENDTINEAN o ddmaiuenafiusiiueainesiinand9ls uaz
N1TUTLRHANHIRENIDINA AT 718111719 wazasAdznauiiddadaanu
AINURBARY 193 Caffeine 14 energy  drink  LASBNANWNINYT NN WATAT I
PH TS 19°] (g
e ECHA finmsfineuaslszifivannasniseasssinilfiddetinaguassiossnnn
A5l saaailsruuasaumAnTunsten uasfnmuansiAinaeni99T3e
v a ¥ o U =1 U =} =1 vy
FINHHNAFUNZH WM 'ﬁfmmLﬂmmﬂ’ﬁﬂ‘jzmmmmimmwm;ﬁ% (end-user)
. . A . . Ad o
e European Commission Hng1n18 Cosmetic  Regulation Aifin1snvuanaln
WAYATN1991847%4 Serious  Undesirable  Effects  (SUES) 289015 [ LAZ BN AT
o v @ v A o A& v A
T mualAiiuntinfiassfsznauntsiiugsuAnseuunisemainaes
LAZBENENE N FEYNTT Responsible person  LarHAgNILTITURARAL (Competent
Agency) THusiazUszmeann3n EU MAnwnn190iTu faninn1seulag i

LULNDS NGNS ANNATSNT 4

¥ & v A .
T‘Hﬂq‘jﬁqﬂfl’]u SUEs ﬂﬂ@@ﬂﬁ:ﬁﬂ’ﬂﬂﬂ’]iﬁLﬂuNﬁUNﬂﬁ"ﬂUT‘Hﬂ’ﬁ”ﬂ\‘m@’m (Respon5|b|e

U

% =y

person) fasiinnsUszifinluBEes causality assessment  sryszauAEEnlFazndnenaliis

UsyaeAiguuseiunistiinsesainnsiion Tnelalutusaeudsludmisgeuiisuingey

(Competent Agency ) WialifinnsRea19iRT99aaUNLNAN (review) sia (U
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M15199 4 ﬂﬁiiﬁﬂeﬁ%ﬂﬂ?ﬁﬁeﬂs:ﬂeﬁ‘ﬁ‘guu‘sa (SUEs) Grmm‘%mﬁ’rme?umjuﬂwquisﬂ

WUUWBSN SUE s LH

SUEForm A | 85U U52naun19Aa a9 (Responsible person) 518 THNNEaviHae 117

(2 1%
a =

FuRAreY (Competent Agency ) 2B9LSEWARNTEN EU AR UmMAN1301Y

SUE Form B FMTUNHI AT UR AT UPBIUSEARNNEN EU A ATumen19odd
vindnuagusnesmuazaaedii (Brief summery and  perspective) Tunlui

Form A 9e9fjilsznaunis Wiedwieyalilsumasundn EU awnsnu

SUEForm C | @ widuvidaenifisuRaraunestssmaanidn EU - selioya SUEs 7Ky

9 a = 4 YA P L® Y v
snemangusznevirngnnisnisunnduazfuilne edaduioya i
UszmeianBn EU 8wnanu uazas igUsznaunsnaessdnensan Mawoios

191U LL@%@?"ILﬁHﬂ’ﬁﬁiﬂTﬂ

vail T EU Cosmetic Regulation Timanudn@eyzeaniawmun “Cosmetovigilance
system”lagaanusanfioractszmaani@nngs EU s sonvflsrnaunisieiesdiansiiay
A8 NAI52I9ANNUABANEABIN AR SUTLATAIAIDNDENINNIZEN 111 ANT1SRBFNITAITNIELN
v zﬂl o v =} 1 Adl v § o VU = =
ATUIATBIEIBIY LATE31ASaYNEN1TLaNIUAL Ul oy s FyazrinWiAnN1TUszIANLaZ LSS
o/ dl v dl o 1 1 U A 4 { v dl o dl
FANITAHEENATHASENAID N DL TIANIZEN 173 WRN19 A0 a19ANHIALIS LA RN T

¥ o0 =K =K o/ 4 2PN ¥ zﬂl v oA 1 = o
()’Iﬂﬂﬂ’luﬁﬂ\ﬁzm_lﬂﬂ’mL°ﬂ’l?@°ﬂl@ﬁﬁﬂﬁiﬂﬂ@l"(lﬂ LH@Q@WﬂﬁUﬁTﬂﬂT&IL‘lﬁN@HHﬂZ\]’Wﬂ‘iW’Nﬂ’]‘ﬁLLWWEI‘VI

Arupaiun1suasna tsszasd uaziudlnaenafinaanudnlafnuasfinpsemunfdne
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1.3 UszinAaaminsiay
1.3.1 NAAARAFANTWNINITUNNE

Therapeutic Goods Administration (TGA) ~ \flwymiasimfidaduguanansdossien
wasraesiawmd lsnneeamasde Seinlninisihssfsanulasnde Tneflssuusiaes
wign1sed it sraadidu 2 ssuu fig

(1) STUUATSIILIMNANTSSI (AL ST AIRa NS e Ay St ASusmi
m@mqmﬁg@mﬁ@hﬂmﬁuﬁqLmej' (on prescription) mﬁ%@mﬁﬁ"@fﬂ (over—the-counter : OTC) Wazen
7iBengn “Complementary medicine” ﬁ%ﬂﬁ?’%’ﬂﬁud’uﬂu traditional/alternative medicine  1#4 AR
W358 ARWINT KAAADTIWIN aromatherapy  UWAY homeopathies  S¥ULITIENIHAINE1 uikaiiin 2

4

= dl v v a o/ o = 4 a % dl [
WUy Ae 1. LLUUVIT‘PWZdjﬂ‘izﬂm_lﬂq‘iwﬂmﬂm%il"l 9B Sponsor ﬁlEQN‘WW‘I‘W‘iqilﬂqu@qﬂ"l‘i\EN‘W\ﬁﬂ‘igﬂﬂF’]

4

191139 (Serious Adverse Reaction ) 1 TGA 9179 online LAY 2. LLUUﬁTﬁqﬂﬂﬂﬂiWWQﬂqﬁLwaa

filae uwaslsvenmwiallanasuanauuunedn “Blue Card” dnsnlnessiasle Bvis nnalusudld

W IMIAWAFAX 119 E-mail uaz Online AagUil 14

Australian Government

epartment of Health
Therapeutic Goods Administration Search TGA Q

Home ERIEWIRGIUEIGLE Consumers Health professionals  Industry Aboutthe TGA  News room

Safety information Home » Safety informatian » Reporting problems A- A+ o*Share
aLerorina PRbISTE Report a side effect of a medicine

Reporting adverse events
involving medicines, vaccines or
medical devices

1September 2017

Report a side effect of a

medicine . .
 Required fields are yellow and are marked (required) - all other questions are optional.

Report an issue with packaging or
storage of a medicine

Personal information  Suspected medicines  About the side effect  More details About the person who had the side effect
Personal information Who had the side effect? (required)

Me
Someone else

« Mouse over the question mark in the green circle | ? to see help text.

Why we ask for personal information

Initials of the person who had the side effect: (required)
About you

First name: (required)
Sex of the person who had the side effect:
Male
. . Female
Famil: : d]
amily name: (required) Intersex [ Indeterminate [ Unspecified

Date of birth: | ?) or Age:
Contact: (required)

) 7 dd/mm/yyyy in|Years v
Your email address: (required) Date of birth and Age are unknown:
Confirm email address: (required) Weight (kg):
Ldon't have an email address:

Which State were you in when the side effect started?

Postal address: (required) Please choose: *
Address:
Suburb:
Postcode:
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out the medicines y caused the side effect

Having the medicine packaging with you will help when you're filling out this section.

Please tell us as much as you can about the medicine but remember - it's better to report the side
effect with some information missing than to not report it at all.

Suspected medicine 1

What was the medicine? (required) | 2

AUST L or AUST R number: | 2

More examples of AUST R numbers
The AUST R number will be written on the packaging and should loak like the examples below:

DAY RELIEF

liquid caps.

GOUGH

COLMSFIIY
AUST R 00000

Batch number: (?

Strength: (?
Please choose: M
Please use the drop down boxes or free text field to describe how often you were taking the
medicine. |2
Number of doses: | Please choose: *

Type of dose:

Frequency of dose: | Please choose: ¥

OR
Please describe:

When did you start taking the medicine? [ ?
dd/mm/yyyy
Are you still taking the medicine?

Yes

No

Why were you taking the medicine? (?

dd another suspected medicine

Were you taking anything else when the side effect happened? (?
Yes
No

Personal information Suspected medicines About the side effect More details

About the side effect

What was the side effect? (required) [ 2

When did the side effect start?

i)

This information is important to help the TGA investigate your side effect. Please be as
specific as possible. If you know the exact date please give this in the format DD/MM/YYYY. If
you don’t know the exact date you could:

» Give the month andfor year the side effect started

« Give an approximate timeframe such as 'About 6 months ago'-

dd/mm/yyyy

How serious was the side effect?
Not serious
Mild or slightly uncomfortable
Uncomfortable, a nuisance or irritation, but able to carry on with everyday activities
Had short term effect that was bad enough to affect everyday activities
Caused significant or long term incapacity

Did the side effect require attention from a health professional or admission to hospital? | ?
Advice sought from a health professional
Admission to hospital

Did you, or anyone else, change what you were taking as a result of the side effect? (2
Yes
No

How was the side effect treated?

What was the outcome of the side effect?
Recovered
Recovered with some lasting effects
Getting better
Side effect continuing
Unknown

OO0

Personal information About the side effect More details

Suspected medicines

comments

Please tell us about any medical history which could be relevant to this report: ' ?

Is there anything else you would like to tell us that you think might be important?
For example, did you report the side effect to a health care professional or the pharmaceutical company?

