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METHODS

BACKGROUND

= Population: Individuals of all ages with evidence of a visit in the

= Administrative claims data often insufficiently captures important
measurement year and in the year prior from 2017 — 2023

= |dentified In the TriNetX Live™ platform in the USA Network EHR

clinical covariates that may confound the relationship between medical

product exposures and health outcomes of interest

« Electronic health records (EHR) data may have better capture of such database among health care organizations that provide data without

confounders shifting dates

= Covariates: Captured body mass index (BMI) and diastolic/systolic

= The availability of large, commercially-available EHR platforms may

provide an opportunity to address the |imitations of confounding blood pressure (DBP, SBP) from clinical measurements; and

from diagnosis, procedure, and medication code-based records

adjustment in medical product safety evaluations

= Statistical Analysis: Measured annual prevalence as the proportion of all
OBJECTIVE eligible individuals with evidence of the covariate of interest in the

mMeasurement year

To describe the annual prevalence of key confounding

. L . i = No formal statistical comparisons were made since this analysis was
covariates within a large commercial EHR platform to

descriptive

determine its utility for medical product safety surveillance
= All counts are rounded up to the nearest 10 to protect patient privacy

RESULTS

= Qver the study period, the number of eligible individuals showed a general upward trend, peaking in 2022 at 17,240,150 before declining in 2023

Table 1. Number of Eligible Individuals, by Year = Clinical measurements’ prevalence increased in 2023
Year Eligible Individuals = BMI: 50.4 -53.7% (2017-2022) » 60.5% (2023)
2017 11046660 = SBP:54.2-56.9% (2017-2022) » 63.4% (2023)
2018 12.286.910 = DBP: 49.8%-56.9% (2017-2022) » 58.4% (2023)
2019 13.230.670 = Prevalence of code-based covariates remained generally constant
2020 13,742,460 " :11.0 — 14.1%
2021 15,727,080 " : 9.6 -11.7%
2022 17,240,150 = There were slight discrepancies in the prevalence of DBP vs. SBP
2023 15,163,230 starting in 2019

Figure 1. Annual Prevalence of Key Clinical Confounders
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CONCLUSIONS

= The results showed lower than expected capture of certain code-based covariates. Obesity prevalence in 2023 was 34% in the CDC Behavioral Risk
Factor Survelllance System (BRFSS) compared to 14.1% in our data, while smoking showed similar prevalence (12% vs. 11.6%, respectively)
= The inclusion of non-clinical visit types (e.g., virtual) may have biased prevalence estimates downward

= Differences in how clinical measurements are recorded may have led to variability in data completeness within the TriNetX common data model

= Additional evaluation of other data sources (including mechanisms of missing data) are warranted

= Data source characteristics should be carefully considered when planning any medical product safety evaluation
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