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trial of known treatments for other
infections or inflammatory conditions, to

panel

recommendations

Application
Reference Applicant Level of Date Clocked
(click on Applicant OFr)panisation Title and Purpose of study Aporoval Outcome Approval time
reference for g PP Letter Sent | (days)
lay summary)
NSS Health SARS Co-V-2/COVID-19 enhanced
. . CovID19 COovID19
) Protection Scotland surveillance ) ) )
1920-0272 Diogo Marques ] ] ) rapid review Approved with 02/04/2020 5
(now part of Public For the enhanced surveillance of patients .
) ] ) panel recommendations
Health Scotland) with COVID-19 for publichealth reporting.
Neonatal complications of coronavirus
Professor disease (COVID-19) COovID19 CovID19
2021-0001 Jennifer) University of Oxford | Use of BPSU methodologyto determinethe | rapid review Approved with 06/04/2020 4
Kurinczuk effects of COVID-19 on babies born to panel recommendations
mothers infected with COVID-19
Convalescent Plasma collection and
) ) distribution for management of COVID 19
. Scottish National . CoVvID19 CovID19
Dr Nicole ] For SNBTS to obtain plasma from people ) ] )
2021-0002 . Blood Transfusion rapid review Approved with 08/04/2020 5
- Priddee ] who have recovered from COVID-19 )
Service (SNBTS) . . panel recommendations
infection, as a treatment for COVID-19 (part
of the RECOVERY trial).
RECOVERY trial
. . CovID19 CovID19
Professor ) ] For recruitment of COVID-19 patientsfor ) ] ]
1920-0282 University of Oxford rapid review Approved with 15/04/2020 5




determine whetherthey could be
repurposed for COVID-19.

COVID-19 Clinical Information Network
(CO-CIN)

University

PAC/National Caldicott to PBPP and an

Professor . . o ) CovID19 CovID19
. University of Central clinical network for UK-wide . . .
1920-0273 Malcolm Gracie ) ) ) rapid review Approved with 17/04/2020
- Liverpool surveillance of COVID-19 patients. ,
Semple i ) i panel recommendations
Information from this would feedinto the
national response to COVID-19.
Scottish Collaborative COVID Research Data
Platform
public Health eDRIS application for national datasets to be COVID19 COVID19
2021-0008 Carole Morris Scotland heldin the National Safe Haven for the rapid review Approved with 23/04/2020
ready linkage to other data for HSC-PBPP- panel recommendations
approved surveillance and research
applications for COVID-19.
COVID19 in healthcare workers, including
rimary and secondary care
_ , primary & v COVID19 COVID19
Dr David A PublicHealth For monitoring and surveillance of . . .
2021-0013 ) ) rapid review Approved with 24/04/2020
McAllister Scotland healthcare workers, to determine whether .
i ] ] panel recommendations
particular groups are at higher risk of COVID-
19 infection.
PublicHealth Early Assessment of COVID-19
) . . . L. CovID19 CovID19
Professor Chris Scotland and epidemiology and Vaccine/anti-viral : . .
1920-0279 . rapid review Approved with 05/05/2020
Robertson Strathclyde Effectiveness (EAVE Il) — A change from .
panel recommendations




amendment of Early estimation of

pandemic influenza Antiviral and Vaccine

Effectiveness (EAVE) - use of a unique
community and laboratory national linked
dataset (PAC 11\46\23) to include COVID-

19
For using GP data to monitor COVID-19
infectioninthe community

The Scotland Coronavirus Model
(SCoVMod)

CovID19

Use of BPSU surveillance methods to
determine the extentand symptoms of the
inflammatory syndrome associated with
COVID19 infectioninchildren

panel

recommendations

Professor University of . )
2021-0007 . Use of aggregated COVID-19, health data Tier 1 panel Approved with 12/05/20
- Rowland Kao Edinburgh ) ) )
and other publically available datasets for recommendations
COVID-19 modellinginScotland
Audit of Upper Gl Bleedingin the Covid-19
. NHS Greater Pandemic i COVID-19
2021-0019 Dr Philip Dunne ] ] ) Tier 1 panel 12/05/20
Glasgow and Clyde Audit of the effects of a change in practice, approved
implemented due to COVID-19.
Enhanced surveillance of multisystem
inflammatory syndrome temporally
associated with Covid 19 in children in the
. UK and Republic of Ireland through the COoVID19 COoVID19
Dr Shamez PublicHealth ) ] ]
2021-0041 . BPSU rapid review Approved with 19/05/20
- Ladhani England




COVID-19 in pregnancy

Pulmonary embolismin COVID-19

panel

recommendations

. . . Review of births in March/April 2020 COVID19
Dr Louise University of ] ) o ] ]
2021-0024 . compared with the same time periodin Tier 1 panel Approved with 26/05/20
- Marryat Edinburgh ) )
2019 to determine the effects of COVID19 recommendations
and lockdown on pregnancy outcomes
Pulmonary Embolism in COVID-19 Patients
requiring Critical Care COoVID19
2021-0051 Dr Kyle Gibson NHS Lothian Audit of patientsin critical care infected with | Tier 1 panel Approved with 10/06/20
COVID19 and who also have pulmonary recommendations
embolism
Scottish study on the impact of COVID-19
br Thomas on chronic liverdisease CovID19
2021-0054 Manshi NHS Lothian Audit of the rates of admissions for liver Tier 1 panel Approved with 10/06/20
P disease duringlockdown for COVID19 recommendations
compared with previousyears
CAPACITY-COVID: Cardiac complicAtions in
] ) Patients with SARS Corona virus 2 regisTrY COVID19 COoVID19
Professor Bryan University College . . .
2021-0033 . Related to the COCIN study to set up a rapid review Approved with 11/06/20
Williams London i ) o )
registry to study cardiac complicationsin panel recommendations
patientsinfected with COVID19
Pulmonary Thromboembolism in Covid-19
. . CoviID19 CovID19
50210049 Dr Michael NHS Greater pneumonia d ] A dwith 15/06/20
- rapid review roved wi
- McGettrick Glasgow and Clyde | Review of factors that affect development of P PP




GenOMICC Study

COovID19

CovID19

University Hospitals

Medicine UNITE — COVID STUDY

recommendations

Dr Prabhu Genomics England i o ] ) ] ]
2021-0030 L Study of geneticand clinical factors involved | rapid review Approved with 24/06/21 10
- Arumugam Limited o }
in differentresponsesto COVID-19 panel recommendations
Covid-19: Prehospital identification and
Dr David management of people presenting to the COVID19
r Davi
2021-0042 Fitzpatrick University of Stirling ambulance service Tier 1 panel Approved with 14/07/20 6
P Study of paramedic management of COVID- recommendations
19
Dr Nick Uni itv Coll COVIDTrach CovID19
r Nic niversity College, . . .
2021-0077 ) y 8 A study of the outcomes and risks of Tier 1 panel Approved with 14/07/20 8
Hamilton London . ) )
tracheostomy in COVID-19 patients recommendations
. ‘ ‘ ) ) CovID19
2021-0117 Dr David Edmbl._lrgh Napler Communlty.based COVID-19 mortality Tier 1 panel Approved with 30/07/2020 7
Henderson University Analysis of COVID-19 deaths .
recommendations
) COVID-19 in Pregnancy in Scotland (COPS) COVID19 COVID19
Dr Rachael PublicHealth . . . .
2021-0116 Analysis of the effects of COVID-19 on rapid review Approved with 06/08/2020 5
Wood Scotland . )
pregnancy outcomes in Scotland panel recommendations
i : CovID19 CovID19
Dr David Public Health COVIDI? .m secondary, primary, early ye'ars . ) '
2021-0073 ) and additional needsteachers and teaching | rapid review Approved with 10/08/2020 5
- McAllister Scotland . i
assistants panel recommendations
Prof John Predictors of Outcomes for Mental Health COVID19
recommendations
. . . CovID19
2021-0098 Dr Alasdair Jubb Cambridge European Society of Intensive Care Tier1panel | Approvedwith | 12/08/2020 | 12




