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Out of all ticagrelor exposures concomitant with atorvastatin or rosuvastatin among all ages, proportions of
ticagrelor exposures concurrent with high-intensity statins increased from 65% of total concurrent exposures
In 2012 to 73% in 2016 (Figure 2)

Out of all ticagrelor 90mg exposures in patients 275 years, the proportion of concomitant use with high-
Intensity statins increased from 57% in 2012 to 66% in 2016 (Figure 3)

Figure 2. Proportion of Ticagrelor Exposures with Concomitant Atorvastatin or Rosuvastatin Exposure,
Stratified by HMG CoA reductase Inhibitor and Product Strength, among the 100% Medicare Fee-for-
Service Population and a Sample of Commercially-Insured Patients of all ages, January 2012-June 2018
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since 2012. Clinicians should weigh the ASCVD benefits of this combination against this
possible risk, especially in patients 275 years.

DATABASE LIMITATIONS

Empirica Signal:

« Data mining scores do not, by themselves, demonstrate causal associations; rather, they
may serve as a signal for further investigation.

FAERS:

« Variable guality of information provided to FDA, reporting bias and under reporting.

« All events and exposures are not captured, so incident rates cannot be calculated.

SDD:

« Results from the 100% Medicare fee-for-service population was captured 2012 through

2016; therefore, patients aged 65 and older may be underrepresented in results for

2017 and 2018.

The statin doses were determined by using the NDC strength and may not always

represent the actual doses taken by patients.

RESULTS )

The 3D datamining analyses of ticagrelor with rosuvastatin produced an INTSS >1.0,
which was driven by disproportionate reporting in those = 65 years of age. The —
combination of ticagrelor and atorvastatin produced an INTSS < 1.0 across all reports
using crude counts.(Figure 1)

« We identified 45 cases of myopathy (n=7) and rhabdomyolysis (n=38) with concomitant
use of ticagrelor and atorvastatin (n=24) or rosuvastatin (n=21), including death cases
(n=3). Approximately 50% of the reported cases occurred in patients =275 years. (Table 1).

Figure 1. 3D Data Mining Results 265 years
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