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CCP UKARI CRF Completion Guidance
V6.0 01/03/2021
(To be used in conjunction with V10.0 CRF)

1-CLINICAL INCLUSION CRITERIA

IMPORTANT CHANGES FOR SECOND WAVE OR@QaftDary 2024until next notice)

CLINICAL INCLUSION CRITERIA
Proven infection with pathogen of Public Health Interest: [1YES [ NO
N.B. For acute covid-19, please only collect data from proven (laboratory test-positive) people.
OR
Adult or child who meets Case Definition for Multisystem Inflammatory Syndrome (MIS-C/MIS-A) : D YES [ NO

N.B. This group should be recruited regardless of covid-19 test as this syndrome can occur after mild disease in
the community which has gone untested.

Tier Zero will only include proven (test positive) COVIB/ SARSCOW2. Due to extreme capacity pressure, we are reducing enrolment to 1 in 10 positive cases. We saggdscal quasi
random process be used such as picking every tenth positive case from a laboratory report list so as to reduce sampliki¢ebaas.keen for you to develop your local solution. In addition wi
may request you to collect data on peoplemfc t ed by “variants of concern” and other pat hogens fwliow-gpupledseé c h
complete OUTCOME CRF at day 28 as final.

Tiers 1 and 2 Biological sampling with consent, will only apply to eats admitted with vaccine failure (COVID >28d after vaccinatio)infection, cainfection (flu/RSV), COVID associated
hyper inflammation (MISA/MIS-C/PINSTS), or samples from patients with pathogens of public health interest including people ideditifieinfected with SARS 2 + & @ NR | y Ve

may request sampling from people infected by *“vaideallyndata and Sampies wilcbe coltected with donserit ising Tiep2eof th
protocol sthedule. We recognise conditions of surge so may ask only for Tier 1 samples, or even a subset of samples

For all tiers please collect:

Please complete thADMISSION CRIRADAILY CRfer the first day of hospital admission (day 1), DAILY CR&gain for the first day of any ICU admission, then@TCOMERFt day 28.

N.B. For patients receivifigemdesivir,Tocilizumab and Sariluma, please complete an ext@AILY CRfer first daythat such a drug is dosed and fday 14 after drug initiation (if patient
remains admitted)Collection of this data is requested by the CMOs in all nations.
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Patients withconfirmed Covid 9 with any of the following syndromes should be recruitediéss 1 or 2:

w  Reinfection. Thepatient had Coviel9 more than 21 days ago:
1. See criteria for identifying suspected-irgection on page 4.
2. If you think a patient has suspectedirdection, please call 0300 365 4423to discuss.
w  Caoinfection. The patient hasonfirmed cainfection with:
1. Influenza A or B virus; or,
2. Respiratory syncytial virus (RSV).
9 Clinical suspicion of Multisystem Inflammatory Syndrome in Adults (M{Sor Children (MISC/PIMSTS)
Vaccine failure Admitted with proven Covid9 >28 days after vaccination.

=

91 Infection with vaiiant of concern or other pathogen of public health interesthe study team may request priority data collection or biological sampling with consent from persons with
GOFNARFYG 2F O2yOSNY ¢ 2NJ 230 KSNI LI (K2 Jidnyfrontie relddadt publio heklt® hgericyk A y i SNB A (

91 All children (less than 19 years 9ld

Ay NBaLkRyasS 2
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Definitions:

INFLAMMATION Children and adolescents
WHO preliminary criteria Multisystem inflammatory syndrome in children and adolescents temporally relate@OVIB19
Children and adolescent£ 19 years of age with fever3 days
ANDanytwo of the following:

1. Rash or bilateral nopurulent conjunctivitis or muceutaneous inflammation signs (oral, hands or feet).

2. Hypotension or shock.

3. Features of myocardiaysfunction, pericarditis, valvulitis, or coronary abnormalities (including ECHO findings or elevated TroppniiBNP),
4. Evidence of coagulopathy (by PT, PTT, elevatedrrs).
5.
D

Acute gastrointestinal problems (diarrhoea, vomiting, or abdominal pain).
A Elevated markers of inflammation such as ESRa€tive protein, or procalcitonin.
AP No other obvious microbial cause of inflammation, including bacterial sepsis, staphylococcal or streptococcal shock syndromes
AP Evidence of COVADB (RFPCR, aigen test or serology positive), or likely contact with patients with CE&\ID

INFLAMMATION Adults
We deliberately do not give criteria to avoid selection bias. Adults with an inflammatory should to be identified atdikciegion.
If you think gpatient meets these criteria or wish to discugéease call 030865 4423

REINFECTION

To be considered a spected Covidl9 reinfection the patient should meet one prior CoMi@ criterion and one timing criterion. If you think a patient meets these criteria or wish to discuss,
please call 0300 365 4423

Prior Coviel9 criteria

A positive test for virus (PCRId I YGAISYy 0 2NJ FYyiA02RASEAE Ay (GKS O02YYdzyAide& 2N Ay Ifro@aditdhrécords® 9 OA RSy
1 Patientreported symptoms strongly suggestive of Cei# including cough, fever and altered taste/smell

Timing criteria

91 If the patient was previously hospitalized with Ce%#l they must be more than 21 days from discharge from acute hospital (not including rehabilitation hospital).
1 If the patient was not hospitalised but had symptoms of Caddthey musbe more than 21 days from last symptoms.

