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collaborating physician support and inclusion, are identified as significant areas of 
improvement. The establishment of APP-specific training programs and educational 
courses will create more opportunities for APPs and further expand the ID workforce.
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Background:   Social determinants of health are conditions in which people live, 
including aspects of both social environments and physical environments, and how 
these conditions affect their health. Examples of social determinants include access 
to health care, social support, culture, etc. These factors are often considered when 
discharging a patient on IV antibiotics. The purpose of this study was to determine if 
social determinants of health are related to outcomes for veterans discharged from the 
Zablocki VA on outpatient parenteral antibiotic therapy (OPAT).

Methods:   This retrospective chart review evaluated veterans discharged home from 
the Zablocki VA on OPAT between the years of 2013 and 2017. Variables of social deter-
minants of health included: race/ethnicity, co-habitants, mental health diagnosis, employ-
ment, use of illicit drugs, use of tobacco, and use of alcohol. The primary outcome analyzed 
was completion of therapy with or without complication. Complication is defined as anti-
biotic change/dose adjustment, PICC line complication, or additional clinic/hospital visit.

Results:   Overall, 294 veterans’ charts were reviewed. Of these patients, 188 
(63.95%) had no complication and 106 (36.05%) had a complication. Univariate analy-
ses of social determinants are summarized in Table 1. Tobacco use was the only factor 
significantly associated with OPAT complication (p= 0.008).

Table 1.

Conclusion:   This analysis suggests that many social determinants thought to po-
tentially impact OPAT outcomes, such as race/ethnicity, co-inhabitants, mental health 
diagnosis, employment status, and use of illicit drugs or alcohol were not significant 
contributions to OPAT complications in the Milwaukee VA population; although, 
veterans who were current smokers were more likely to have an OPAT complication. 
These results may speak to the VA’s integral social support provided to veterans upon 
discharge, and perhaps, the above social determinants should not be as heavily con-
sidered when deciding if a veteran can perform OPAT. However, it is important to 
consider that these results may reflect the careful selection of Milwaukee veterans dis-
charged on OPAT, as questionable cases can be treated as an inpatient.
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Background:   While major progress has been made to establish diagnostic tools 
for the diagnosis of SARS-CoV-2 infection, determining the severity of COVID-19 
remains an unmet medical need. With limited hospital resources, gauging severity 
would allow for some patients to safely recover in home quarantine while ensuring 
sicker patients get needed care. We discovered a 5 host mRNA-based classifier for the 
severity of influenza and other acute viral infections and validated the classifier in 
COVID-19 patients from Greece.

Methods:   We used training data (N=705) from 21 retrospective clinical studies 
of influenza and other viral illnesses. Five host mRNAs from a preselected panel were 
applied to train a logistic regression classifier for predicting 30-day mortality in in-
fluenza and other viral illnesses. We then applied this classifier, with fixed weights, to 
an independent cohort of subjects with confirmed COVID-19 from Athens, Greece 
(N=71) using NanoString nCounter. Finally, we developed a proof-of-concept rapid, 
isothermal qRT-LAMP assay for the 5-mRNA host signature using the QuantStudio 
6 qPCR platform.

Results:   In 71 patients with COVID-19, the 5 mRNA classifier had an AUROC 
of 0.88 (95% CI 0.80-0.97) for identifying patients with severe respiratory failure and/
or 30-day mortality (Figure 1). Applying a preset cutoff based on training data, the 
5-mRNA classifier had 100% sensitivity and 46% specificity for identifying mortality, 
and 88% sensitivity and 68% specificity for identifying severe respiratory failure. 
Finally, our proof-of-concept qRT-LAMP assay showed high correlation with the ref-
erence NanoString 5-mRNA classifier (r=0.95).

Figure 1.  Validation of the 5-mRNA classifier in the COVID-19 cohort. (A) 
Expression of the 5 genes used in the logistic regression model in patients with (red) 
and without (blue) mortality. (B) The 5-mRNA classifier accurately distinguishes 
non-severe and severe patients with COVID-19 as well as those at risk of death.

Conclusion:   Our 5-mRNA classifier demonstrated very high accuracy for the 
prediction of COVID-19 severity and could assist in the rapid, point-of-impact assess-
ment of patients with confirmed COVID-19 to determine level of care thereby improv-
ing patient management and healthcare burden.
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Background:   VIR-2482 is a fully human immunoglobulin G1(IgG) mono-
clonal antibody (mAb) directed against a highly-conserved epitope in the influenza 
A hemagglutinin stem region and is in clinical development for the prevention of 
influenza A  illness. The Fc region of VIR-2482 has been modified to provide an 
extended half-life.

