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Objectives

• Describe risk factors for C. auris infection and 
colonization

• Discuss testing options for C. auris

• Describe evolving treatment options for C. 
auris

• Define steps to take when a case of C. auris is 
suspected or identified























































Testing Methodology 

Background



Senior Manager of 

Laboratory Development

Scott Licardi

365 patient swabs compared to culture.

Sensitivity 89% [C.I. 77-96%]

Specificity 99% [C.I. 97-100%]

Performance Measures

CDC Recommended 
Protocol
No FDA-approved tests for colonization swab analysis, but there 

is a Real-time PCR protocol recommended by the CDC.

Modified from:

Leach L, Zhu Y, Chaturvedi S. Development and Validation of a 

Real-Time PCR Assay for Rapid Detection of Candida auris from 

Surveillance Samples. J Clin Microbiol. 2018 Jan 

24;56(2):e01223-17. doi: 10.1128/JCM.01223-17. PMID: 

29187562; PMCID: PMC5786737.

Primer and probes designed to detect 

ITS2 gene due to high specificity to C. 

auris compared to other yeast species.

C. auris Target: ITS2



Optimization Studies



Ensuring protocol can work on Gravity’s equipment and able to fit within our current molecular 

microbiology workflows.

Optimization Studies



Multiple reaction volumes and concentrations 

were tested to determine the appropriate PCR 

conditions for the QuantStudio 12K 

instrument.

Assay Optimization

Different vendor solutions for isolating C. auris 

DNA from contrived liquid amies specimens 

were tested.  Our current workflow for other 

molecular microbiology tests provided 

equivalent results to other isolation 

methodologies.

Isolation Techniques

Dilution series to determine if LoD matches 

those of published studies.

Range Finding Limit of 

Detection

Ensuring protocol can work on Gravity’s equipment and able to fit within our current molecular 

microbiology workflows.

Optimization Studies



Validations



25 paired patient specimens (1 positive 

and 24 negatives) 100% concordance 

of results

Accuracy Studies

CDC Panel from Antibiotic Resistance 

bank for C. auris.

Analytical Specificity

Validation Studies 
Conducted

Analytical Accuracy

Precision Studies

Analytical Sensitivity 

(Limit of Detection)

Analytical Specificity

Reportable Range

Interference Studies

Stability Studies

• Burd EM. Validation of laboratory-developed molecular assays for infectious diseases. Clin 
Microbiol Rev. 2010 Jul;23(3):550-76. doi: 10.1128/CMR.00074-09. PMID: 20610823; PMCID: 
PMC2901657.

• CLSI. User Protocol for Evaluation of Qualitative Test Performance; Approved Guideline-
Second Edition. CLSI document EP12-A2. Wayne, PA: Clinical and Laboratory Standards 
Institute; 2008.

• College of American Pathologist. Accreditation checklist COM.40350 Validation of Test 
Performance Specifications – Modified FDA – cleared/approved Tests and LDTs

• Association of Molecular Pathologist. Molecular Diagnostics Assay Validation – September 
2017 AMP White Paper

• Food and Drug Administration. In Vitro Diagnostics EUA for COVID-19 Molecular 
Diagnostics Template (October 6, 2021)

Added 1% volume/volume or 

weight/volume of expected 

substances, (i.e., normal skin flora, 

blood, deodorant, etc.)

Interference Studies

https://www.amp.org/AMP/assets/File/resources/201503032014AssayValidationWhitePaper.pdf?pass=4
https://www.amp.org/AMP/assets/File/resources/201503032014AssayValidationWhitePaper.pdf?pass=4
https://www.fda.gov/media/135900/download
https://www.fda.gov/media/135900/download








Echinocandin Treatment 
of Candida auris infection

• Anidulafungin (Eraxis) 100 mg IV daily ($41)

• Caspofungin (Cancidas) 50 mg IV daily ($70)

• Micafungin (Mycamine) 100 mg IV daily ($69)



C. auris isolated from 
noninvasive, nonsterile body sites

• Respiratory tract, skin, urine.

• CDC does NOT recommend treatment 
when there is no evidence of infection.

• Similar to recommendations for 
other Candida species

• Prevention of invasive infections

• May be increased risk for surgical site 

infections
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