1 If the patient did not have symptoms, they must be more than 21 days from their last positive XSoésit

VACCINE FAILURE
1 Admission with Covid9 more than 28 days after vaccinatidtiease cald300 365 4423
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2-DEMOGRAPHICS

In REDCap to enable version @idwardsof the CRFR please ensure you have selected th
fields for:
- The new shoter CRF version
- And the field for the 9.7 CRF
These are located at the top of thincliusionpage in REDCap

Please record NHS number, DOB & postcode for all participants
(*note Northern Ireland is not to collect these details)

Ethnic groupif other, please exclude nationality as natiaften include many different ethnic groups (Fq
example, Singaporean is the nationality but the ethnic grouping within Singapore could be East Asiar
Asian etc.) for other, please write the full name of the ethnic group of the patient. Please @énteota
letter or number corresponding to a local/national ethnicity coding system.

LT GKS LI GASyidQa SiGKyAaAOAide Aa LI St

y2i 1y26ys

Postpartum: Defined as within six wesk42d)of delivay.

If the baby is positive for COVID please complete a separate form for the baby as well.
Vaccination status

This is a new section as part of version@wards

1 Please confirm if any known COVID or Flu vaccination has been received and the date give

1 Please confirm if they have been given an open label vaccine (aggfirov

1  Please confirm if recruit has been part of a vaccineq¢ridll N W& S&aQ S@Sy A
live vaccine

T I f part of a vaccine trial

pl ease compl et

DEMOGRAPHICS

Sex at Birth: [1Male [Female [1Not specified Date of birth [ 0_J[_°_1/[_ 11/ I v ]

If date of birth is Not Known (M/K) record Age: [___][___ ][ years OR[___][__ ]months

Postcode: [ J[_ J[_ I 1 [ I_J[ ]

England & Wales NHS number, Scotland CHI: [ ][ 1 1[I I 7 [ J0_ 111
NB Northern Ireland Health & Care Number is not being collected at this time

Ethnic group (check all that apply):

OaArab  OBlack

Osouth Asian  OWest Asian

Ok

Emploved as a Healthcare Worker? CIves CIno  [CIn/k

OEast Asian OLatin American OWhite OAboriginal/First Nations

Oo0ther:

Pregnant? CIYES OONO DOIN/K If YES: Gestational weeks assessment: [ ][ ] weeks

POST PARTUM (within six weeks of delivery)? OIVES  CING or CIN/K {skip this section - go to INFANT)
Cstill birth Delivery date: [_0_1[_0_1/_ 11/ 2 o] _J_v_]

Has infant(s) been tested for Mother's infection? CIves CIno Ok i vES: OPositive OMegative

Pregnancy Outcome: ClLive birth

IF POSITIVE PLEASE COMPLETE A SEPARATE CASE REPORT FORM FOR THE INFANT(s)

Birth weight: [___].[__ Tkeg OnyK
Opreterm birth (<37wk GA) if <37wk Estimated gestation

INFANT - Less than 1 year old? COYES  CINQ (skip this section)
Ok

Gestational: (J Term birth (237wk GA) weeks

Breastfed? Oves OIno  On/k If ¥ES: OCurrently breastfed [Breastfeeding discontinued  CIN/K

VACCINATION STATUS

Has the patient received a Covid-19 vaccine [open label licenced product) Oves OIno  Ongk
date of first vaccine dose if known: [_0_][_0_I/[_v 1w 1230010 v 11 Onjk

date of second vaccine dose if known: [_0_1_0_1/[ v I /L2 100 1 v 1 v_1 Owyk
Vaccine type/ Manufacturer: [] Pfizer- BioNTECH [0 Oxford-AstraZeneca [1Moderna [loOther Oy
has the patient been involved in a vaccine COVID trial? Clves Ono  OInyk

date if known (first trial vaccination): [_0_1[_ 0 1/ v L2 30 11" _] (please complete study participation CRF
page 3 of outcome CRF)

Has patient received a 2020/21 seasonal influenza vaccine [Ives Onvo  Owyx
date if known: [_0_]{_0_1/[_v 0 )2 30 1 1] Oy
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3- ADMISSION CRénset and admission

Symptom onsetPlease confirm symptom onset date or confirm if patient was asymptomatic.
Admission datethe date admitted to facility regardless of reason (i.e. If1@@VID admission)

Is patient being readmitted with COVID 19%For the purposes of ik study please only include-re
admissions where the radmission iCOVID related.

To log readmissions:
i Start a new record/ REDCap ID
1 al NJ Wadisslon bn thiklage
T wSO2NR LINB@GA2dza L5
link records
1 Please only record radmissions for those remaining or testing positive.

AT 1Yy26yI AT pudiliertg y

Reinfections
i Start a new record/ REDCap ID
T al NJ] Weé S a Qinfactza 6d3hi CRFpageS
1 Complete the renfection CRF

Transfer from another facility?

