
Mirasol® Pathogen Reduction Technology (PRT) System 
Clinical Data Overview

Routine use data and clinical trials support the safety and 
effectiveness of Mirasol-treated blood products.

 Introduction
 ■ In routine use since 2009, Mirasol is now used in 37 countries and 200 active centers in Europe, the Middle East, Latin America, and 

Asia Pacific. 
 ■ No serious adverse events have been reported; more than 2.5 million Mirasol disposable kits have been sold and data has been 

published about more than 190,000 transfusions of Mirasol-treated products. 
 ■ All the clinical studies evaluating Mirasol and the routine use data confirmed the safety and effectiveness of Mirasol-treated  

blood products.

At Terumo Blood and Cell Technologies, we remain committed to advancing global blood safety, including continuing to research and 
track the use of Mirasol. 

Routine use data demonstrates the safety and effectiveness of Mirasol-treated products.
Hemovigilance (HV) is an integral part of quality management in a blood system, allowing for continual improvement in the quality and 
safety of blood components and transfusion processes. 

Active HV Warsaw 
2011 to 20131 

Passive HV Multiple Sites  
2010 to End of 20152

Number of countries where data was collected 1 6

Total number of transfusions 11,756 > 188,000

Number of platelet units transfused 7,827 > 91,000

Number of fresh frozen plasma units transfused 3,929 > 96,000

Increase in adverse reaction rates? No No

Conclusion Proven safe for patients Proven safe for patients

Study Name or Design Number of 
Patients Study Population Design Primary Endpoints

PREPAReS3 

 
Efficacy/safety of Mirasol-
treated PLTs

469 Thrombocytopenic patients Randomized controlled clinical trial No. and % episodes of 
bleeding ≥ WHO grade 2

IPTAS4 

Efficacy/safety of 
Mirasol-treated PLTs

196 Thrombocytopenic patients 
needing ≥ 2 PLT transfusions

Single-blind, randomized controlled 
clinical trial

% patients with bleeding 
≥ WHO grade 2

Safety/efficacy6 19 Therapy-induced  
thrombocytopenic patients

Prospective, observational 
open-label study

CCI1 hour 
 
CCI24 hours

Safety/efficacy7 146 Thrombocytopenic patients Retrospective/prospective observational 
open-label study CCI24 hours

Many clinical studies also demonstrated the safety and efficacy of Mirasol-treated products.
Results from these studies tracking nearly 1,300 patients have been peer-reviewed and published or accepted for publication.



Terumo Blood and Cell Technologies is a medical technology company. Our products, software, and 
services enable customers to collect and prepare blood and cells to help treat challenging diseases and 
conditions. Our employees around the world believe in the potential of blood and cells to do even more  
for patients than they do today. TerumoBCT.com
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KEY: AR = adverse reaction; CCI = corrected count increment; FFP = fresh frozen plasma; PLT = platelet; RBC = red blood cell; TTM = transfusion-transmitted  
malaria; WB = whole blood; WHO = World Health Organization.

To learn more about advancing global blood safety with Mirasol, contact your Terumo Blood and Cell Technologies representative.

Study Name or Design Number of 
Patients Study Population Design Primary Endpoints

Safety/efficacy of 
Mirasol-treated PLTs 
transfused in children8  
 
Routine setting 

137 Therapy-induced  
thrombocytopenic patients

Retrospective, open-label,  
single-center study

% patients with bleeding on any 
day of PLT support 
 
No. of ARs

Performance/safety of 
Mirasol-treated PLTs9  
 
Routine setting

54 Thrombocytopenic patients Prospective  
observational study

% CCI1 hour ≥ 7,500 
 
% CCI24 hours ≥ 4,500

AIMS10 
 
Reduction in TTM with 
Mirasol-treated WB 

214 Adult patients who required up to 
two WB transfusions within 3 days

Prospective, randomized,  
parallel-group, double-blind, 
controlled, single-center study

Efficacy of  
Mirasol-treated WB in 
preventing TTM

IMPROVE11 
 
Performance of 
RBCs derived from 
Mirasol-treated WB 

11 Healthy adult volunteers

Recovery and survival of RBCs  
resulting from Mirasol-treated  
WB using three different UV light  
energies (22, 33 and 
44 J/mL RBC)

Recovery and survival 

IMPROVE II12 
 
Performance of 
RBCs derived from 
Mirasol-treated WB 

24  Healthy adult volunteers
Recovery and survival of 
RBCs resulting from Mirasol-
treated WB at 80 J/mL RBC

Recovery and  
survival 

Total number 
of patients 1,270

Availability of product is based on regulatory approval in each country. Not approved for sale in the U.S. Product and protocol availability 
varies by country.


