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About the Panther Fusion

• True assay consolidation (PCR+TMA) 

on one platform

• Fully automated open-access PCR for 

LDTs

• High throughput with random access

• Reduced labor, waste, and operating 

costs

• Excellent clinical performance

• Scalable, future proof molecular 

diagnostics
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Panther 
Fusion 
Overview
HSV 1&2/VZV
Mpox & NOV 
Candida auris
Measles
Flu/SC2/RSV

LDT Testing started in 2023

Why we chose Panther Fusion

Automation and reduced errors

Staff time and ease of training

Reliability
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Panther Fusion Optimization

• Decision of singleplex or multiplex.  

• Determine target Primer and Probe sequences

• Build protocols in myAccess software on Hologic Open Access laptop

• Optimize primer probe mix concentrations

• Optimization runs can be analyzed on the myAccess laptop
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SHL Validation Process

• Start with an approved validation plan to determine:

• Trueness – Accuracy Plan

• Precision – repeatability, Intermediate Precision & Reproducibility

• Reportable Range

• Reference Intervals (normal values)

• Analytical Sensitivity

• Analytical Specificity and Interfering Substances

• Determine calibration & control procedures and proficiency testing

• Results are reviewed, and a determination is made whether the test is 

acceptable, or a repeat plan is developed
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Mpox Clade II Validation

• 10 positives and 10 negatives obtained from MI PHL

• 95% accuracy and 100% precision

• 100% Specificity

• Aptima Multitest Swab Transport Media, RTM4, UTM, and dry swabs validated

• 98% accuracy and 100% precision

• LOD 1.475 copies/rxn, PCR efficiency 89.87%

The Journal of Infectious Diseases, 

Volume 229, Issue Supplement_2, 15 

April 2024, Pages S132–

S136, https://doi.org/10.1093/infdis/jiad

347

https://doi.org/10.1093/infdis/jiad347
https://doi.org/10.1093/infdis/jiad347
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Mpox clade II and Non-variola orthopox validation December 
2024



Analysis. Answers. Action www.aphl.org

Between Day Accuracy
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Candida auris validation

• Modified the University of Texas Medical Branch (UTMB) method for Real-

Time PCR Candida auris Using Panther Fusion and the CDC method for 

Real-Time PCR 

• Ruled-out cross reaction with other Candida species (C. duobushaemulonii, 

haemulonii, glabrata, krusei, parapsilosis, tropicalis, kefyr, lusitaniae, 

pelliculosa, pararugosa, guilliermondii)
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Candida auris 
workplan
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Measles Vaccine Strain Validation

• Measles real-time RT-PCR protocol1 and the real-time RT-PCR assay to 

detect Measles on the Hologic Panther Fusion System2 by Grant J, 

Atapattu N, Dilcher M, Tan CE, Elvy J, Ussher JE. Development of real-

time RT-PCR assays to detect measles virus on the Hologic Panther 

Fusion System. J Clin Virol. 2023;159:105355. 

doi:10.1016/j.jcv.2022.105355
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Conclusion

• Each validation plan follows a standard format but is unique to the pathogen

• Costs vary but range between $7,500-$10,000 when considering reagents 

and staff time

• Future directions:

• Flu A H5b and H7 validation in progress

• Add Treponema pallidum to the HSV 1&2/VZV
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Questions?
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