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Introduction 
Amotosalen/ultraviolet A (UVA) light (INTERCEPT™ Blood System, Cerus Corporation) pathogen reduction (PR) 
and delayed, large volume, bacterial culture with the BacT/ALERT™ System (DLVBC) (BioMerieux, Inc) represent 
respective best-in-class systems to reduce the risk of septic transfusion reactions (STR) associated with platelet 
concentrates (PC). Where implemented, hemoviligance (HV) programs continue to receive reports of suspected 
STR, most of which have low imputability as other causes are more likely or insufficient information is available to 
impute system failure. 
 
Methods 
United Kingdom (2006-2015), French (2006 -2015), Swiss (2011 - 2015), and Belgium (2009 -2015) HV reports, 
and Cerus Corporation's adverse event records were reviewed to assess the residual risk and imputability of STR 
with amotosalen/UVA-treated or DLVBC-screened PC. 
 
Results  
Approximately 1.35 million DLVBC-screened were issued with a 7 day outdate after release into inventory 3 days 
after collection, and ~2.3 million amotosalen/UVA-treated PC were released into inventory on day 1 or 2, with a 5 
to 7 day shelf-life. No septic fatalities were reported with either technology. The French, Belgium and Swiss HV 
programs monitored >2.83 million conventional, non-DLVBC-screened PC and recorded 58 STR and 9 fatalities. 
Concurrently, zero definite and 2 possible STR were reported with 607,871 amotosalen/UVA-treated PC, 
significantly fewer than with conventional PC (Table 1) (20.5 STR per million vs. 0.0 per million, P<0.001). One 
definite, 1 possible, 7 undetermined/indeterminate non-fatal STR and 5 contaminated "near miss" PC were reported 
with 1.35 million DLVBC-screened PC between 2010 and 2015, for a reduced false-negative rate compared with 
the prior five years (3.7 STR per million vs. 16.3 per million, P <0.05). HV programs highlight a major weakness 
when reporting STR. Stringent criteria are used to determine definite imputability, including evidence of patient 
infection, PC contamination and irrefutable evidence of a donor source, with confirmation of strain identity. Reports 
with incomplete investigations are considered undetermined or indeterminate, or possible sepsis. Some of these 
cases are almost certainly due to bacterial contamination of PC, suggesting that the actual rates of sepsis are 
considerably higher than that reported by HV programs. 
 
Conclusion 
Best-in-class pathogen reduction and bacterial culture systems reduce STR risk, although underreporting and 
inadequate clinical data may result in underestimation of the true rates. Pathogen reduction of platelets with the 
INTERCEPT Blood System is at least as, if not more effective, than DLVBC and allows for the earlier release of 
fresh platelets into inventory. 
 
Table: Hemovigilance reports of high imputability septic transfusion reactions. 
 

 Conventional Platelets Amotosalen/UVA  Platelets 

Country - Year Units Transfused 
(n) 

Transfusion 
Transmitted 

Sepsis 
(Fatalities) 

Units 
Transfused (n) 

Transfusion 

Transmitted 
Sepsis (Fatalities) 

France            (2006-2015) 2,575,224 49 (9) 214,293 0 (0) 

Switzerland   (2011-2015) 6,613 0 (0) 167,200 0 (0) 

Belgium         (2009-2015) 252,610 9 (0) 226,378 0 (0) 

Total 2,826,393 58 (9) 607,781 0 (0) 

 