Submit your report

51 14 mssﬁmmmq;msm"faiﬁmszmﬁmnmtmz’i’ﬂ%u Tnaasnsta PBIYARINGN

c 2

Aswans Jilae wazilszanawnalil (Blue card) wuu Online T3 website 289 Australian

U

TGA

WARSTINA: https:/www.tga.gov.au/
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98 TGA  az9ausanssemanisallifslszasdfiineannistienuasiad
iinggnuiiaya Database of Adverse Event Notifications (DAEN) — Medicines Anvin ARSI
Uszidnilomianudasasese

(2) s:uumssfmmumqmsm’f&iﬁwszmﬁmﬂms?%m'%imﬁmmwé winlu
fﬁl’ﬂ “Medical Device Incident Reporting & Investigation Scheme” (IRIS) Trefuuuneadngneenu 2

= '3 ° o ¥ A 1% = A ¢ & o o 2
WUY AB 1. LL‘LI‘LI'V\IﬂiNN”I‘Vﬁ‘LI@Nﬂm/sponsor ATWLASDINALNAE LTHNTTTIETIHATALNAL Tﬂﬂ?‘h’

AN99E874HN3 online aEZAINTHNIT9IENTHTIaNad a9l ANsaIEey UaY 2. LUUNSSHAINSL

H{lEe3astlounmdd [Hun wwnd wonuna uazfilog unissnesmlneainste Timnsluswdld

n9fmsf FAX m119 E-mail uag Online awgUil 15 @9 TGA azaausanmanIsolwitelszaedann

wansdlaunngd dinggnuliaya Database of Adverse Event Notifications (DAEN) — Medical Devices

C ) | @ vsoasy tps://apps.tga.gov.au/prod/mdir/udir03.aspx2sid=197007886 * @
LT} Imported From[E G Google T MedWatch: The FDA A Currentyearalerts| () European Medicines 4 Press Releases |HSA W Recalls and safety alc 49 Post-marketing Safe » dasndnasun
ian Government Users Medical Device Incident Report
Depar of Health
Therapeutic Goods Administration Web Version: 1.9.3
Report Details Al fields marked with a - are mandatory fields
Date of Report: Date of Adverse Event: Reporter's Reference Number (If Relevant): (7]
12/12/2017 dd/mm/yyyy
Device Identification
Brand / Trade Name: * © software Version (If Relevant): @
Device Description: * 0
7
Device Model: o Serial Number: Date of Purchase (Approximate): Expiry Date:
dd/mm/yyyy ad/mm/yyyy
Batch Number: 9 Lot Number: e Date of Implant (If Relevant): Date of Explant (If Relevant):
dd/mm/yyyy dd/mm/yyyy
Manufacturer’s Details
Name: * © Address Line 1:
Phone: Fax: Address Line 2:

Supplier’s Details

Name: * © Address Line 1:
Phone: Fax: Address Line 2:
Email: Town / Suburb: State: Postcode:

<>

Reporting the Problem

Has the Supplier Been Informed of the Problem?: * Date of Contact with Supplier:
[<> v [ad/mm/yyyy
If Yes please provide relevant contact details to the right... Title: First Name: Surname of Contact:
Phone: Fax:
Where is the Device Now?: * Title: First Name: Surname for Access to Device:
[<>
Please do not discard the device or related consumables & pones b
packaging
Is this device supplied sterile?: © s this device reusable?: @ s this device single use?: (7]
<> v <> v <>
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Problem D Please provide as much detail about the event and outcomes as pos:
roblem eSCI'lPtIOl'I Please do not provide the name of the patient or health professionals who are not reporti

Add a brief description of the problem: * 7]
Z
Add a brief description of the consequences or outcome of the problem: e
Patient Information Please do not provide the name of the patient.
Sex: Age (Years, Months): Weight (Kg):
<> v
Patient History (Co-morbidities & Medication): 0

Other Devices
Were other devices being used at the same time or with this device?: (7]

<> v If Yes please tell us about them...

Reporter Detail Is A report without contact details cannot be processed.

Do you agree to TGA providing your name and position / occupation to sponsors and manufacturers?: *

[<> v

Automatically populate my details?: (7]
No v ) Save details for future reports?

Title: * First Name: * Surname: * Company / Institution:

Position / Occupation: Address Line 1: *

Phone: * Fax: Address Line 2:

Email:* Town / Suburb: * State: * Postcode: *

| [ [<>

Report Attachments

Attachments can be any type of Office file or PDF file.
Select additional file and press Add button to attach to report (up to 3MB each). Repeat for multiple files (up to 16MB in total): 0

[(fanti | itsisanetta [Law |

Privacy Information

For general privacy information, go to http://www.tga.gov.au/about/website-privacy.htm.

The TGA collects personal information in this report to:
* Contact reporters of the problem with the medical device if further information is required.
* Contact suppliers and manufacturers of devices and discuss reported problems with them.
* Check that the same information has not been received multiple times for the same problem with a medical device.

Submit Report To TGA

Once you have provided all available details within the report submit the report directly to the TGA.

‘ Submitto TGA |

Health Safety
Regulation

gﬂﬁ 15 msswmumqmsm’fﬁﬁaﬂszmﬁmmﬂ%mﬁmmmﬂmﬂﬂﬁﬂs% zlmé?"ff
LUy Online ?u website 2849 Australian TGA

WARSTINA: https:/www.tga.gov.au/
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|
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g Other

Ui 16 Mesresmumamsel lifslssasdarnauasdnduil TGA Thsuatnunassineg

Tuza9il @61, 2011 -2015

UARIANA: https://www.tga.gov.au/medicines-and-vaccines—post-market-vigilance-statistics-2015
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g 1500 /v/ — ) UrSES
L
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1000
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Ui 17 mMssresmemanmsel ifslseasdarmiadasfiaunndi TGA Tasuatnunassingeg

Tuziastl @.61. 2008 -2013

UARITANT: https://www.tga.gov.au/medical-device-adverse-event-reports-statistics-2013
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INEAANITTIENT TCA (#5350 douansduguil 16 uaz 17 Taemudisnaemdamingunenn
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1.3.2 HAANUNFANTWEY
R 4 P dT: YA e‘d"stez LK) o e & 1
WARSTouTgEnINeN o Al FERTRgUsraedT Evaenisunnddmsuagudiu avey
wanwHanisfiniuguazes TGA Be3guiaesainsia Fimvuainisnniuguandnsiosigenn
B3 7 M9N15AILANNBUBDNFVIBIAAA (pre-marketing control) WATATENAIBBNFARIA (pOSt-
marketing control) aglWANSURRTEUIBMIE e (U
o Food Standards Australia New Zealand (FSANZ) \fwmiaganuniasy 76
Tupn FSANZ Act 1991 Teenfiuanumilwasniaansnsuguuaspasinsie
Tngazifnszdsnanulanasielumans q B39 in n1suiienis (Food dllergy)
BIMNTARNTAARURIRITANENTTN (Genetically Modified Food ) 8191199131441
(Imported Food ) waza1sAdN19LamH3M AW w3519 Liudu
e National Industrial Chemicals Notification and Assessment Scheme (NICAS)
@ 1 o A A dl a A °
g unAieeseesnslaegualaasdsiadl LAzIAZeIa181d
e Australian Pesticide and Veterinary Medicines Authority (APVMA) i

|
A A

miqmmﬁﬁqﬁ’uo;]LL@L%mfmiLﬂﬁﬁﬁmﬁmgw%ﬂ%wqaﬂﬁLﬂwm wazeNang B9i
sruunszispnnUaeniaraInanio inafugua Tng T8 Adverse Experience
Reporting Program (AERP) %193 nn991ennuaesended [Frnvumduniaiesuli
) v 4' % o & Y 4 1R o a % e’d'
Duntiniessusenausndnd mm‘mmmm&;mam@wmﬁzmﬂmﬂmmﬂmmm
FURAYEL UBNANITH APVMA e UaRUMEIUNNIAT TR o dRaunnd
daauna Wesdnd Wneeannda uazlszreia il Wianeeumenisolbifle
UszaaAannIa i endnd Wanuuuaiasia Iagin1swmnuIssULn1991899

1
o/ A A

AERP  @m3usianstiendnd waransiadnindadngiaii Eimnenisinees Wi

. d Y ¥ & A
WU Online WatHsnesmlfiazaon uavsamSageln muguii 18
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Ay | https://apvma.gov.au

isites [3 muilvan (s} wiwlvisd A ssuumsiGuumsdeu

I HOME CHEMICALS AND PRODU COMPLIANCE AND ENFORCEMENT

.

Australianianimals p fn - O searcn

REPORT OUT NOW

MA FO@eSIStance ln | .. ‘ ™ " ::Z::s of chemical products

Registered chemical products

(PubCRIS)
« Permits
« Application summaries
Registration and permits Chemicals and products < AdVice Sanes
Find out about registering an agvet chemical product, Find out about registered chemical products, * APVMA Gazette
permits and manufacturing licences. chemical reviews, active constituents and using « Quarterly performance statistics

chemicals.
Go to Registration and permits

Go to Chemicals and products G | wantto ...

Review APVMA consultations

Compliance and

Report a problem with a

Online services chemical product

enforcement _
" 1 Report non-compliance
Registered users can access the APVMA online
Find out about reporting noncompliance, recalls and canfiras Provide feedback to the APVMA
o « C @ vesadin | hitps//portal
. 3 usd [ Sugpested Snes [ wvniloion

[EUTENEPEEIISE  COMPLANCE AND ENFORCEMENT  OUR SCIENCE Seps
I

@ 11t 14 Suspected fcauking e acvers alctpvoblom o B e ke
; ; N— = EnEEm
Adverse Experience Reporting + [t et |
Program for Veterinary Medicines ., ... e
iy s oMY

What to do if you or an animal in your care has been T |G . "oy po

adversely affected by a registered veterinary medicine ‘

Definition of an adverse experience

T fokcuing et of n s2verse experence i 1o be Used by ProdUct regisaton RGeS when Gelming

it iormation should be SuEmIeG 1 us. An 8GVerse expenence s
‘portalapvma gov.au « .

e -y e — u [ Sugpested Stes [) EErRnrem—
Steps

Animal list—add details ] _ Chemical use details
[ ko

Ad3 detads of adversely sffected anmais

Administered/applied by V!
Animal details Inital treatment date
Final treatment date

Time between use snd
‘anset of aigns or

Sex . A —r— Duration of adverse
experience
Physiological status  Desexsd

Numoer trasted o expored Numer affected Number ducessed

Rason for use
Age (or best extimaton) b~
| Aca 10 st | Cancei | Used according o label | No

Details If not

Stored according 1o

gﬂﬁ 18 N1997181971 Adverse Experience Reporting Program for Veterinary Medicines
WU Online {3 website 229 Australian Pesticide and Veterinary Medicines Authority

WARSITINA: http://apvma.gov.au
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1.4 UsznaRealus
MH89UEe9LsEmMARIALUSAZD Health Product Authority (HSA) iumsaganui
ﬁ"lﬁU@LL@Nﬁmﬁmf’ﬁm (Therapeutic products #41u18TN Chemical & Biological drugs) WAL
dl =1 L4 a o/ a‘d‘ =\ ! = =
LASBNHBUNNE NAANUTYILZYNIT Complementary Health Products (MHIEQIELNUTN SN
Tus104 Homoeopathic medicine waz Health supplement) 398VI9gUaR AR o LAZBIAD 1A
yiai TunnaAnfiunnsuinasds HsA  Tldminszuunissnaemmanisolliftelszaedarnnns b
a (% o‘.dl 1 [ % o o @ =
nansneifiegnelinnsnindugua 1w 2 szuu Ap
(1) wuuniatedy TnafmmalAiduniinfivasdisenaunisfiessnes manisel
Tifslseaedifinannnandomiansny

(2) wuneadasle Teasaadnldyaainamisnisunndanaeumanisellaf

UszasAfiAnannnsTinandouaising o tuanld vied HsA  Tallatigasvde szananvialy

&1NN3099 ANl sravAennaadaiauardadu usilialanaliguslnasneem
wanaolifslsrasdainistinesasdawiazindasfiowmd (3

ot BduuuWesutusaeungnisolifasrasdidminduniainnizdmsy
WARTNAAA DT (Huf LUUWBSNEIMSUNARSUTianuay Complementary  Health  Products
LULNBSHAMTS AR WUNDINFIMSY Cell & Tissue Therapy WUUNBSNFASULAEDIT DU
LA ULNESHE TS LA BIaeNS TReE e ennTae9nen i ansnsarinlEensaemallsudid
NN FAX 9179 E-mail Wazyn19 Online reporting fIaagi M ULLLWESNDY HSA @199 UNI99I8NTHIDY

NARTDTIEULL Online UAAIAINGUA 19

' ' Adverse Drug Reactions X W

< C' | @& taeasit | https://eservice.hsa.gov.sg/adr/adr/adrOnline.do?action=loadOnlineForm Ge %

22 uoy [ Suggested Sites [3 annilwan [ wivhwi 4 ssuumsiSoumsaeun

\/
{ HSA P S

To be the leading innovative authority protecting and advancing national health and safety

SUSPECTED ADVERSE DRUG REACTION (ADR) ONLINE REPORTING FORM
Fields marked * are mandatory

»» Help / Instructions

Please fill in as much information as you can. Do not delay reporting if some details are not known. Further relevant information can be provided
at a later date when it is available.