University of

Ambulance call-outs for psychiatric

CovID19

panel

recommendations

2021-0082 Dr Josie Evans Stirling emergencies during the COVID-19 Tier 1 panel Approved with 12/08/2020 12
pandemic recommendations
CoviID19 CoviD19
2021-0102 Professor Health Data CVD-COVID-UK rapid review | Approvedwith | 13/08/2020 | 8
Cathie Sudlow Research UK )
panel recommendations
. . . CovID19
2021-0064 Dr Frederick Ho University of COVID-19 Infection an.d Subsequent Tier 1 panel Approved with 20/08/2020 23
Glasgow Thromboembolic Event .
recommendations
Professor
i - i i CoviID19
2021-0134 Sharon PublicHealth Impact of COVID-19 on prisoners in Tier 1 panel 16/09/2020 7
. Scotland Scotland Approved
Hutchinson
Guy’s and St
Dr Satveer Thomas’ NHS PsoProtect (Psoriasis Patient Registry for COVID19
2021-0025 . FoundationTrust / | Outcomes, Therapy and Epidemiology of | Tier1panel | Approvedwith | 16/09/2020 20
Mahil ., . . . .
King’s College Covid-19 infecTion) recommendations
London
. CoviID19
2021-0018 Dominic NHS England National COVID-19 Chest Image Database Tier 1 panel Approved with 22/09/2020 27
Cushnan (NCCID) )
recommendations
_ ) ) CoviD19 CoviD19
2021-0148 Albert King Scottish TheScotland Coronavnrlfs Model (Regression rapid review Approved with 29/09/2020 4
- Government Modelling) i
panel recommendations
) CovID19 CovID19
2021-0129 Albert King Scottish Carehomes Analysis rapid review | Approvedwith | 01/10/2020 | 6
Government




Professor S Vittal

University of

Early pandemic evaluation and enhanced

COovID19

CovID19

Andrews

levels of autoantibodies as a prognostic marker
for severe COVID-19 infection

recommendations

2021-0115 o surveillance of COVID-19 (EAVE Il): additional | rapid review | Approvedwith | 08/10/2020 17
Katikireddi Glasgow . . . . o .
analysis ofsocialand ethnicinequalities panel recommendations
Characterisation of COVID-19 outcomesina COVID19
2021-0124 Dr Agnes Tello University of St. high-risk cohort: Assessment of background Tier 1 panel Approved with 09/10/2020 9




Amendments to existing PBPP-approved applications, now requesting COVID-19 data

S . Date
AL Applicant Appllc.ant. Title and Purpose of study 1B ] Outcome Approval
Reference Organisation Approval

Letter Sent
Extending our understanding ofthe impact of diabetes in
Scotland: A jectt t tinuingScottish diabet
Professor Helen University of cotlan projectto suppor: contintiing Scottish diabetes Panel COVID19
1617-0147 Colhoun Edinburgh datalinkage Manager approval 06/04/20
g Amendment request for addition of COVID19 data to determine & PP
the interaction between COVID19 and diabetes
Extending our understanding ofthe impact of diabetes in
Professor Helen University of Scotland: Aproject to supportcontmumgScottlsh diabetes Panel COVID19
1617-0147 olh Edinbureh datalinkage M | 17/04/20
ofhoun inbure Amendment request to provide diabetes data for the Scottish anager approva
COVID research data platform (related to 2021-0008 Morris)
UK Biobank prospective cohort —longitudinal follow-up
University of through linkage to health-related records in Scotland COVID19
1617-0265 | Robin Flaig Edinburgh Amendment request for addition of COVID19 data for cohort Tier 1 panel approvgq with | 23/04/20
conditions
members
Scottish Government Persons atrisk database (PARD)
1819-0030 | Jenny Simons 2nd NHS National Amend'ment request‘for'addltlon of geographlcal‘locatlon data PBPP Chair CovID19 24/04/20
Services Scotland to help implement shielding of vulnerable people in response to approval
COVID19 outbreak
Extending our understanding ofthe impact of diabetes in
Scotland: Aproject to supportcontinuing Scottish diabetes
datalinkage
1617-0147 Professor Helen University of Amendment request for addition of healthcare worker status to Panel CoVID19 30/04/20
Colhoun Edinburgh determine whether healthcare workers with diabetes are at Manager approval

increased risk of COVID19 infection or adverse outcomes
(relatedto 2021-0013 McAllister)




Generation Scotlandlinkage

1819-0224 | Archie Campbell Un‘lver5|ty of Amendment request for addition of COVID19 data for cohort Tier 1 panel COVID19 15/05/20
Edinburgh approval
member
Extending our understanding ofthe impact of diabetes in
Scotland: Aproject to supportcontinuing Scottish diabetes
Professor Helen University of datalinkage Panel CoviD19
1617-0147 Colhoun Edinburgh Amendment request for monthly updates of prescribing data Manager approval 27/05/20
for COVID19 patients with diabetes from PHS to determine any
adverse or good effects of specific drug treatments.
Extending our understanding oftheimpact of diabetes in
Scotland: Aproject to supportcontinuing Scottish diabetes
) . datalinkage
1617-0147 Eg?;iisr?r Helen LEJ;I:ELS;ZK] of Amendment request for monthly updates of SMRO1 for Mzigzler gg;\)/rloDvigl 03/06/20
COVID19 patients with diabetes to be sent from PHS to explore
the impact of prior events such as hypoglycaemia as risk
factors.
COVID-19 Clinical Information Network (CO-CIN)
. . Central clinical network for UK-wide surveillance of COVID-19
1920-0273 Z:c;fcteizs;)errrl\]/;?(lacolm Ur:::g:;'xff patients. Information from this would feed into the national M:Z?er gg;/rloDv?l 15/06/20
response to COVID-19.
Amendment request for addition of researchers.
The Scotland Coronavirus Model (SCoVMod)
5021-0007 Professor Rowland University of Use of aggregated COVID-19, health data and other publically Panel COVID19 15/06,/20
Kao Edinburgh available datasetsfor COVID-19 modelling in Scotland. Manager approval
Amendment request for addition of variables.
The Scotland Coronavirus Model (SCoVMod)
2021-0007 Professor Rowland Uni\(ersity of Use of gggregated COVID-19, healthdata a.nd F)ther publically Panel COoVID19 15/06/20
Kao Edinburgh available datasetsfor COVID-19 modelling in Scotland. Manager approval
Amendment request for addition of variables.
RECOVERY trial COVID19
2021-0282 Professor Richard University of Oxford For recruitment of COV!D—19 pe.wtlents for trial of kpgwn rapid review CoviD19 25/06/20
Haynes treatments for other infections or inflammatory conditions, to oanel approval

determine whether they could be repurposed for COVID-19.




