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1. Introduction 
OpenVigilFDA is a web-based user interface to the FDA Adverse Event Reporting System 

(AERS) database for extraction and analysis of drug/adverse event safety reports using the 

openFDA online-API. This data is helpful for generating hypotheses for new adverse drug 

reactions, drug-drug-interactions and safety comparisons. openFDA aims at providing a clean 

and curated access to the underlying AERS database and can count reports stratified to an 

extraction condition. Results are used for statistics and reported to the user via HTML or 

several other outputs. 

 

2. Technical issues 
openFDA has some technical limitations, e.g., lists are truncated after 100 items, or extracting 

more than 5000 reports per query is not possible. This affects mostly disproportionality 

analyses (DPA) and any attempts to group and count results (limit 100 results). Some results 

will thus be incomplete. OpenVigil 2 is thus recommended for analyses of small numbers. 

 

3. Data cleaning 
openFDA takes care of the data cleaning. The data cleaning is currently reported to be 86% 

and is probably lower because of some mismappings and duplicates (Shin 2014).  

Before 2015-08-17, the fraction of reports with openFDA-enabled drugname mapping was 

87%. 

On 2015-08-17, the FDA updated the database and the drugname-mapping. The mapped 

fraction is now „just“ 81%. However, it appears that several mismappings were corrected: 

E.g., before 2015-08-17, the product „IBUPROFEN“ was incorrectly mapped to the active 

substances „DIPHENHYDRAMINE CITRATE + IBUPROFEN“. 



 

4. Screenshots 
 

OpenVigilFDA offers data extraction, counting and analysis interfaces similar to those of 

OpenVigil 1 or 2. Furthermore, clinical and scientific scenarious are available: 

 

 

 



 

You can define a certain population background to focus on a certain subpopulation or to 

exclude confounding factors: 

 

 



Your subpopulation of interest is further analysed and the drugs, events and indications being 

frequently found in these reports are shown. They might indicate any confounders. E.g., the 

antiemetic ondansetron appears to be associated with severe disorders of the blood. Looking 

at the top co-prescribed drugs, it is easy to see that this finding is confounded by the frequent 

use of (emetic!) chemotherapeutics like cisplatin together with ondansetron. 

 

 
 



Selections can be counted. Below is an example of the age distribution of all patients having 

issues with meropenem: 

 

 
 

openFDA reports back the top-100-items for each count. The black line is an histogram of the 

original openFDA data, the blue line is an histogram with sorted keys (i.e., age sorted 

numeric). 



Complex queries can be constructed with either a GUI: 

 

 



... or by hand if you know the openFDA-syntax: 

 
 



This is an example report of an analysis of disproportionality for the simple 2x2 design:  

Is the use of the drug „sirolimus“ connected to the adverse event „urticaria“? 

 

 



You can also view individuel safety reports: 

 

 
 



 

To provide detailed information about the software and dataset used for an analysis, you 

should include the overview page in your publication: 

 

 
 


