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Bio/Hemovigilance

• Definitions
• Existing Systems and Sources of Data
• Developing Systems
• Future



Biovigilance

The detection, gathering and analysis of information 
regarding the untoward and unexpected events of 
blood transfusion and transplantation of cells, 
tissues and organs.

with the objectives of:
- early warning of safety issues
- exchange of valid information
- application of evidence for practice improvement
- promotion of educational activities

èsafer and more efficacious transfusion
and transplantation
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Current AABB System Components
Biovigilance in the Strategic Plan - 2006
Initial and Annual Survey

• Hospital descriptive demographics
• Denominator data

– RBC, Platelets, Plasma, Cryo
– Aliquots
– Samples collected

• Adverse Reaction/Incident Reports
• Cell Therapies
• Tissue

Web data collection
• WNV
• Chagas Disease



Existing Federal Tracking Systems (FDA)

• Blood Product Deviation Reports
• Fatality Reports



Hemovigilance System

• A national system of reporting, collecting and analyzing of 
transfusion safety data 
– infectious and non-infectious transfusion complications
– near misses, errors
– process deviations

• A voluntary system
• A confidential system

• And that in order to achieve the goal of preventing the 
occurrence or reoccurrence of adverse events, a standardized
and centralized method of data collection and reporting is 
needed



AABB Interorganizational Task Force on Biovigilance
(Adverse Reactions/Incidents Working Group)

in partnership with the
US Centers for Disease Control National Healthcare Safety Network (NHSN)

Recipient Hemovigilance

AABB Interorganizational Task Force on Biovigilance
Donor Biovigilance Working Group including American Red Cross,

America’s Blood Centers, and other collectors of blood in US
In partnership with the

US Department of Health and Human Services

Donor Hemovigilance

Unique Model: Public Private Partnerships in Biovigilance

Tissues and Organs
CDC and the United Network for Organ Sharing in partnership with
Multiple Tissue and Organ Associations developing TTSN
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Recipient Hemovigilance Module: System 
Components

• Initial and Annual Survey
– Hospital descriptive demographics
– Denominator data

• Adverse Reaction Reports
• Incident Reports
• Monthly denominator



Recipient Hemovigilance
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Reaction Types and Categories

Allergic
• Anaphylaxis
• Local
• Systemic

Local Injury Related to Needle
• Arterial Puncture
• Hematoma / Bruise
• Nerve Irritation

Vasovagal
•Injury
• Loss of Consciousness (LOC) - complicated
• LOC - uncomplicated
• Pre-faint - No LOC

Added For Apheresis
• Air Embolus
• Citrate
• Hemolysis



Hemovigilance Systems Timeline

• Recipient Pilot (9 hosp) – Began May 2009 
• Donor Pilot (3 blood centers) – Summer 2009

• Demonstrations at Annual Meeting New 
Orleans

• Systems open to all hospitals and blood 
centers –
– Donor – Fall 2009
– Recipient January 2010
– 15% of transfusions committed to date 



“The US Biovigilance Collaborative”

• 4 Components
– Blood Recipient System

• Content – AABB Advisory Group
• Electronic System – CDC/NHSN

– Blood Donor System
• Content – AABB Advisory Group
• Electronic System – HHS

– Tissue / Organs – TTSN
• Content – UNOS Advisory Group
• Electronic System – UNet-based

– Cellular Therapies (TBD)
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For More Information

www.aabb.org/biovigilance

8101 Glenbrook Road 
Bethesda, MD 20814-2749 
Phone: +1.301.215.6574
Fax: +1.301.907.6895
biovigilance@aabb.org

http://www.aabb.org/biovigilance
mailto:biovigilance@aabb.org