Amendment request for increase in patient group and addition
of variables.

Professor Rowland

University of

The Scotland Coronavirus Model (SCoVMod)

CovID19

2021-0007 Kao Edinburgh Amendment request for addition of researchers. eDRISRC approval 02/07/2020
. . COVID19 in pregnancy
2021-0024 | Dr. Louise Marryat Unl\(er5|ty of Amendment request increase the time-period of data for Panel COVID13 03/07/2020
Edinburgh . Manager approval
analysis.
o Admission to a care home from hospitals acrossScotland —
1516-0438 | DrJennifer Burton University of exploring practice and the role of dementia Panel COVIIZTlQ. n | 0a/08/2020
Glasgow Amendment to determine the movement of patients during Manager ar;zrr?c;/iiiovx;t /08/
COVID-19 pandemic.
_ RECOVERY trial COVIDLS
1920-0282 | Prof Richard University of Oxford Amendment to approve statistical analysis at a different Panel i
SR285 Haynes ) approval with | 05/08/2020
location Manager conditions
_ . o Ambulance call-outs for psychiatric emergencies during the
2021-0082 | DrJosie Evans University of Stirling COVID-19 pandemic eDRISRC EO\T'IO?/ZZ 02/09/2020
Addition of researcher PP
University of
1920-0273 | Prof Calum Semple , COCIN COVID19
Liverpool Amendment for update of researcher details eDRISRC Approved 16/09/2020
University of
1920-0273 | Prof Calum Semple ) COCIN CoVID19
Liverpool Amendment for additions of researchers eDRISRC Approved 25/09/2020
Public Health COVID19 in healthcare workers, including primary and
i} . . Panel CovID19
2021-0013 | Dr David McAllister Scotland secondary care ane 07/10/2020
Manager Approved

Amendment for addition of two variables




1920-0097

Professor Scott
Nelson

University of
Glasgow

Association of lifestyle factors, pre-existing medical
conditions,the COVID-19 pandemic and related healthcare
and public health interventions with perinatal, childhood and
maternal outcomes -a population-based linkage study
Addition of datasets and variables to investigate the direct and
indirect effects of COVID-19 and the response to it on lifestyle
factors that affect pregnancy, and maternal, perinataland
childhood outcomes.

Tier 1

CovID19
approval

09/10/2020




Appendix: Lay summaries of approved COVID-19 applications

1920-0272 Diogo Marques
SARS Co-V-2/COVID-19 enhanced surveillance

COVID-19 emerged as a novel Coronavirus infectionidentifiedinitiallyin Wuhan City in
China at the end of 2019. The infection spread rapidly within Chinaand is now affecting
many other countries worldwide with a numberof countries reporting large outbreaks. As
of 05.03.20, the UK has confirmed 90 cases of the infection. The virus that causes COVID-19
has been officially designated SARS-CoV-2 by the World Health Organisation, and the
outbreak was designated a Publichealth Emergency of International Concern on 30th
January 2020.

Current understanding of the extent of infection, the epidemiology, infectivity and other
aspects of thisillnessare based on testing of symptomatic people who meetan agreed case
definition based on specificrespiratory symptoms and a history of eithercontact witha
known case or travel to designatedrisk areas (see HPS website forrisk areas:
https://www.hps.scot.nhs.uk/web-resources-container/covid-19-risk-areas/.

As with any outbreak of a new disease, thisapproach has limitations, forexample it will fail
to identify asymptomaticcarriers if they exist, it will fail to identify those who present with
atypical symptoms and it will fail to detect people whose exposureisin a country or region
where the virusis only beginningtoemerge. In Italy, for example, evidence suggests the
virus may have beencirculating for some weeks before the recently identified upsurge in
clinical cases.

This is true of many novel and indeed established pathogens, and routine surveillance
systemsare designedtorun alongside clinically-led testing to enhance the epidemiological
understanding of the pathogen, provide early warning signals, inform control measures and
enable monitoring of the effectiveness of control measures, and, from modelled data, make
inferences about what to expectin the future and the likelyimpact of the disease onthe
population.

This proposal isto seek approval to extend existing respiratory surveillance systems, long
established in HPS (GP sentinel swabbing, SARI), toadd COVID-19 and SARS-CoV-2to these
surveillance schemes withimmediate effect. The additional data collected would include
positive and negative respiratory viral screens for SARS-CoV-2and collection of relevant
enhanced surveillance metadatasuch as travel history, comorbiditiesand other emerging
risk factors, and other metadata on control measures (e.g. vaccine status or antiviral
treatment/prophylaxis) when available.

The proposal also includes screening for SARS-CoV-2 of all respiratory viral samples
submitted to the West of Scotland Specialist Virology Centre (WOSSVC) from the community
or secondary care settings. No additional enhanced surveillance metadata will be collected
for these cases, but positive and negative laboratory results will be extracted from ECOSS.



1920-0273 Professor Malcolm Gracie Semple
COVID-19 Clinical Information Network (CO-CIN)

The COVID-19 Clinical Information Network (CO-CIN) has been established by the UK
Government Chief Medical Officerto collate rapidly the clinical information of people
admitted to hospital with COVID-19, analyse that informationin real-time and provide
reports to policy makersto inform publichealth and clinical care policies. This projectis now
live with recruitment of 7471 patientsas of 06/04/2020.

The networkincludesall the devolved nations of the UK.

As CO-CIN currently operates, it does not collect personal identifiers. The investigators wish
to add personal identifiers (CHI/NHS number) to the CO-CIN case report form. This is
because there is a needto link COVID-19 CRF data to routinely collected national health care
data sets, which can only be doneif directidentifiers are collected to enable this. Linking
information from prior and future primary care and hospital data and from death registries
will massively enhance the ability of the CO-CIN dataset to address clinically relevant
guestions about the determinants of good or poor outcome following hospitalisation with
COVID 19 infection. The CO-CIN study also needsto collect direct identifiers to ensure that
no individual is counted more than once and to enable the identification of rare recurrent
episodes of hospitalisation with COVID-19 infection. Finally, the study requires access to
information about all COVID-19 laboratory test positive patients to ensure recruitment,
clinical data collection and data linkages for all eligible patients.

Applications are being made to PBPP for recruitmentand data linkages across Scotland, and
to the Confidentiality Advisory Group for recruitmentin England and Wales. Applications to
various data custodians in England and Wales for linked data are also being prepared.

CO-CIN will collate information about COVID-19 hospitalised patients, including NHS
Number (England), Community Health Index (Scotland) and equivalentsin Walesand
Northern Ireland, age, sex, underlying medical problems and current medications,
information about treatment in hospital and finally the outcome of theirepisode of illness.
Individual patientinformation will not be made publicly available. Reports will onlyinclude
summary information for groups of patients. Aggregate extracts will be shared with Public
Health England, Health Protection Scotland and the World Health Organisation.

