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CURRENT LEGISLATION - AER REPORTING )
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MESSAGING FLOW -
EEA reports (option 1)

EudraVigilance Veterinary

Message

Competent AE report
® AE report \® Authority E j

NCA mailbox

EVVET Central DB
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CURRENT LEGISLATION - AER REPORTING .
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MESSAGING FLOW - EEA reports (option 2)

MAH EudraVigilance Veterinary

Message
TAE report —> /\]
(¢ :
P — e = [

EVVET Central DB
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CURRENT LEGISLATION - AER REPORTING .
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MESSAGING FLOW-

non-EEA reports

Message

AE report

g

'h —> MAH

EudraVigilance Veterinary

el

EVVET Central DB
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LEGISLATION FROM JANUARY 2022 - AER REPORTING -

EUROPEAN MEDICINES AGENCY

MESSAGING FLOW
ALL reports

Message

AE report \®
- — NCA > /\]
m —_ -

MAH >

EudraVigilance Veterinary

EVVET Central DB

Classified as public by the European Medicines Agency




-+
=
[q)
£
0]
o
©
=
©

=
)
0
)
O
O

<

EVVET COMPONENTS

Authentication & Authorisation

Access Policy

Create AER = Submit AER View AER Process & load
Import/ FOIIow—up .
Export AER Search AER Business Rules

UPD integration

Post AER Bulk export m NCA Re-routing

NCA Re-routing
improvement

Compliance

Dashboard MAH Dashboard

Signal detection = Public Dashboard

Signal evaluation = Pate[eljd[e]aF=INg=Ts]6] g

Data stratification

Data Processing

Products & Substance [ gele[8[e &R 0ok = g [l
i i Recod. Improvements

E 28t of Jan 2022

RMS integration Automaster

_ Post 28t of Jan 2022
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DATA COLLECTION - EVVET (1)
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v AEMessage + @ Animal/Human Data(®)
v AEReport#1 g H © 1
v A - Administrative and Identification Information @ iumber of A Affects
1
> A2 Marketing Authorization Holder (MAH) @
> A3 Person(s) Involved in AER @ Attending Veterinarian's Assessment of Health Status
A.4 AER Information @
Dog &
~ B - Description of Animal Data Information @
B.1 Animal Data Breed@
v B.2 VMP(s) Data and Usage + @
Akita &
> VMP#1 g ® O
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DATA COLLECTION - EVVET (2)
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B.1 Animal Data B.3 Adverse Event Data ©
v B.2 VMP(s) Data and Usage + B.5 Assessment of AE
v VMP#1 g ® B.6 Report Mumber(s) of Linked Report(s)

» B.2.1 Registered or Brand Name B.7 Supplemental Documents
» B.2.2 Active Ingredient(s) +
» B.2.3 Lot Number +

B.2.4 Who Administered the VMP

B.2.5 Use According to Label

B.3.9 Previous Exposure to the VMP

B.3.10 Previous AE to VMP

B.4 Dechallenge-Rechallenge Information
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DATA COLLECTION - EVVET (3)
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MNarrative of AE *

Adverse Clinical Manifestations (3)

Application site abscess £

©)] Actual

Lethargy &

Qa®

@ Actual

+ Add

Day, Month and Year

0 ®

<12 hours

Duration of AE(Z)
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DATA COLLECTION - EVVET (4)
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Label Usage

Use According to Labe Was the animal underdosed?

Explanation for Off-Label Use@

Nas the treatment regimen Off-label?

Nas the indication Off-label?

Was the route of administration Off-label?

; Was the storage condition Off-label?

Was the animal overdosed?

10
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DATA ANALYSIS - METHODOLOGY (1)
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1w INErOAUCHION e e eeeenne s vennes 2]
2= AdmMiniStrative PrOCESS .o TR eeeecmemeemeneenenneneenens 2]
Fe Where doTstart?. e TR ]
3.1 —+ Relevant-3PCs-used-a5 8- Teferenie oo T e e e eeen 2 ]
3.2 -+ Running-pre-defined-queries-in-EVVET-DWH b 2]
321 = Get-an-overview-of-the-data-forthe-product e P 2]

Eh |

4 SCreening-procedure oo ]

3.2.2 = Signal-detection-QUEries ...