CONFIDENTIAL

1. PARTICULARS OF PATIENT

Initials

Date of birth ]

(dd/mmiyyyy)

Age:* Please select ¥ Weight kg
Please enter age or approximate age. If age is
unknown, type UNK in the field

Sex: * Please select ¥ Ethnic group: * Please select ¥

Name NRIC/identification | please select ¥
number:
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2. DETAILS OF ADVERSE DRUG REACTION(S) -

Date of onset (dd/mmiyyyy): * [T O Tick ifthe date is an estimate

Outcome: Please select v
If Fatal, indic ate the Date of Death: l]
If Recovered, indicate the Date of Recovery: l]

Description of ADR (max 2500 characters ). *

N

[3. SUSPECTED DRUG DETAILS ( required)
Suspected drug: * Drug type: Brand name
Active ingredient
Amount: Unit: Please select v
Frequency Please select ¥ Route: Please select v
Date started (dd/mmiyyyy): Date stopped (dd/mmiyyyy):
Indication:
Batch Number: Duration of therapy:

Click Save to enter another suspected drug

4. DETAILS OF CONCOMITANT DRUGS (including complementary medicines, consumed at the same time and/or 3 months before)

Concomitant drug
Amount: Unit: Please select v
Frequency: Please select ¥ Route: Please select v

Date started (dd/mmiyyyy): Date stopped (dd/mmiyyyy):

Indication:
Batch Number: Duration of therapy:

Click Save te enter another concomitant drug

6. OTHER RELEVANT INFORMATION

E g. medical history, allergies, pregnancy, smeking, alcohol use, rechallenge (if performed) (max 2500 characters)

|Supporting Attachments

Please attach relevant supporting documents if any (e.g. laboratory results)

an'ild | bilddenludla

|Attach File|

7. YOUR PARTICULARS

Name: *
Profession | Please select v Report Reference No. (if any):

Tel No. Fax No.

Name: *

Address:
(max 255
characters)

6. MANAGEMENT OF REACTION

Hospitalisation? Yes No Already hospitalised
Causality? Certain Probable Possible Unlikely Unconfirmed
Do you consider the reactien to be serious? Yes No

If yes, please indicate why the reaction is considered to be serious (Please tick all that apply
Patient died due to reaction
Life threatening
Congenital anomaly
Involved or prolonged in-patient hospitalisation
Involved persistent or significant disability or incapacity
Medically significant

Please state why it was considered medically significant (max 255 characters)

4
Sequelae (any permanent Yes No

complications or injuries as a result

of the ADR)?

Was treatment given? Yes Ne

If yes, indicate the type(s) of treatment given (max 255 characters):

51 19 N1991897% Adverse Drug Reaction 28INARAMFIEILLY Online T34 website 229

Singapore Health Sciences Authority

WRRITINT: http://hsa.gov.sg
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9t arnaafnIsTeemuen1sifsrasd (ADR) annnsliunfiszmesing o
sreandinfUgguiiays Vighase™ 499 WHO Dufl .. 2015 augifl 20 wudrdmananesy
satszanng 1 fnanvasdaamadnlldgeiiqn fa 3,857 seaudatlazenns 1 &man Aasn
fapddiui 2 uaz 3 Aedszmmnmald uazansgownann Taema HSA  THenasiudanadd
eadnstuuszmedenlud Tasanizyasnandnngunng Banudanfioduatiefidy HoA

Tuﬂ’“lii’“l?_lﬂﬁuﬂqﬂﬁirﬂﬁﬂﬁizﬂﬂﬁ“ﬁl@ﬂf—_l’]

Australia

Denmark (748)
(782)

Singapore
Metherlands (3,837)

(796)

France

(872)
Reports

Switzerland .PEI' m.|"|°n

inhabitants

(882)

2011-215

Andorra

(1,115) South Korea

(2,399)

New Zealand

(1.119) United States

(2,004)

guﬁ 20 #fifiN1997897% Adverse Drug Reactions (ADRs) 91lseinesing < 4571% WHO
VigiBase (5189134/U522105 1 A1AN)

WARSTINA: Uppsala Reports, April 2016, issue 72, page 15
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2. MsAsIERUSELTIIUSEULNTSS IR IANTS BIuAZaINTS (R

UseAIAAUNRAAITFNIN
AINTTUUNNTIILMIARNIToIuaTeIN13 s s ddnunAnsinsiganimaes

Uszinalng Tuund 2 LazEEUsT AN goIaaNT nnaranglel Ussmaansnrensnans

UseivAaaaaaliay uazdsswaaaallsd und 3 AnainUaeuduudarin ar81909a91ei

wWasulauRlaaagued

2.1 sTUUNMSSIRI NSOl (AU seRe AR Rasmsigunwenisunns

dnFunandoriguninnisnisunng THun nandoueian uazirEasdounmedsin
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- UK 41 Yellow Card W 2 uuu fie wuudmduyaainanenisunnsd uay
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Uszaadannan davinlae US FDA

- Electronic Medical Device Reporting System (eMDR system) %ﬁLﬂu‘gﬂuﬁmﬁuﬂm‘i

a9l il srasAmAnanmsErsesiauwnmg davinlag US FDA
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Serious Undesirable Effects) 209n715 (LAZ BN HMHsNWiiSURmraLasUssmaani@n EU AT

WRN1TadAnTY

51



sananil el asn AR aLLA SRS LAE BN 9891
Tneasinsla dwsuiualnauaztazysinll Tildnwddinlalidiedn iy Fom FDA 35008
dgwsunsnesmenguslng Tudaamnnsalbifsuszasdannynnandomies ludafuguazes
us FDA Tnsanunantiasmmussnaemiliiaamedasia fa Tsusdld FAX e-mail uazliansnan
Uszmayia {5129 uuy online reporting TH@N&ae)

dmdutazmalng nnsmesnniael bifvlasrssffiAnannandomiguamaeg
fifsndasduiualnalaanse lddrandundniomionmng nAndosiadnnmis uasnansd o

[

@ A®g v = oA v o & &
mq@um‘i’]ﬁm?ﬁ?ﬂuquﬁﬂuﬁ‘jﬂLW@ﬂ']‘jN’]ﬁ']‘jmf\!ﬂ ﬁ@LﬂuLLﬂUﬂ"l‘i‘i"lﬂﬁ"llﬂiﬂﬂﬂN W‘;E@‘VNWNW YIN9IN

v A

Huszneuntaifsuayam yaananesnisuns §ualnauazdszmnaeialy sassislduuumedunis
F1ENTH HPVC-Form 1 iUy nnansiousial Fanesnuuuusiasle Seuuunasusenanarendinedl fns
yensungfis mudadinlasnn sasisiioyafifieseinsiinsenuuunnessunasiu Aswdinenn
dm3uiualnauazazaneuiall
TudemdndomirEasdien nezsmityalRrdesdinns w.a. 2558 Tunman 6(7)
THnsnmanmsdn TngmuningnsnnenssnnseBpIaeNe SgunsRadIN13NIENININBITEY
s o o o g ad dl dl o/ o/ 4 CAYor=1
figmnavsznmaiviuamaninest 38ms uasleulnfiseiunsduuduarnisanes s naol i
Usradannnalfieaesdnens Bebilaqiiu d1inaunmnssnnIsemIsuaseneg ssmdesnsiemmn
°o o dl ° g ¢ ad d‘ v v a o/ -4 dl ° a
nguENEaUTB et uAnanIND 35013 uarRewliRiszneunsnandiinzesdiecd
i Tidasesmnnel liftsszsdannnistiesesdiens sueziiunsenssiunsuihsyfuas
mafinaTpsAELUaensEeesUA Inaduesasienia
i A MITNHATENSINNTIBMNTUAZEN ARSI UNNTT e mRITune
o o o [ a o/ o P oAa 3 o ! a o/ g A
TeAudmIugUsznaunsndndsinguaiussiuidomanudanais wiu nandosiaGnemns
@ v & Doa o/ I'4 L4 128 'S a o 4
Wndin sl neaimmnuuunesn1sseemaniseiuayans WitsUsyasdanHans o
guamdmsugudlaadunisenig TaeusudlemBidinTadnetn faonsiranls f50uouiild
Fudon uaiuslnainlUdsdasdnfiugmuinbifinnsd Bavailamediaunisunns aeulfdineiu
wananin Arsllatemnif{us inaseemiianinengemiadin fAentelUsedd nae FAX
WAz E-mail Tpgenawmmn?eavng Online LAy Mobile Application zc?m%umii'mmuw;miiﬂsiﬁ\‘]
UszasAannslinandosiguninds o wesenduslnauazdszsnmsiall dini@ennansiost
wafnnlHies Tidneziiundndusiannis nandoiiaduemns LATaed1919ua AR o

o/ o dl

Tagiunaned HiwimuEew wenenil semieatsada vl Tnsmmnnz Moble Application  gfaiis
gomfiangubiilont uasildesife aunsndiegUndniaeiuarains WteUsyasdiiAndu G
anfinsrlamifudninauanznssunisemsuazen tumsUsa@intigm Weinllgnisiimmue

NIMTNNTUEMTTANTITANIES [FasiaiitssAvaninwsa (il

52



un 4

r=3 4 = = o L 1 28 I'd
msqmsqzmﬂsﬂuwmunsxmumsmmEamssqmmmqmsm’fuwaﬂs::mﬂ
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AUBIANTTENINUSENA BWATUSLNATINUUTLAT

FUANIIRiLazeIN1s U srasdiAnanuandasiganineiy Wefinns
312919981gN T2 INI189U (Reporting system) AmmundulagsinganisuRnsaurasszme
i % = | ! 1 a @ o o
19 win ansreaziBenluund 3 daulnagjerinissausaninugindeyalussiudsamne
VRITINHW A78N3TUaNNTT (Process) tunnarisnaemmanisnllifislseasdiinainuansiot
gua [Walesnziuazlsnidnaanlasnsuvasndnsiodiguain daiiunalnddafiasyinli
#oyan1331291u7Ldu Individual Case Safety Reports (ICSRs) #1#i5U918 N Isnsne (AFN1S

o 1 a A A 4 1% A 1 @

390990 danNaany Anwiuazlsniuluninsan iedinssimdygrafidanuiieziy
(Potential Signal) uazrinlUgnisAne1Bedntuanduss U Wematmsuesmnanisollifelsyaed
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nfpnufiendesiundnsineifsedeiodn

Tunsdluasnisuiszdsmndaendefen wenanmiassmludssmesineg ey
909N BN AUTEMALAY A mMSUUTTImMAENIEN2E9 WHO Programme for International Drug

=}

Monitoring Beifaquuiann@ney 127 Uszine (daya o hauna1an 2017) avdndedayanes

1 1
Al !