1920-0279 Professor Chris Robertson

Early Assessment of COVID-19 epidemiology and Vaccine/anti-viral Effectiveness (EAVE 1)
— A change from PAC/National Caldicott to PBPP and an amendment of Early estimation of
pandemic influenza Antiviral and Vaccine Effectiveness (EAVE) - use of a unique
community and laboratory national linked dataset (PAC 11\46\23) to include COVID-19



This study will provide real time surveillance and research on the COVID19 pandemicin
Scotland. It will permitthe estimation of the risk to the whole populationand relatively
small subgroups and areas. This study, known by the acronym EAVE-2, isbased upon a
previous pandemic preparedness project known as EAVE (Early Estimation of vaccine and
Anti-Viral Effectiveness) whichisan NIHR-funded project on pandemicinfluenza. EAVE
created a Scotland-wide cohort of 227,000 individuals recruited from 40 ge neral practices
togetherwith stored serology samples from 1,000 individuals. EAVE has also established a
national electroniccohort though linking health data sets from general practice, prescribing,
hospitalisations and virology testing using the unique Community Health Identification (CHI)
number for residents of Scotland.

1920-0282 Professor Richard Haynes
RECOVERY trial

The RECOVERY trial is a study which is testing treatments for COVID-19. This condition is
caused by a type of virus called SARS-CoV-2, or coronavirus for short. About 19 out of 20
patients who get coronavirus get better without coming to hospital. Of those who are
admitted to hospital, most also get better, but some may need oxygen or mechanical
ventilation before they do so. However, a few percent do not get better.

There are no drugs of proven value against COVID-19 although there are several which may
turn out to be helpful (or possibly harmful) when added to the usual standard of care. This
study aims to find out whetherany of these additional treatments are of any help. These
treatments have beenrecommended for testing by the expert panel that advisesthe Chief
Medical Officerin England. These include tablets, injections and also inhaled medicines.
Although these treatments show promise, nobody knows if any will be more effectivein
helping patients recoverthan the usual standard of care givenin hospitals (which all
patients will receive).

The treatments, which may be givenin additionto usual care in participating hospitals, are:
Lopinavir-Ritonavir (commonly used to treat HIV); dexamethasone (atype of steroid, usedin
a range of conditions to reduce inflammation); hydroxychloroquine (atreatment for
malaria); or azithromycin (a common antibiotic). Othertreatments may be added to the
protocol during the trial.

2021-0001 Professor Jennifer ] Kurinczuk
Neonatal complications of coronavirus disease (COVID-19)

Coronavirus disease (COVID-19) is an international publichealth crisis and is rapidly
spreadingaround the world. So far it looks like most newborn babiesand infants are not
severely affected, but thisis based on small numbers of cases so there might be important
effects of COVID-19in babiesthat we don’t yet know about.



There are three main ways that COVID-19 might affect newborns and babiesthat need
neonatal care:

1. Newbornbabies might catch COVID-19 before, during or soon after birthand this
may lead to problemswith breathing or feedingthat need support in hospital.

2. COVID-19 could affect babiesthat are already on neonatal units with other medical
conditions (like being very premature) that make them more at risk of severe
infection.

3. COVID-19 might affect that way that pregnant women are looked afterin pregnancy
or labourwhich could lead to problemsfor some babies, evenif they do not catch
CovID-19

We plan to look at how COVID-19 is affecting newborns and babies on neonatal unitsin the
United Kingdom through the British Paediatric Surveillance Unit (BPSU). To do this we will
ask paediatricians to report any baby that is affected by COVID-19 as described above.

We will then ask paediatricians looking after babies affected by COVID-19 some simple
questions about how the baby is affected, what treatment they need, and what happens
after the infection. We will use information that is routinely collected by doctors and nurses
on neonatal unitsand paediatricintensive care units to betterunderstand what medical
treatments babies with COVID-19 receive. We will also link up with a similar surveillance
study lookingat COVID-19 in pregnant women and work with PublicHealth Scotland (PHS)
and similarorganisations in England, Wales, and Northern Ireland to get a complete picture
of the neonatal complications of COVID-19.

2021-0002 Dr Nicole Priddee
Convalescent Plasma collection and distribution for management of COVID 19

There are no licensed treatments available for COVID 19 but clinical trials of various drugs
and vaccine developmentare underway. The use of passive immunity, i.e. antibodies from
people who have recovered from this disease, appearsto be safe and clinically effective
(7&8).

SNBTS propose to gain access to details of patients diagnosed with COVID 19 in Scotland,
currently held centrally by HPS (PHS from 1.4.2020), to enable recruitment of those who
meetdonor selection criteriato donate COVID 19 convalescent plasma. This will allow
SNBTS to manufacture and distribute COVID 19 convalescent plasma to treat people withor
at risk of COVID 19 infection primarily through the convalescent plasma arm of the
Randomised Evaluation of COVID 19 Therapy (RECOVERY) trial, otherclinical trials using
convalescent plasma (eg REMAP CAP) and/or for compassionate use on a named patient
basis.

The RECOVERY trial is being co-ordinated centrally by the Nuffield Department of Population
Health in Oxford, with the convalescent plasma arm beingdevelopedandledin
collaboration with NHS Blood and Transplant (NHSBT) (5). The ReMAP CAP trial is beingco-
ordinated by Tony Gordon, looking at management of community acquired pneumoniain



intensive care settings. They are currently developingaconvalescent plasma arm in
collaboration with NHS Blood and Transplant (9).

There is Scottish clinical interestin acquiring COVID 19 convalescent plasma as part of
clinical trialsand potentially forcompassionate use.

2021-0007 Professor Rowland Kao

The Scotland Coronavirus Model (SCoVMod)

The “Scotland Coronavirus Model” is a computer simulation describing the spread of COVID-
19. It will be usedto inform Health Protection Scotland about the possible trajectory of
future Scottish COVID-19 patterns (no. infections, hospitalisations, deaths, and recoveries)
under different scenarios of disease control (e.g. easinglockdown restrictions by region, re -
opening of schools etc.). SCoVMod uses human population density, age structure and
commuter movements to predict how COVID-19 infection would spread in space and time.
Past COVID-19 infection patterns are then used to identify model parameters that best
explainthemand to estimate uncertainty, also providing estimates of the hidden burden of
infectionin the population. Using publicly available dataon COVID-19 deaths recorded by
Health Board, SCoVMod generates a statistically consistent fit over time. This fit shows that
the mean index of multiple deprivationindex (SIMD) per Health Board isan important
predictor of COVID-19 death rates. Thus substantially better predictions would be expected
when using COVID-19 data at the same spatial resolution as the SIMD (i.e. “Data Zone” as
usedin the Scotland Census). In addition, data for the number of admissions, ICU patients
and deaths per day in hospital will allow for betteridentification of where existing cases are
beingdistributed to, and therefore under our model projections, where the burde n to the
healthcare system burden may lie.

2021-0008 Carole Morris
Scottish Collaborative COVID Research Data Platform

The Scottish Government COVID-19 Advisory Group will be a time limited expertgroup
chaired by Professor Andrew Morris, Professor of Medicine at the University of Edinburgh
and Director of Health Data Research UK (HDRUK). The advisory group will considerthe
scientificand technical concepts and processes that are key to understandingthe evolving
COVID-19 situation and potential impacts in Scotland. The advisory group will apply the
advice coming to the four nations from the ScientificAdvisory Group on Emergencies (SAGE)
and other appropriate sources of evidence and information and use it to inform local
decisionsin Scotland during the pandemic. (See document 0 Scottish Government CMO
COVID advisory group - data and evidence strategy - 30 March 2020.pdf)

A COVID Data Task Force has been established underthis group to oversee the needfor
rapid access to data to support urgent research to helpinform decision makingand protect
the population. The COVID Data Task Force has representatives from key stakeholders such



as Public Health Scotland (PHS), HDRUK, Administrative Data Research (ADR) and Academia.
Its remit will be to work with data controllers to identify and agree the datasets that are key
to supporting rapid research and analysis.

