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Galactomannan Antigen, First Clinical Biomarker Qualified 

Platelia Aspergillus Ag Assay

Infectious Disease Testing



■  For the Screening and Diagnosis of Invasive Aspergillosis (IA)  
in High-Risk Patients (4, 5, 6, 7, 8, 9, 10)

■  For the Follow-up of the Antifungal Treatment for IA (3, 11, 12, 13, 14)

Platelia Aspergillus Ag 
A Unique Tool 

International Standards
“In 2002, a consensus group of the European 
Organization for Research and Treatment of Cancer/Invasive 
Fungal Infections Cooperative Group (EORTC) and the 
National Institute of Allergy and Infectious Diseases Mycoses 
Study Group (MSG) published standard definitions for invasive 
fungal infections (IFI) for clinical and epidemiological research. 

The definitions assigned three levels of probability to the 
diagnosis of IFI that develops in immunocompromised 
patients with cancer and in hematopoietic stem cell transplant 
recipients-namely, proven, probable and possible IFI”. (1)

In 2008, the EORTC/MSG Consensus Group 
published revised definitions “retaining the original 
classifications of proven, probable, and possible IFI”. 

The revised criteria for the classification of Invasive 
Aspergillosis Disease (IA) are:

■   Proven IA requires that an Aspergillus species be detected 
by histological analysis or culture in diseased tissue.

■  “Probable IA requires the presence of a host factor,  
a clinical criterion, and a mycological criterion”.

■  Possible IA requires the presence of a host factor and  
a clinical criterion.

In the revised definitions, “the category of proven IA can 
apply to any patient, regardless of whether the patient is 
immunocompromised, whereas the probable and possible 
categories are proposed for immunocompromised patients 
only.”

Galactomannan antigen (GM) detection (Platelia 
Aspergillus Ag assay) is among the mycological criteria 
defined by the EORTC/MSG Consensus Group for IA. (2)Aspergillus fumigatus heads



Galactomannan Ag Draft Guidance

Platelia Aspergillus Ag Major Milestones

In 2014, the U.S. FDA published the GM Draft 
Guidance (3) on October 24 with the following use statement:

“Galactomannan in serum and/or BAL fluid is qualified 
as a sole microbiological criterion to classify patients  
as having probable Invasive Aspergillosis (IA) as defined 
by the European Organization for Research and Treatment  
of Cancer/Invasive Fungal Infections Cooperative Group  
and Infectious Diseases Mycoses Study Group (EORTC/MSG) 
in 2008, for enrollment in, and analysis of, clinical trials 
conducted to evaluate the efficacy and safety of drugs 
for the treatment of IA.”

The FDA Center for Drug Evaluation and Research (CDER) 
has approved GM testing by Platelia Aspergillus Ag as  
the First Clinical Biomarker Qualified through the Biomarker 
Qualification Program.

This Biomarker approval allows for patients to be enrolled in 
clinical trials for antifungal therapy of IA, using the GM result.

This guidance applies to research use only in investigational-
studies of treatments for invasive aspergillosis.
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Click here for the 
guidance: 

Click here for the 
statistical review:

Click here for the 
performance in 

BAL fluids: 

For more information, please visit the site http://www.fda.gov/Medical Devices/galactomannan draft guidance
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Thanks to the Experts for your Support over the Years!
This is the Fruit of your Efforts!



Website www.bio-rad.com/diagnostics  Australia 61-2-9914-2800  Austria 43-1-877-8901  Belgium +32 (3)710-53-00  Brazil +55 (31)3689-6600   
Canada 1-514-334-4372 China 86-21-61698500  Czech Republic 420-241-430-532  Denmark +45-4452-1000  Finland 358-9-804-22-00   
France 33-1-47-95-60-00  Germany +49 (0)89-318-840 Greece 30-210-7774396  Hong Kong 852-2789-3300  Hungary +36-1-459-6100   
India 1800-180-1224  Israel 972-3-9636050  Italy +39-02-216091  Japan 81-3-6361-7070 Korea 82-2-3473-4460  Mexico +52 (55)5488-7670   
The Netherlands +31-318-540666  New Zealand 64-9-415-2280  Norway +47-23-38-41-30  Poland 48-22-3319999 Portugal 351-21-472-7700   
Russia +7-495-721-1404  Singapore 65-6415-3170  South Africa 27-11-442-85-08  Spain 34-91-590-5200  Sweden 46-8-555-127-00 
Switzerland +41 (0)26-674-55-05/06  Taiwan 886-2-2578-7189  Thailand 662-651-8311  United Kingdom +44 (0)20-8328-2000

Bio-Rad
Laboratories

Clinical 
Diagnostics Group

© Bio-Rad   2017/07Bulletin 16043   Rev C

Bibliography

1.    Ascioglu, S., and al. 2002. Defining opportunistic invasive fungal 
infections in immuno compromised patients with cancer and 
hematopoietic stem cell transplants: an international consensus. 
Clin Infect Dis. Jan 1; 34(1): 7-14.

