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Two Ways to Access this Data

This data set is the most current and covers European and non-European
reported adverse events (side effects).

1. Librela Data Notebooks: https://librela.d8abased.com

a fast and convenient web site to visualize, explore, search, and download the
Librela suspected adverse event (sADR) data*

2. European Medicine Agency’s pharmacovigilance site:
https://www.adrreports.eu/ (original data)

*This project was created by volunteer data & computer scientists, with contributions from graphic design, editorial, healthcare, veterinary, and other professionals, currently employed and
retired. The authors and contributors all have dogs. Some of these dogs have taken Librela, while others haven’t. Some of these doghs have fared well on Librela, while others have
gxperienced adverse reactions. While the members of this global, interdisciplinary team come from different walks of life, they all share a penchant for data and details. And of course, dogs.
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https://librela.d8abased.com/
https://www.adrreports.eu/

Librela Data Notebooks Explore the Data
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* This site, a collection of “notebooks” in machin_e—learnin]g parlance, is meant to be e
informative and useful to everyone, from veterinary professionals and researchers ) : I T i
to jou rnalists and pet owners. ::ﬂ TR milmm 0000 B0 O
* Full parity with EVVet. The data is verifiably an identical copy. T e
* Several ﬂre—baked data visualizations and explainers to give readers of all technical —
levels a high-level grasp of the Librela sADR data yprei; A—
* A blazing-fast search over every column of the Librela sADR and VeDDRA datasets.
* You can text/email the collection or individual notebooks to anyone because under
the covers it’s just a standards-based web page that works on any web browser Search & Download the Data
* |t’s responsive, i.e. it resizes and works (almost) as well on your smartphone as it
does on the b|g screen immune mediated haemolytic anaemia ® 105 results
* Everything is transparent and downloadable: search results, the full EVVet and Received date Case number Reporter
VeDDRA datasets, the code that generates every visualization, etc. Pl BE0E  EOROEIE el R DoiEE  Vemrineran
* It’s “live” and doubles up as a dashboard. As new EVVet data comes in, it’ll be 2021-05-26  GBR-ZOETISPV-2021-UK-00941  Veterinarian
manually recompiled and pulled in. This in turn will update every chart, interactive 2021-06-28  GBR-ZOETISPV-2021-UK-01033  Veterinarian
component, search index, etc. 2021-08-05  GBR-ZOETISPV-2021-UK-01567  Veterinarian

2021-08-12 GBR-ZOETISPV-2021-UK-01391 Animal owner
2021-08-26 GBR-ZOETISPV-2021-UK-01762  Veterinarian


https://librela.d8abased.com/
https://observablehq.com/@d8abased/introduction?collection=@d8abased/librela
https://observablehq.com/@d8abased/introduction?collection=@d8abased/librela

European Database of Suspected Adverse Events

This is the source for the notebooks. You can view the original data
for yourself using the following steps:

1. Goto https://www.adrreports.eu/

2.
Select



https://www.adrreports.eu/
https://www.adrreports.eu/

drreports.eu/vet/
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m Esponeicka 63za AaHHM 0THOCHO ChOOLLEHMATA 33 NOA03MPaHK HEXENAHN eKaPCTBEHKH PEAKLIAK
E Base de datos europea de informes de presuntas reacciones adversas

E Evropsk databdze hlageni podezfeni na nezadouci Ginky 1égivych pfipravkd

m Europzzisk database over indberetninger om formodede bivirkninger

m Europaische Datenbank gemeldeter Verdachtsfalle von Arzneimittelnebenwirkungen

Ravimite vdimalike kdrvaltoimete teatiste Euroopa andmebaas

m Eupwnaikr] Baan dedopevav avapopiv niBavohoyoUpeviy avemBOpnTwy EVEDYEIRV BapHAKWY
m Evrapskur gagnagrunnur fyrir tilkynningar 3 meintum alvarlegum aukaverkunum Iyf

m European database of suspected adverse drug reaction reports

Base de données européenne des rapports sur les effets indésirables suspectés des médicaments
m Bunachar sonrai Eorpach na dtuarascalacha um fhrithghniomh diobh3lach amhrasta in aghaidh druga
. Europska baza podataka prijava sumnji na nuspojave lijekova