Uszmadinggintiayaannislifssrasdaziuumnens Afifadn WHO VigiBase" SoWmmuay
U3M159An13lag WHO Uppsala Monitoring Center (UMC) ﬁé?@@g’ o UsswAadan @9esd
navuaunslnsiieya Tnenalniinmusdudelilslenfiasgmiiayassdinmnmd i
Win1simauidyyroufivssansnm mmmmwmuﬁfyfquﬂmLmﬂ’mﬁmﬁamzmﬁﬁ
dunsdlfivnenn (rare case) TRFASaW ol 29R5UNTEUIUNNG (Process) Wriiayaminnisniuas
arnnalifatsrasd iU duuazudmsdanisades Taeudadn 2 sadalng de
1 ASTUINATRMMTUNARADTIFINMNI9NITUNNE  (Health  care-based  Products) W&y
2. AITUMMIRMSUNAATIguAEN  Mfeatiesiuuilnalaenss  (Consumer-based
Health Products) Teninnazuauns (Process) asvasdnisawnsielan (WHO) Buiiusednsssndng
Uszmeiifieniins uazansszmaiimnnudoundazma Taurd Ussmaanigadn dazmali

ngnannmg sl sBeuifeuiueesdsemaing aquldlaadowy sasaldl

1. ﬂs:mumsﬁﬁfagamsswmumcs;msm’mﬁaﬂszmﬁfﬂ?%?umsﬂsm‘immzu‘%ms
é’ﬂmsmwL%’rméimw%imﬁ’mcﬁ@gwmwmamsuwm—i
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1.1.1 WHO Uppsala Monitoring Center (UMC)

M9 WHO UMC  Timangmifiayasnesinannishifsuszasdanneniidadn WHO
VigiBaseTM %@Lﬂugmﬁmjﬂsfm:uﬂ@ﬂﬁ WHO 59159831813 Individual case safety reports (ICSRs)
NUSTMATHNBNNINNGT 120 UsznA ATPUANLUSZENIHINNIN3asay 90 a9Uszenslan
iavua Tagdd1man ICSRs  azannnndn 15 &1usnesd (Faya o4 weneu 2017) gdiays
Vigiase uansTigul 21 visil WHO UMC THsmmnirEasile online fidadn VigiLyze™ sugud 22
BufuesastionEmmuaziinmyiioyaligiu VigiBase 1ile UM dayay104 (Signal detection)
wazinnaiAzin s asEnmn1sainafinennsbifsdszasdanantuszsivlan Taedal
UszmaannBnling demudnfidalominnntunsdiifidoyalulszmeagatneain uasioyasziu

Tanvinansnsnnsnasudynoudnduiu Tnannizannis iifelseasdiinusiasnnn

VigiBase

The unique global resource at the heart of the
drive for safer use of medicines

What is VigiBase?

VigiBase is UMC'’s starting-point for the journey from data

a Monitoring Centre Q. Search & Login

g Uppsala
J\nm”‘é?;‘?li" Safer Use of Medicil | Global igil | Research & Scientific Development | Education & Training | WHODrug ‘ VigiBase I About Us

UszNALans aNS% = Full members  AW1 =Associate member  &279 = non—member

{ TM dl o/ . .
g‘lJ‘ﬁ 21 gﬁuﬁ’aﬂﬂ VigiBase i lag WHO Uppsala Monitoring Center (UMC) Tgg9u99
Hayasneuennns ifsszsdrasen andsamesnnEnainnga 120 Uszme sialan

WARRSTIHA: Http://www.who-umc.org/vigibase
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VigiLyze

. - Daraset date: 2017-12-10
Country = Add search criteria to filter your result -] e Tor no. ICSRS: 15 584 150 (se-suplicates
dacaset]
Medication (WHODrug) - Reaction (WHO-ART) Country Patient sex Patient age Other ~
Stetistics | ICSRs | Datamining  Signals 15 984 150 ICSRs match your search
& : & &
i Patient age s B2 Patient sex a E Country
0-27days Unknown
Africa 1
28 days to 23 momths
2-Tyears Americas
12-17years mm
18- 44 years Asia I
45 - 64 years Male —
65 - 74 years  p— —— Female Europe
=75 years  —
Oceania  mm
Unknown
0% 10% 20% 0% 0% 20% 30%  40% 50%
'
& &
& Top reported substances (WHODrug) e B Top reported preferred terms (WHO-ART)
Acetylsalicylic acid | —— Nausea
Etanercept Rash
Paracetamol  EE— Pruritus
Adalimumab Headache
Levothyroxine ! Vomiting
Furosemide | Dizziness
Omeprazole Medicine ineffective
Atorvastatin Fever
Metformin Dyspnoea
Amlodipine  mm— Urticaria
Metoprolol Abdominal pain
Simvastatin  — Diarrhosa
Ibuprofen  p— Fatigue | —
Methotrexate I Rash erythematous I
Warfarin  — Fain
Prednisone | Medication error  EE—
Salbutamol  — Malaise  ——
Lisinopril s Death I
Diphtheria vaccine:Pertussis vacci . p Chest pain
Influenza vaccine  p—— Injection site reaction  EEEG—
0%  05% 1% 1.5% 2% 25% 3% 3.5% 0% 1% 2% 3% 4% 5%
I Suspected/Interacting Concomitant Load more

Load more

' ' 2 M e . , o
5% 22 1AFaiaTATIEA Vigilyze i lae WHO Uppsala Monitoring Center i
Auduuarinsnziiioyalugm VigiBase

WARSTINA: http:/www.vigilyzewho-umc.org/

Y
o’

7% WHO UMC Rnszuauns®umiayey1os (Signal Detection Process) fiutiaiw

[

4 JUADY A5

(1) n1saganadsiiiasfuinaAuniaalaios (First — pass Statistical Screening)

Tnel¥lUsunsn VigiRank  Feazdnanduaruandmaesgeniueinislfelszasd Tnainas

A 4 1 @) o ! . . .
W@']‘jm%%ﬂ\‘iﬂQWNTNLﬁH’NﬂNQH?J@Q‘ﬂEN”M (disproportionate reporting) LASATHATNIBITIENTH

o o o

ICSR WARAZINENTH HBNIINT HN1TTARIAUANNATATY SaRe1santsvifniifaadasdiag 1

1 1
a

81n15 (19U aeATIguUse (serious ADR) enDmsifliienangmann enguianiz uazlszenns

HUglanIzngy
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(2) N9 WALATIZAWEN (Initial manual assessment) Lag IHANSIUERABIEN

o o &

AUsznaudgunngd wndyns neauia dnadii dndnn1sdeys uLaryAa1NINI9NITUNNESN

A o ~ @ A a a e o o | o =] g @
WAgadies e TuAN IuRa1TIAIATIZR AT TN AN A UE T2 T UBINTT [HRSU Sz a9 AT LT

Usziinilgnimnlasnss Seanaasas [URnuBe@nse il

(3) n191lazduinsnzAiBedn (In-depth manual assessment) T T8EiBanney s
FEUIPINEIMINNRYAIAATEEY WHO  UMC  uaeiTensnayvniendiiniisnsidu UMC  Signal
Review Panel Gefintifiiinsnehidednlnatédayaiilfann WHO VigiBase uazdmyanis
ngneandsingeg dandoy ieRiansnndidyeyrsennis divlssasdfanaunainenfifned

v =Y S v o g dl o/ . 1
mndpuiesln uazasszifaunsiuaznisfesns@edoymyimnndeegils

(4) naReansfeatusymnAHIEea (Signal Communication) Tag WHO UMC A%

HANan19AnEAATIsf R gat Uy AN R eseesenfine A nanns HReUsTaeAfinuenn
giimya WHO VigBase (@91 M9813 Signal nazana (Ui aip3atinagusl Pharmacovigitance T

USANARHIBN 127 USen@ 59871 9eng 990319758 WHO Pharmaceuticals Newsletter

1.1.2 UszinaAansgainsn

US FDA fnnadavingmidieyamnnsallifessasdiifnannand osieiuas
adpq fiugmifioyadedn FDA Adverse Event Reporting System (FAERS) $997L998319710
nareslngaiastaanny ARINT NN sUMSuazLsInIs S0asaNnnI I NI A LD
fusznauniafian viei US  FDA  T¥gmudiaya FAERS  ifwedasflafidndoyTunianiandin
ArnUsensteaselnenanIeduR sy e dArsnandin (Potential Signal) uazldunnsUasiin
neUTAR (Compliance) Tasfjtlaznauniafi sy iinssesiua: BidoyafiAedosmi
AnAlnngrsng

dmdunszuannal¥gdiona FAERS 289 US FDA i azfiniemmeadudayaniuas
Uazifiupnnlaensduanudndoiouasdadng Slenudeyynosiananssnazd (Potential Signdl)
Tudosdiuuga axfinnsUsuindsdndelulnefisnfumienafin (Clinical  Reviewers) Tumsaso
Center for Drug Evaluation and Research (CDER) L@ Center for Biologics Evaluation and Research (CBER)
Favimiinfifamumnasndrasandosieuazdaing mevdseangiiesnann innnsuszfiv
GoanlaeTHiayatugm FAERS uazgmuioyaduiinn)dn Safleliuusnid Us FDA Tiimmnazuui
30 “Sentinel” Tufiaifuedasfiafidoaiduanudinudsdunisinseminifai g mdioya FAERRS

9 U

WiINWW
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C' | @ vUasasy | https://www.sentinelinitiative.org & ﬁ" E

2% uay [ Suggestedsites [ anulvan [3 wivhi 4 szuumsSuumsaeun

Sentinel’ Type here to search... Q

Sentinel Drugs Vaccines, Blood & Biologics FDA-Catalyst Communications [BReport Finder

Sentinellisia National Medical

Product:Monitoring System

LEARN MORE

Latest Postings

9 SPOTLIGHT

: Mini-Sentinel

distributed dataset
reaches 100
million lives mark
mandated by
FDAAA

2011

FDA launches
Sentinel Initiative

2008

FDA launches
Sentinel System

2016

2009

FDA launches
Mini-Sentinel Pilot

2007

Congress passes
Food and Drug
Administration

Amendments Act

(FDAAA)