4,1 —+ Identify-issues-that-might-need-urgent-attention ..........ome .. 31
4.2 - Labelled-AEs-should-be-identified ... 3]
4.3 —+ AEs-indirecthy-covered-by-thelabelling. ... 3T
4.4 -+ Identify-ongoing-or-closed-signals.... O OUOTOTO OO »
4.5 -+ Identify-which-VedDRA-terms-should-be- |nveat|gated ]

451 =+ AEs-with-an-high-ROR{-},-high-ROR-or-with-a-unusual-(high,-rare -unexpected)-number-
of-reports-are-candidates-to-be-selected-for-evaluation ... ¥l 3

4.6 -+ Consider-the-possible-association-with-the-product-at-report-level-for-each-
of-the-signals-investigated ... ]

46,1 = BUn-a - linelistinmg .o B 2]
4.6.2 » Confounded-by-diSease e B 59
4.6.3 -+ Confounded-by-medication ... e 3 |
B85, 8 = MASKIMD e e enenenne D]

5—+ Duplicates.... eeeeeeeeeee e eeemeeemeemet s T seees s s es e seeneeseemeeesesresnsnnes ]
G-+ How-to- keep ‘track-of- |nvestlgated 5|gnals eememeeeenen e TR res e 5]

aa
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DATA ANALYSIS - METHODOLOGY (2) &)

12

Overview of data:
Number of reports, data distribution, eg. Species, geographic
origin

Identify which AEs should be investigated

Focus on VeDDRA terms not included in the SPC taking into
account:

» Relative frequency of the VeDDRA terms

* Nature and severity of the VeDDRA terms

Identify issues that might need urgent attention

Screen the data for issues that may require urgent
consideration e.g. human reports, or high numbers of animal
deaths.

Consider the possible association with the product at
report level for each of the signals investigated:

* Geographic origin

+ Breed

* Age

+ Other reactions reported

« Time to onset, detailed dose, and route of administration
+ Off label use?

* Narrative

EUROPEAN MEDICINES AGENCY

Many signals might be due to confounding factors. These
are mainly of two types, confounding by disease (indication)
and confounding by medication:

Confounded by disease

This is when it is considered that the AE might be regarded
as symptoms of the disease the product has been
administrated for, and not as a reaction to the product
itself. However, it is important to consider that when the AE
is typical for the indication it may also denote aggravation
of the disease. Clinical judgment should be used.

Confounded by medication
This is when it is considered that the AE may be due to
concomitant medication.

Classified as public by the European Medicines Agency



DATA ANALYSIS - EVVET DWH

EUROPEAN M

Filters selection page (1)

| 4
sional detection d==hbo=rd

Filters b Owerview of AERs per product/active suhslance;‘ATD.l"EI'\{ Signal detection {with 2 RORs, up to Date 2 and up to Date 1)\{ Static ROR Evaluation

Signal detection dashboard

1. Product information {Required)

Active substance |-

[4

Product short name

Product authorisation number |--

Reported authorisation number |--

Product composition {Type = Composition) |--

Product composition (Type = Strength)

[KINCIR (IR O CIRCIR O IR T

Product composition {Type = Formulation) |-- elect Value——

Product composition (Type = Pharma Product)

2. Message received date range {Required)

Message received date Between [19/02/2020 &y - [19/03/2021 |z

Classified as public by the European Medicines Agency



DATA ANALYSIS - EVVET DWH

EUROPEAN MEDIC

Filters selection page (2)

2. Report filter { Required, only apply for signal detection and static ROR)

Human or animal EdAnimal EdHuman

4. Optional report filters

Original received date E!et-.-.'eenl |E’E'B-| ||‘—";("B
Start date of reaction/event E!et-.-.'een| |E’E'B-| ||‘—";("B

Authorisation procedure | =

Species
Breesd

Occurrence region Information type |'-

Occurrence country

Organisation

Report type Exclude lack of efficacy [ Ye

Hide known VedDRA terms [ Ye

(ORI I IR O CIN COR
[N IR (I CIN IR O CIRT

wmow

Serious

Is off label

Indication []Yes Product expired []Yes Storage [ Yes Treatment []Yes Other issue []Yes
I MNe Mo O No I No I No
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Classified as public by the European Medicines Agency



DATA ANALYSIS -

JICT/ACTIVE SUBSTANCE/ATCVET CODE

EVVET DWH

EUROPEAN ME

15

Species a
[ Humber of cases |
GREEMLAND

[C3

o KaZAKHSTAN [
= L5
IRAMN
LIBYA

MDA

Analyze - Refresh - Print -

iy
i
]
=N
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DATA ANALYSIS - EVVET DWH
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Product Hierarchy Level | Medicinal product shortname

16

Classified as public by the European Medicines Agency

Human or animal | Animal Human Number of cases Number reacted
Seriousness |Yes No Unknown
Mumber of cases |Mumber reacted |Number of cases | Mumber reacted |Number of cases | Mumber reacted
Medicinal product shortname |Qccurrence region [Occurrence country

