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Data analysis – example methodology (product based analysis)
Define baseline: Overview of data: 
Number of reports, data distribution, eg. Species, geographic origin

Prioritisation:
• Identify which AEs should be investigatedFocus 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, high numbers of animal deaths, MI events.  

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
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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.

Population frequency of certain events
E.G epileptic seizures (happen randomly in the general population) and 
the baseline frequencies are not usually known.  Hence they might 
appear as Aes, although they were not actually caused by the VMP 
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Essential DATA systems
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• QPPV
• PSMF reference

• AE reports
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• Signals
• Annual statements
• Alerts
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To obtain baseline data: Number 
of AERs per product and species, 
Number of animals affected, 
Number of fatalities

To view the type of Adverse 
Events reported for a selected 
product or group of products (at 
SOC and PT) and to compare the 
frequency to the number of 
reports involving other products 
and other clinical signs = ROR / 
ROR(-)

To analyse the profile of affected 
animals (i.e. breed, age) for adverse 
events of interest (potential signs) 
and identify potential risk factors, 
effects of co-medication, 
geographical distribution or 
pharmaceutical form

To compare a product to products 
of the same class, or to identify 
and exclude certain products from 
the comparison (products with a 
disproportionate number of reports 
for a specific AE)

Dashboards: product-based analysis
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EVV: Product data overview
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The PI entries are generated on the following strategies:
1. Product Name
2. Product Name + Strength
3. Product Name + Pharmaceutical form
4. Product Name + Strength + Pharmaceutical form

The Product composition entries are generated on the following strategies:
1. Active ingredient(s) name(s)
2. Active ingredient(s) name(s) + Strength(s)
3. Active ingredient(s) name(s) + Pharmaceutical form
4. Active ingredient(s) name(s) + Strength + Pharmaceutical form

UPD
Metacam 0.5 mg/ml – Oral suspension (cats, guinea pigs)
Metacam 0.5 mg/ml – Oral suspension (dogs)
Metacam 1 mg/ml – Chewable tablet (dogs)
Metacam 1.5 mg/ml – Oral suspension (dogs)
Metacam 2 mg/ml – Solution for injection (cats)
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Data analysis – EVVET DWH
Filters selection page (1)
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Data 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
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Data analysis – EVVET DWH
Signal evaluation: species/breed, age, weight, time to onset, off-label use analysis
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Data analysis – EVVET DWH
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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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Live Demo
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Data analysis – EVVET DWH
Continuous monitoring (signalling report) 
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Data analysis – EVVET DWH
Continuous monitoring (signalling report) 
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Data analysis – EVVET DWH 
Continuous monitoring (Signalling report) 
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Data analysis – EVVET DWH
Continuous monitoring (List of products) 
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Data analysis – EVVET DWH
Continuous monitoring (List of products) 
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Data analysis – EVVET DWH
Continuous monitoring (List of products) 
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Data analysis – EVVET DWH
Potential emerging safety issue

 How many cases for product A have occurred?

 The user goes to dashboard “Adverse Event Overview” and selects 
product A in the first prompt in the filter “Product Short name”;

 Enter the “Message Received Date range” as required, ensuring that 
the dates that include the whole period when product A has been on 
the market are selected; 

 Select “VeDDRA Hierarchy, VeDDRA PT name = Recumbency” and 
tick the box for “animal” and then run the query

We will go through a set of practical questions for a concrete product and reaction, in this case a 
signal has been found for product A for the VeDDRA term recumbency
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 Where have the majority of the 
cases occurred? How many animals 
have been affected?

 In the “Adverse Event Overview”, the user 
clicks on “Animal/Human adverse events 
overview” which is a link to the signal 
detection dashboard;

 It will automatically navigate to the “Overview 
of human/animal AERs” per product/active 
substance/atcvet code tab.

A signal has been found for Product A for the VeDDRA term recumbency. 

 Are other products involved? 

 Go to the “Signal evaluation” dashboard and 
select product A in the first prompt in the filter 
“product short name”. 

 Enter the “message received date range” as 
required e.g. last 5 years.  

 Select “VeDDRA Hierarchy, VeDDRA PT name = 
Recumbency”. Tick the box for “animal” in the 
4th prompt and then run the query.  Go to the 
“product association” tab 

Data analysis – EVVET DWH
Potential emerging safety issue
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 How many animals treated with 
product A, have died? How many 
of those have been euthanised?

 “Adverse event overview” query gives you 
the number of animals died (select 
product A, click the “animal” box and 
make sure to select the dates that include 
the whole period when product A has been 
on the market);   

 To see the number of animals euthanised, 
select the VeDDRA term LLT “Death by 
euthanasia”. 

 How many cases have been reported between 
01/03/2019 and 31/05/2019 and how many 
cases in total? How many new cases are we 
receiving daily?

 “Adverse event overview”” select product A and select the 
dates. 

 In the column “Number of cases (Period specified)”, you 
have the n. of cases for specified period. To see the total 
n. of cases, either remove the date filters, or go to “see 
details”. In the column “N. of cases (Total ALL)” you have 
the n. of total cases in the database per VeDDRA term; 

 In the column “N. of cases (Case count (filter not applied)” 
you have the n. of total cases for the product;

 For monitoring new data (not follow-ups), select the filter 
“New cases”.

Data analysis – EVVET DWH
Potential emerging safety issue

A signal has been found for product A for the VeDDRA term recumbency. The following questions emerge in a 
standard analysis process:
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 Which other products are associated with 
recumbency? Which product has the 
highest number of cases of recumbency 
after product A? 

 Go to the “Data stratification” dashboard and 
select “VeDDRA terms, VedDRa PT name = 
Recumbency”;

 Then click on “and”, then select “VeDDRA term PT 
= Death”; 

 Tick the box for “Animal” then run the query by 
clicking on “Adverse events by VeDDRA terms.  
The first graph will give you the answer. 

 Which other signs have been reported 
together with recumbency? Which pair has 
the highest count? 

 Go to the dashboard “Signal Evaluation” and select 
Product A in the first prompt in the filter “Product 
short name”;

 Enter the “Message received date range” as required 
e.g. last 5 years; 

 Tick the box for “animal” in the 3rd prompt; 

 Select “VeDDRA Hierarchy, VedDRa PT name = 
Recumbency” and go to “Associated VeDDRA”.

Data analysis – EVVET DWH
Potential emerging safety issue

A signal has been found for product A for the VeDDRA term recumbency. The following questions emerge in a 
standard analysis process:
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Any questions?

Vetchange.programme@ema.europa.eu

Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands
Telephone +31 (0)88 781 6000
Send us a question  Go to www.ema.europa.eu/contact

Further information

Follow us on @EMA_News

mailto:Vetchange.programme@ema.Europa.eu
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