Currently, providing the data required for urgent COVID-related research could take several
months which would severely delay this urgent critical work. The purpose of this projectis
to gather all relevant data (as specified by the COVID Data Task Force), link these datasets
(which willinclude key health and non-health data) and hold it within the National Safe
Haven. This will allow a rapid provision of data for any urgent COVID-related research
projects, which is currently not possible.

This applicationis to create the data resource only. All projectsthat wishto use this data
will require approval from the original data controllers or their agreed approval mechanisms
(e.g. PublicBenefitand Privacy Panel for Health data) before any access to this data will be
given.

2021-0013 Dr David A McAllister
COVID19 in healthcare workers, including primary and secondary care

By the nature of theirwork, healthcare workers (HCWs) have greater exposure to SarsCoV2
than the general population. To inform HCWs and make optimal decisions about minimising
risk, we need to know whetherand how this increased exposure translatesto an increased
risk of COVID19-related (i) hospitalisation, (ii) mechanical ventilation and (iii) death. We
needto know both the overall risk, and the risk according to the HCWs role as well as their
age, sexand the presence/absence of any underlyinglong-term conditions.

To informinfection transmission models (such as the produced by the Imperial College
London team) to help stop the spread of COVID19, itis also necessaryto estimate how
much transmissionis occurring through healthcare workers.

Please also note that healthcare workers within diabetes may be at particular risk. In order
to address this issue, Professor Helen Colhoun will be putting ina separate PBPP application
(an amendment) to link the same databases described in this application (SWISS and GPCD)
to the existing Scottish diabetes cohort. That application will referto the list of variables
from this document.

2021-0018 Dominic Cushnan
National COVID-19 Chest Image Database (NCCID)
The National COVID-19 ChestImaging Database (NCCID) is a jointinitiative established by

NHSX and the British Society of Thoracic Imaging (BSTI) to create a centralised UK database
of chest X-ray, CT and MRI images.



This aims to support a betterunderstanding of the disease and develop technology that will
enable the best care for patients who are hospitalised with a severe infection.

The benefits of collecting chest imaging data are extensive. This data has the potential to:
e enable faster patientassessmentin A&E;

® save radiologists’ time;

® increase the safety and consistency of care across the UK.

The NCCID database will support clinicians and researchersto betterinvestigate the disease
and will provide technology developers with the right data to improve already existing
models and develop new solutions to support the response to COVID-19.

To bettersupport researchers in Scotland, a copy of the image and clinical data will also be
heldin the National Safe Haven. A full PBPP application will be submitted to create this
associated research database.

2021-0019 Dr Philip Dunne

Audit of Upper Gl Bleedingin the Covid-19 Pandemic

Bleedinginthe uppergastro-intestinal tract (UGIB) is a common reason for presentationto
hospital. Patients with suspected UGIB require an endoscopy testto confirmthe diagnosis,
apply treatmentif necessary, and to facilitate timely discharge from hospital. The Glasgow
Blatchford Score (GBS) is a risk assessmenttool used for patients with suspected UGIB.
Currently, patientsare deemed “low-risk” (if GBS = 0-1) and can be discharged from hospital
to reattend for a planned out-patientendoscopy. Patients with a GBS of B2 remainin
hospital for an in-patientendoscopy.

In light of the COVID-19 pandemictogetherwith the aerosol generating nature of
endoscopy and relatedissues of patient and staff safety, the British Society of
Gastroenterology have recommended scaling down of endoscopy to “true emergencies”
only. Therefore, the “low-risk” threshold has beentemporarily extended toa GBS score of 0-
3. This has minimised demand for inpatient endoscopy. Patients with a GBS of @4, will still
require an inpatient endoscopy due to the higherrates of endoscopic treatmentrequired
and lowersurvival in this group.

We would like to audit the impact of this change to determine whetherithas had a negative
effecton patientcare, as well as assess the prevalence of Covid-19 and its effect on patient
outcomes, amongst those presenting with suspected UGIB.



2021-0024 Dr Louise Marryat
COVID-19 in pregnancy

Pregnant women are at particular risk when contracting COVID-19 as pregnancy is an
‘immuno-suppressive condition’, where the body is less able to combat infectionthan usual.
Early evidence, thus far based on case studies, suggeststhe possibility of negative outcomes
associated with COVID-19, including miscarriage and premature birth. Additionally, in many
countries, pregnant women are beingrequired to self-isolate forsubstantial periods of time.
They may receive less antenatal care, and lessformal/informal support. Choice isalso being
restrictedin where and how to give birth, with home birthsand non-emergency caesarean
sections beinglimited. Although current NHS guidance suggests COVID-19 carries modest
risk for pregnancy or giving birth during the quarantine period, there islittle supporting
evidence.

This project aims to look at routine data on all births during the firsttwo months of
‘lockdown’ inthe UK, and compare these with data from the same months in 2018, to
explore outcomes for both mothers and infants. We will explore experience of labour
(including place of delivery, induction, and type of delivery), birth outcomes (such as
gestation, birth weight, and time spent in neonatal care), as well as early infancy outcomes
(such as breastfeeding at discharge). Outcomes for women with confirmed

2021-0025 Dr Satveer Mahil

PsoProtect (Psoriasis Patient Registry for Outcomes, Therapy and Epidemiology of Covid-
19 infecTion)

PsoProtect isan international registry for reporting outcomes of COVID-19 inindividuals
with psoriasis. Cases of COVID-19 in psoriasis are reported by clinicians usingthe online
PsoProtect case report form, which collects de-identified dataonly. The information
provided has the potential to rapidly inform clinicians when assessing risk and treating
COVID-19 in patients with psoriasis. It may help to improve our understanding of how
factors such as immunomodulatortreatments and underlying health conditions affect
outcomes of COVID-19in psoriasis. Please see attached protocol for further information (1.
282395 PsoProtect_Research_Database _Protocol_v3_18.04.2020_clean)

This PBPP Application Form isfor PsoProtect only (for healthcare professionalstore port
cases, as detailed above), but to give some further context, we have also launched
PsoProtectMe, whichis an online self-report survey for people with psoriasis from any
country in the world. People with psoriasis are invited to complete the survey, whetheror
not they have had symptoms of COVID-19. The information collected in PsoProtectMe will
helpto improve our understanding of patients’ experiences, symptoms and health
behaviours during the pandemic.



2021-0030 Dr Prabhu Arumugam

GenOMICC Study

Genomics England is partnering with the GenOMICC consortium, Illuminaand the NHS to
study the geneticcode of thousands of patients affected with COVID-19. The aim is to help
scientists understand whethera person’s genes may influence theirsusceptibility tothe
virus and therefore why some patients with COVID-19 experience amild infection, while
others are affected much more severely. The study is lead by Dr Kenneth Baillie, University
of Edinburgh. We propose to study the genomes of up to 20,000 people currently or
previouslyinan intensive care unit with COVID-19, and up to 15,000 individuals who have
mild or moderate symptoms. We can then bring the patients’ genome data togetherwith
data about theirindividual strain of the virus, which isbeing established by the COVID-19
Genomics UK Consortium, for a deeperunderstanding of the impact of differentstrainson
patients with different genes. The study hopes to gain new insightsinto why some people
are at greater risk of developinglife-threatening symptoms, identify treatments which have
the bestchance of success inclinical trials, and potentially identify people at extreme riskif
they develop COVID-19.