2012

Mini-Sentinel has
suite of reusable
programming
tools for routine
queries

NN
RRRNNNNNINNINIIN
0000000000

0
0
0

Coordinati
m Y g:::& son:: D at a
Coordinating Partners
Coordinating Center Center
reviews and aggregates Data Partners provide
findings and sends summary results
summary results

e . @ Harvard Pilgrim

findings to Health Care Institute
inform heaith

care decisions

J=

;51]‘1‘7'! 23 Sentinel initiative/system aa9 US FDA

WARIVINA:  http://www.sentinelinitiative.org uag http://pharmaceuticalcommerce.com/legal-

regulatory/adverse-event-reporting-at-the-front-lines-of-drug-safety/
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“Sentinel” fiuszunBidnvisafindlusziutasmad US FDA Wanrausenafudumen
Waliumnil Wiasasdungymans FDA Amendment Act (FDAAA 2007) Tneid Ennnamntuil 2008
uazlAsinaANNS Mini-Sentinel Piot ninsatTugas 2000 — 2012 awlufige US FDA THiTintH
suu Sentinel aeinaifiunnanishill 2016 115 nnaWmNazLL Sentinel §TuaLISUL59nTLISZRY
poUABATYBINARS g NS Bineuas i AnssamEasnnau iiunnevinemagegn
fisaunainemieasgiiaya FARRS Aafl US FDA  flogudia Taeszi Sentinel ¥inli US FDA
snsaudindeg oy afifsatieslindnsanuazaaniiafelu iy goufieya Hecronic  Health
Records (EHR) g’m‘gﬂ’fﬂg@ Insurance claim data/reqgister LLﬂzﬁﬂu"ﬁm,ﬂ@‘ﬂﬂ\‘ﬂmi'm\‘i’mﬂ”lﬁﬂm‘izuu Sentinel
Faflviamiaenunasg uavendavnentaunngisi uaznaene Tae US DA fuddamm
\WNeWRIWITZUL Sentinel wazd Harvard Pigrim Hedlth Care Institute vimitindiuii Sentinel System
Coordinating Center 71%in9wfiLs 19 yiaeAr g nemsnaunmgaintianigomanifidaniiunia
memugﬁﬁ 23

a &

FTULNTSYINMNLBN Sentinel  Usznaudiag 3 d9u Ae (1) deyadiannseiindnig
P a AV ¥ o a v & oA a =
gunmidanesauage Aamnnd ardeu uasinisdmiuegwlUss@ninm (2) fuany
o A P ° a o a o 4 A& A =
HiBgarngyfiazyinnislasiiuannlasni e aandnd g gunimnienisunng Mduiinandangn
Uszneudaenindnenrmans uwd nans yaainsniesnisumnd wasinlusunsspenfiames uaz
(3) Tsunsupanfiames NimuTuiniirufainisadignsunininiGasnnulasniase
HARSTawTAgENenIsumg (Rdeuazsam3adelu vi9i svuu Sentinel AspuUAgNinyaniEAmn N
N7NN31 300 million person-years (Y838 24 IABUHEIEY 2017)
yia# US FDA TiT#szun Sentinel Tunns@inunnaunsnisidenuazdndnlval vinTHlH

Fonariidulaylaniseniafnanle@alauny 1w

Y

1 1
4 =)

o Tufi 2012 US FDA [Hg1a9ruanunngfinudfiilaad (§susnatta

e

v a

Dabigatran  @aifingnifasiundnaudeia fannislifiedsrasd Aadunaliindafiaaiannis
I AanaaNNINTUNINATEu AN Wafarin el US FDA AseT¥szuy Sentinel ﬁﬂm"fuﬂ@jmigﬂwﬁ
Tnafin Weiwssuieunatinguitonilientn Odoigatran)  Funguftasdlienna Wafarin)
was1ng3n et (Dabigatran) HIFf A MU asssdetiaslUndrenda (Wafarin) Sai AauneinTe
Huine et 3 Tuaniideadu U.S. FDA szfinisfinuisidusie

o/

o 14Tl 2013 US FDA THazuu Sentinel AnwNAIMNUABAAYIRIT AT 15T
FNVN9NUgEanns 500,000 A WLHT SLANUNARIAASIN1T RS L aIATINULINNIN wellAnTu
Tunsnitpandn 2 awluyn 100,000 A dpyasiananayinti US FDA wushifunnduaznousifin

31091 N3 #5D Vacdne fuselaminnnndiaanudas wazudeByaainsnisnisunndaszmsin
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1.1.3 ngnanawglsy (EU)

pnfinguannninglsy fn1seanngnaneifieatu Pharmacovigionce %89
wandandmsunyed Genatisiutinsusifaunangian 2012 Tnadammaligaznaunis
Fangn @ndinfilunissnsssmanisollifslssasdiifinds saniodioyannutaendeins
Wurmasmindugualuudazlsemaani@n uaz European Medicines Agency (EMA) Faufin
asdnanandmeasanninglaUnsuessaiuase

uananii ngnsnesaiuamligassesmungnisolifsasdiineaan
andnnTnenseuar R daugonnnTy v lduneneeasnisinlszanfiansad (Public hearing)
Tulazifudesnnuuaaadedine s fumeasmadassrmiifendoser Tuasdlazney
?Jmﬂmzﬂ‘a‘ﬁmmﬁﬁ 138191 Pharmacovigilance Risk Assessment Committee (PRAC) %ﬁLﬂuﬂmzﬂ‘a‘ﬁNm‘i
et Toe EMA uagliEavinndausiaunangan 2012 Tamini iniesafisuasinans
posaeAs e sy WesiummnaLEsdannsraideslnadluenmdn 9 il

o NTRUANFYYIUATUIHANANHIALIBIN19AAB1NS (R SzReAan

mstirenTusnged Sanian1aUEnnsdanIaAaNaAEe Wy nNTaRANIEES uaz
msRasaaadss Tasilszleniluuinissnenanfansondandas

o N192ANULULNNTUIURNANMNLADATHBILINNUNAIDANFARTA

o NEETI9EALNTTANHANNEENSE I AHUaBAS R MM (Pharmacovigilance audit)

nnysng Pharmacovigitance aaenguavnng 15U wenantianwddmiu  nsfiu
sousamdioyamanisol i Resrasdunsnnslienluiyed TaeWidnatnudugndioga
Bendn Eudravigiance u&a sbimudadnfunssiaunisineidoyamistaansdeanden 9 EMA
nounsneIanizngsnns PRAC  luganfiunnsfududyayins (Signd  Detection) Biasnziuas
FPRTLANATRTY (Andlysis and  Prioritization) waznMTUSzfiNAMNIAES (Assessment) Faludoudt
an Al UsznaumsdstiayamnTilsznounsfiansansan sl AnensasnTg PRAC xn1admmin
Aunzi (Recommendation) Tur EMA  uazmiasenufinfuguarasusaz ssmaaunBneesamnm

g lsUsnfinnasall
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PRAC signal activity (Sep 2012 - Jun 2017)

160 634 signal discussions / 371 signals
Median: 11.5 per month

140 -

120 H——

100 1 —— 1

80

60

40

20

0

Sep-Dec 2012 2013 2014 2015 2016 Jan-Jun 2017

M Initizl discussion Follow-up discussion

5U# 24 afifn19A1LHR9INYBY Pharmacovigilance Risk Assessment Committee (PRAC) Tn
] v

1589 Signal A9 AWK A.F. 2012 — ﬁqu’rﬂu A.fl. 2017

WRRIAINT: Presentation “Signal management process” 289 EMA T 11" Stakeholder forum

on the Pharmacovigilance legislation, 21 September 2017

Outcome of PRAC Signal Assessment (Sep 2012 —Jun 2017)

Referral evaluation Update of RMP
Ongoing within 4.3%

PSUSA/PSUR

procedure

1.6%
Ongoing within
signal procedure
6%

Update of PI

Routine PhV / 50%

menitor within
PSUR
36%

suU# 25 AGRNRANEINAISANEILAZU 2L RN Yy 194289 Pharmacovigilance  Risk
Assessment Committee (PRAC) 9§ fHENEw A6 2012 — HEuIeK A.A. 2017
WARSANT: Presentation “Signal management process” 289 EMA T 11" Stakeholder forum

on the Pharmacovigilance legislation, 21 September 2017
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IANTIFANIIIUTNIUN2BIATIZNTINAT PRAC  WIF B9 eyeynod (Signals)
Tugassiausiinenen 2012 - Aguiem 2017 fadifnmnsniugy 24 Tnar1sTsgu (Medium) 299

FUINNY YIUANLYINAL 11.5 ASIFDLADY

Y Y 1
o A o =

M98 Ay yraiinussnanalfifinsfneiuasdssludyoyose d9lfnadninig

AN lunaeguuy duansanns iUl 25 TnanaainnisUssfindoyanowes PRAC

1%

e
3

b))

o/ o

- danlngjuszanadenar 50 vildfinsUSulpaainisdeyandns o
(Update of Product Information)

~ Zpaay 36 1iunissfiunisiinssdendiesiaiiias (Routine Phamacovigilance)/
N19U5I8UINYATI9TH (Periodic Safety Update Reports : PSURS) ﬁﬁjmzﬂ@umimmmefﬁ

- Zagaz 6 Wun1sARknsAnEndy sy sie U

- fpuar 4.3 unisusnfulanfinnnalaeniedueniigialne iuilomi
favaLsziiiuse (Referral Evaluation) Tnatiumiinfiaasanienasunig PRAC Lﬂuﬁjﬂiuﬁu

~Sagnr 22 iuntaUsulsounnisuAmsdantanansides AfuUssnaunsdios
Favinty (Update of Risk Management Plan)

- 3paaz 1.6 unisrnduniseesilsrnaunistunisdania PSURs uay PSUSA
(PSUR Single Assessment) &Mm3SUNAAS 4T RaN981ATY (active ingredient)

- Spaay 0.5 iunnsiguUszneunisyin Post-Authorization Safety Studies (PASS)

FedasiAnYNTINN1S PRAC RAa19640 Protocol 289 PASS figi

uifinlfidn n1gaiunisAudy o (Signal) 289ADENTINNTT PRAC
fuszansnmuaninlUgnisusmisdanisanudeseesenii i iunyed uazdedaatunnsdanis

Usziuilaymnduaninasasiuesen uginiaanning lsUiFiuesneg
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1.1.4 Usznalne

ANIHATIENTINNITBIMNTUATETRTEUUNI99189 AR NI ol N9 a9
nwandosiguan dsdautngiiiunisaesmineadaale snernyaainamisnisunndlu
wdndnelasnenung awfindialubiunmd 2 sl Tiindayanisaesmmaimundugdoys
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dmFunazuaunIainassman1aol s A A nennand asiemn T
Ustlomii dnfneuaniznssinisamisuazen Tngnasununuuazdsinig fnszuannis

MIIFTUNY Y08 TIRNITANAUNTT 3 TURDY AT

1
o/

v L= | ' o S 1R e & =

(1) n9fiunn AndenganiuwmanisellfsUseasdiidudyyionanudosi
Wandull (4 aangudiaya Thai Vigibase

(2)  NTUTLRUANNANAUTITIANG (Causality  assessment) TENTINAUTAL
winn 9ol sl fatlszaad

(3) NMTRBUAUBY (Response) AN YIMAAUNY IR DY Y IDIAITNLIRENUDILT
a dg, v p= y % 4 1 dl dl 4 dl dl ¥
\findu azfiasin1sfaans iyaanamenisunnduazmisssuiiiiaadamsny iefia (Ha
ANTUBMNTIANITANNIRESAMNN T aNsie (U