For patients transferring to you:
9 Start a new record/ REDCap ID
T alN] weasSaQ || GNIyafFsSNI FNRY
1 Day 1= the first 24 hours with you

Fy23GKSNI FI ¢

For those transferring from you: complete outcome CRF at the point of transfwith outcome
|l ogged as ‘transfer to another facility’

If symptoms start after swab please over write this page to collect symptom details.

ONSET AND ADMISSION

Date of first/earliest symptom: [_0_1[_C_ 1/ 1V /L2100 1[_"_1[_"_] OR [ Asymptomatic
/1 1L /210010 _1Lv_]

Is the patient being readmitted with Covid-19? (Please only add re-admission episodes for COVID related complications or

Admission date at this facility: [_7_][

patients remaining positive. Assign new subject ID) LIYES [INO [IN/K
Previous participantID: I II TI II TI TI--1 II TII II T ONK

CIN/K

Please provide reason for readmission:

Is this a suspected re-infection with COVID-19? Defined as proven (PCR or antibody test) or highly probable (clinical case

definition met) more than 21 days prior to this new laboratory proven covid-19 infection CIves [InO [CIN/K
If yes, please complete REINFECTION FORM and seek consent for biological sampling, ideally at Tier 2)

Is this a NIGHTINGALE or other SURGE FACILITY COYES [CONO [CIN/K

Transfer from other facility? CIYES-other facility is a study site  [JYES-other facility is not a study site [INO [CIN/K
CIN/K

TV I/ 230000 101 TIN/K

If YES-Study Site: Participant ID # at previous facility: I _IT II II TII T--1 II II II I

If YES: Name of transfer facility:

If YES: Admission date at previous facility (DO/MM/YYYY): [_D 110 /I

OR [JSame as above
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(To be used in conjunction with V10.0 CRF)

3- ADMISSION CR¥Y¥ital Signs and Signs and Symptoms

Vital Signs
These should be recorded on tBATE OF ADMISSI@Nen if this was a while agd
for a non COVOID reason)

SIGNS & SYMPTOMS

This should be the signs and symptoms at the start of2®/ID episode

*Please note if new symptoms develop throughout illness course, they do not n
to be cptured here, we just need those at infection start

Definitions:

Temperature:peripheral body temperature (rectal if <3 months)

Heart rate:beats per minutehis may be measured manually or by electronic monitoring.
Respiratory rate (RR)

Enter the respiratory rate in breaths per minute. Manual rather than electronic measurement is
preferred where posible (this is achieved by counting the number of breaths for one minute, countin]
how many times the chest rises within this time period). Record the highest respiratory rate docum|
on admission.

Systolic BP

Please enter the systolic blood pressure measured in millimetres of mercury (mmHg), in the releval
sections. For example, if the blood pressure is 1g0/8Y Y| 33X Sy 4 SNJ mun Ay (K
.t Qd 'asS ye NBO23yAaSR YSGK2R F2NJ YSI &dzNR y 3
Diastolic BP

Please enter the diastolic blood pressure measured in millimetres of mercury (mmHg), in the relevg
sections. For example, if the blood pressure is 120/85 mmHg, enten85 ( KS a SOl A2y
.t Qd 'asS ye NBO23yA&aSR YSGK2R F2NJ YSI &dzNR y 3
Severe dehydratia?

Signs of severe dehydration include thirst, dry mucous membranes, low volumes @fottawked urine,
sunken eyes, reduced skin elasticity.

Sternal capillary refill time > 2 seconds?

Sternal capillary refill time is meared by pressing on the sternum for five seconds with a finger or
thumb until the underlying skin turns white and then noting the time in seconds needed for the colo|
return once the pressure is released.

Oxygen saturation

For all patients, irrespective of ventilation or supplemental @ygequirement, please enter the
percentage oxygen saturation (the percentage of haemoglobin binding sites in the bloodstream ocd
by oxygen) at the time of admission. This may be measured by pulse oximetry or by arterial blood (¢
analysis.

VITAL SIGNS AT HOSPITAL ADMISSION -first available data at presentation/Admission to the facility.
(This section should refer to data from the date of admission to this facility)

Temperature:[_ ][ ].[L 1°€C HR:[_ ][ 1L ]beatsperminute RR:[_][_ ]breaths per minute

SystolicBP: [ ][ ][ ]mmHgDiastolicBP: [ ][ ][ ]mmHg Severe dehydration: OYES CINO LOIN/K

Sternal capillary refill time >2seconds OYES OONO ON/K
Oxygen saturation: [ ][ ][ 1% On: ORoom air CAny Oxygen therapy ON/K

SIGNS AND SYMPTOMS- This section should refer to the start of the COVID episode

History of fever Oyes ONo ON/K Lower chest wall indrawing
Cough Oves ONo LOIN/K Headache
with sputum production Oves ONo ON/K Altere.d )
bloody sputum/haemoptysis Oves Ono ON/K ::::s::::sness[confusmn
Sore throat Oves Ono ON/K . i
Abdominal pain
Runny nose (Rhinorrhoea) Oves Ono ON/K Vomiting / Nausea
Ear pain Oves ONo OIN/K Diarrhoea
Wheezing Oves Ono DN/ Conjunctivitis
Chest pain Oves ONo [CIN/K skin rash
Muscle aches (Myalgia) Oyes Ono ON/K Skin ulcers
Joint pain (Arthralgia) Oyes Ono ON/K Lymphadenopathy
Fatigue / Malaise Oves Ono ONJK Bleeding (Haemorrhage)
Shortness of breath (Dyspnoea) Oves Ono ONJK If Bleeding: specify site(s):
Disturbance or loss of taste Oves Ono ON/K Disturbance or loss of smell
(Ageusia ) (Anosmia)
None

