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INTRODUCTION RESULIS

The U.S. FDA Center for Biologics Evaluation and Research (CBER)
regulates whole blood and blood components used for transfusion
among other biologics!. One of CBER’s regulatory responsibilities is to Figure 1 illustrates utilization of
assure safety of blood transfusion by monitoring transfusion-related SITE 1 e, RBCs, platelets, and plasma

Figure 1. Utilization of Blood Components by Figure 2. Proportion of Blood
Years in the BEST EHR Databases (2012-2017) Component Transfused in 2017 by Site
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hemovigilance system using EHR data sources to monitor transfusion-
related AEs by incorporating the ISBT 128 coding system into the
OMOP CDM. As a test case, we ascertained the utilization of blood
components within these three EHR data sources.

222222222222222222222222222222222222222222222222222222222222222222222222
SITE SITE

[y
2
|
m
N
w

Figure 3. Utilization of Blood Components by Age
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and plasma within each data source. Each occurrence of a record of an SITE 1 SITE 2 SITE 3
ISBT 128 code was counted and aggregated within a blood component Figure 3 illustrates the RBC, platelet, and plasma transfusions stratified by age from 2012 to 2017. RBCs were the most transfused
category (RBCs, platelets, and plasma) and stratified by year and blood component amongst all age groups in all three sites. The 0-17year age group received the lowest and the 18-64year age
separately by age into three categories: 0-17, 18-64, >65. group the highest proportion of all three blood components in all three sites.
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This study demonstrated that the BEST Initiative was able to successfully build an infrastructure component of a national hemovigilance system using EHR data sources and ISBT 128 coding
system. Based on statistics from the American Red Cross, 36,000 units of red blood cells (68%), 7,000 units of platelets (13%), and 10,000 units of plasma (19%) are needed in the US daily*. We
tested the new system by assessing the utilization of blood components over time in data sources from three sites, and the results showed that blood components transfusions are well

captured. Incorporation of ISBT 128 codes into the CBER blood surveillance system has expanded the capability to capture blood transfusions and will assist to enhance the system’s capability
to conduct active monitoring of transfusion-related adverse events.
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