AINITUAMENITHNNTBIMNTUAZYN [FT TR IUTunTNAsNRameSan1S
M3999URTY Y198 13891 Thai Signal Tool TneAiasnzilinyalugnu Thai Vigibase udasianmen
Reporting Odds Ratio (ROR) tiafmnsaevngenfiumanisollsfielssasdfmiudygyimid
AadnlUTH (Potential signals) TneBnwmunlusunansanaa il w.e. 2547 udafinnanaaesly
wazUsulqamanaass awEnlEadraiiunnenistul we. 2556 agnelsfinnu Tusunsudonans
FefisnifnBamefineeinistsyanainsnzinaiidies sul s lislussansnmanniuse i

yioi (fns U sunsnsenann ensaedudygrmaingudiaya Thai Vigibase
[ o = @) o o aa A o @ 1 PN o
diudszamn 4 e un19ns9dudy 1ol deamdia iieddngn1siensdnesameyingnu

n3299 U QruAuns18a1nnisFandmiuaned dnudgyarafidaonudululs (Potentil

signal) azavsie i AuLin9ul s Rudy i funnenieadin iliefiarRissminiunig

Ussifiufnemendin laaasdinssideyaingeiasfuasfifionnis WU seasd (Adverse
Drug Reaction : ADR) usiazang nalnniaifinuaziioyadifisadu ADR Aug1iug wuaznIaaaeaudn

\Hnannis AUy aeffivanuiulagyiall (Known ADRs) 958l d1l%av@asRansminaauLey

|
a

o/ ¢ 1 A o & A ¥ P=) o 4 a A
ﬂﬂmiyfyﬁmmmmumitmwmm@%ﬂuw%mmummm‘mmm‘jmmLﬁml,wumeqﬂwu

o/

agfnn3 (i dmdunsaifiduannisbifedseadfilinsruvdeds ifuiisuiiulaasialy
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(Unknown  ADR) fiaefin1sdieansdymnmsmasifessenanaliyaannisnienisunnd uas

ydguiifisadesdall  Tasdaiauslunisudnisdianisaainidaseasenezgnasse il

FipnraynssunafneuanihsiwunseanmsEandmiiayesd fieRanssmasmsEns

Fan1sansdesiimnnzas lnsRansandaiminasndnslsyleminvazaonuideseassn (Risk-Benefit

Andlysis) fianindingnsiasnneesannssuntaen Wienssnalabesiinleng

AN5971 6 ARANIFIIEIIRBINTS N RIUSERIRINEIUsEIARNIENYE9I WHO Program for

b4
International Drug Monitoring ?‘umj&l ASEAN ®4121g§1% VigiBase A9us A.A. 1984 9ud9

FUINAN A.A. 2017

Country Count

Brunei 57
Cambodia 940
Indonesia 6,595
Lao People's Democratic Republic 249
Malaysia 73,306
Philippines 23,147
Singapore 171,726
Thailand 346,698
Vietham 10,785

Percentage
0.0

0.1

1.0

0.0

11.6

3.7

27.1

54.7

1.7

WARNTINA: htto://www.vigilyzewho-umc.org/ AUAMES 15 FUIAN A.A. 2017

Country

Brunei

Cambodia

Indonesia

Lao People's Democratic Republic
Malaysia

Philippines

Singapore

Thailand

Vietham

0 % 10 %

20 % 30 % 40 % 50 %

Uppsala Monitoring Centre

sufi 26 ArsiSsuifisudasaunissresweIn1s RS aIAanetaslss e

?umju ASEAN Ling§11 VigiBase AU A6 1984 AUTIEHINAN A.A. 2017

WARSTIN: http://www.vigilyzewho-umc.org/ FLIAKLES 15 SHANAN A.F. 2017
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AU ABANEAINE1TEFUNINIE R 8989AN15eR S lan (WHO Programne for  International

o

Drug Monitoring) (HasdagasnaemeinislifisUszasdarnnstienfl WHO UMC sausang
37 VigiBase  lntAinszinmaasasanmunisolinisfinennisiflsszaedennen uasdud
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Usznaasr@ny Tunga ASEAN daudinggnu VigiBase fiaust a.a. 1984 s 15 $uanAn a.A. 2017
uENTININ AU 26 anfiudn Ussmalnesidndannnsaesngadiududunils sesasnie
Usznedealls uazdszmaniaie Gouaasliifulidiazmameddousandununiaiss i
AnUaandedmenssndsssmaiuadtsnnn uasfidnenindiezimmnemlisiussananim

VaeNuUT R (Heia U
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o nsUSULssEAVBAaBsgiinyA Tha Vigibase TuiEaenmunmansdioya
uazn1T A (Access) 209MUALITUANA/YARINTNIINIFTUNNS LA B TiD
deliannsaddusanlunisinioyafidgonntugm Tha  Vigibose TUT#
ANBIALATITA LAY ERY ITD AHATINIIHATIZNIINNITBINITUAZEN THN13
FuAUFY 1o LagAiasesinnussifuiyniniudasadediuen VRN
Nouft (wmguan/damndn) uaztussfuaanaznng iy endufin eadndu
wazenfBany s
. m‘sﬂ%’uﬂfgqm%mﬁﬂmq@é’uﬁfymﬂm Thai  Signal Tool  @atfinTusunas
paufianed WinisUssunafifussandnanddetu meluudnanlouay
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o NaREmUINgUAIsfAduaunUITinfiaasdUaznaunisisuayyaa i
F1897maN19 0l AU sraed uazdainsnesiuanlasnde Tudnyos
\Reiafiu Periodic Safety Update Report (PSUR) #eanguamnninglsul Wl
anasgftiayaivinads unliUszneunisfiensanTunszuaunisssfinaans
sl

o namfumuliiunussdnsniatszaeuaznirisnisiifieadas g
dandanlunszuannisudniadanisnasdesinnndu mszesd ngmand
Fuiatuanmilgmiaseluind uazfiyusesiiazniosdnsuasloniang
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o MAANdamMINITRoa19E IR Y InANIR B TBIE uAT AT 1
Afediasiuninialifeszasdarne Tuguazmmilinnndsin uasiamnlios)
Tugtuuuiitaula dinlaliddmiuazammiafl votusuuunAoasRaniuas

1 v

AoV Social media PasnBsiEmAnEn L3 Inafiflagudn vEeenadeulaeiy

Y
Y

et e F5UANEeTioaN o 151 WEDYY Ya & You TI9WIH www.yaandyou.net
WAz mobile application AL ELlALyaTBNaNITATELALIMNITZLEN SaMTL

gudmaluladdidnveaiindusznesnfiaweiuwieni (NECTEC)

2.2 nszuMNMRMSUNARS ML ATEsHauNNY

FwsunsruaunsideyamanisoilifvlszasdiianeinnisTiaaassiaunmne
untiluniaanduuaziamsdanisanmidssi Meluasiuana uas TuUssmefiiamauga &
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o UszmaansgaEna US FDA [Hflngnunatnstavualigusznounis

was/ dinansfiownmd Fassesimanisollifelsradimnisssiudidnmaoindiniu
fABuNn Electronic Medical Device Reporting (eMDR) wdasinsnsanfiufiayasiseimnnisal
TiRsszaedfiyaainanuntsunnduasisssnansseunilnsaingls Wevindugmieya
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1
a

Databank on Medical Devices) iip3a039H3 189 HmAN30l i srasAfiiinannnstinsesile

g AlutlaqinulfinizmissmsuRareulusymeandn EU Winde uddalildanssom
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sruuhszdassndawnvduasislsemeaansganEnuaznguaname sy el szgndly
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FLAUFING WALMNIZANAULZUNaslsswavssa (1

2.3 AsTUIMMSAMSUNARS uvigEawEy q iAendiastufuslanlasnse
TulszmpansgawBnn US FDA Bifinnssausansnasmimgnisalbiftaszasdann
WaRdDame KAndoiadamNg Tasaansdiene Taedmindy gndieyafidundy CAERS
(CFSAN Adverse Event Reporting System) %@mifm\i’m CFSAN (Center of Food Safety and Applied
Nutrition) ifiiasmadnanmmdnaas US FDA fiszanunisdavinguiieaasanang sl dayatu
3 CAERS [Hannnssneemlnesinslsnesypainsninisumduaziuilnn uazainnissnesm
Mty lneilsrnountsnansioeiiaiunnis ol %L%mmfqum’ﬁﬁﬂﬂm CFSAN afimpnu
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wulssiduiymimnlaenderesndnd o sxiin1susafiniudednsell ansiu US FDA 819
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Tudannandosidngdunaneililuiiumiauniefonisansn o quin
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LLuuswmumqmsm’fﬁﬁmszmﬁLLuum;Tﬂswam US FDA

(Form FDA 3500)

PLEASE TYPE OR USE BLACK INK

U.S. Department of Health and Human Services

MEDWATCH

The FDA Safety Information and
Adverse Event Reporting Program

For VOLUNTARY reporting of
adverse events, product problems and
product use errors

Page 10of 3

Form Approved: OMB No. 0910-0291, Expires: 9/30/2018
See PRA statement on reverse.

FDA USE Ol

Note: For date prompts of “dd-mmm-yyyy” please use 2-digit day, 3-letter month
abbreviation, and 4-digit year; for example, 01-Jul-2015.

A. PATIENT INFORMATION

1. Patient Identifier | 2. Age [ vear(s) [] Month(s) 3. Sex 4. Weight
O Week(s) O Days(s) D Female
or Date of Birth (e.g., 08 Feb 1925) b
] male
In Confidence e Dkg

5b. Race (Check all that apply)
D Asian

[ Black or African American

5.a. Ethnicity (Check
single best answer)

D Hispanic/Latino
[J Not Hispanic/Latino

D American Indian or Alaskan Native
] white

D Native Hawaiian or Other Pacific Islander

B. ADVERSE EVENT, PRODUCT PROBLEM

1. Check all that apply
[] Adverse Event [ Product Problem (e.g., defects/malfunctions)
|:| Product Use Error I:‘ Problem with Different Manufacturer of Same Medicine

2. Qutcome Attributed to Adverse Event (Check all that apply)
[] Death  Include date (dd-mmm-yyyy):

[] Life-threatening

[[] Hospitalization — initial or prolonged

[] Other Serious (Important Medical Events)

|| Disability or Permanent Damage
[] Congenital Anomaly/Birth Defects

[l Required Intervention to Prevent Permanent Impairment/Damage (Devices)

3. Date of Event (dd-mmm-yyyy) 4. Date of this Report (dd-mmm-yyyy)

5. Describe Event, Problem or Product Use Error

(Continue on page 3)|

6. Relevant Tests/Laboratory Data, Including Dates

(Continue on page 3)

7. Other Relevant History, Including Preexisting Medical Conditions (e.g.,
allergies, pregnancy, smoking and alcohol use, liverfkidney problems, etc.)