Oves
Oyes
Ovyes

Oves
Oyes
Ovyes
OYES
Ovyes
OvYEs
Ovyes
OvYEs
Ovyes

Ono ONJK
ONo ON/K
Ono ON/K

Ono ON/K
ONo ON/K
Ono ON/K
ONo ON/K
Ono ON/K
ONo ON/K
Ono ON/K
ONo ON/K
Ono ON/K

Ovyes

Ono ON/K

Oves Ono ON/K
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CCP UKARI CRF Completion Guidance

V6.0 01/03/2021

(To be used in conjunction with V10.0 CRF)

4- ADMISSION FORM CONTINUEBmMOidities

Please record if any of these comorbiditedsted prior to admission.

In general, do not include past comorbidities that are no lorayegoing. Additional details are given below. Where
example conditions are given, these are not intended to be exhaustive and other conditions of equivalent severity
be included.

Chronic cardiac disease (not hypertension)

Please include any of coronary artery disease, heart failure, congenital heart disease, cardiomyopathy, rheumatic
disease.

Chronic pulmonary disease (not asthma)

Pleasenclude any of chronic obstructive pulmonary disease (chronic bronchitis, emphysema), cystic fibrosis,
bronchiectasis, interstitial lung disease, g®isting requirement for long term oxygen therapy. Do not include asthm

Asthma (physician diagnosed)
Cliniciandiagnosed asthma
Chronic Kidney Disease

Please include any of cliniai@iagnosed chronic kidney disease, chronic estimated glomerular filtration rate <
60 mL/min/1.73n?, history ofkidney transplantation

Moderate or severe liver disease

This is defined as cirrhosis with portal hypertension, with or without bleeding or a history of variceal bleeding.
Mild liver disease

This is defined as cirrhosis without portal hypertension or chronic hepatitis

Chronic neurological disorder

Pleasenclude any of cerebral palsy, multiple sclerosis, motor neurone disease, muscular dystrophy, myasthenia (
tFNJAY&a2y Qa8 RA&ASH&AST &aGNR1 1S &aSOSNB fSENYyAy3I RAFTTFA
Malignant neoplasm

/ dZNNBy i a2t AR 2NHIFY 2N KFSYF{i2t23A0Ft YIfAIylyOdeo
#5 years ago with no evidence of ongoing disease. Do not includeneanoma skin cancers. Do not include benign
growths or dysplasi.

AIDS/HIV
History of laboratoryconfirmed HIV infection.

Chronic hematologic disease

coagulation system requiring regular or intermittent treatmie Do not include leukaemia,
lymphoma or myeloma, which should be entered under malignancy. Do not include iro
deficiency anaemia which is explained by diet or chronic blood loss.

Obesity (as defined by clinical staff)

This refers to patients for whom an attending clinician has assessedtthbmobese
ideally but not necessarily with an objective measurement of obesity, such as calculati
the body mass index (BMI of 30 or more) or measurement of abdominal girth.

Diabetes with complications

This is defined as diabetes mellitus (type | or type Il) with evidence of one erargan or
tissue damage due to diabetes mellitus, irrespective of the need for current treatment ¢
diabetes. Examples of chronic complications include: diabetic cardiomyopathy; diabeti
nephropathy; diabetic neuropathy; diabetic retinopathy; diabetic mgerosis; peripheral
vascular disease; coronary artery disease; stroke (other examples exist).

Rheumatologic disrder

This is defined as an inflammatory and degenerative diseases of connective tissue
structures. It includes chronic arthropathies and arthritis, connective tissue disorders a
vasculitides.

Dementia

This is definedsclinical diagnosis of dementia

Malnutrition

Any clinically identified deficiency in intake, either of total energy or of specific nutrient
that led to a dietetic intervention or referral prior to the onset of COX{flDsymptoms. Do
not include people who needed supplementary nutrition sotie to reduced intake
during their current illness episode.

Smoking

Smoking at least one cigarette, cigar, pipe or equivalent per day before the onset of th
current illness. Do not include smekee tobacco products such as chewed tobacco or
electronic nicotine delivery devices.

Other relevant risk factolList any significant risk factors or comorbidities that existed pr
to admission, ee ongoing, that are not already listed.
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5- ADMISSION CREF continuddulnerable group

Please record hatient falls into any of the criteria listed here.

Definitions are provided within the CRF.

