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Abstract
Introduction The COVID-19 pandemic caused by SARS-CoV-2 places immense worldwide demand on healthcare services. Earlier
identification of patients at risk of severe disease may allow intervention with experimental targeted treatments, mitigating the

caurse of their disease and reducing critical care service demand.

Methods and analysis This prospective observational study of patients tested or treated for SARS-CoV-2, who are under the care of
the tertiary University Hospital Southampton NHS Foundation Trust (UHSFT), captured data from admission to discharge; data
collection commenced on 7 March 2020. Core demographic and clinical information, as well as results of disease-defining
characteristics, was captured and recorded electronically from hospital clinical record systems at the point of testing. Manual data
were collected and recorded by the clinical research team for assessments which are not part of the structured electronic
healthcare record, for example, symptom onset date. Thereafter, participant records were continuously updated during hospital
stay and their follow-up period. Participants aged =16 years were given the apportunity to provide consent for excess clinical
sample storage with aptional further biological sampling. These anonymised samples were linked to the clinical data in the Real-

time Analytics for Clinical Trials platform and were stored within a biorepository at UHSFT.

Ethics and dissemination Ethical approval was obtained from the HRA Specific Review Board (REC 20/HRA/2986) for waiver of
infarmed consent for the database-only cohort; the procedures conform with the Declaration of Helsinki. The study design,
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ABSTRACT

Introduction The COVID-19 pandemic caused by SARS-
CoV-2 places immense worldwide demand on healthcare
services. Earlier identification of patients at risk of severe
disease may allow Infervention with experimental targeted
treatments, mitigating the course of thelr disease and
reducing critical care service demand.

Methods and analysis This prospective observational study
of patients tested or treated for SARS-CoV-2, who are under
the care of the tertiary University Hospital Southamgton NHS
Foundation Trust (UHSFT), captured data from admission to
discharge; data collection commenced on 7 March 2020,
Core demographic and clinical information, as well as
results of disease-defining characterstics, was caplured
and recorded electronically from hospital clinical record
systems at the point of testing. Manual data were collected
and recorded by the clinical research team for assessments
which are not part of the structured electronic healthcare
record, for example, symptom onset date. Thereafter,
participant records were continuously updated during
hospital stay and their follow-up period. Participants aged
=16 years were given the opportunity to provide consent for
excess clinical sample storage with optional further biclogical
sampling. These anonymised samples were linked to the
rliniral data in the Real-time Analvtics frr Clindeal Trials

12357
1
B

Strengths and limitations of this study

» Close alignment of research and dlinical practice in
anear reak-ime manner.
» Longiudinal  datz collection and  sampling

opportunities.

» A single-centre study with data collection reflective
of clinical need rather than a strict protocolised time
frame.

» Use of novel artificial ntelligence technigues for
data analysis. '

by the WHO on 11 March 2020." In the UK, 1
6249 657 people have tested positive for SARS-
CoV-2, of which 66 713 have died (hups://
www.gov.uk/ guidance / coronavirus-covid-
19-information-for-the-public; correct as of
17:00, 50 November ‘_’I'JQLI]_2 So far, emerging
effective treatments such as remdesivir and
dexamethasone have only modest effects on
clinical outcomes in a subcohort of p':l[llt.'HL‘i:x ¢
and any vaccines have vet to demonstrate their
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