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Background 

• Donor Vigilance Program at Blood Systems, 

Inc. (BSI) began in 2007  

• Resulted in multiple refereed publications that 

have influenced policies  

• Led to implementation of intervention measures 

that reduced vasovagal reactions in donors. 
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Organization Background 
 

• Established 1943 
 

• Non-profit 501 (c) (3) Organization 
 

• National Headquarters is Blood Systems (Scottsdale, Arizona) 
 

• 10 Regional Blood Centers (2 are affiliates) serving 18 States 
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Aim 

• To describe actions taken in data collection to enhance 

analysis and reporting on blood donor adverse events (AEs) 

aimed to inform appropriate intervention strategies. 
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BSI’s Donor VigilanceTimeline 

2007 2008 2009 2010 2011 present 

CONTINUOUS PROCESS IMPROVEMENT 

Data Collection Forms 

Database 

Vasovagal Reactions Classification 

Supplemental Donor Testing 

BECS changes to accommodate external reporting 

• Mild Reactions 

• Donor Association 

• Intended Collection Type 
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Data Collection Forms 

2007 2008 2009 2010 2011 present 

• Revisions 5 to 12 (2007 to present) - periodic reviews allowed inclusion of data elements 
evaluated as important in donor vigilance 
• NOTE: participation in national reporting allowed for stabilization of data collection form, 
i.e.  Rev. 11 (3/30/2009 to 11/27/2011) 

• Rev 5 (up to 6/3/07) 

• Rev 6 (6/4/07 to 12/2/07) 

• Rev 7 (12/3/07 to 4/24/08) 

• Rev 8 (4/25/08 to 7/27/08) 

• Rev 9 (7/28/08 to 10/26/08) 

• Rev 10 (10/27/08 to 3/29/09) 

• Rev 11 (3/30/09 to 11/27/2011) 

• Rev 12 (11/28/2011 to present) 
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BS 336 – Donor Reactions and Incidents (Paper Form) 
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BS 336 – Donor Reactions and Incidents (Paper Form) 
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BS 336 – Donor Reactions and Incidents (Paper Form) 
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BS 336 – Donor Reactions and Incidents (Paper Form) 



13 
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BS 336 – Donor Reactions and Incidents (Paper Form) 
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BS 336 – Donor Reactions and Incidents (Paper Form) 
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Database 

2007 2008 2009 2010 2011 present 

Medical Affairs 
Donor Reactions 

and Incidents 
Database (MADRID) 

Donor 
Hemovigilance 
System (DHS) 
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Medical Affairs Donor Reactions and Incidents Database 

(MADRID) 
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Donor Hemovigilance System (DHS) 
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Donor Hemovigilance System (DHS) 
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Donor Hemovigilance System (DHS) 
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Donor Hemovigilance System (DHS) 
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Vasovagal Reactions Classification 

2007 2008 2009 2010 2011 present 

Moderate 
or Severe 

Mild, 
Moderate or 

Severe Pre-faint,  
Loss of Consciousness 

 (uncomplicated, complicated, with injury) 
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BECS changes to accommodate external reporting 

2007 2008 2009 2010 2011 present 

as of  
18 January 2010 

MILD Reactions 

Allergic 

Citrate 

Hematoma (small) 

Infiltration (small) 

Multiple 

Other 

Vasovagal (mild) 

Donor Association 

High School 

College 

Military 

Others 

Intended Collection Type 

Specification of collection type among donors with incomplete 
or unsuccessful donation 
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Supplemental Donor Testing 

2007 2008 2009 2010 2011 present 

Total Cholesterol testing 
(since March 2007) 

Hemoglobin using HemoCue 
(began September 2009) 
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External Reporting 

2007 2008 2009 2010 2011 present 

Submitted 2010 data - International Surveillance of 
Transfusion-Associated Reactions and Events (ISTARE) 

Beginning April 2009 data - AABB - Donor 
Hemovigilance System 



Timeline - Overview 
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Results 

Continuous process improvement (CPI) allowed: 

  

1. Improved capabilities to classify AEs in a manner that allow 

comparisons with the national and international standards:  

– U.S. Donor Hemovigilance System, and  

– International Surveillance of Transfusion-Associated Reactions and Events (ISTARE),  

2. The use of appropriate statistical analyses, e.g. multivariable 

regression, thus overcoming the limited usefulness of simple rate 

comparisons or uni-variate analyses, and  

3. The evaluation of additional factors’ contribution to the likelihood of 

vasovagal reactions and/or needle related injuries in blood donors  
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Summary 

• Donor vigilance is an evolving field.  

 

• Gained knowledge may generate new 

inquiries. 

 

• Only through a continuous improvement 

process, an optimum donor vigilance program 

can be achieved.  
 



Questions 
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BSI’s Commitment to Quality  

 

• Quality is providing an uncompromised quality of work 

life, while continuing to ensure the quality and safety of 

our products and services to ensure a positive outcome 

for patients and donors 

 

• Blood Systems is dedicated to quality, continuous 

performance improvement, and implementation of new 

quality initiatives.  


