Submission to Support the Biologically Derived Product Data Elements for Inclusion in the USCDI Version 5
Established to guide the efforts toward the development of a nationwide Red Blood Cell Patient Data Exchange (RBCAX), the RBCAX Working Group includes representatives from multiple federal agencies (NIH, FDA) and HHS OASH offices (OMH, OIDP), the Sickle Cell Disease Association of America, the Association for the Advancement of Blood & Biotherapies, the American Red Cross, the American Society of Hematology, patient representatives, and clinicians, among others.  
The HHS-sponsored RBCAX Working Group strongly recommends that ONC consider the Biologically Derived Products (BPD) Data Class, currently in discussion under Level 2, in the USCDI version 5. The Working Group believes this information is critical to patient care and safety and furthers ONC’s prioritization of providing and promoting equitable care. Furthermore, it will allow for the eventual development of a nationwide red blood cell antibody patient data exchange, a greatly needed mechanism for preventing avoidable hemolytic transfusion reactions. 
Accurate blood transfusion and historical blood bank laboratory testing information is essential to safely provide care to previously transfused or pregnant patients. People living with sickle cell disease and thalassemia, along with people experiencing childbirth complications requiring blood transfusion represent diverse communities, but disproportionately include historically underserved populations in the United States. The inclusion of the BDP Data Class would enable healthcare providers to better identify and track patients' transfusion histories, thereby supporting efforts to address existing health disparities among frequently transfused patient populations. Moreover, integrating the BDP data class into interoperability requirements aligns with the ONC Health IT Standards Bulletin of January 2024, including the provision of equitable care to underserved communities, by improving care to populations most impacted by blood disorders that require transfusions (https://www.healthit.gov/sites/default/files/page/2024-01/Standards_Bulletin_2024-1.pdf). 
Background
Recognition of the need for red blood cell (RBC) antibody patient data exchanges in the United States and internationally has grown in recent decades, as such systems can be used to capture and track data associated with patient transfusion histories, including adverse reactions, alloantibodies, antigens, and special transfusion requirements. The RBC antibody patient data exchange was chosen by the HHS Secretary’s “Challenge on Equity Award,” one of 24 projects selected to advance equity in programs, policies, and processes across HHS. In its second stage, this project is steadily progressing toward the development of an RBCAX pilot plan.  
Currently, patient transfusion histories are often inaccessible to providers because they exist in disconnected hospital systems and blood bank registries. This limitation reduces the ability of providers to prevent incompatible transfusions and Delayed Hemolytic Transfusion Reactions (DHTRs), especially for patients who seek transfusion treatment from multiple healthcare facilities or systems. Although patients are screened for antibodies at regular intervals before routine transfusions, previously produced antibodies can evanesce (i.e., disappear over time), making them impossible to detect during screening. Individuals with diseases or conditions that require frequent transfusions are at increased risk for antibody formation and hemolytic transfusion reactions. For example, people living with SCD often require multiple transfusions, and this has resulted in high RBC alloimmunization prevalence rates and higher RBC antibody evanescence rates in this population when compared to others who receive frequent transfusions (Harm et al., 2014; Hendrickson, 2020). Additionally, patients with SCD may need to receive transfusions from multiple hospitals, putting them at higher risks for adverse events. Without standardized accessible patient information, the risk of selecting blood for transfusion that contains antigens against which a patient has historical antibodies against increases, putting patient lives at avoidable risk. 
The establishment of a national RBCAX that provides access to real-time transfused patient data is a critical step in preventing adverse patient outcomes and improving equitable access to care. The RBCAX Working Group has determined that the first step to establishing an RBCAX is to integrate standardized RBC antibody information into existing electronic health record (EHR) systems. To accomplish this integration, data must be interoperable. Currently, not all RBC essential data are included in the United States Core Data for Interoperability (USCDI). Consequently, the data are not reflected in the diagnostic codes and data elements used in EHRs. Embedding these data elements into EHR systems is key to the establishment of an RBCAX and requires support and collaboration from agencies, industry, and institutional bodies to define and standardize patient antibody data and build interoperability across hospitals, blood banks, and laboratories. Appropriate changes to the USCDI can support this work, by providing the infrastructure to exchange patient RBC antibody data across hospitals, thus furthering the goal of establishing a national RBCAX.

RBCAX Working Group 
Members of the group include representatives from several federal agencies (FDA, NIH) office of the secretary (ONC), and HHS OASH offices (OMH, OWH, OIDP), patient representatives, clinicians, and representatives from EHR vendors. The information provided in the current comment has been endorsed by RBCAX Working Group members, in support of the development of a national RBCAX. 
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