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Methods: Target-specific MS2-PLPs were generated through one-plasmid- | — ﬁ e M e Figure 6. Freeze-Thaw Stability Study. The Freeze-thaw stability was performed to
driven expression system. First, heterologous RNA sequences from multiple assess freeze-thaw cycles allowance for up to 6 times, and minimal of 4 hours apart to
target genes were expressed in vivo and encapsulated by MS2 viral coat RNA | " Amplification \ | allow samples to be completely frozen. The performance was checked using both droplet
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the MS2-PLPs were purified and formulated into different matrices to mimic real L target gene was expressed in E. coli and MS2-PLP was purified by gel electrophoresis the concentration are within =20% of original concentration.
patient samples. Finally, RNAs were extracted and quantified by digital PCR. using Invitrogen™ E-gel™ system and proprietary method.
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stability criteria. The freeze-thaw stability study results support up to six freeze- Stable: Resistant to ubiquitous RNases. Figure 4. Accelerated Stability Study for Shelf-life Prediction. Figure 7. Other Matrix Evaluation by Accelerated Stability Study. MS2-PLP was spiked
thaw cycles after first use. i MS2-PLP extraction was performed using KingFisher™ Apex automated extraction Into Human Plasma at 2 different concentrations: 1E4 cps/mL and 1E6 cps/mL. The
Safe: Recombinant and can be used in any general laboratory setting. instrument with MagMAX™ Viral/Pathogen Nucleic Acid Isolation Kit. The accelerated accelerated stability testing was performed at 23 °C for 0, 3, 6, 9, 12, 13 months time
Conclusions: The MS2-PLPs were successfully generated to be used as full stability testing was performed at 23 °C with 2 different concentrations at 1E4 cps/mL interval equivalency using droplet digital PCR. The result showed MS2-PLP is stable In
orocess QC materials to monitor the entire testing process for assay | | | | and 1E6 cps/mL in VTM for 0, 3, 6, 9, 12, 13 months time interval equivalency using Plasma till 13 months, W|th_~50% decr_ease of the orlglnal_ _concentratlon. In addition, both
development, validation, and routine performance evaluation. The multiplexed Flexible: Single or multiple target genes in one strand. droplet digital PCR. In addition, the stability regarding different targets in the same Plasma and VTM showed similar trend in accelerated stability.
target sequence design, incorporating several different pathogenic targets, construct were also evaluated between TO (0 month) vs. T5 (13 months), which CONCLUSIONS:
allows MS2-PLP usage when native clinical specimens are inaccessible, highly Cost-effective: Easy to scale-up to GMP friendly process. showed consistent results in Ct value by gPCR among all the targets. U :
Infectious, or expensive. Moreover, MS2-PLP can be utilized as patient-like QC
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spot detection in sequencing-based assays for the cancer diagnostic field. i FEE = o detected in MS2-PLP.
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