2021-0033 Professor Bryan Williams

CAPACITY-COVID: Cardiac complicAtions in Patients with SARS Corona virus 2 regisTrY

Coronavirus disease (COVID-19) is a rapidly emerging pandemiccaused by an infection with
SARS-CoV-2. Most patients require admission to the hospital due to the development of
pneumonia, which may necessitate mechanical ventilator support. Besidesthe respiratory
symptoms, some patients develop severe cardiac damage (1, 2). In addition, underlying
cardiovascular disease may worsen the prognosis of these patients (2). There are concerns
that the use of angiotensin-convertingenzyme (ACE) inhibitors, angiotensin Il type-I
receptor blockers (ARBs), ibuprofen and thiazolidinedione’s can worsen the course of
COVID-19. These concerns are based on the fact that SARS-CoV-2bind to theirtarget cells
through the ACE2 receptor. The expression of the ACE2 receptor can be substantially
increased with the use of these drugs (3). To gain insightinto the rate of cardiac
complicationsand the course of COVID-19 in patients with underlying cardiac disease, high-
quality data collectionis needed. In prior pandemics data colle ction was not done in a
standardized manner. It is of pivotal importance that the data collection duringthe COVID-
19 pandemicis standardized. Cardiac complicAtionsin Patients with SARS Corona virus 2
regisTrY (CAPACITY) offersa WHO-recommended comprehensive data collection tool that
facilitates uniform data collection on patients infected with SARS-CoV-2 with cardiovascular
disease.

2021-0041 Dr Shamez Ladhani

Enhanced surveillance of multisystem inflammatory syndrome temporally associated with
Covid 19 in children in the UK and Republic of Ireland through the BPSU



The British Paediatric Surveillance Unit (BPSU), based within the Royal College of Paediatrics
and Child Health (RCPCH), supports the surveillance of rare conditions affecting childrenin
the United Kingdom (UK) and Republicof Ireland (ROI).Every month, the BPSU asks
paediatricians across the UK and ROl whetherthey have seen children presenting with
specifiedrare conditions. If they have, the paediatricianis asked to provide clinical
information on the childto the team leading surveillance of that particular condition.

The BPSU is already supporting surveillance of SARS-CoV-2infection/Covid 19 disease in
very young babies. The BPSU is now seekingto separately establish surveillance of
multisysteminflammatory syndrome in children. This syndrome may be occurring more
commonly than usual since the start of the Covid 19 pandemic.

2021-0042 Dr David Fitzpatrick

Covid-19: Prehospital identification and management of people presenting to the
ambulance service

Paramedics face unprecedented challengesinidentifyingand appropriately managing
patients with Covid 19 (C-19). Little isknown about C-19 patients or how the decisionsthe
paramedics make affecttheir outcomes. We will analyse routinely collected patient data to
investigate how C-19 patients presentto paramedics, the decisions paramedics make about
theirtransportation to hospital, whetherthese patients access other services and how these
decisions affect patient outcomes.

2021-0049 Dr Michael McGettrick
Pulmonary Thromboembolism in Covid-19 pneumonia

There are emergingreports of Covid-19 disease leadingto a higher number of people
suffering blood clots withinthe lung (pulmonary embolus (PE)). There may be a number of
reasons for this, including, firstly, that that patients are immobile duringtheillnessand,
secondly, the virus causes abnormalitiesin blood clotting, making it more likely forthe
bloodto clotin the veinsand arteries.

We intend to look at the number of patients with pulmonary embolus who were Covid-19
positive on swab tests or have changes consistent with Covid-19 on CT scans across Scotland
between 23 March and 31st May 2020. We also plan to assess the results of blood test
results (D-dimertroponin, Lactate, lymphocytes, C-reactive protein) can predict the
presence of pulmonary embolus. We also plant to look for evidence of other medical
diagnosesin the patients with pulmonary embolus to assess for any risk factors that may
increase the risk of PE.

By using the existing figures from the Scottish Government on the number of Covid-19
diagnosesin Scotland, we will be able to estimate the incidence. This data includes the



number of hospitalised patients. We planto compare the findings with existing reportson
the frequency of pulmonary embolusin otherinfections of the lung to determine if thereis
increasedrisk in Covid-19. This will inform clinicians, decision makers and publichealth
about the perceivedincreasedrisk of venousthromboembolismin this population.

2021-0051 Dr Kyle Gibson

Pulmonary Embolism in COVID-19 Patients requiring Critical Care

A number of adults have been admittedto Critical Care Units in Scotland with COVID-19 and
significant blood clots in the blood vessels supplying the lungs (pulmonary embolism). Thisis
concerning as ICU clinicians have noted anecdotally that there are more people being
admitted with the condition than they would expectto see, and the pattern of the diseaseiis
more severe. This proposal seeksto understand how often this is happening, the symptoms
and signs patients have whenthey arrive in hospital, the factors which increase the
likelihood of this happening, the treatment provided and the outcome of patients. This will
help the understanding of this potential complication of COVID-19 and/or the lockdown.

2021-0054 Dr Thomas Manship
Scottish study on the impact of COVID-19 on chronic liver disease

We have seenvery few patients with chronic liver disease (CLD) admitted with COVID-19.
This is interestingasit is one of the few leading causes of mortalityin the UK where the
prevalenceis not decliningand CLD patientsare in the highrisk group for COVID-19
infection.

We therefore are interestedin how COVID-19 has affected the care of CLD patients being
admitted to hospital. We planto analyse those patients with CLD admittedin April 2020
(duringthe COVID-19 pandemic) and comparing them to and auditingthem against those
admittedin April 2017, '18 and "19.

2021-0064 Dr Frederick Ho

COVID-19 Infection and Subsequent Thromboembolic Event

Early reports from hospital studies have shown that people who have had COVID-19 are
more likelyto develop blood clots. This might explain why there have been more strokes
than usual among healthy young people. But the studies done so far have been small and of
poor quality. We will use existing data covering the whole of Scotland to study whether
people who have had COVID-19 infection go on to have more blood clots in the brain
(stroke), heart (heart attacks), lungs or legs.



2021-0073 Dr David McAllister

COVID19 in secondary, primary, early years and additional needs teachers and teaching
assistants

Teachers and teaching assistants are in close contact with children. For thisreason, they
may be at increased risk of Sars-CoV-2 infection compared to the general population. To
informteachers, local authorities, and government, and to minimise risk, we need to
determine of infection, hospitalisation, ICUadmission and death inteachers and teaching
assistants and (if the riskis high inteachers) their household contacts in February, March
and April 2020. We needto know both the overall risk, and the riskaccording to the teacher
or teachingassistant’s setting (e.g. primary or secondary school) as well as theirage, sex and
the presence/absence of any underlyinglong-term conditions.

We then want to establish surveillance from August 2020 (or as soon as possible thereafter)
to report on Sars-CoV-2infection among teaching staff.

