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AGENDA

1. Electronic reporting of Adverse Events: now and future (from Jan 2022)

2. EVVET components

3. Data collection

4. Data analysis / assessment

5. Publication of data

6. Questions/AOB
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DATA COLLECTION – EVVET (1)
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DATA COLLECTION – EVVET (2)
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DATA COLLECTION – EVVET (3)
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DATA COLLECTION – EVVET (4)
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DATA ANALYSIS – METHODOLOGY (1)
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DATA ANALYSIS – METHODOLOGY (2)
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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

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.
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SDATA ANALYSIS – EVVET DWH

Filters selection page (1)
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SDATA ANALYSIS – EVVET DWH

Filters selection page (2)
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DATA ANALYSIS – EVVET DWH
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DATA ANALYSIS – EVVET DWH
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DATA ANALYSIS –EVVET DWH

Signal detection with 2 RORs - Type of AEs reported for product or substance (1)
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DATA ANALYSIS –EVVET DWH
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Signal evaluation: Species/breed, age, weight, time to onset, off label use analysis
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DATA ANALYSIS –EVVET DWH (2)
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DATA ANALYSIS –EVVET DWH
Product information (Geographical, information type and pharma form breakdown)
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DATA ANALYSIS –EVVET DWH
Product information (Geographical, information type and pharma form breakdown)
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Publication of data – EMA WEBSITE
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Pharmacovigilance 
page

https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/pharmacovigilance#pharmacovigilance-regulatory-recommendations-for-centrally-authorised-veterinary-medicinal-products-section
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Publication of data – EMA WEBSITE
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Publication of data – Public bulletin
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Publication of data – PhV reg. recommendations
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Publication of data – ADR website
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http://www.adrreports.eu

http://www.adrreports.eu/
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Publication of data – ADR website
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Publication of data – ADR website
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Publication of data – ADR website
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Publication of data – ADR website
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Publication of data – ADR website
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DATA PUBLICATION – ADR WEBSITE (1)
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DATA PUBLICATION – ADR WEBSITE (2)
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Questions?

http://www.bing.com/images/search?q=Presentation+Clip+Art&view=detailv2&&id=3109E992165DD14E623243F761A067124A706B22&selectedIndex=50&ccid=n/lEp3iA&simid=608022488097751496&thid=OIP.M9ff944a77880b3158e4d8dcc2cee17f0H0
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