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• Task 1 – Data Network
• Task 2 – OMOP CDM and 

Data Quality
• Task 3 – Surveillance queries 

and analytics

FDA Center for Biologic Evaluation and 
Research (CBER) Biologics Effectiveness and 
Safety (BEST) [2018-2020]

• Transfusion-related lung injury (TRALI)
• Transfusion associate circulatory overload 

(TACO)
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Where’s the Data? 
Complexities: 
1) Prepared > 

transfused, 
2) Order-Prepare 

and Order 
Transfusion,

3) Documentation 
varies

4) EHR and Blood 
Bank data 
integration
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Use of different documentation 
processes for various scenarios!

• Massive Emergent Transfusion Protocols and ED- Use Order-
Prepare, units transfused not recorded

• OR and Anesthesia Records- don’t use Order-Transfuse, just give it.
• Plasma exchanges
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Example: This data is from Epic Lab data- has ISBT, unit #, issue data and status- is displayed 
in Hyperspace Transfusion Summary



PRESENTATION TITLE

Example Flowsheet OR and ICU (W0362) – missing ISBT in OR  

Example Flowsheet ED – missing ISBT

OR

ICU 
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• Complexity due to: 1) Orders due to linked orders regarding  
preparation and the transfusion processes and the actors 
for each process, 2) Data integration with blood bank

Blood Product Transfusions – Where’s the data? 
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FDA Biologic Effectiveness and 
Safety System(BEST)
BEST is an initiative of the Center for Biologics 
Evaluation and Research

Task 1: Data Network

Task 2: OMOP CDM and Data Quality

Task 3: Conduct safety and effectiveness 
surveillance

Focus: Blood Products, Biologics, Immunizations  
2018- 2020

1. Blood Product Transfusions

2. Transfusion Associated Lung 
Injury (TRALI) and Transfusion 
Associated Circulatory Overload 
(TACO)
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• Subject matter expertise
• EHR frontend and backend  

investigation
• Validation against source (Blood 

Bank database)

Summary 
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THANK YOU-QUESTIONS