EEA Belgium 1 1 1 1
Denmark 1 1 1 1

France 25 25 33 43 1 1 59 69

Germany 5 1 5 5 1 1 11 17

Ttaly 2 2 2 2

Netherlands 2 2 1 1 3 3

Norway 1 1 1 1

Portugal 4 4 4 4

Spain 6 7 1] 7

Sweden 1 1 1 1

Non EEA Australia 2 2 2 2
Brazil g g 9 9

Canada 19 19 19 19




DATA ANALYSIS -EVVET DWH
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Signal detection with 2 RORs - Type of AEs reported for product or substance (1)

Product Hisranchy Level | Medicnal product thorinama

Dabe 1: 19/02/2020
Dabe 2: 19/03/2021

cat v
Hedicinal product A \VadORA SOC name VedORA BT name Mumber of cases bebween date 1 and date | Wumber reacted between date 1 and date |ROR [-) untd date RO untdl date | ROR {+) untid date
shortname i i 1 r i

_ Behavicural disorders Agaression 2 2 1.80 .14
Aniety 2 | 2 178 .12

Behawvinural desorder 05 5| 5 138 1.58

Groaming disonder | s 14.88 18,10

Hadurinabon (i Hi& Wik

Hivperactniby 13 662 7.93

Lal mutlation | WA H/A

Vocalsation 5| 141 228

Blood and lmphatic system Other blood disorder NOS o A H/A

ST Other coagulation abnarmality 1 Hi& W&

Cardio-vascular system Ssonders B iy candsa 0 W/ /A

Cardiac arrest i | A H/A

Cardiag insufficiency 0 MJA H/A

Cirglatory shock 1 MR WA

Hypobension 0 382 4,70

s [ | Ml ML

Pencardial effusion 1 1 WA

Tachwcardia 248 240
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DATA ANALYSIS -EVVET DWH

EUROPEAN MEDICINE

Signal evaluation: Species/breed, age, weight, time to onset, off label use analysis

Home | Catalog | Favorites ~ | Dashboards ~

Fiters  Animal data  Product information  Product association  Associated VedDRA  Link to VPhS
Number of cases Animals affected Animals died
565 1,360 210
Number of cases by time to onset Number of animals affected and died over years (LAST 10 YEARS)
1800
146 1500
1200
Number of
W <= 2 minutes I animals
u 900 ded
283 Number of
2 animals
affected
“ W <= 30 days £
> 30 days
2 300
* 1
2 ol =
2 2014 2015 2016 2017 2018 2019 2020 2021
Number of cases Message received year
Switch to table
Top 10 - Number of cases by species Number of cases by species and off label use
15 use according to label Yes No Mo Data
Cat 16 10 13
Dog 163 4 [ 7"
Dog s26 Color Number of cases Low Il tigh
Switch to table
g
g
3
a
&
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DATA ANALYSIS -EVVET DWH (2)
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Number of cases by species and breeds

Species Dog/ V) Species Dogl %
Age range Mumber of cases Number of animals affected Number of animals died Weight range  Mumber of cases Mumber of animals affected Mumber of animals died
0-0.49 years 11 11 4 0-4.999 kg 100 895 141
0.5-0.99 years 14 14 2 10-24.999 kg 160 160 20
1-6.99 years 275 279 21 25-44,999 kg 133 133 25
13 and over years 33 33 6 45-69.999 kg 16 16 4
7-12.99 years 151 152 40 5-9.989 kg 116 116 11
Unknown 38 832 128 70 and over kg 1 1 0
Species Dogw Age range 0-0.4% years hd Species Doglw Weight range  0-4.999 kg w
Breed Mumber of cases Mumber of animals affected Numbe
Breed Mumber of cases Mumber of animals affected Number of animals died  pkita 1 1
Alaskan Malamute 1 1 0 Beagle 2 2
Chihuahua 1 1 0 Berger Picard or Sheepdog - Picardy 1 1
Collie - Border 2 2 0  Borzoi 1 1
Crossbred Caning/dog 4 4 2 Boxer (German Boxer) 2 2
Shepherd Dog - German 1 1 1  Chihuahua 8 8
Spaniel - Cocker American 1 1 0 collie - Border 2 2
Unknown 1 1 1 Crossbred Canine/deg 19 19
Dachshund - Miniature 1 1
Dog {other) 7 7
Maltese 5 5
Papillon - Spaniel - Continental Toy (with erect ears or with dropped ears (Phaléne)) 2 2
Pekingese 1 1
Pointing Dog - Hungarian Short-haired (Vizsla) 1 1
Poodle - Toy 1 1
Pug 1 1
Retriever - Golden 1 1
Retriever - Labrador 1 1
19
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DATA ANALYSIS -EVVET DWH
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Product information (Geographical, information type and pharma form breakdown)

Number of cases by information type MNumber of cases over year (LAST 10 YEARS)