(Continue on page 3)

C. PRODUCT AVAILABILITY

2. Product Available for Evaluation? (Do nof send product to FDA)

D Yes D No

D Returned to Manufacturer on (dd-mmm-yvvy)

D. SUSPECT PRODUCTS

Triage unit
sequence #
FDA Rec. Date
3. Dose or Amount Frequency Route
) ‘ ‘ ‘ ‘ ‘ ‘
” ‘ ‘ ‘

9. Event Abated After Use
Stopped or Dose Reduced?

4. Dates of Use (From/To for each) (If unknown,
give duration, or best estimate) (dd-mmm-yyyy)

# #1 [ Yes [ No [] Doesn't
# apply
5. Diagnosis or Reason for Use (indication) # [JYes [ ] No [] Doesn't
#1 apply
10. Event Reappeared After
#2 Reintroduction?
#1 []Yes [ No [] Doesn't
6. Is the Product 7. Is the Product Over- apply
Compounded? the-Counter?
P #2 []Yes [ No [] Doesn't
#1 [ves [No #1 [ves [No apply
#2 D Yes D No #2 D Yes D No
8. Expiration Date (dd-mmm-yyyy)
# - - E - -
E. SUSP DICAL DEVICE

1. Brand Name

2. Commeon Device Name 2b. Procode

3. Manufacturer Name, City and State

4. Model # Lot# 5. Operator of Device
[] Health
Catalog # Expiration Date (dd-mmm-vvvv) Professional
_ _ [] Lay User/Patient
Serial # Unique identifier (upy & | L Other

6. If Implanted. Give Date (dd-mmm-yyyy) |7.If Explanted, Give Date rdd-mmm-yyyy)

D Yes

9. If Yes to Item 8, Enter Name and Address of Reprocessor

8.Is this a si;gle-use device that was
reprocessed and reused on a patient?

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (Exclude treatment of event)

(Continue on page 3)

G. REPORTER (See confidentiality section on back)

1. Name and Address

1. Name, Manufacturer/Compounder, Strength (from product label) Last Name: ‘F"St Name:
#1— Name and Strength #1— NDC # or Unigue 1D Address:
City: ‘ State/Province/Region:
#1 — Manufacturer/Compounder #1 - lot# Country: ‘ZI P/Postal Code:
Phone #: ‘Email.
#2 — Name and Strength #2 — NDC # or Unique ID 2. Health Professional? | 3. Occupation 4. Also Reported to:
[J¥es [INo [ Manufacturer/
Compounder
#2 — Manufacturer/Compounder #2 — Lot# 5. If you do NOT want your identity c_lisclosed D User Facility
to the manufacturer, please mark this box: [] D Distributor/imparter

FORM FDA 3500 (10/15)

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.
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U.S. Department of Health and Human Services (CONTINUATION PAGE)
M E DWATCH For VOLUNTARY reporting of
The FDA Safety Information and adverse events and product problems

Adverse Event Reporting Program

FORM FDA 3500 (10/15) (continued) Page 3 of 3

B.5. Describe Event or Problem (continued)

B.6. Relevant Tests/Laboratory Data, Including Dates (continued)

B.7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, efc.) (continued)

F. Concomitant Medical Products and Therapy Dates (Exclude freatment of event) (continued)
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ANAKNKIN 9
Lmuswmumqmsm"ﬁiﬁaﬂszmﬁ'uuumi’m?wm US FDA

ﬁﬂ%ﬂ?ﬁﬁtﬁ@ﬁﬂdﬁﬂﬁu (Consumer-friendly) (Form FDA 3500B)

DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0291

r DA Food and Drug Administration Expiration Date: 9/30/2018
. (See PRA Statement on preceding

MEDWATCH Consumer Voluntary Reporting general information page)

(FORM FDA 3500B)

Note: For date prompts of “dd-mmm-yyyy” please use 2-digit day, 3-letter month abbreviation, and 4-digit year; for example, 01-Jul-2015.

Section A — About the Problem
What kind of problem was it? (Check all that apply) Did any of the following happen? (Check all that apply)

[] Were hurt or had a bad side effect (including new or |:| Hospitalization — admitted or stayed longer
worsening symptoms) [ ] Required help to prevent permanent harm (for medical
Used a product incorrectly which could have or led to a devices only)

roblem
isability or health problem
g Disabilit health probl

Birth defect
[ ] Had problems after switching from one product maker L . )
to another maker [] Life-threatening

[] Death (include date)(dd-mmm-yyyy):
Other serious/important medical incident (Please describe below)

[ Noticed a problem with the quality of the product

The pharmacist made a mistake and dispensed the wrong

Date the problem occurred (dd-mmm-yyyy) medication for my child

Spring

Tell us what happened and how it happened. (Include as many details as possible)

My child. Timmy, has autism spectrum disorder and he is monitored by the school nurse practitioner, Karen, when he is in school. Last year, his episodes of
agitation caused more disruptions in his classroom. Timmy's doctor was consulted and recommended a trial of XYZ Pharmaceuticals' ADHD medication. 1
mg tablet three times a day.

List any relevant tests or laboratory data if you know them. (Include dates)

None

For a problem with a product, including
+ prescription or over-the-counter medicine

+ biologics, such as human cells and tissues used for transplantation |j> Go to Section B
(for example, tendons, ligaments, and bone) and gene therapies

+ nutrition products, such as vitamins and minerals, herbal remedies, infant
formulas, and medical foods

+ cosmetics or make-up products
« foods (including beverages and ingredients added to foods)

For a problem with a medical device, including
+ any health-related test, tool, or piece of equipment
« health-related kits, such as glucose monitoring kits or blood pressure cuffs ED
+ implants, such as breast implants, pacemakers, or catheters

+ other consumer health products, such as contact lenses, hearing aids, and
breast pumps

Go to Section C
(Skip Section B)

Submission of a report does not constitute an admission that medical
personnel or the product caused or contributed to the event.

FORM FDA 3500B (10/15) MedWatch Consumer Voluntary Reporting Page 1 of 3
EF

For more information, visit http://www.fda.gov/MedWatch
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Section B — About the Products

Name of the product as it appears on the box, bottle, or package (Include as many names as you see)

ADHD medication

Name of the company that makes (or compounds) the product

XYZ Pharmaceutical

Is the Product Compounded? (Your health
professional may be able to help you identify whether
the drug was compounded.)

[]Yes

' | Is the Product
Over-the-Counter?

D No D Yes |:| No

Expiration date (dd-mmm-yyyy) Lot number

NDC number

Strength (for example,
250 mg per 500 mL or 1 g)

lmg

Quantity (for example, 2 pills,
2 puffs, or 1 teaspoon, etc.)
1 tablet

Frequency (for example,
twice daily or at bedtime)
Three times daily

How was it taken or used (for example,
by mouth, injection, or on the skin)?
By mouth

Date the person first started taking

or using the product (dd-mmm-yyyy): 01-Apr-2016

Date the person stopped taking or

using the product (dd-mmm-yyyy):

Did the problem stop after the
person reduced the dose or stopped
taking or using the product?

[]Yes []No

Why was the person using the product? (such as, what condition was it
supposed to treat)
Autism spectrum disorder

Did the problem return if the person started taking or using
the product again?

D Yes D No Didn't restart

Do you still have the product in case we need to evaluate it? (Do not
send the product to FDA. We will contact you directly if we need it.)

D Yes No

‘El:) Go to Section D (Skip Section C) ‘

Section C — About the Medical Device

Name of medical device

Name of the company that makes the medical device

Other identifying information (The model, catalog, lot, serial, or UDI number, and the expiration date, if you can locate them)

Was someone operating the
medical device when the
problem occurred?

|:| Yes
[] Neo

If yes, who was using it?

The person who had the problem
P P!
|:| A health professional (such as a doctor, nurse, or aide)

[ ] Someone else (Please explain who)

For implanted medical devices ONLY (such as pacemakers, breast implants, etc.)

Date the implant was put in (dd-mmm-yyyy)

Date the implant was taken out (If relevant) (dd-mmm-yyyy)

‘ [L> oo section D

For more information, visit http:/www.fda.gov/MedWatch

Submission of a report does not constitute an admission that medical
personnel or the product caused or contributed to the event.

FORM FDA 35008 (10/15)

MedWateh Consumer Voluntary Reporting

Page 2 of 3
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Section D — About the Person Who Had the Problem

TL (] Female | Year(s) [] Month(s)|(dd-mmm-yyyy)
Male [] Week(s) [ ] Day(s)

Person’s Initials Sex Age (specify unit of time for age) Date of Birth Weight (Specify lbs or kg)

(1k [k

Race/ Ethnicity (Choose only one) Race (Choose all that apply)
Ethnicity Hispanic/Latino [] American Indian or Alaskan Native [ ] Asian
[ ] Not Hispanic/Latino [] Native Hawaiian or Other Pacific Islander [ ] White

[] Black or African
American

List known medical conditions. (Such as diabetes, high blood pressure, cancer, heart disease, or others)

Autism spectrum disorder

Please list all allergies (such as to drugs, foods, pollen or others)

List any other important information about the person (such as smoking, pregnancy, alcohol use, etc.)

List all current prescription medications and medical devices being used.
XYZ Pharmaceutical's ADHD medication

List all over-the-counter medications and any vitamins, minerals, supplements, and herbal remedies being used.

‘l:l::) Go to Section E

Section E — About the Person Filling Out This Form

We will contact you only if we need additional information.

Last name First name
L Jane

Number/Street City and State/Province
111 street Columbia, MD

Country ZIP or Postal code
11111

100-555-1212

Telephone number Email address Today’s date (dd-mmm-yyyy)

Jane(@xxxxx.net 12-Dec-2016

Did you report this problem to the company that makes the product (the manufacturer/compounder)? [ | Yes

[X] No

If you do NOT want your identity disclosed to the manufacturer, place an "X’ in this box: (x]

Send This Report By Mail or Fax

Keep the product in case the FDA wants to contact you for more information. Please do not send products to the FDA. Mail or fax
the form to: MedWatch, Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 20852; FAX: 800-332-0178 (toll-free).

Thank you for helping us protect the public health.

For more information, visit http:/www.fda.gov/MedWatch Submission of a report does not constitute an_admission that medical
personnel or the product caused or contributed to the event.
FORM FDA 3500B (10/15) MedWatch Consumer Voluntary Reporting Page 3 of 3
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A& M3uLUsEnauN1s (Form FDA 3500A)

PLEASE TYPE OR USE BLACK INK

U.S. Department of Health and Human Services
Food and Drug Administration

MEDWATCH

importers. distributors
for MANDATO

For use by user-facilities,

Form Approved: OMB No. 0910-0291, Expires: 9/30/2018
See PRA statement on reverse.

Mfr Report #
and manufacturers

RY reporting

UF/Importer Report #

FORM FDA 3500A (10/15) Page 10f 3

FDA Use Only
Note: For date prompts of “dd-mmm-yyyy” please use 2-digit day, 3-letter month 3. Dose Frequency Route Used
abbreviation, and 4-digit year; for example, 01-Jul-2015.

A. PATIENT INFORMATION

#1‘ H

#2‘

1. Patient Identifier | 2. Age [ Yearts) [ ] Month(s) 3. Sex 4 Weight
[ week(s) []Days(s) [] Female
or Date of Birth (e.g., 08 Feb 1925) D Mal [
ale
In Confidence == Dkg

9. Event Abated After Use
Stopped or Dose Reduced?

4. Therapy Dates (If unknown, give duration) from/
to (or best estimate)) (dd-mmm-yyyy)

5.b. Race (Check all that apply)
D Asian

[ Black or African American

5.a. Ethnicity (Check
single best answer)

|:| Hispanic/Latino
[] Not Hispanic/Latina

|:| American Indian or Alaskan Native
1 wnite
D Native Hawaiian or Other Pacific Islander

B. ADVERSE EVENT OR PRODUCT PROBLEM

1. [] Adverse Event andior [_] Product Problem (e.g., defects/maifunctions)

# #1 [ Yes []No [] Doesn't

#2 apply

5. Diagnosis for Use (Indication) # [ ]Yes [ ] No [ ] Doesnt

#1 apply
10. Event Reappeared After

#2 Reintroduction?

