Figure 2. Percentage of participants with at least one type of solicited adverse event
(AE) within 7 days post-dose 1

‘Young adults aged 18-40 years Older adults aged 60-80 years

it (N=12) dit . Medium- , (N=100] [N=0¢
W High-dose RSVPreF3 (N=11) 1 High.dose RSVPreF3 (N=00) W High-dose RSVPreF3/ASOL, (N=100) N High-dose RSVPreF3/AS01, (N=101)
ittt N et i e
W Grade 3
A. Local AEs
2 :
2 1
2w W w0
£l

. st LR

Erythema pain Swelling Erythema Pain

B. General AEs*
100 100

ol ifmm | ) lﬂﬁfliﬁ !I!%II"; I Lihighlin

Athralgia  Fatigue Glsymp Anthralgia Fatigue Glsymp

£ 80

60

b |
i “~ n il }?i[ﬁir%ii T*L;ﬁﬁlilﬁ ";}a;lii_

Headache  Myalgia  Shivering Headache Myalgia Shivering

H
&
i
H
2

Exposed set N, number o,
fain,srthrlgi, symptoms, headache,

Grade 3,100 mm (er normal
due o low (53.0%)

Conclusion:  First dose of RSVPreF3 candidate vaccine is well tolerated. AE rates
tended to be higher after ASO1,-adjuvanted formulations compared to other vaccine
formulations. No safety concerns were raised.
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Session: O-23. Hot Clinical Trials

Background:  The diagnosis of Influenza in hospitalised patients is delayed due to
long turnaround times of laboratory testing, leading to inappropriate and late antiviral
and isolation facility use. Molecular point-of-care test (mPOCT) are highly accurate,

easy to use and generate results in under 1 hour but high quality evidence for their
clinical impact is lacking.

Methods:  In this multicentre, randomised controlled trial we enrolled adults
hospitalised with acute respiratory illness during influenza seasons. Patients were
randomised (1:1) to receive mPOCT for influenza or routine clinical care. The pri-
mary outcome was the proportion of influenza-infected patients who received anti-
virals. Secondary outcomes included time to antivirals, isolation facility use, and
clinical outcome. This study is registered with ISRCTN, number:17197293, and has
completed.

Results:  Between December 2017 and May 2019, 613 patients were enrolled
(307 assigned to mPOCT and 306 to routine care) and all were analysed. 100 (33%)
of 307 patients in the mPOCT group and 102 (33%) of 306 in the control group
had influenza. 100 (100%) of 100 influenza-infected patients were diagnosed in the
mPOCT group and 60 (59%) of 102 were diagnosed though routine clinical care
(relative risk 1.7, 95%CI 1.7 to 1-7;p< 0-0001). 99 (99%) of 100 influenza-infected
patients received antivirals in the mPOCT group versus 63 (62%) 102 in the control
group (relative risk 1-6, 95%CI 1-4 to 1:9;p< 0-0001). Median time to antivirals was
1.0 hour in the mPOCT group versus 6-0 hours in the control group (difference of
5-0 hours, 95%CI 0 to 6-0;p=0-004). 70 (70%) of 100 influenza-infected patients in
the mPOCT group were nursed in single room accommodation versus 39 (38%) of
102 in the control group (relative risk 1-8, 95%CI 1-4 to 2-4;p< 0-0001). Median hos-
pital recovery scale score (an ordinal 6 point scale used to assess patient outcome) at
7 days was lower in the mPOCT group verses the control group (p=0-045).

Figure la: Time-to-event curve showing antiviral use over time in influenza-in-
fected patients.
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Figure 1b: Time-to-event curve showing isolation facility use over time in influen-
za-infected patients.
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Conclusion: ~ Routine mPOCT for influenza was associated with enhanced influ-
enza detection, improvements in appropriate and timely antiviral and isolation facility
use, and more rapid clinical recovery.
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Session: O-23. Hot Clinical Trials

Background: RSV causes significant disease burden in older adults, since rein-
fections are common and may lead to severe disease presentations while only sup-
portive treatment is available. We present immunogenicity of different formulations of
an investigational vaccine (RSVPreF3) in young and older adults.

Methods:  This is a phase I/II, placebo-controlled, multi-country trial
(NCT03814590). Healthy adults aged 18-40 years were randomized 1:1:1:1 to receive 2
doses of either Low-, Medium- or High-dose of RSVPreF3 non-adjuvanted vaccine or
placebo, 2 months apart. Following favorable safety outcomes, adults aged 60-80 years
were randomized 1:1:1:1:1:1:1:1:1:1 in a 2-step staggered manner to receive 1 of the
9 RSV vaccine formulations containing Low-, Medium- or High-dose of RSVPreF3,
non-adjuvanted or adjuvanted with ASO1, or ASO1,, or placebo (same schedule).
Humoral and cellular-mediated immune responses are assessed before and after each
dose; results up to 1 month post-dose 1 are shown here.