Is the patient thought to be a member of a CLINICALLY EXTREMELY VULNERABLE GROUP

Solid organ transplant recipients: CIYES [INO [CIN/K

People with specific cancers: CIYES [INO [IN/K
*  people with cancer who are undergoing active chemaotherapy
¢ people with lung cancer who are undergoing radical radiotherapy

*  people with cancers of the blood or bone marrow such as leukaemia, lymphoma or myeloma who are at any stage of
treatment

*  people having immunotherapy or other continuing antibody treatments for cancer

¢  people having other targeted cancer treatments which can affect the immune system, such as protein kinase inhibitors
or PARP inhibitors

¢ people who have had bone marrow or stem cell transplants in the last 6 months, or who are still taking
immunosuppression drugs

People with severe respiratory conditions including all cystic fibrosis, severe asthma requiring daily oral steroid or injectable

maintenance therapy and severe chronic obstructive pulmonary requiring oxygen (COPD):  OJYES [ONO [CIN/K

People with rare diseases and inborn errors of metabolism that significantly increase the risk of infections (such as Severe
combined immunodeficiency (SCID), homozygous sickle cell): TIYES [INO OIN/K

People on immunosuppression therapies sufficient to significantly increase risk of infection: [JYES [INO [IN/K

Women who are pregnant with significant heart disease, congenital or acquired: YES [INO [CIN/K
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6- ADMISSION CREF continuedledications & Clinical frailty score

Pre-admission medication:please include all treatment/ medication given within the last 14 days,
including tke day of admission (not including anything given as hospital treatment)

Current medication on admissionPleag include all medication taken in the 14 days prior to admissi
and the day of admission (excluding hospital medications)

Clinical frailty score:this is the score for the patient as they are usually (not whilst having active CO

Clinical Frailty Scale*

| Very Fit — People who are robust, active, energetic
and motivated. These people commonly exercise
regularly. They are among the fittest for their age

7 Severely Frail - Completely dependent for
personal care, from whatever cause (physical or
cognitive) Even so, they seem stable and not at
high risk of dying (within ~ 6 months)

2 Well
symptoms but are less fit than category |. Often, they
exercise or are very active occasionally, e.g. seasonally.

People who have no active disease 8 Very Severely Frail - Completely dependent,

approaching the end of life. Typically, they could
3 Managing Well

I not recover even from a minor illness.
are well controlled, but are not regularly active

' beyond routine walking ‘
! 4 Vulnerable —While not dependent on others for [

People whose medical problems

9.Terminally lll - Approaching the end of life. This
category applies to people with a life expectancy
<6 months, who are not otherwise evidently frail.
daily help, often symptoms limit activities. A common
complaint is being “slowed up”, and/or being tired
during the day.

Scoring frailty in people with dementia

5 Mildly Frail - These people often have more
evident slowing, and need help in high order IADLs
(finances, transportation, heavy housework, medica-
tions). Typically, mild frailty progressively impairs
shopping and walking outside alone, meal preparation
and housework

In moderate dementi:
th emi

6 Moderately Frail - People need help with all

outside activities and with keeping house. Inside, they

often have problems with stairs and need help with ilty in elderly people. CMA] 2005:173:489-49!
ing and might need minin tance (¢

bachlpg and ‘mw‘ght need minimal assistance (cuing, ) DALHOUSIE

standby) with dressing. I TY

th & Aging Revised

PRE-ADMISSION MEDICATION Were any of the following taken within 14 days of admission?

Angiotensin converting enzyme inhibitors (ACEI)?

CIves OINo CIN/K

Immunosuppressant e.g. oral (not inhaled) corticosteroids
(not low dose hydrocortisone) Oves [OOno OIN/K

Anti-infectives for this illness episode prior to admission?

LOYES [INO LIN/K If yes, specify:

Angiotensin Il receptor blockers (ARBs)?  [IYES LINO LIN/K
Non-steroidal anti-inflammatory (NSAID)? LIYES CINO CIN/K

CLINICAL FRAILTY SCORE
With reference to the Dalhousie University Clinical Frailty Score (see guidance page 3 of complete CRF)

Clinical Frailty Score [ ]value1to9orON/K

CURRENT MEDICATION ON ADMISSION
Record medication the patient is currently taking or has taken within the past 14 days

Medication name (generic name preferred):
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7- REINFECTION

Please complete this CRF page only where there is suspeetei@cdon

If previously enrolled, add the previous ID to the top of this eCRF, you do then not need to
provide the rest of the details as these will be drawn from the data previously provided.

To be considered a spected Covid 9 reinfection the patient should met one prior Covid 9
criterion and one timing criterion. If you think a patient meets these criteria or wish to discuss,
please call 0300 365 4423.

Prior Covi€l9 criteria

1 A positive test for virus (PCR or antigen) or antibodies, in the communityadnaspital.
9FPARSYOS 2F GKAa OFy oS FTNBY GKS LI GASY

1 Patientreported symptoms strongly suggestive of Cei#] including cough, fever and altere
taste/smell

Timing criteria

1 If the patient was previously hogplised with Covidl9, they must be more than 21 days fron
discharge from acute hospital (not including rehabilitation hospital).

9 If the patient was not hospitalised but had symptoms of Cd#édthey must be more than 21
days from last symptoms.

9 If the patient did not have symptoms, they must be more than 21 days from their last posi
Covid19 test

Ensure on admission CRF page 1 it -infestiormar k ¢

We are asking for the previous COVID episode data here in case this was never previously
captured (i.e. The patient had COVID in the community previously and was not admitted). Ple
complete this CRF page regardless of if there is a data set for theiguenmliness episode or not.

