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Software summary: 

 

 
Test items: 

Comparison to the demos at https://open.fda.gov/drug/event/ 

Comparison to https://openfda.shinyapps.io/RR_D and RR_E 

 

Summary: 

OpenVigilFDA can reproduce all numbers from the openFDA demos and could thus be 

successful validated. 

However, OpenVigilFDA uses scientifically valid requests to the API while the openFDA 

demos do not (e.g., missing exact-matches in some circumstances). 

 

 



 

Test #1: Histogram of reports and dates where indication was „hypertension“ 
 

openFDA demo: 

 

 
 

OpenVigilFDA – GUI: 

 

 



 

OpenVigilFDA – Results: 

 

 
 

Result: 

 

The OpenVigilFDA logic does not produce the same queries like the openFDA demos.  

 

In this case, the FDA did not use exact-matches for indication, resulting in terms like 

„PULMONARY ARTERIAL HYPERTENSION“, „PULMONARY HYPERTENSION“ or 

„ESSENTIAL HYPERTENSION“ to be included as well.  

 

The OpenVigilFDA histogram is based on single values, not accumulated data for each month. 

 

Interpretation: 

 

No validation is possible since OpenVigiLFDA offers more correct results – in a clinical 

context – than the openFDA demo. 

 



Test #2: Most common drug classes (EPC) of all events 
 

openFDA demo: 

 

 
 

OpenVigilFDA: 

 

 
 

Results:  

Both programs produce the same results. 

 

Interpretation: 

Validation successful. 

 



Test #3: Most frequent drug classes (EPC) of all events 
 

openFDA demo: 

 

 
 

OpenVigilFDA: 

 

 
 

Results:  

Both programs produce the same results. 

 

Interpretation: 

Validation successful. 

 



Test #4: Most frequently reported adverse events 
 

openFDA demo: 

 

 
 

OpenVigilFDA: 

 

 
 

Results:  

Both programs deliver the same results. 

 

Interpretation: 

Validation successful. 



 

 

Test #4: Most frequently reported adverse events 
 

RR_D: 

 

 



 

OpenVigilFDA: 

 

 
 

OpenVigilFDA with only openFDA-tagged reports 

 

 



 

Results:  

Both programs deliver the same results for DE and D if considering all reports. 

However, E is either smaller or larger. 

As a result, the 2x2 contigency tables and calculated numbers differ. 

 

Furthermore, the RRR appears to be miscalculated. It is usually less than PRR (or ROR). 

 

 

Interpretation: 

Validation partly successful concerning the counts of drugs. However, counts of events and 

calculation of the measurements of disproportionality differ. 

Since the count of events differs between RR_D/RR_E and the figures extracted by both 

OpenVigil FDA and the official openFDA demos, different query-phrasing in RR_D/RR_E is 

suspected. E.g., RR_D/RR_E uses no exact match for adverse event terms. 

 