“ Banca dati europea delle segnalazioni di sospette reazioni avverse ai farmaci

Eiropas zinojumu par iesp&jamam z&|u blakusparadibam datu baze

Pranesimy apie [tariama nepageidaujama reakcija | vaistus Europos duomeny baze

m Feltételezett mellékhatasokrdl szolé jelentések eurdpai adatbdzisa

m Database Ewropea ta' rapporti dwar reazzjonijiet avversi ssuspettati ghal medicina

m Europese database van rapporten over vermoedelijke bijwerkingen van geneesmiddelen

m Europeisk database over rapporter om antatte bivirkninger

m Europejska baza danych zgtoszeri o podejrzewanych dziataniach niepozadanych lekaw

Base de dados europeia de notificagdes de reagdes adversas medicamentosas suspeitas

m Baza europeand de date privind rapoartele despre reactille adverse suspectate la medicamente
m Eurdpska databaza hlaseni o podozreniach na neziaduce Géinky ligkov

ﬂ Evropska podatkovna baza porotil o domnevnih nezelenih uginkih zdravil

n EU:n tietokanta laakkeiden epailtyja haittavaikutuksia koskevista ilmoituksista

Europeiska databasen far rapporter om misstankta lakemedelsbiverkningar

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI.
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Online access to suspected side-effect reports

This website was launched by the European
Medicines Agency in 2012 to provide public
access to reports of suspected side effects (also
known as suspected adverse drug reactions)
observed following administration of human Search here for suspected
medicines. adverse drug reaction reports

In 2019 the website was extended to provide
corresponding information on suspected adverse
events following administration of veterinary
medicines as well.

Key information °

4 Theinformation on this website relates to suspected side effects , i.e. medical events that
have been observed following the use of a medicine, but which are not necessarily related
to or caused by the medicine.

U How to report a side-effect

[N

Information on suspected side effects should not be interpreted as meaning that the
medicine or the active substance causes the observed effect or is unsafe to use. Only 3
detailed evaluation and scientific assessment of all available data allows for robust
conclusions to be drawn on the benefits and risks of a medicine.

4| The European Medicines Agency publishes these data so that its stakeholders, induding the
general public, can access information that European regulatory authorities use to review
the safety of a medicine or active substance. Transparency is a key guiding principle of the
Agency.

Information on data privacy

* Reports on suspected side effects are processed by national medicines regulatory authorities and marketing authorisation holders and submitted
to Eudravigilance Veterinary in line with applicable data protection rules as set out in the General Data Protection Regulation (GDPR) (Regulation

* Reports of suspected side effects submitted to EudraVigilance Veterinary are processed by the Eurepean Medicines Agency in line with applicable
data-protection rules as set out in the EU DPR, Regulation (EU) 2018/1725.

For information on the processing of personal data by EMA please read our Privacy https://www.ema.europa.eu/en/about-us/legal

sy Search for a report ‘\ 4
.

Select
‘Search
for a
Report’
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adrreports.eu/vet/en/disclaimer htm hittps://wwwadrreports.eu/vet/en/indexhtml
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Home  Understanding reports  Search  Switch to Human

Home  Understandingreports  Search  Switch to Human

Each time you search for a repart, you wil be shown a disclaimar, To viaw individual reports you must canfirm that you have read
and undarstaad tha disdaimar.

s

pactad Bdverss avant reports

+ The Infarmation an this website does not imply confirmation of a potential link between the veterinary medicinal product
and the observed adverse event(s).