Medicinal product shortname|» Medicinal product shortname|w

Medicinal product shortnam- Information type Both safety and lack of expected effectivenass/w

Medicinal product shortname

18 3,000
9
15 2,500 o)
S 2,000 &
3 3
Both safe = =
g 2nd lack o z 2 1,500 §
expected 0 =
effectiveness £ =
z 6 1,000 2,
W Safety issue §
-]
3 500
]
2016 2017 2018 2019 2020
556 Message received year
Number of cases |l Number of cases Cumulative number of cases

20
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DATA ANALYSIS -EVVET DWH
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Product information (Geographical, information type and pharma form breakdown)

Number of animals affected by pharmaceutical form or active substance

Pharmaceutical product form|s

Species Cat |w Information type Safety issue/w

Animal Number of AERs Number of animals affected Number of animals died

Pharmaceutical product form Occurrence region Occurrence country (U) Mumber of AERs Mumber of animals affected Number of animals died
CHEWAEBLE TABLET Mon EEA UMITED STATES 3 3 0 3 3 0
SPOT-ON SOLUTION EEA FRAMCE 2 2 0 2 2 ]
GERMANY 2 2 1 2 2 1
Mon EEA AUSTRALIA 3 3 1 3 3 1
BRAZIL 1 1 1 1 1 1
CAMADA 1 1 0 1 1 ]
MEW ZEALAND 1 1 1 1 1 1
SOUTH AFRICA 2 2 1 2 2 1
UMITED KINGDOM 1 1 0 1 1 ]
UMITED STATES 25 25 4 25 25 4
Grand Total 39 39 9 39 39 9

Esturn - Analyze - Print - Export




Publication of data - EMA WEBSITE
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Medicines v Human regulatory Committees News & events Partners & networks

Pharmacovigilance

page
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Veterinary regulatory

Overview

Post-authorisation

Availability of veterinary
medicines

Certificates for products
Compliance
Parallel distribution
Pharmacovigilance
Guidance
EudraVigilance
Public bulletins

Post-authorisation
procedural Q&A

Referral procedures

Variations

Research and development Marketing authorisation

Pharmacovigilance [z

Table of contents

« Incident management plan

= Annual bulletins

* Pharmacovigilance regulatory recommendations for centrally authorised veterinary medicinal
products

Veterinary pharmacovigilance concerns monitoring, evaluating and improving the safety of
veterinary medicines, with particular reference to a in animals and human
beings related to the use of these medicines. It also involves collection of information on
adverse events due to off-label use and investigations of the validity of the withdrawal period
and of potential environmental problems.

The veterinary pharmacovigilance system in the European Union (EU) aperates with the management
and involvement of national competent authorities, the European Commission and the European
Medicines Agency (EMA), in collaboration with the marketing-authorisation holders for the medicines.

The Agency has a coordinating role within the EU veterinary pharmacovigilance system and provides

advice to ensure the safe and effective use of veterinary medicinal products.

Incident management plan



https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/pharmacovigilance#pharmacovigilance-regulatory-recommendations-for-centrally-authorised-veterinary-medicinal-products-section

Publication of data - EMA WEBSITE

nual bulletins

The Agency publishes annual public bulletins to inform vetennarians and the public of the main
outcomes of post-marketing surveillance activities for veterinary medicines in a calendar year. The
bulletin summanses recommendations to amend safety warnings and highlights ongoing monitoring
activities for centrally authorised products.

The 2019 veterinary pharmacovigilance bulletin provides an overview of the new wamings and
recommendations agreed for Centrally authorised veterinary medicinal products during 2019. It is also
highlighting the ongoing monitoring of potential specific events. The bulletin’s aim is to inform
veterinarians and the general public of current pharmacovigilance issues. It also contains an overview of
other main p events during 2019, which were discussed by the |
warking part

» [0 Veterinary pharmacovigilance bulletin 2019

The bulletin also includes a summary of the discussions and agreements by the Pharmacovigilance
Waorking Party regarding pharmacovigilance issues concerning nationally authorised veterinary
medicines,

For previcus bulletins, see:

» Public bulletins: Vetennary pharmacovigilance

23

Pharmacovigilance regulatory recommendations for centrally authorised
veterinary medicinal products

In addition to the annual pharmacovigilance bulletin, the pharmacovigilance regulatory
recammendatmns include the changes agreed by CWMP during the year following the assessment of

data for «

Pharmacovigilance-related regu EtDI'y recommen clat-:rr for centrally authorised veterinary
medicinal products during 2021 (PDF/30.8 KB)

First published: 22/02/2021
EMA/CYMP/PhVWP/103691,/2021

Pharmacovigilance regulatory recommendations for centrally authorised veterinary medicinal
products during 2020 [PDF/140.43 KE)

First published: 2
Last updated: 15/
EMA/112926/2020

The document is updated monthly and is part of an ongoing effort of the Agency to accelerate and
facilitate the communication to the stakeholders of regulatory actions related to the safe and efficacious
use of centrally authorised products.