SUSPECTED RE-INFECTION WITH COVID-19: DETAILS OF PREVIOUS INFECTION

Did the patient have a positive PCR (virus) test for SARS-CoV/-2?

If yes, enter date of positive test: [_0_J[_0_1/[_ v _ 1 v _1/[2_ 10 1 _1_v_1
Did the patient have a positive antigen (virus) test for SARS-CoV-2?

If yes, enter date of positive test: [_ 0 _1[_0_1/[__ 1 v_1/[_2_ 1[0 1_v_1_v_1
Did the patient have a positive serology (antibody) test for SARS-CoV-2?

If yes, enter date of positive test: [_0_1[_0_1/[_v_1v_1/[_2 10 1 _1[_"_1]

Symptom onset date of first/earliest symptom for previous infection:
SN | WSS 7/ SIS | MU 7/ S | | A | S |
OR [0 Asymptomatic

Oyes ONoO [CON/K

Oyes COONO [CIN/K

Oyes Ono [CN/K

SIGNS AND SYMPTOMS for PREVIOUS COVID-19 episode

History of fever Oves Ono ON/K Lower chest wall indrawing
Cough Oyes ONo ON/K Headache

with sputum production Oyes ONo ON/K Altered consciousness/confusion

bloody sputum/haemoptysis Oyves Ono ON/K Seizures
Sore throat Oyes Ono ON/K Abdominal pain
Runny nose (Rhinorrhoea) Oyes Ono ON/K Vomiting / Nausea
Ear pain Oyes ONo ON/K Diarrhoea
Wheezing Oyves Ono ON/K Conjunctivitis
Chest pain Oyes Ono ON/K Skin rash
Muscle aches (Myalgia) Oyes Ono ON/K Skin ulcers
Joint pain (Arthralgia) Oyes ONo ON/K Lymphadenopathy
Fatigue / Malaise Oyves Ono ON/K Bleeding (Haemorrhage)
Shortness of breath (Dyspnoea) Oyves Ono ON/K If Bleeding: specify site(s):
Disturbance or loss of taste Oyes Ono ON/K Disturbance or loss of smell
(Ageusia) (Anosmia)

None

Oves Ono ON/K
Oyves 0OONO OON/K
Oyves 0OONO OIN/K
Oyes Ono ON/K
Oyes Ono ON/K
Oyes Ono ON/K
Oyves 0OONO OIN/K
Oyes Ono ON/K
Oyes Ono ON/K
Oyes Ono ON/K
Oyves 0OONO OIN/K
Oyes Ono ON/K

Oyves 0OONO OIN/K

Oves 0OONo [OON/K

TREATMENT: During the previous episode, was the patient:

Admitted to hospital: Oves Ono ON/K Treated with:
Treated with oxygen: Oyves Ono ON/K Dexamethasone
Admitted to HDU/ICU: Oyes Ono ON/K Any other steroid
Receive invasive ventilation: Oyes ONo ON/K Tocilizumab

Receive extracorporeal Remdesivir

membrane oxygenation (ECMO) | Oyes Ono ON/K Convalescent plasma
Lopinavir/Ritonavir

Interferon

Chloroquine/Hydroxychloroquine

Oves Ono ON/K
Oves Ono ON/K
Oyes ONo ON/K
Ovyes ONo ON/K
Oves Ono ON/K
Oves Ono ON/K
Oyes ONo ON/K
Ovyes ONo ON/K
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8-DAILY CRF

Tier O please complete daily CRF for: day 1, any ICU admission day (using additional days in REDCap).

Tier 1 & 2 please complete the daily CRF for: day 1, day 3, 6 & 9 and any ICU day (using aaldiéys in
REDCap). Also where biological sampling falls out of sync with the data collection day please capture sar
daily dat a un démMherésanpktd ateiolmtaned| pledsa necord KIT NUMBER in REDCap.

The daily lab results should only be provided where they are collected on the SAME DAY as the daily dat|
bloods are collected at day 2 but not day 3, please DO NOT record).

For those receiving Remdesivir please complete a daily form for thet filmy drug was dosed & day 14 after
drug started (if still admitted). This data is required by the CMOs of the four nations.

Fi& (0.21-1.0)

If the patient has not received supplemental oxygen therapy during 00:2@:80 on day of assessment, entel
0.21. If the patient received supplemental oxygen through a mask that delivers a known concentration of
oxygen (e.g. a venturi mask) or is being ventilated, please provide the fraction of inspired oxygen (FiO2)
delivered For patients receiving oxygen through a face mask that does not deliver a known oxygen
concentration, provide the flow rate in L/min.

In REDCap there is a field for L/min, % and 0120- please complete only the field that applies.