2.  Pauw, B.D., Walsh T. J., Donelly J. P., Stevens D.A., Edwards J. E., 
Calandra T., Pappas P. G., Maertens J., Lortholary O., Kauffman 
C. A., Denning D.W., Patterson T.F., Maschmeyer G., Bille J., 
Dismukes W.E., Herbrecht R., Hope W. W., Kibbler C.C.,  
Kulberg B. J., Marr K. A., Munoz P., Odds F. C., Perfect J. R., 
Restrepo A., Ruhnke M., Segal M., Segal B. H., Sobel J. D.,  
Sorell T.C., Viscoli C., Wingard J.R., Zaoutis T. and J.E. Bennett. 
2008. Revised Definitions of Invasive Fungal Disease from the 
European Organization for Research and Treatment of Cancer/
Invasive Fungal Infections Cooperative Group and the National 
Institute of Allergy and Infectious Diseases Mycoses Study Group 
(EORTC/MSG Consensus Group. Clin. Infect Disease. 46, p. 1813-1821.

3.  FDA Draft Guidance Oct.2014

4.  Sulahian, A., Boutboul F, Ribaud P, Leblanc T, Lacroix C,  
and Derouin F. 2001. Value of antigen detection using an enzyme 
immunoassay in the diagnosis and prediction of invasive 
aspergillosis in two adult and pediatric hematology units during  
a 4-year prospective study. Cancer. 91: 311-8.

5.  Maertens, J., Theunissen K, Verhoef G, Verschakelen J,  
Lagrou K, et al. 2005. Galactomannan and Computed Tomography-
Based Preemptive Antifungal Therapy in Neutropenic Patients at High 
Risk for Invasive Fungal Infection: A Prospective Feasibility Study. Clin.
Infect.Dis. 41: 1242-50

6.  Wheat, LJ., 2005. Galactomannan antigenemia detection  
for diagnosis of invasive aspergillosis, part I. Clinical Microbiology 
Newsletter. April 27(7): 51-57

7.   Hussain, S., D.L. Paterson, S. M. Studer, M. Crespo,  
J. Pilewski, M. Durkin, J.L. Wheat, B. Johnson, L. Mclaughlin, 
C. Bentsen, K. McCurry and N. Singh. 2007. Aspergillus 
Galactomannan Antigen in the Bronchoalveolar Lavage Fluid  
for the Diagnosis of Invasive Aspergillosis in Lung Transplant 
Recipients. Transplantation. 83(10): p. 1330-1336.

8.   Clancy, C., R. A. Jaber, H. L. Leather, J. R. Wingard, B. Staley, 
J. L. Wheat, C. Cline, K. H. Rand, D. Schain, M. Baz and  
M. H. Nyugen. 2007. Bronchoalveolar Lavage Galactomannan in 
Diagnosis of Invasive Pulmonary Aspergillosis among Solid-Organ 
Transplant Recipients. J. Clin. Microbiol. 45(6): p. 1759-1765.

9.  Meersseman, W., K. Lagrou, J. Maertens, A. Wilmer,  
G. Hermans, S. Vanderschueren, I. Spriet, E. Verbeken and  
E. V. Wijngaerden. 2008. Galactomannan in Bronchoalveolar Lavage 
Fluid. A Tool for Diagnosing Aspergillosis in Intensive Care Unit 
Patients. Am. J. Respi. Crit. Care Med. 177: p. 27-34.

10.  Maertens, J., V. Maertens, K. Theunissen, W. Meersseman, 
P. Meersseman, S. Meers, E. Verbeken, G. Verhoef,  
J. V. Eldere and K. Lagrou. 2009. Bronchoalveolar Lavage Fluid 
Galactomannan for the Diagnosis of Invasive Pulmonary Aspergillosis 
in Patients with Hematologic Diseases. Clin.  
Infect. Dis. 49: 1688-93.

11.  Boutboul, F., Albert C, Leblanc T et al. 2002. Invasive aspergillosis 
in allogeneic stem cell transplant recipients: increasing antigenemia is 
associated with progressive disease.  
Clin Infect Dis. 34: 939-43

12.  Mennink-Kersten, MASH., Donnelly PJ, Verweij PE. 2004. 
Detection of circulating galactomannan for the diagnosis and 
management of invasive aspergillosis. The Lancet Infect Dis. 4: 349-357

13.  Anaissie, E.J., 2007. Trial Design for Mold-Active Agents :  
Time to Break the Mold-Aspergillosis in Neutropenic Adults.  
Clin Infect. Dis. 44: 1298-1306

14.  Miceli, MH., Grazziutti ML, Woods G, et al. 2008. Strong 
correlation between serum Aspergillus galactomannan index and 
outcome of aspergillosis in patients with hematological cancer: clinical 
and research implications. Clin Infect Dis. 46: 1412-22

62794  Platelia Aspergillus Ag, 96 tests
62792  Platelia Aspergillus Proficiency Panel, 3 x 6 tests

Ordering Information
Catalog # Description

The following trademarks in this document are trademarks of Bio-Rad Laboratories 
in some jurisdictions: Platelia ■ EVOLIS

Visit www.bio-rad.com/serology-reagents for more information.

Printed in France with soy-based inks on paper from sustainably managed forests10-31-1309 