Classified as public by the European Medicines Agency



Publication of data — Public bulletin
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2. Adverse events in animals and humans involving centrally

authorised products

There are now 211 CAPs that have marketing
authorisations valid across the entire EU. An
overview of the products and detailed
information on each product, including the
summary of product characteristics, is
accessible on the EMA website
http://vrvn.ema.europa.eufemal).

A total of 33,655 adverse event reports
following exposure to CAPs were received in
2019, Of these, 32,797 adversa avent reports
related to animals and 859 related to humans.

AN £LA rnporn por o

-n-llﬂili

Blesiage keceived Faar

Sumber of repacts

Figure 1. Totzl number of adverse events for
centrzlly authorised products reported to
EVVet from within and outside the EU/EEA
betwiesn 2011 and 2019
A long-term, year-on-year increase in adverse
event reporting (Figure 1) can be observed,
which generally reflacts the increasing number
of CAPs authorised. In addition, in 2018 and
2019 we observe & significantly higher number
of reports from non-EU/EEA countries, which is
partly linked to the number of non-serious
reports submitted to Evivet either on a
voluntary basis by MAHs which have
implemented the ravised recommendation on
basic surveillance that encourages reporting
non-serious reports. Reports were received from
a total number of 71 non-EU/EEA countries with
the highest number of reports coming from the
United States of America (11,811), Brazil
(4,060), Canada (2,279), Australia {1,320),
South Africa (245) and Japan (215).

The overall increase and volume of reports
enhance the ability to investigate
pharmacovigilance data and contribute to the
robustness of the evaluation and helps obtain
useful information on the use and safety of
WMPs, The majority of the reports concern
companion animals, with adverse event reports
in dogs and cats accounting for 87% of the
«casas, Further descriptive statistics regarding
the reports received in 20135 can be found in
Annex 1.

During 2013, the CYMP and its PhVWP-V
evaluated 15% PSURs. Further, the continuous
menitoring of centrally authorised VMPs through
signal detection identified approximately 740
potential safety signals or lack of expected
efficacy events for consideration/investigation.
All signals detectad were further analysed and,
for some products, have led to the
recommendation to add additional warnings to
the product information (PI). Howsver, for most
signals the analysis concluded that the observed
signs were either not likely to be associated
with the use of the product, were expected
following use of the product and/or were
adequately addressed in the product
information, For a small number of signals
analysed a potential causal relationship with the
preduct administered could not yet be excluded
and these issues remain under investigation in
2020 (see tables under section 3).

Saventy-six pharmacovigilance requests for
information were received, in addition to 43
requests for access to document (i.e. requests
to release EVet line listings & PSURs), the
majority of the requests concerned potential
safety issues related to anti-parasitic products
in dogs and cats.

ROPEAN MEDICINES AGENC

3. Findings and recommendations for centrally authorised
veterinary medicinal products

During 2013, the continuad monitoring of signals and evaluation of PSURs resulted in the following
findings and recommendations.

3.1. Companion animals

m_{

Product name
(active substance)

Regulatory actions and
recommendations for the MAH in
2019

Suspected adverse events that
continue to be monitored in
2020°

Activyl
(indoxacark)

Blindness in relation to the oral
ingestion in cats, neurclogical signs
in dogs (blindness and deafnass),
gastrointestinal reactions, allergic
reactions, lethargy and ancrexia in
dogs and cats

Activyl Tick Plus

Hypersansitivity, convulsions,

(indoxacarb/ seizures, myoclonus, permethrin

permethrin) intoxication in cats (medication
arror), espacially in the EU/EEA

Advocate Convulsions, ataxia and muscle

(imidacloprid/ tremor

moxidectin]

Apoquel Seizures and convulsions

(oclaticinib)

Bravecto tablets | Update section 4.6 of the SPC by adding Meurclogical disorders, hepatopathy,

(fluralanar}

the following adverse reactions:

Lethargy, muscle tremor, ataxia and
convulsion have been reported very rarely
in spontaneous reports.

Most reported adverse reactions were self-

Bravecto spot-on
(Fluralaner)

limiting and of short duration,

death, congenital eye disorders.
potential birth defects in dogs,
ataxia in cats, haemorrhagic
diarrhoea as cases with death
outcome have been reported after
haemorrhagic diarrhoea in dogs
Behavioural disorders, dyspnoea and
hepatopathy in cats,
convulsions/seizures in cats and
convulsions/seizures, tremars and
ataxia in dogs

Bravecto Plus
{Fluralaner)

Update saction 4.6 of the SPC by zdding
the following adverse reactions:

Tremors and anorexia have been reported
vary rarehy after the use of this product
basad on post marketing safety
experience [pharmacovigilanca].