2021-0077 Dr Nick Hamilton
COVIDTrach

When COVID-19 leadsto a severe infectioninthe lung patients need to be placed on a
ventilator. Clinical practice before the pandemic was for patients who were expected to be
on the ventilatorfor over 7 days to undergo a tracheostomy, a surgical procedure to put a
breathingtube through the neck into the airway. It is uncertain whether patients with
COVID-19 also benefitfrom this operation due to the severity of theirrespiratory illness and
high death rate. Furthermore, there is concern that openingthe airway through the
tracheostomy puts health care professionals performingthe procedure at risk of being
infected by the corona virus.

COVIDTrach is collaborative project by surgeons and intensive care doctors that looks at the
outcomes of ventilated COVID-19 patients undergoing tracheostomy and evaluatesthe use
of personal protective equipmentand rate of COVID-19 infection amongst operators. So far
data on 800 patients have beenenteredinan online database; this proposal focuseson
expandingand completing this database to answerthe fundamental questions of the safety
and effectiveness of tracheostomyin COVID-19.

2021-0082 DrJosie Evans

Ambulance call-outs for psychiatric emergencies during the COVID-19 pandemic

Itis likely thatthe COVID-19 pandemicand/or associated social distancing restrictions will
have mental healthimplications for many peopleinScotland, at a time when servicesare
already understrain. This may precipitate some into mental health crises requiring
emergency ambulance attendance. At least 10% of ambulance call-outsin Scotland are
mental health related (9,014 such calls from 6,802 peoplein Scotland in 2011). We will



examine patterns of ambulance call-outs for emergency mental health crises during the
COVID-19 pandemic. By comparing with an equivalent study periodin 2019 during ‘normal’
times, this will:

1. Help to buildan objective picture of the mental health consequences of the
pandemicon the general population
2. Provide an indication of the knock-on effects on other NHS services

2021-0098 Dr Alasdair Jubb

European Society of Intensive Care Medicine UNITE — COVID STUDY

The defining healthcare challenge of 2020 isthe COVID19 pandemic. This novel disease has
brought tens of thousands of people to hospital and many of these have required admission
to the intensive care unit. One of the many difficulties faced by the ICU community across
the world has beentrying to understand and provide for the demands of this newillness.
The pressuresit has placed on some systems has meant that the normal standards of care
have been hard to implementwith potentiallyimportant effects on outcome. Descriptions
of the burden of disease and organ system failure have only emergedina piecemeal
fashion, but it is clear that the experience canvary widely with location both withinand
between countries.

UNITE-COVID is the Europe-wide strategy co-ordinated by the European Society of Intensive
Care Medicine to obtain a clear and detailed picture of the burden of COVID19. We will
collectretrospective, cross-sectional, fully anonymised but detailed clinical datafrom all
units that choose to participate at their point of maximum occupancy. We currently have
expressions of interest from many unitsall across the UK we would estimate between 40
and 50 will submitdata, but it may be more. This data is crucial both to understand the
needs of patientsand the units that are caring for them duringthe current wave and alsoto
interpretoutcomes. It will help guide service design and resilience for future wavesand
indeed otherviral pandemics such as a severe influenzawhich remaina very real threat.

2021-0100 Professor John Crichton

Predictors of Outcomes for Mental Health Inpatients Diagnosed with Covid 19

The Covid-19 pandemic poses huge risks to society but particularly to vulnerable individuals.
Many studies have looked at predictors of outcomesin Covid 19 cases to enable us to
identify vulnerability factors.

Mental health patients are both at increased risk of exposure to the virus as well as being at
increased risk of more severe disease orcomplications for a variety of reasons. However this
group have been overlookedinthe majority of studies to date.



As wellas an increased incidence of known vulnerability factorsin this group such as co-
morbidities, we hypothesise that this group could also harbour further risk factors as yet
unidentified which may predict poorer outcome. This includes exposure to psychotropic
medications known to affectimmune responses or medications putting patients at risk of
complicationsin the face of infection. Our main objectiveis to study and identify these
potential additional vulnerability factors.

Management of inpatients on psychiatric wards during this pandemic has also proveda
major challenge. We hypothesise that some of the difficulties experienced by these units
may also increase the risk of patient’s exposure to the virus. Such factors involve the
difficultiesinimplementing social distancingand the use of restraint for acute behavioural
disturbance. We intend to clarify the difficulties faced by individual units and investigate the
difference.

2021-0102 Professor Cathie Sudlow
CVD-COVID-UK

Patients with cardiovascular disease have increased risk of symptomatic SARS-CoV-2
infection and mortality. This could be due to cardiovascular conditionsthemselves (e.g.,
heart disease, stroke), theirrisk factors (e.g., age, raised blood pressure), medications, or
combinations of these. Understanding which patients are affected and why will helpin
developingstrategiestoreduce thisrisk.

Just as important as the effects of pre-existing cardiovascular disease on COVID-19, are the
impacts of COVID-19 on cardiovascular disease.

The direct impacts include immediate complications (e.g., acute cardiac injury, stroke) and
potentially increased risk of heart attack, stroke and other cardiovascular eventsinthe
longerterm, through inflammation, blood clotting risk or other factors. However, the nature
and extent of these direct effectsare not well understood.

The response by the governmentand health servicesto the COVID-19 pandemicalso has
indirect impacts on the presentation, diagnosis, managementand outcomes of
cardiovascular diseases. The numbers of people attending hospital with heart attack and
stroke have declined dramatically in recent weeks. Further, patients are more often arriving
too late for beneficial acute treatments (e.g., clot busting drugs) and after potentially
preventable complications have developed. Toinform governmentand NHS policy, we
urgently need a deeperunderstanding of these unintended consequences.

We propose to address these issuesthrough analyses of de-identified, linked, nationally
collated healthcare datasets across the four nations of the UK, accessed within trusted
research environments provided by the National Data Safe Haven in Scotland and
equivalentsin Wales, England and Northern Ireland.



2021-0115 Professor S Vittal Katikireddi

Early pandemic evaluation and enhanced surveillance of COVID-19 (EAVE Il): additional
analysis of social and ethnic inequalities

Evidence suggests that ethnicity influences the risk of both infection and adverse outcomes for
COVID-19. However, empirical research remains limited, especially within Scotland. Initial analyses
within Scotland have not identified elevated risks, but they have been subject to major limitations
arising from likely systematic misclassification of ethnicity. This is to be conducted as part of the
wider project Early pandemic evaluation and enhanced surveillance of COVID-19 (EAVE 1) which will
provide realtime surveillance and research on the COVID19 pandemic in Scotland, and will permit
the estimation of the risk to the whole population and relatively small subgroups and areas. EAVE Il
study aims to investigate the risk of COVID-19 in various at-risk groups of the population including
ethnicity. The ethnicity study is a substudy of the EAVEII project that aims to assess the
epidemiology of SARS-CoV-2 infection by ethnic group and investigate the mechanisms through
which ethnic inequalities in COVID-19 arise. The Scottish Government have announced the
establishment of an expert group to provide advice on ethnicityand COVID-19. Understanding
whether ethnic inequalities are present in Scotland is therefore a major policy priority for Scottish
Government. Given the increasingly consistent evidence that Black and South Asian ethnic groups
are at increased risk internationally and in England, thereis a need for more robust analyses within
Scotland to describe the epidemiology and hence urgently inform the policy response required.

