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This Circular was prepared jointly by AABB, the American Red Cross,
America�s Blood Centers, and the Armed Services Blood Program. The
Food and Drug Administration recognizes this Circular of Information
as an acceptable extension of container labels. Federal Law prohibits
dispensing the blood and blood components described in this circular
without a prescription.
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Hemolytic transfusion reaction

Immune-mediated platelet destruction

Febrile nonhemolytic reaction 

Allergic reactions 



Anaphylactoid/anaphylactic reactions

Transfusion-related acute lung injury 

Delayed hemolytic reaction 
Alloimmunization 

Posttransfusion purpura 

Transfusion-associated graft-vs-host disease 



Because Whole Blood and blood components are made from human blood, they may carry a risk of transmit-
ting infectious agents [eg, viruses, bacteria, parasites, the variant Creutzfeldt-Jakob disease (vCJD) agent, 
and, theoretically, the Creutzfeldt-Jakob disease agent (CJD)]. 
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Cytomegalovirus 

Bacterial sepsis 

Yersinia enterocolitica

Transfusion-associated circulatory overload 



Hypothermia 

Metabolic complications 

Notifying FDA of Fatalities Related to Blood Collection or Transfusion; 
Guidance for Industry
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Side Effects and Hazards

Acute hemolytic reactions 
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Hemolytic transfusion reactions in patients with sickle cell anemia 
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Side Effects and Hazards

Alternative Procedures for the Manufacture of Cold-Stored Platelets 
Intended for the Treatment of Active Bleeding when Conventional Platelets Are Not Available or Their Use Is 
Not Practical,
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Bacterial Risk Control Strategies for Blood Collection Establishments and Transfusion Services to 
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Bacterial Risk Control Strategies for Blood Collection Establishments and Transfusion 

Services to Enhance the Safety and Availability of Platelets for Transfusion
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Whole-Blood-Derived Platelet Components:

Apheresis Platelet Components:
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Cardiac Events:
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