Broadline
(fipronil, 5-
methoprena,
epinomectin,
praziquantel}

Behavioural disorders, dyspnoea and
hepatopathy in cats,
convulsions/seizures in cats

Update section 4.6 of the SPC by adding
the following adverse reactions:
Transitory blindness or impaired wvision
have been observed in very rare cases
based on post marketing safety
experience,

Neurological signs, death, blindness,
LEE and human cases

Canigen
L4/ Nobivac (for
activa
immunisation of
dogs against

Leptospira)

Monitor the impact of age, weight,
breed/genstic predisposition on
anaphylactic reactions, sudden
death and immune-mediated
reactions (Immunes mediated

haemolytic anasmia and immune

“This section includes adverse events that are under investigation and for which the potential causal associstion hes not

el been estabishen.

- -
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Pharmacovigilance-related requlatory recommendations for centrally authorised
veterinary medicinal products during 2021 (Updated monthly)

Please note that the recommendations shown in this document may not reflect the exact final wording that will appear in the actual package leaflet that still
neads to be implemented by the marketing authorisation holders.

Previous regulatory recommendations and ongoing procedures are outlined in Pharmacovigilance regulatory recommendations for centrally authorised
veterinary medicinal products during 2020 (EMA/112926/2020)

Product CVMP meeting Recommendation - SPC change

(active substance(s)) date

Felisecto Plus 15-17 February | section 4.6 of SPC for Felisecto Plus (additions to text in bold, deletions in strikethreteh):
(Selamectin/Sarolaner) 2021

Use of the veterinary medicinal product may result in mild and transient pruritus at the application site. Mild
to moderate alopecia at the application site, erythema and drooling have been uncommonly observed.

Neurological signs (convulsions, ataxia) and gastrointestinal signs (emesis, diarrhoea) have
been reported very rarely based on post-marketing safety experience. In most cases these signs
are transient.

25
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Publication of data — ADR website

http://www.adrreports.eu

EudraVigilance - European database
of suspected adverse drug reaction reports

Home Understanding reports Search Switch to Human

Search

For centrally authorised medicines, access to reports is granted both by the name of the medicine or the name of the active substance.

For non-centrally authorised medicines, access is granted based on the name of the active substance only.

Suspected adverse drug reaction reports

Suspected adverse drug reaction reports

for Products for Substances

Browse A - Z

A B C D EF G HTI J KL M N

O P Q RS T WUV W X Y Z 09

Home | Contacts | Browser compatibility and Javascript

o EUROPEAN MEDICINES AGENCY
SCIENCE MEDICINES HEALTH

26

Eudre
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Human regulatory

Veterinary regulatory Committees v News B events ~ Partners B networks About us

Veterinary regulatory

Overview

Post-authorisation

Availability of veterinary
me es

Certificates for products
Compliance
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* Release of data

* Electronic submission of adverse reaction reports
« Controlled terminology for electronic reporting

* Recommendation on data surveillance

b for

ce is the data-processing network and d
managing and analysing information on suspected adverse reactions to medlcmes which
have been authorised in the European Economic Area (EEA). The European Medicines Agency
(EMA) operates the system on behalf of the European Union (EU) medicines regulatory
network.

EudraVigilance Veterinaryr= (EVVet) is the system for the exchange, processing and evaluation of
suspected adverse reaction reports (SARs) related to veterinary medicines authorised in the EEA.

Release of data

EMA publishes data from EVVet in the European databasze for suspected adverse drug reaction reportspe

The EudraVigilance access policy governs the level of access different stakeholder groups have to
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http://www.adrreports.eu/

Publication of data — ADR website

Summary | Number of cases by species | Mumber of cases by breed =~ Mumber of cases and animals affected by EEA country | Number of cases for a selected country ~ Number of cases over time by geographic origin =~ Number of cases by reaction group ~ Mumber of cases for a selected reaction | Line listing

BRAVECTO (FLURALANER) -

Measures summary Animals affected by reaction and seriousness

Number of cases Systemic disorders
Neurological disorders

Digestive tract disorders
16 2 44" Investigations
’ Behavioural disorders
Re?iralow tract disorders

Skin and appendages disorders

Renal and urinary disorders
Application site disorders
nclassifiable event

5 Musculoskeletal disorders .
g Cardio-vascular system disorders B Yes
_ ) 2 jsorders Hno
Animals treated Animals affected = Immune system disorders
Hepato-biliary disorders
Bloed and lymphatic system disorders
21 883a 18 638« e ymphtcsyen dsuder
’ r Ear and labyrinth disorders
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Publication of data — ADR website
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Summary =~ Number of cases by species  Number of cases by breed | Number of cases and animals affected by EEA country ~ Number of cases for a selected country | Number of cases over time by geographic origin =~ Number of cases by reaction group =~ Number of cases for a selected reaction | Line listing

