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The Problem — Where's that detoriation of the patient's condition coming from?

If a new event is regarded to be caused by the medication, 2

further information which drug is the most likely is needed. et SRR .. Fig. 1: SIDER-output for
We compare summary of product characteristics (SPC), the S T R T f:g’;ﬁ:fof;’frrgcﬁrﬁ}gi;ion,, .
SIDER Side Effect Resource, OpenVigilFDA and OpenVigil 2 s ommsssissen drugs orlistat and doxazosine
as possible sources of information. although a statistical signal
SPCs and SIDER — which relies on data from SPCs — cannot be and a pharmace.09i0a

rationale is missing (ref. 1)
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entirely trusted, unfortunately (fig. 1). =

Our solution: OpenVigilFDA at bedside

Case reports: Liver damage (gGT1) Case reports: Thrombocytopenia
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Extracting data (this can take 15-80 seconds)...Show/Hide
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Of note, we used this approach

successfully for a similar patient who
also developed an increased gGT | acosamide No No
while on pantoprazole and for yet —
another patient where dipyrone (INN: Lamotrigine Very rare Rare )
metamizol) was identified. Fig. 3: rDPA-data for common antacida (< 0.01%) (0.01-0.1%)
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In this Case, OpenVigil 2 Was used lower bound of the 95%-confidence interval of the Reporting Odds Ratio (ROR)
to rank all drugs (fig. 6). Fig. 6: rDPA-diagramme for
Lorazepam No . . Dexamethasone appears to confer Isolated thrombocytopenia
MGP NG the highest risk. Smce
dexamethasone is used generally
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Summarizing, all methods deliver comparable results. While it neccessary. The condition
takes several minutes to operate OpenVigil 2 or SIDER or to improved.

download all relevant SPCs, OpenVigilFDA can provide this
information within a few seconds.

Material and Methods. Individual German SPCs, SIDER and OpenVigil 2 and OpenVigilFDA were used to extract information on the frequency and association of drugs and certain adverse events. These OpenVigil tools operate on
U.S. american pharmacovigilance data. All data were extracted Dec 2015 to Feb 2016 using the latest datasets. We use a reverse disproportionality analysis (rDPA) to extract the Reporting Odds Ratio (ROR, an adaption of the Odds
Ratio) or the Relative Reporting Ratio (RRR, in magnitude and explanatory power similar to ROR) for assessing the strength of the possible association. The lower bound of the ROR (lb ROR) is used for very conservative signal
generation. Where applicable, multiple adverse event terms were concatenated with Boolean logic (AND, NOT, ...) and confounders were eliminated.
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