Methods:   This is a randomized, placebo-controlled, Phase 1/2 study of VIR-2482 
administered intramuscularly (IM) to healthy adult volunteers aged 18-64 years old 
who have not received a current influenza vaccine. The Phase 1 portion of the study 
will evaluate the safety, tolerability, pharmacokinetic (PK), and immunogenicity pro-
file of VIR-2482 following single (Part A) or multiple doses (Part B). The Phase 2 study 
will evaluate the efficacy of VIR-2482 in the prevention of influenza A illness as well as 
safety, tolerability, and PK. Part A is ongoing and consists of four single dose cohorts 
(N=25/cohort) randomized (4:1) to a single dose of VIR-2482 or placebo at 60, 300, 
1200, or 1800 mg. Safety, tolerability, PK and immunogenicity will be evaluated for at 
least 52 weeks post-dose.

Results:   In Part A, all 100 subjects received a single dose of VIR-2482 (N=80) 
or placebo (N=20). Preliminary blinded safety data for all cohorts and PK data for the 
300 and 1200 mg cohorts are reported here. Dosing was well tolerated; 6% (6/100) of 
subjects experienced mild injection site reactions, which generally resolved within 48 
hrs. Through 12 weeks post-dosing, the majority (124/126; 98.4%) of adverse events 
(AEs) were mild to moderate in nature, no serious AEs were reported, and no subjects 
discontinued due to an AE. Based on available data, exposure (Cmax and AUC) between 
300 and 1200 mg of VIR-2482 increased in a dose proportional manner. The PK profile 
of VIR-2482 is consistent with a half-life extended IgG.

Conclusion:   Based on available data, VIR-2482 has been well tolerated fol-
lowing single IM doses of up to 1800 mg in healthy subjects. The preliminary PK 
profile of VIR-2482 enables once per season dosing. Overall, these data support 
initiation of a Phase 2 study to evaluate efficacy of VIR-2482 for the prevention of 
influenza A illness.
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Background:   Travelers’ diarrhea (TD) is a leading threat to military readiness. 
Most trials of rifaximin chemoprophylaxis involve civilians or short-duration travel, 
whereas military travelers are exposed for longer periods at austere locations and are 
often physically taxed. We sought to assess efficacy of two regimens among military 
personnel deployed overseas.

Methods:   This was a multi-site, double-blind, placebo-controlled trial of 
deployed military, randomized to placebo, rifaximin 550 mg daily, or rifaximin 550 mg 
twice-daily, for up to 42 days (1:1:1; 6 randomizations/block). Diaries were reviewed 
with subjects on return. Primary endpoint was time to first unformed stool (TFUS) in 
a TD episode. Other endpoints were assessed by intention to treat (ITT) and subgroups 
included incidence of any loose stool, meeting criteria for TD, safety, efficacy, adher-
ence and impact to activity endpoints.

Results:   343 subjects were included in the ITT population. All UK travelers 
deployed to a single-site in Kenya; US travelers mostly deployed to various Asia-Pacific 
locations. Of 73 (21.2%) subjects reporting diarrhea, 42 (57.5%) met TD criteria. 
Among rifaximin-treated subjects, 15.9% (n=17) reported diarrhea in the twice-daily 
arm, 20.7% (n=25) in the daily arm, vs. 27.0% (n=31) of placebo recipients; p=.04 and 
0.26 respectively. TD was reported by 10.3% (n=11) and 10.7% (n=13) in the daily 
and twice-daily arms, vs. 15.7% (n=18) among placebo recipients; p=0.24 vs. 0.26 re-
spectively. Among UK personnel, a twice-daily regimen vs. placebo resulted in sig-
nificantly fewer TD episodes (1.6% vs. 11.9%; p=0.03). Adverse events were similar 
between groups.

Table 1: Demographics, endpoints, and adverse events (Comparisons are across 
placebo vs. each dosing regimen. Intent-to-treat [ITT] population defined as sub-
jects enrolled into the study, randomized, travelled and had follow-up. p-values 
calculated from chi-square or Fisher’s exact test [categorical variables] and Wilcoxon-
Mann-Whitney test [continuous variables]. Analyses performed on SAS v9.4. BID: 
twice-daily)

Conclusion:   This is the first trial comparing two high-dose regimens of rifax-
imin prophylaxis in deployed personnel. Unlike prior reports, neither regimen was 
associated with an overall significant decrease in TD, potentially due to low overall 
TD incidence. However, the twice-daily regimen was associated with a numerically 
lower incidence of diarrheal stool, and in the UK subject group, there was a significant 
decrease of both TD and diarrheal stool. The impact of variability in regional TD risk, 
pathogen distribution and adherence in austere deployment environments on efficacy 
will be reviewed.
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