The number of individual cases identified in Eudravigilance for BRAVECTO is 16244 (up to 21j03/2021)

Number of cases and animals affected by species

Number of cases

Animal/Human Species classification Number of cases 9% Cases
Animal Dogs 12696 78.16% 12696
696
Animal Cats 2155 13.27%
Animal Other 16 0.10%
Animal Rabbit 3 0.02%
Animal Chicken 1 0.01%
Human Human 1373 8.45% 2
5]
=
a
=]
2
2
a
@
[ 2000 4000 6000 800D 10000 12000 1400
Animals affected
Animal/Human Species classification Animals affected % Animals affected
A
Animal Dogs 14429 77.42% 14429
Animal Cats 2262 12.14%
Animal Other 569 3.05%
Animal Rabbit 3 0.02%
Animal Chicken 2 0.01%
Human Human 1373 7.37% k=l
a
=
@

rdes <l
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EVVet3 Project Group

nd animals affected by EEA country Number of cases for a selected country MNumber of cases over time by geographic origin Mumber of cases by reaction group

The number of individual cases identified in EudraVigilance for BRAVECTO is 16244 {up to 21/03/2021)

Species --Select Value— Py

Mumber of cases by species w

Number of cases by species

Systemic disorders
Meurological disorders
Digestive tract disorders
Investigations

Behavioural disorders
Respiratory tract disorders

Skin and appendages disorders
Application site disorders
Musculoskeletal disorders

Renal and urinary disorders M Rabbit

5 Cardio-vascular system disorders Other

= e B Human

é Eve disorders Dogs

o Immune system disorders M Chicken
M Cats

Hepato-biliary disorders
Blood and lymphatic system disorders
Unclassifiable event
Ear and labyrinth disorders
Reproductive system disorders
Uncoded signs
Endocrine system disorders
Metaholism and nutrition disorders
Mammary gland disorders
Psychological disorders

oK 2K 4K 6K BK 10K 12K

Number of cases
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Summary || Mumber of cases by species | Number of cases by breed

Number of cases for a selected reaction

Reaction group
Hepato-biliary disorders

Reaction

Cholangiohepatitis
Cholangitis

Cholecystitis

Cholelithiasis

Conganital hepato-biliary disorder
Fatty liver

Gall bladder & bile duct disorder NOS
Gall bladder mucocele

Hepatic abscess

Hepatic disorder NOS

Hepatic encephalopathy

Hepatic failure

Hepatic fibrosis

Hepatic necrosis

Hepatic neoplasm

Hepatic toxicosis

Hepatic vascular disorder
Hepatitis

Hepato-biliary disorder NOS
Hepatomegaly

Hepatopathy

EVVet3 Project Group

Number of cases and animals affected by EEA country || Number of cases for a selected country

Number of cases over time by geographic origin

Number of cases by reaction group | Number of cases for a selected reaction  Lin

The number of individual cases identified in EudraVigilance for BRAVECTO is 16244 (up to 21/03/2021)

Number of cases

Species —Select Value— v

Species

Breed

Dogs

Other

Other Canine/dog

Miniature Pinscher

Jack Russell Terrier
American Cocker Spaniel
German Shepherd Dog

Nt Applicable

Australian Shepherd Dog
Beauce Sheep Dog (Beauceron)
Bichon Frise

Boxer {German Boxer)
Cavalier King Charles Spaniel
Flanders Cattle Dog

Mastiff

Miniature Schnauzer

Pug

Rottweiler

Scoftish Terrier

Standard Pocdle

Unspecified

Yorkshire Terrier

0 2 4 6 8 10 12 14
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Publication of data — ADR website
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The number of individual cases identified in EudraVigilance for BRAVECTO is 16244 {up to 21/03/2021)

Line listing selections

Species classification Dogs -
Breed —Select Value-—- -

Country —Select Value-—- -

Reaction group  Hepato-biliary disore [a
Reported reaction ——Select Value—- -
Gender -——Select Value-- ~

~

* Gateway date 2021

Display line listing

For the interpretation of the results, please refer to the key considerations at www.adrreports.eu