Glasgow Coma Score (GCS / 15)

Please state the lowest GCS recorded. For intubated patients and patients withfarmestrated
tracheostomy, give 1 point for the voice component and calculate the total as usual. Suffixes such as t fo
tracheostomy cannot be entered on to the databa&éasgow Coma Score:
https://www.glasgowcomascale.org/downloads/G8Ssessmenfid-Englishpdf?v=3

Please ensure in REDCap the field to confitood units is completedt unit does not appear in REDCap as p¢
your source data, please contactp.REDCap@liverpool.ac.uk

Most recent HbAlcthere is no timeframe for this, please record most recent. Ifurther HbAlc result was
carried out on daily CRF past day 1 this can be left blank (no need to duplicate)

Chest xray: please record if carried out on the date of assessment, please check with local PI / clinician w
there is uncertainty if infiltrates where present

Extra corporeal life support (ECLS)?

Extracorporeal Life Support (ECLS also known as@xtpareal membrane oxygenation) is a variation of
cardiopulmonary bypass, it maintains blooxlygenation in patients with life threatening respiratory or cardiaf
failure (or both). If the patient received ECLS at any time on the date of assessment, place a cross (X) in
NBt SOyl 62E o6WaSaQs Wy2Q3 2NJ Wbhk! QU@

DAILY TREATMENT (camplete every line):

DATE OF ASSESSMENT (DD/MM/YYYY): [0 10 /1 v 1
Record the worst value between 00:00 to 24:00 on day of assessment (if Not Available write "N/K’):

V] B | I | S | S

Is the patient in a high-level care area i.e. admitted to ICU/ITU/IMC/HDU  [IYES [INO [CIN/K
Highest Temperature: [ ][ ].[ ]0O°C

Any Oxygen CIYES [INO _[IN/K FiO, (0.21-1.0) [ 1.[ I lor[ 1L 1%or[___1[__]1L/min (hi
Oxygen saturation CIYES [INO [CIN/K SpO, [___1[___1[___1% (lowest) RR:[ breaths per minute (highest)
AVPU Alert[___] Verbal[___] Pain [___] Unresponsive[___] or CIN/K Glasgow Coma Score (GCS / 15) [, 1L 1 or CIN/K

Is the patient currently receiving, or has received (from 00:00 to 24:00) on day of assessment:
Non-invasive respiratory support (e.g. NIV, BIPAP, CPAP)? [1¥ES [INO [IN/K Invasive ventilation?
High-flow nasal canula? [CIYES [COdno CON/K ECLS/ECMO? L[Iyes [CIno [CIN/K

DAILY LABORATORY RESULTS

Record the values of laboratory results taken between 00:00 to 24:00 on day of assessment (if Not Available write ‘N/K, if multiple
record the values for the blood draw taken closest to midday’):

CIves CINo CIN/K

Done CIYES [CINO LCIN/K Haemoglobin Clg/Lor Olg/dL

Done CIYES [CONO [CIN/K WEBC count [Ix10%/L or CIx10%/puL

Done CIYES [CINO [CIN/K Lymphocyte count Clcells/ uL or [Ix10%/L or [Ix10%/pL

Done CIYES [CINO [CIN/K Neutrophil count __ Olcells/ uL or CIx10%/L or CIx10%/pL

Done CIYES [CINO CIN/K Platelets [CIx10%/L or C1x10°/uL Done CIYEs [CINO CIN/K APTT/APTR

Done [CIYes [ONno CON/K PT

[ONo CIN/K ESR

ONO CIN/K Ferritin
CNO CIN/K ALT/SGPT
ONO ON/K Total Bilirubin

seconds or Done CIYES [INO CIN/K INR.
Done CIYES
Done LJYES
Done CJYES

mm/hr
Opg/L or U ng/mL

U/t
Olpmol/L or Omg/dL

Done CIYES

Invasive ventilation?
Invasive ventilation means that patient has undergone tracheal intubation or via tradrepdor the purpose of mechanical
ventilation. If invasive ventilation was used at any time on the date of assessment, place a cross.

Non-Invasive Respiratory suppore(g. NIV, BIPAP, CPAP) ?
If the patient received noiinvasive ventilation (N1V), defined as the provision of ventilatory support through the patient's uj|
FANBI & dzaAy3a | YF&] 2NJ AaAYAfLFI NI RSOAOSSE |G Fyeée GAYeydy
y2iz LXI OS I ONR&&a Ay (KS 02E YINJSR Wy2Q0 LT (KS Iya
Please note that BiPAP and CPAP ventilation modes are not unique to NIV; they can also be given via invasive mechani
ventilation, so please check.

High Flow nasal:

-compressed oxygen/air delivered at high velocity with humidification through nasal carlhidaa form of escalated therapy. |
children it is given at a flow rate of2L/kg.

-Supplementary oxygen delivered through a facemask is not often fifiedidnd is delivered on the ward\Vhilst
supplementary oxygen can be given up flows of 15L this is usually an interim/temporary mdasiwery unlikely to be given
for long periods in childrenln adults, 15L via facemask would not be classddgsflow therapy as it would be suboptimadh
children 15L via facemask would not be given directly for longer periods {Z3kgchildren).Where it is given for longer
periods it is usually wafting oxygen at a distance.