+ This website provides information on suspactad adverse avents that primarily reflact the reporter’s observations and

opinions. A scientific assessment of the adverse events is part of the continuous monitoring of the benafits and risks of =

medicine; th ment takes inta account many other factors.

+ Tha infermation may includa known adverse events already listed in the summary ef praduct charadaristics (SPC) and
packaga laaflat.

ants In Eudravigiianca Vatarinary should not sarve as a basis for detarmining the
\g- This iz bacausa the numbars naed to ba considarad in contaxt with other factors,

+ The number of suspactad advarse
likalihood of an advarss svant aceu
such as how videly a product is used.

= generally to one or more animals; and more than one adverse event
event vill nat always be the same as the number of

« Each individual case in EudraVigilance Veterinary rafs
rmay have been included in a report. are, the number af adve:
individual cases.

ent all available information concerning the

+ The suspacted advarse svent reports in Eudravigilanc rinary do not repr
banafits and risks of a vatarinary madicinal product and sheuld not b used in isolation to maka decisions ragarding
treatmant. Other sources of information, including the praduct leaflet or a vaterinary healthcare professional should be

consultad first.

Incidenca of suspected adverse event reparts

+ Incidence figures are estimates of the relative frequency of adverse events in relation to the estimated product use. They
do not imply a causal relationship between the suspacted adverse event and the veterinary medicinal product.

rinary medicinal products.

+ Incidance figures cannot ba used to compare the relative fraquency of adverse svents of vel
+ Incidance figures in this database may differ from the fraquancy catageries listad in the summary of praduct charactaristics
(59C) and packaga laaflat.

Viewing a report

Incidence

+ This report shows information dizplayed at tha laval of System Organ Class from tha Combinad VaDDRA list of clinical tarms
for raporting suspactad advarse avents in animals and humans to vaterinary medicinal products.

Data sourca
Incidence figuras are calculated based on velume of sales data submitted by Marketing Authorisal = an annual basis
into the Union Product Database.

Cancel |

JROPEAN MEDICINES AGENCY EudraVigilance
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U How to report a side-effect

Information on data privacy

* Reports on suspected side effects are processed by national medicines regulatory authorities and marketing authorisation holders and submitted
to Eudravigilance Veterinary in line with applicable data protection rules as set out in the General Data Protection Regulation (GDPR) (Requlation

(EU) 2016/679 ).

* Reports of suspected side effects submitted to EudraVigilance Veterinary are processed by the European Medicines Agency in line with applicable

»
*

This website was launched by the European
Medicines Agency in 2012 to provide public

access to reports of suspected side effects (also 5 Search for a report  «———— 4
.

known as suspected adverse drug reactions)
observed following administration of human Search here for suspected
medicines. adverse drug reaction reports

In 2019 the website was extended to provide
corresponding information on suspected adverse
events following administration of veterinary
medicines as well.

Key information °

| The information on this website relates to suspected side effects , i.e. medical events that
have been observed following the use of a medicine, but which are not necessarily related
to or caused by the medicine.

Information on suspected side effects should not be interpreted as meaning that the
medicine or the active substance causes the observed effect or is unsafe to use. Only a
detailed evaluation and scientific assessment of all available data allows for robust
conclusions to be drawn on the benefits and risks of @ medicine.

[N

4| The European Medicines Agency publishes these data so that its stakeholders, including the
general public, can access information that European regulatory authorities use to review
the safety of a medicine or active substance. Transparency is a key guiding principle of the.
Agency.

data-protection rules as set out in the EU DPR, Requlation (EU) 2018/1725,
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Additional Resources

* Petadvocare.com — a site for owners dealing with side effects

* Paws over Profits (POPs) — a group advocating for accountability

* Librela Experiences —the largest & oldest FB owner group

* Vet Lessons on Librela - Mike Farrell, board-certified vet surgeon



petadvocare.com
https://www.pawsoverprofits.org/
https://www.facebook.com/groups/949999742415867
https://www.facebook.com/groups/librela/
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