MERCHMED- March Lt HMawntain Dog
2020-AR- 2021
o0i4a
AUS- 2% Animal Tas Agstralis  Female-  Déstension of sbdomen, Enfsrged lver, Drinkanig a kot Lethargy (see slso Central nervous system | 1 Acepromazine AFasan, BRAVECTO 250MG 1NZTAR Canine/dog Bchon Frse  AER
MERCKMSED- February owner Heutered depresson i Neurclogical ) Bresthng difficulty, increased appetite, Liver desoeder 105, Blevated Bag BEAVECTO SPOT ON DOG 250MG 1X105
202 0-A0p- 2031 bload wies nitrogen (BUN), Elevated ssparate amenotransfecsse (AST), Blevated alanine 880, fscflurane Metacamn, Methadane
G006 de [ALT) Elevated tolal blirubin Elevated serum alkaling phodphataie [SAP), Emeiis
b.Dental disease Elevated cholesters (total),Focd refusal Ebevated globuling
BRA- 1 Animal vas Brazi Mals Hyparsalvation, Convulsion, Inappetence, Apathy, Other sbnommal test result NOS Liver disorder 1 1 BRAVECTO 112,5MG IX1TAB 150 Canine/deg Other AER
MERCEMSD- March oTer WS Abdominal discomfort,Emesis (multiphe) Canine/dog
2020-BR- 2021
Go21e
BRA: 0s Viaterinarian Yes Brazd Malg Leucacytasis MOS,Red Bhsod cell disorder, Gastitis Hepatic 1eaidosis Adpias, Decraatsd | 1 BRAVECTO 1000MG 1X1TAS 150,BRAVECTO Canine/deg Barder Colie  AER
MERCKMED- Jamuany SpEEtits, Hyperthermia, Apathy, Hasmatochezia, Decreased blosd urea nitregen (BUN) of crestinns TRANSDERMAL DOG 1000 1X10S 500
2020-BR- 2021
03443
CHL- Vaberinarian Yes Chile Femple-  Emesis, Endametrits, Pruritus, Anoneas, Fever, Apathy Generalsed rash, Skin iritation, Liver deorder 1 1 BRAVECTO 112,5MG IXITAB 500 Caning/dog Yorkshire HER
MERCKMED- Newtered BOS,Hyparghesasmia, Hapato-bilary disorder NOS Uterma disarder NOS Hypechlaraaria Tarviar
2023-CL-
0033
CHL- 15 Veterinarian Yes Chibe Female Inappropriate urination,Crying, Diarrhoeas, Enteritis Hepatomegaly, Nephropatiy, Frequent 1 1 BRAVECTO 250845 1X1TAB 500,Rabies Vaccine. Canine/dog Boston Terrier AEE
MERCKMSD- March wrination,Lethargy [see sbso Central nervows system depression in
2020-CL- 2021 ‘Meurslogical’ | Incosrdination, Lver disorder NO S Neurologecal disarder ROS
0047
5B iz Veterinarian Yes United Hale Vemiting. Inappetence, Lethargy (see alsa Central nervous system depression in 1 i BRAVECTO S00MG 1XITAB 541 Milpro 12.5 m@/125 my Canine/dog English AEE
FRVIRBAC- March Kingdom HNeutered ‘Meurclogical ] Weight loss Liver disorder NOS Elevated senum alicaline phosphatase Filmr-coated Tablets for Dogs Sprimger
WB- 2021 (SAP)Abnormal ultraseund Finding Spaniel
0210211
20543
GBR. 22 WVetarinarian Yes Uinited Female= Mscellanesus esting dcsder NOS, Diarhosa, Gall bladder & bele duct disarder NOS Hepatic 1 1 BRAVECTO 112.5MG IXITAE 541 Canine/deg Yerkshire AEE
MERCKMED= Jamuany Kingdom Heutered imsufficency Malaise, Hepatic disorder MOS Fanoreatitis Elevated alamine aminotransferase Temier
FOI0-UK- 2021 (ALT),Elevated bile acids Emesis (multiple], Elevated lipase, Chewing - pruritus [see alsa 'Oral cavity
05342 discrders'}, OFf food

Refresh - Print - Export
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DATA PUBLICATION - ADR WEBSITE (1) )

EUROPEAN MEDICINES AGENCY

AER Individual case adverse event report form EudraVigilance
EudraVigilance local report number ARG-MERCKMSD-2020-AR-00148

Sender type Pharmaceutical Company

Sender's organisation Intervet International B.V.

Type of report Spontaneous

Primary source country Argentina

Is serious? Yes

Animals treated 1

Animals affected 1
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DATA PUBLICATION - ADR WEBSITE (2)

EUROPEAN MEDICINES AGENCY

Animal data

Species Breed Weight Age

Canine/dog Bermese Mountain Dog 46 19 Month(s)

Reaction / Event

VedDRA LLT Duration Outcome

Anorexia recovering,/resolving

Hepatic failure

Product problem

Vomiting
Weight loss
Drug information
Product Dosage form
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Questions?
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