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Members of the QC & Validation Working Group 
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• Pierre Robillard, MD 
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QC & Validation Working Group 

Goals 
• Evaluate quality of data reported to AABB 

through CDC’s NHSN 

• Develop a supplemental tool that can be used for 

data validation 

• Determine need for additional user training and 

support 
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CDC’s NHSN 
Hemovigilance 

Module 

Data Protection: 
State Peer Review 

Protections 

Data A 
Data B 
Data C 

Data Protection: 
Public Health 

Service Act 

Data Protection: Patient Safety and 
Quality Improvement Act of 2005 

Data Protection: HIPAA and the Patient Safety Act 
Note: Reports, benchmarking, analysis, etc. cannot be returned to participating facility without the HIPAA 

Business Agreement and AABB’s Participation & Confidentiality Agreement in place. 

Patient Safety Work Product 



Preliminary Review of  

AHTR and Allergic Reactions:  

Appropriateness of Reaction Criteria Chosen 
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Matched Did not Match Used N/A 

Category 

Total AHTR 2 3 1 

Percent 40% 60% 20% 

Total Severe Allergic  47 16 3 

Percent 74.6% 25.4% 4.8% 

Total Life Threatening 

Allergic 

1 2 0 

Percent 33.3% 66.7% 0 
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Preliminary Review of  

AHTR and Allergic Reactions:  

Appropriateness of Reaction Grade Chosen 
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Matched Did not Match Did not report enough 

information to confirm 

Total AHTR 3 2 0 

Percent 60% 40% 0% 

Total Severe Allergic  45 14 0 

Percent 71.4% 28.6% 0% 

Total Life Threatening 

Allergic 

1 2 0 

Percent 33.3% 66.7% 0 



Definitions of Reaction Severity Grade 



Preliminary review of 

TACO/TRALI/TAD Criteria chosen 
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Matched Did not Match Used N/A 

Category 

Total TACO 13 10 5 

Percent 56.5% 43.5% 21.7% 

Total TRALI 0 10 10 

Percent 0% 100% 100% 

Total TAD 2 1 1 

Percent 66.7% 33.3% 33.3% 
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Preliminary review of  

TACO/TRALI/TAD Grade 

Appropriateness of reaction grade chosen 
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Matched Did not Match Did not report enough 

information to confirm 

Total TACO 15 4 4 

Percent 78.9% 21.1% 21.1% 

Total TRALI 4 6 0 

Percent 40% 60% 0% 

Total TAD 2 1 0 

Percent 66.7% 33.3% 0% 



Evolution of Supplemental Reporting: Respiratory Reactions 

• Creation of Version 1 of supplemental data form based on 

SHOT UK version 

• 5 page form completed by hospitals for TRALI, TACO, TAD 

included: 

– Time of onset of Rxn 

– S/S with 6 hour details 

– Diagnostic interventions 

– Pre-existing conditions/relationship to ALI 

– Evaluation of Volume Status 

– Course of treatment 

– Components 

– Donor Component investigation/test results 

– HLA/HNA antigen/antibody info 

– Outcomes 

• Reviewed forms against NHSN coding for validation 

– Deficiencies identified among known cases and report forms 
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Summary of Working Group Expert 

Analysis:  Case Definitions 

 Case  AE Type Case Definition Facility WG Def* WG Indeterminate*  

1 TACO Definitive 
3 

2 TACO Definitive 
3 

3 TACO Definitive 
3 

4 TACO Definitive 
3 

5 TACO Definitive 
1 2 

6 TACO Definitive 
2 1  

7 TACO Definitive 
1 2 

8 TACO Definitive 
1 2  

9 TACO Definitive 
2  1  

10 TAD Definitive 
2  1  

*Out of 3 people 
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Summary of Working Group Expert 

Analysis: Grade 
NHSN Case ID AE Type Grade Facility WG 

NS* 

WG 

S* 

WG 

LT* 

WG Indeterminate 

1 TACO Non-Severe 
3 

2 TACO Non-Severe 
4* 

3 TACO Life-Threatening 
3 

4 TACO Non-Severe 
3 

5 TACO Life-Threatening 
3 

6 TACO Life-Threatening 
3 

7 TACO Non-Severe 
4* 

8 TACO Severe 
1 1 1 

9 TACO Non-Severe 
2 1 

10 TAD Non-Severe 
1 1 1 

* Out of 4 people 

** Out of 3 people 
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Summary of Working Group Expert 

Analysis: Imputability 
NHSN Case 

ID 

AE 

Type 

Imputability 

Facility 

WG 

Definite*** 

WG 

Probable*** 

WG 

Indeterminate*** 

1 TACO Definite 
1 3a 

2 TACO Definite 
3b 1 

3 TACO Definite 
1 3a 

4 TACO Definite 
2 2 

5 TACO Definite 
1 3a 

6 TACO Definite 
4 

7 TACO Definite 
1 3 

8 TACO Definite 
4 

9 TACO Definite 
2 1 1 

10 TAD Definite 
2 2 

***Out of 4 people 
a or possible 
b or probably 
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Observations 

• Despite creation of standardized transfusion 

reaction definitions, reports did not consistently 

include all necessary items. 

• Selection of N/A categories of case definition, 

severity, or imputability suggests some reporters 

may not be using standardized definitions. 

• Initial draft of supplemental form used to further 

confirm proper classification of reactions was not 

adequate. 
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Evolution of Supplemental Reporting: Respiratory V2  

• Version 2 Supplemental Form 

– Deleted what was already in original reaction report 

– Reduced un-helpful information (eg. antibodies) 

– Included additional narrative, onset of reaction, components 

transfused and timing of such 

– Specific relevant signs and data values matching 

– Other possible risk factors 

 

• Will use Version 2 in late Spring 2012 
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Latest Review of 2011 data 

TRALI 

• 1 case with Definite criteria, Definite imputability 

• 2 cases with Definite criteria, Probable 

imputability 

• 2 cases with Definite criteria, Possible 

imputability 

• 2 cases with Possible* criteria, Possible 

imputability 

• All cases with either shortness of breath, 

hypoxemia, and/or bilateral infiltrates on CXR 

*Possible is currently not a defined case definition criteria 
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Latest Review of 2011 data 

TACO 

• 5 cases Definite criteria, Definite imputability 

• 14 cases Definite criteria, Probable imputability 

• 6 cases Definite criteria, Possible imputability 

• 9 cases Probable* criteria, Probable imputability 

• All except 5 cases reported shortness of breath 

• Remainder reported either hypoxemia or bilateral 
infilitrates on CXR 

• Two cases with no respiratory signs/symptoms 
reported 
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*Possible is currently not a defined case definition criteria 



Challenges encountered with QC validation 

• Members of QC working group not reviewing 

entire patient chart. 

• Information requested for NHSN reporting and 

with supplemental reporting requested by AABB 

was insufficient for independent reviewer to 

categorize transfusion reaction. 

• Only able to exclude cases as not correct if 

positive findings are present (findings arguing 

against transfusion reaction category) 
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Next steps 

• Continue to review data 

• Revise supplemental data collection form to 

specifically match reaction definition 

requirements 

• Creation of “transfusion reaction rounds” for 

participating AABB facilties to present difficult to 

categorize cases for group discussion, and to 

facilitate better understanding of reporting criteria 
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Thank you! 

 

www.aabb.org/biovigilance  

 
8101 Glenbrook Road  

Bethesda, MD 20814-2749  

Phone: +1.301.215.6574 

Fax: +1.301.907.6895 

biovigilance@aabb.org   
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