Results:  Of 48 adults aged 18-40 years and 1005 aged 60-80 years included in the
exposed set, 42 and 933, respectively, were part of per-protocol set at 1 month post-dose
1. RSVPreF3 IgG geometric mean antibody concentrations were 8.4-13.5 and 7.2-12.8
fold-higher at 1 month post-dose 1 vs baseline in the 18-40- and 60-80-year-old vaccinees,
respectively (Fig 1A). RSV-A neutralization activity significantly increased in all RSV vac-
cinees, geometric mean antibody titers being 7.5-13.7 and 5.6-9.9 fold-higher in 18-40-
and 60-80-year-olds, respectively, at 1 month post-dose 1 vs baseline (Fig 1B). Geometric
mean ratios of the fold increase between RSVPreF3 IgG antibody concentrations and
RSV-A neutralizing antibody titers ranged between 0.9-1.1 in 18-40-year-old and 1.3-1.5
in 60-80-year-old vaccinees. A robust RSVPreF3-specific CD4+ T-cell response was elic-
ited at 1 month post-dose 1 vs baseline in both 18-40- and 60-80-year-olds (Fig 2).

Figure 1. RSVPreF3 IgG geometric mean antibody concentrations (GMCs, enzyme-
linked immunosorbent assay, panel A), RSV-A neutralizing geometric mean antibody
titers (GMTs, neutralization assay, panel B)
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Figure 2. RSVPreF3-specific CD4+ T-cells identified as expressing >2 markers
among IL2, CD40L, TNF-[J, IFN-J (intracellular cytokine staining assay)
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Conclusion: ~ One dose of RSVPreF3 candidate vaccine boosted humoral and cel-
lular immune responses in all vaccinees. In older adults, higher humoral response,
mostly neutralizing, was observed with increased RSVPreF3 antigen dosage and a ten-
dency of higher cellular response was observed after adjuvanted formulations.
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Session: O-24. Hot Issues in Clinical Practice

Background:  Dalbavancin, a lipoglycopeptide antibiotic, has an extended
half-life that allows for weekly dosing and is an alternative to daily intravenous (IV)
antibiotics. The dosing interval has the potential to expand treatment options for more
severe infections in patients with substance use disorder (SUD), houselessness, and
other complex social determinants of health where treatment of severe infections with
long courses of IV antibiotics can have a high risk of failure. Questions remain regard-
ing clinical outcomes for this indication and patient population.

Methods:  'We conducted a retrospective review of dalbavancin use for any patient
with documented SUD either by ICD-10 or in chart notes. We identified all patients >
18 years who received > 1 dose of dalbavancin via medication records.

Results: 53 patients with documented SUD received dalbavancin as part of their
treatment regimen (Table 1). The most common indication was osteomyelitis, includ-
ing 14 cases of vertebral osteomyelitis (Table 2). The most common causative organism
was Staphylococcus aureus, 23 (43%) cases due to MRSA and 10 (18%) due to MSSA.

The majority of patients (41,77%) had a documented history of IV drug use (IDU)
and 19% had alcohol use disorder. A structured, RN-lead multi-disciplinary discharge
planning conference to discuss antibiotic options, risk factors for outpatient parenteral
antibiotic therapy, and PICC safety in the community was held for 17 (32%).

Concern about outpatient PICC safety in patients with history of IDU, unsafe home
environment, and prior non-adherence to outpatient antibiotics were common reasons
for choosing dalbavancin. Ten (19%) patients were lost to follow-up. The 30 and 90-day
readmission rates were 13% and 19% respectively but were due to relapse or recurrence
of infection in only 3 (6%) at 30 days and 2 (4%) additional at 90 days. There was only
one death at 90 days ant it was unrelated to infection. (Table 3)

Table 1. Patient Demographics

Age [years); mean 448 (STD 11.2)
Gender (Femala) 17 (32%)
History of renal dysfunction 3 18%)
History of hepatic dysfunction B (11%)
Substance Use History n (%)
Intravenous substance use (opioids or 4177
methamphetamines) 7
Inhaled use {methamphetamines) 1¢2)
Opioid use disorder, unclear routs 142}
Alcohol use 10{18)
Insurance Coverage

Medicaid 37 (70}
IWedicare 515)
Commercial 214
Other 214
IVultiple insurance providers 7({13)
Uninsured 0
Addiction Medicine Involvement

Addiction Medicine Consult 28(53)
Multi-disciplinary discharge planning conference 17(32)
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