
• INDICATIONS FOR USE: Patients at high risk for 
Invasive Fungal Infections (IFI) e.g.
✓ Patients admitted to an intensive care unit (ICU) for 

longer than 7 days
✓ Patients with haematological malignancies and 

neutropaenia or risk of neutropaenia
✓ In-hospital patients suffering from chronic illnesses 

who have unconfirmed source of sepsis e.g. 
diabetes mellitus, chronic renal failure, chronic 
respiratory diseases, etc.

✓ Patients who have undergone extensive abdominal 
surgery 

✓ Patients with severe burns

• SAMPLE/SPECIMEN TYPE
✓ Serum collected in a sterile vacuum tube (red top) 

or serum-separator tube (SST) is the only sample 
type approved for use with this assay.

✓ NOTE: Haemolyzed, lipaemic, icteric or turbid 
samples are not suitable for testing.

• INTERPRETATION OF RESULTS 
Interpretive cut off values differ depending on the BDG 
assay being used. This is largely due to differences in β- 
D-Glucan standards, specimen pre-treatment steps 
and kit lysates used.
At Vermaak and Partners/PathCare Pathologists we 
currently use the Fungitell® (1,3)-β-D-Glucan Assay) 
which is interpreted as follows:
 • Negative: <60 pg/mL.
 • Indeterminate: 60 to 79 pg/mL. 
 • Positive: ≥ 80 pg/mL. 

• Can you use the result to monitor response to 
therapy?

 ✓ There is insufficient evidence to support the use 
of BDG levels to monitor response to therapy.

 ✓ However, persistently high levels of (1,3)-β-D-
Glucan, have been associated with worse clinical 
outcomes, and can alert the clinician to the 
importance of aggressive source control. 

The incidence of invasive fungal infections (IFI) has increased significantly in the last three decades due to a multitude 
of  factors.
IFI are associated with high mortality, therefore, the availability of a rapid and reliable screening test for initiation of 
appropriate antifungal therapy is needed.

Culture-based diagnostic methods are often delayed due to the slow-growing nature of fungal pathogens and the 
poor sensitivity of these tests. 1,3-β-D-Glucan (BDG) is a component of most fungal cell walls and is shed into the 
bloodstream during an invasive infection. It has been shown to become positive at a median of 10 days before a 
definitive positive culture result is obtained.

Normal human serum contains low levels of (1,3)- ß-D glucan, typically 10 to 40 pg/mL, presumably from commensal 
yeasts present in the gastrointestinal tract. The BDG is a pan-fungal marker and does not distinguish between Candida 
species and other pathogenic fungi. However, elevated levels provide a rapid and useful surrogate marker for invasive 
fungal disease. 

There are at least five commercially available rapid in vitro diagnostic serum assays that detect (1,3)- ß-D- glucan from 
the following pathogens: Candida spp., Acremonium, Aspergillus spp., Coccidioides immitis, Fusarium spp., 
Histoplasma capsulatum, Trichosporon spp., Sporothrix schenckii, Saccharomyces cerevisiae, and Pneumocystis 
jirovecii.

The Fungitell® Assay, is a US Food and Drug Administration (FDA)-approved laboratory test that quantitatively 
measures (1,3)-β-D-glucan levels to aid in the diagnosis of invasive fungal infections in high risk patients. This assay is 
currently used.
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 ✓ The Fungitell® (1,3)-β-D-Glucan Assay is a pan-fungal screening test and does not replace the current definitive  
  laboratory diagnostic methods for invasive fungal infections.
 ✓ It does not detect infections caused by Cryptococcus and Zygomycetes species.
 ✓ Reported sensitivity and specificity is highly variable and is dependent on patient population. Therefore, it is 

important to assess and understand the patient's pre-test probability of having an invasive fungal infection.

•  SUMMARY
 ✓ The Fungitell® (1,3)-β-D-Glucan Assay is a rapid in vitro diagnostic test that detects 1,3-β-D-Glucan in serum.
 ✓  It is a valuable adjunct in the early diagnosis of invasive fungal infections, such as Candidiasis, Aspergillosis and  
  Pneumocystis pneumonia (PCP), when used in the correct clinical context.
 ✓ Elevated BDG levels in serum can be detected at a median of 10 days before a positive fungal culture result is 
  reported.
 ✓ If used appropriately the assay has a high negative predictive value (NPV), which is useful in excluding an  
  invasive fungal infection.

• Example of report
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•      LIMITATIONS OF THE ASSAY