#1 []Yes [ ] No [] Doesn't

2. Outcome Attributed to Adverse Event (Check all that apply)
[] Death _
|:| Life-threatening

[] Hospitalization — initial or prolonged

[] Other Serious (Important Medical Events)

Include date (dd-mmm-yyyy):

|| Disability or Permanent Damage
] Congenital Anomaly/Birth Defects

[] Required Intervention ta Prevent Permanent Impairment/Damage (Devices)

6. Is the Product 7. Is the Product Over- apply
Compounded? the-Counter?
# [ Yes [] No [] Doesnt
# Oyves [ONo | # Tves [INo apply
#2 DYes |:|No #2 DYes |:|N0
8. Expiration Date (dd-mmm-yyyy)
#1 — — #2 - —

3. Date of Event (dd-mmm-yyyy) 4. Date of this Report (dd-mmm-yyyy)

D. SUSPECT MEDICAL DEVICE

1. Brand Name

5. Describe Event or Problem

1. Name, Manufacturer/Compounder. Strength

2. Common Device Name 2b. Procode
3. Manufacturer Name, City and State
4. Model # Lot # 5. Operator of Device
(Continue on page 3) [] Health
6. Relevant Tests/Laboratory Data, Including Dates Catalog # Expiration Date (dd-mmmwwv) Professional
_ _ [ Lay User/Patient
Serial # Unique Identifier (UDI) # L Other
6. If Implanted. Give Date (dd-mmm-yyyy) |7.If Explanted. Give Date (dd-mmm-yyyy)
(Continue on page 3) - - - -
7. Other Relevant History, Including Preexisting Medical Conditions (e.g., 8. Is this a single-use device that was
allergies, pregnancy, smoking and alcohol use, liver/kidney problems, etc.) reprocessed and reused on a patient? Oyes [ONo
9. If Yes to Item 8, Enter Name and Address of Reprocessor

(Continue on page 3)

C. SUSPECT PRODUCT(S)

10. Device Available for Evaluation? (Do not send to FDA)
D Yes D No |:| Returned to Manufacturer an: _

#1 — Name and Strength #1 — NDC # or Unique ID

11. Concomitant Medical Products and Therapy Dates (Exclude treatment of event)

#1 — Manufacturer/Compounder #1 - Lot #

#2 — Name and Strength #2 — NDC # or Unique ID

ue on page 3

E. INITIAL REPORTER

#2 — Manufacturer/Compounder #2—Lot# 1. Name and Address
Last Name: |F\rst Name:
2. Concomitant Medical Products and Therapy Dates (Exclude freatment of event) Address:
City: | State/Province/Region:
Country: |ZIP!P05taI Code:
(Continue on page 3)|| | Phone #: |E"‘a"

— - — - 2 Health i St 4. Initial Reporter Also Sent
Submission of a report does not constitute an admission that medical Pr jonal? 3. Oceupation (Select from i) Report prDA
personnel, user facility, importer, distributor, manufacturer or product
caused or contributed to the event. L yes [Ine I | D ves Clmo [ unk
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FORM FDA 35004 (10/15) (continued)
F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)

1. Check One
[ User Facility [ Importer
3. User Facility or Importer Name/Address

2. UF/importer Report Number

4. Contact Person 5. Phone Number

6. Date User Facility or
Importer Became Aware
of Event (dd-mmm-yyyy)

7. Type of Report

[] Initial

[ Follow-up #
10. Event Problem Codes (Refer [o coding manual)

8. Date of This Report
(ad-mmm-yyyy)

9. Approximate
Age of Device

Patient |_ | | _ ‘ ‘
Code
Device | |_ | | _ ‘ ‘
Code
11. Report Sent to FDA? (If Yes, 12. Location Where Event Occurred
enter date (dd-mmm-yyyy)) [] Hospital [[] Outpatient
[Jves - Diagnostic Facility
—— ——— ————| []Home
e Ow H Ambulatory
ursing Home il
13. Report Sent to Manufacturer? (if Surgieal Facity
Yes, enter date (dd-mmm-yyyy)) O g;’éﬁ;‘;em Treatment
[ yes _ _
— ——— ———— | []Joter
[[INo (Specify)

14. Manufacturer Name/Address

G. ALL MANUFACTURERS

1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number
Name
3. Report Source
Address (Check all that apply)
[] Foreign
[] study
[] Literature
Email Address [] censumer
[] Health Professional
Compounding Outsourcing Facility 50387 I:‘ Yes D User Facility
4. Date Received by [[] Company
Manufacturer (dd-mmm-yyyy) NDA # Representative
T ANDA # |:| Distributor
6. If IND, Give Protocol # IND # [[] other
BLA #
PMA/
7. Type of Report 510(k) #
(Check all that apply)
[]5day [ ]30-cay Combination
[]7-d [] Periodic Proguct L1 Yes
ay
[]10aay []nital Pre-1938 [ | Yes
[] 15-day [] Follow-up # oTc []Yes
9. Manufacturer Report Number | 8. Adverse Event Term(s)

Page 2 of 3

H. DEVICE MANUFACTURERS ONLY

D Not Returned to Manufacturer

[]es

7] No (Attach page to explain why not) or
provide code:

[ Evaluation Summary Attached

1. Type of Reportable Event 2. If Follow-up, What Type?
[] Death [] correction
[ serious Injury [] Additional Information
] Malfunction [] Response to FDA Request
[ ] Device Evaluation
3. Device Evaluated by Manufacturer? 4_Device Manufacture Date

(dd-mmm-yyyy)

5. Labeled for Single Use?

[]ves [INo

6. Event Problem and Evaluation Codes (Refer fo coding manual)

Patient
Code

Device
Code

Method

Results

Conclusions

7_If Remedial Action Initiated, Check Type

[ Recall
[ Repair

"] Replace

[ Notification

[] Inspection
[] Patient Monitoring

Usage of Device
[ nitial Use of Device

[ reuse

[7] Unknown

[] Relabeling

D Other:

D Modification/
Adjustment

9_1f action reported to FDA under

21 USC 360i(f), list correction/
removal reporting number:

10. [[] Additional Manufacturer Narrative

and / or

11.[] Corrected Data

This section applies only to requirements of the Paperwork Reduction Act of 1995,
The public reporting burden for this collection of information has been estimated to average 73
minutes per response, including the time for reviewing instructions, searching existing data
sources, gathering and maintaining the data needed, and completing and reviewing the collection
of information. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggestions for reducing this burden to

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

OMB Statement: "An agency may not
conduct or sponsor, and a person is not
required to respond to, a collection of
information unless it displays a currently
valid OMB control number.”

Please DO NOT RETURN this form to the above PRA Staff email address.
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(CONTINUATION PAGE)
For use by userfacilities,
importers, distributors, and manufacturers

ME DWATC H for MANDATORY reporting

FORM FDA 3500A (10/15) (continued) Page 3 of 3

B.5. Describe Event or Problem (continued)

B.6. Relevant Tests/Laboratory Data, Including Dates (confinued)

B.7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.) (continued)

Concomitant Medical Products and Therapy Dates (Exclude freatment of event) (For continuation of C.2 andfor D.11; please distinguish)

Other Remarks
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Australian TGA (Blue Card)

) TGA use only
Australian Government

SR Department of Health
Therapeutic Goods Administration

Report of suspected adverse reaction to medicines or vaccines

See statement about the collection and use of personal information overleaf, and please attach any additional data to this form

Patient initials or medical record number: Sex: Ml:l FD Date of birth or age:
Weight (kg):

Suspected medicine(s)/vaccine(s)

Medicine/vaccine Dosage Date begun | Date stopped| Reason for use

(please use trade names; include (Dose number for

batch number and AUST R or vaccines eg 1

AUST L number if known) DTP)

Other medicine(s)/vaccine(s) taken at the time of the reaction

Medicine/vaccine Dosage Date begun |Date stopped | Reason for use

Reaction(s): Date of onset of reaction (for vaccines time after administration):

Describe: (please provide as much detail as possible and include any results of relevant laboratory data and other investigations)

Seriousness: Life threatening[ | HospitalisedD Required a visit to doctor |:|

Treatment of reaction:

Outcome: Recovereth:l) Date: f / |Not yet recovered |:|| FatalD) Date: / ! |Unknown D

Sequelae? No[ ]  Yes[_]»Describe:

Reporting:  Doctor[_] Pharmacist|_] Other[ ]  |Contact details (email or phone)
Name:
Address:
Signature:
Postcode: Date:
Thank you for taking the time to complete this form PTO
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u,uus'rm'mmQmsm"’faiﬁmszm Aaa9 Singapore HSA

CONFIDENTIAL

' HSA SUSPECTED ADVERSE DRUG REACTIONS 4pZ )

Health Sciences Authority Safer Medicines Through Reporting {/W’affh

I-PARTICULARS OF PATIENT

Patient’s initials: Record no./NRIC/Passport no.: ‘ ‘ ‘ ‘ ‘ ‘ ‘ ‘ ‘ ‘

Age:—_vears Weight: — kg Ethnic group: D Chinese l:‘ Indian |:| Malay l:‘ Eurasian
Sex: [ ] Female L] male D Others (Please specify):
II-DETAILS OF ADVERSE DRUG REACTION (ADR)
Qutcome: D Recovered (Date): D Not yet recovered
Date of onset: ‘ ‘ ‘ ‘ ‘ ‘ ‘ U Fatal pate of death): — [ Unknown

(dd/mm/[yy)
Sequelae (any permanent complications or injuries as a result of the ADR):

[] Yes [] No [ ] Unknown

Description of ADR(s):

Dosage Frequency Route stgﬂ:d Laiie

Suspected drug(s)

(Please specify brand name if known.
For vaccines, please indicate batch no.)

stopped Indication(s) for using drug

Other drugs (including complementary medicines, consumed at the same time and/or 3 months before)

‘

Other relevant information: e.g. medical history, allergies, pregnancy, smoking, alcohol use, rechallenge (if performed). Please enclose any relevant laboratory results,

II-MANAGEMENT OF ADVERSE REACTION

Hospitalisation (following the ADR): D Yes D No D Already hospitalised before ADR occurred
Do you consider the reaction to be serious? D Yes |:| No

If yes, please indicate why the reaction is considered to be serious (please tick « all that apply):

|:| Patient died due to reaction D Involved or prolonged in-patient hospitalisation

|:| Life threatening D Involved persistent or significant disability or incapacity

[] Congenital anomaly ] Medically significant, please give details:

Treatment given: L ves [no (If yes, please specify):

IV-PARTICULARS OF REPORTER Name and address of place of practice
Name: Signature:
Profession: Date:
Contact no: Email address: Ref No. (for official use
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