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0 bj ective: Table 2. Nasopharyngeal Assay Demonstrated Excellent Sensitivity and Performance Compared to a Commercial Diagnostic Figure 3. Highly Symptomatic Participants Display Elevated Viral RNA and Reduced Immune Response
- SARS-CoV-2 Assay
- COVID-19 is associated with a myriad of clinical manifestations ranging from none (asymptomatic) to critically ill patients, Nasopharyngeal Swab Saliva Sample Antibody Titer
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commercial emergency use authorized diagnostic test. Assay clinical performance was evaluated by contingency analysis and area-under the receiver
Meth OdS n operator curve (AUROC). Days Since First COVID-19 Positive Test Days Since First COVID-19 Positive Test Days Since First COVID-19 Positive Test

Nonlinear regression models of minimal, moderately and highly symptomatic participants. Solid curves are best-fit models and shaded area
represents 95% ClI.

- Ultrasensitive saliva and extraction-free nasopharyngeal SARS-CoV-2 PCR assays were validated for paired specimen

analysis [1]. Table 3. Twenty Percent of COVID-19 Positive Participants were Asymptomatic Over the 8-Week Observational Period
- Participants (n=30) detected for SARS-CoV-2 during routine screening were enrolled in an 8-week study [2]. Participant Characteristic Study Population (n=30) Conclusion:
- Nasopharyngeal and saliva samples were collected over the first 3 weeks of the study, and blood sample were collected Age (years) 30.8+8.77 (20 - 49) | | o | | S
for SARS-CoV-2 spike protein antibody titers on study days indicated in Figure 1. In addition, participants were queried Gender (Male/Female) 11/ 19 y Robugt, sensitive analytlc_al tools_ with low limits _of detection are r_equwed to understand SARS-CoV-2 viral kinetics,
about their symptoms at each visit. Weight (kg) 166.1+38.8 (105 - 246) especially in asymptomatic or mildly symptomatic COVID-19 participants.
Figure 1. Study Design BMI (kg/m?) 27.2+4.8 (18.6 — 36.3) - We established SARS-CoV-2 PCR assays able to detect 0.5 genome copies/uL in nasopharyngeal samples applying a
' y Number of Days from 1% Positive Test to Visit 1 9.8+7.1 (1 - 28) nucleic acid extraction-free method, and saliva assay with limit of detection of 1 genome copies/LL.
Routine Study COVID-1D Symptom Occurrence Number of Participants (%) - These ultrasensitive assays were applied in an observational trial, which followed asymptomatic and mildly symptomatic
Screening Days: 1to ~19 28 42 56 Asymptomatic (no symptoms) 6 (20%) COVID-19 positive participants for 8 weeks.
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L' L' & L' & L' & Highly symptomatic (reporting >5 symptoms) 4 (13%) symptomatic participants.
Most Common COVID-19 Symptoms Number of Participants (%) » |In addition, we observed a symptom-dependent relationship with SARS-CoV-2 RNA levels in nasopharyngeal and saliva
ongestion or Runny Nose (Rhinorrhea or Rhinitis 6 :
\ Y ]| Y ) C ion or Runny Nose (Rhinorrhea or Rhinitis) 17 (57%) samples
Headache 11 (37%) - Our findings suggest that reaching a viral load threshold may be a contributing factor to developing symptoms.
COVID-19 positive Participants returned to the CRU every 2-3 days for paired nasopharyngeal and saliva sampling. Fatigue 9 (30%)
within 14 days *Blood sampling on Days 1, 7, 13, 19 Persistent Cough (Tussis) 7 (23%)
New Loss of Taste or Smell (Aguesia or Anosmia) 7 (23%)
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Nucleic acid extraction-free method uses less reagents and obtains results faster than a conventional procedure requiring nucleic acid extraction.
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