2021-0116 Dr Rachael Wood

COVID-19 in Pregnancy in Scotland (COPS)

The COVID-19 in Pregnancy in Scotland (COPS) study is a sub-study linked to EAVE Il (Early
Assessment of COVID-19 epidemiology and Vaccine/anti-viral Effectiveness). EAVEIl is the
key national study tracking the epidemiology of COVID-19in the Scottish population. COPS
will support EAVE Il by providing more detailed information on the epidemiology of COVID-
19 inpregnancy, and its impact on maternal, pregnancy, and neonatal outcomes.

In COPS, we will link togethera range of routine health data sources to:

e Identifyallwomenin Scotland who were pregnant on, or became pregnant after, 1st
March 2020 (the date of the first confirmed case of SARS-CoV-2 infectionin
Scotland), and all live birthsin Scotland from 1st March 2020 onwards

e |dentifywomen with confirmed, probable, or possible COVID-19 during their
pregnancy

e |dentify relevant maternal, pregnancy, and neonatal outcomes among women with,
compared to without, COVID-19 during pregnancy. The outcomes examined will
include maternal admission, severe disease, and death; congenital anomaly;
pregnancy loss; fetal growth and preterm birth; and neonatal infection, admission,
and death

We will also assess the proportion of confirmed cases of COVID-19 in neonatesthat were
associated with maternal COVID-19. In addition, we will examine the extentto which



pregnant women and neonates with COVID-19 have beenincludedin existingenhanced
surveillance studies such as CO-CIN and BPSU studies.

This work is important as very little isknown about the effects of COVID-19 in pregnancy:
the evidence available to date is generally based on small case series. As far as we can tell
just now, pregnant women do not appear to be at substantially increased risk of infection
with SARS-CoV-2, or of developing severe COVID-190once infectionis present. However,
there are suggestionsthat other adverse outcomes such as preterm delivery may be
increased. Furthermore, some adverse outcomes (in particular congenital anomalies
followinginfectionin early pregnancy) may be unrelated to the severity of maternal
infection (asis the case for other viral infections such as rubellaand Zika), and there is as yet
no evidence on these risks due to the inevitable lagtimesinvolved. COPSwill address these
uncertainties by providing population based information for the whole of Scotland on the
incidence of, and outcomes following, COVID-19in pregnancy.

COPS will use national datasets already held by PublicHealth Scotland plus primary care
data provided from GP systemsto PHS for the EAVE Il study. Many of the national datasets
required for COPS are also beingused for the EAVE Il study (for example, data on SARS-CoV-
2 testing, unscheduled care, prescribing, hospital and critical care admissions, deaths).

COPS will alsouse a number of additional datasets specifically required toidentify pregnant
women and relevant outcomes (for example, data on antenatal booking, termination of
pregnancy, live and stillbirth registrations, and neonatal care). Data linkage and analysis will
take place within PublicHealth Scotland. Resultswill be used by PublicHealth Scotland and
the Scottish Governmentto inform ongoing control of the COVID-19 pandemic, and will be
submitted for academic publication.

2021-0117 Dr David Henderson
Community based COVID-19 mortality

Olderpeople, particularly those livingin care homes, have been profoundly affected by the
COVID-19 pandemicin Scotland. As of the 5th July 2020, 76% of all deathsrelatedto the
virus occurred in those overthe age of 75 and 90% in those overthe age of 65. AlImost half
of COVID-19 deaths have occurred incare homes with a similaramount occurring in
hospital. In terms of excess all-cause deaths (the number above the average of the past five
years)a 67% increase has beenrecorded in care homes — much higherthan seenin hospital
or othersettings.

To date, we know less about the characteristics of those that have died outside of hospital
in relationto COVID-19 than those that did die in hospital. This study aims to helpfill that
gap inknowledge.

As Scotland moves out of the first wave of the COVID-19 pandemic, thisresearch is urgently
requiredto a) helpinform policy and practice regarding potential future waves of the virus
and b) helpinform future research into what happened during the first wave.



2021-0129 Albert King

Carehomes Analysis

Some care homes have been affected by COVID-19 more severely than others. We are
seekingto understand whetherthere are modifiable factors that could reduce harm in the
second wave.

There isan immediate operational need, tied to the second wave beginning now, to identify,
at the care home level, factors that affect vulnerability of residents. We want to understand
if there are links between care home outbreaks and care home use of agency staffing, staff

to residentratios, staff sickness absence, manager experience, care home quality rating etc.

A study, publishedinJuly 2020, systematically examinescare-home outbreaks of COVID-19
in NHS Lothian using linked care-home, testingand mortality data for care-homes
(https://www.medrxiv.org/content/10.1101/2020.07.09.20149583v1). Further analysesat
a national level will focus on lessonslearntfrom the first wave and build on / enhance this
work undertaken (inwhichanalyses was carried out on limited care home service data)
with more care home data from the various data controllers.

Much data exists already and the focus of this work will be on re-use of these existing
datasets, held by Care Inspectorate, SSSC (Scottish Social Services Council), Scottish
Governmentand NHS.

2021-0134 Professor Sharon Hutchinson

Impact of COVID-19 on prisoners in Scotland

Peopleinprisonsare potentially more vulnerable tothe COVID-19 pandemic than the
general population. In the absence of prevention and control measures, the confined
conditionsin which prisoners live togetherfor prolonged periods of time providesan
environmentforSARS-CoV-2 to spread quickly. Also, people in prisons typically have worse
health conditionsthan the general population that could potentially heighten the risk of
severe COVID-19 disease. Past experience showsthat prisons can act as a source of infection
and spread of infectious diseases both within and beyond prisons. Thus it isimportant to
monitor the extent of testing, diagnosis and severity of disease for COVID-19 and overall
mortality among prisonersin Scotland and those recently released from prison. Linkage of
the Scottish Prison Service (SPS) Prisoner Records 2 (PR2) system on individuals heldin
custody to healthcare records held within PublicHealth Scotland will be used to examine
the extentto which prisoners and those recently released from prison in Scotland are at
differentrisk from COVID-19. This informationis important to assess: i) the effectiveness of
measuresintroduced to prevent and control transmissionin the prison setting, and ii) the
impact of COVID-19 and associated prevention measures on the health of individuals who
have beenin prison.


https://www.medrxiv.org/content/10.1101/2020.07.09.20149583v1

2021-0148 Albert King
The Scotland Coronavirus Model (Regression Modelling)

The University of Edinburgh have developed an agent based model for which they have
submitted and receive approval under previous PBPP application (ref: Application number
2021-0007). They have now delivered awell-developed regression model based on thisto
the Scottish Government. Scottish Governmentare going to take over responsibility for
running and developingthis regression model. This applicationtherefore seeks PBPP
approval for access to the necessary data aligned to the initial request form from Edinburgh
University to run this regression model within a secure environment. The University of
Edinburgh project lead by ProfessorKao isstill ongoing.

This data will also be usedto undertake our exceedance modelling which we run each day
and publish each Thursday when appropriate on the Scottish Government websiteona
Thursday at local authority level (https://www.gov.scot/collections/coronavirus-covid-19-
modelling-the-epidemic/)



https://www.gov.scot/collections/coronavirus-covid-19-modelling-the-epidemic/
https://www.gov.scot/collections/coronavirus-covid-19-modelling-the-epidemic/