-In summary, high flow oxygesiould refer to patients on humidified oxygen via nasal canntitee most common devices use
for high flow are Vapotherm and Airvo.
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9- OUTCOMEPATHOGEN DIAGNOSIS

Please record if the following where positive/ negative or not tested

- CovID

- Influenza

- RSV

- Adenovirus

- Any other respiratory virus

full pathogen name as it appears in the lab report)

*For any diagnoses captured here
testt ng’ section

(pl ease

ensur e

u

t

Section 1: Respiratory virus PCR or antigen tests (NOT serology/antibody tests)

Tested and POSITIVE Tested and NEGATIVE | NOT TESTED

COVID-19 / SARS-CoV-2 YesO a a
Influenza virus Yes O o o
NB: Please do not enter Please confirm type:
Haemaophilus influenza or
i’;;f;”{::’;f’o‘!’:::”’;:‘;:”‘” Oa/H3N2 Oa/HINIpdmo9 O A/H7NG

[ Anot typed other A[]

0 B not typed

O other type (specify):
Respiratory syncytial virus Yes O o a
RSV
Adenovirus Yes O o o
Other Yes [ please specify :
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9- OUTCOMEPATHOGEN TESTING

Please record the testing details of ALL tests carried out in the iliness epis@swabs/ blood cultures/
sputum or BAL/ETA)

Where there where multiple negative results fronslay 3t S &l YLIX S 2dzad OF LI
yS3atiA@BSQo
For the organism cultured please pick from the drop down provided in REDGappit her ' pl e

it appears in the lab report (i.e. théull organism name).

Section 2: Pathogen Testing Details

{Please record the details of all tests carried out during this illness episode below -including the details of the tests indicated

above).

Select one:

Organism

Date sample obtained

Nasal and/ or throat
swab

[ Obtained: positive
LI Obtained: negative
[ Not obtained

Blood culture

[ Obtained: positive
L Obtained: negative
O Not obtained

Sputum

[ Obtained: positive
[ Obtained: negative
O Not obtained

Deep respiratory
sample (BAL/ETA)

[ Obtained: positive
[ Obtained: negative
[ Not obtained
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10- OUTCOMEMEDICATIONS

Please include any hospital administered given medications (including admission day and
discharge day)

Dexamethasone6mg OD is the standard adult dose, for any variation on dose/ frequency
please capture below.

While hospitalised or at discharge, were any of the following administered?

Antiviral Agent
WIyiAGANI £ 1 3SyiQ NBFSNAR G2 Fyeée |3ASyidoauv LINBa
viral replication cycle. If thpatient received antivirals at any time during their hospital stay, place a cros
iKS 02E YINJSR wesSaQ FyR t&a2 AyRAOFIGS GKS dGe

Remdesivir & L6 Inhibitors:
Please record the date of first & last dose.

Corticosteroid

W/ 2NIAO24G0SNRARAQ 602YY2yfé& NBFSNNBR (G2 & wa
in the adrenal cortex (the outer part of the adrenal gland). They are also made in the laboratory.
Example include: prednisolone, prednisone, metipyednisolone, dexamethasone, hydrocortisone,
fluticasone, betamethasone (note that other examples exist). Topical preparations are not included, by
inhaled preparations are included. The indication for adminmistecorticosteroids does not need to be
directly related to the treatment of COAT®.

If a corticosteroid was admina i SNBR | Fyeé LRAY(d RdNAy3a GKS LI
GAYS 2F RAZOKINES FTNBY (KS K2aLAdltz LXFOS |
the route of administration (oral, intravenous or inhaledede also enter the type of corticosteroid and
the dose.

Off lable/ compassionate use medicatio®@ff label medicatins are those which are used for purposes
other than their original licensgan example would be hydroxychloroquigéhis is not licensed to be used
to treat COVIEL9. Or medications used in patients not they are not licensed for e.g. children or elderly

MEDICATION: While hospitalised or at discharge, were any of the following administered?

Antiviral agent? [CIves OOno CIN/K  1f YES, tick all the apply: ORibavirin  OLopinavir/Ritonavir Olnterferon alpha

Ointerferon beta  QChlorogquine / Hydroxychloroguine QOseltamivir (Tamiflu®)  OZanamivir

Oo0ther or novel antiviral

ORemdesivir If YES: first dose: [_C_JL 0 1/ M 1y J v 1 and  lastdese [0 I 0 W Q0w WL 1]

O 16 inhibitor  IF YES which [JTocilizumab [1 other IL6 inhibitor
IL6 inhibitor first dose: [_C_1 I/ ] W I ] and  lastdose [_O_J_ o 1/ o L
Antibiotic? CIves Owo CInJK if YES: specify typels):

Corticosteroid? CIYES CONO [CINJK
If yes, please confirm type: (1 Dexamethasone C1 Methylprednisolone [ Prednisolone [ Other, please specify
Route: [0 Oral OO Intravenous [1 Inhaled, maximum daily dose:

If given Dexamethasone, was this given as 6mg once per day [od) ? COYES CONO CIN/K, for how many days

If no, another dosing regimen used please confirm:

Other Dexamethasone route | Other Dexamethasone Dose | Other Dexamethasone Freguency Number of days given

[0 Oral O Intravenous - mg OpeD O0TDS QDS [10ther
[0 Oral O Intravenous —_______mg O BD [OTDS [1QDS [10ther
O oral O Intravenous ______mg OBD OO0TDs QDS CIother

Antifungal agent? CIves COno COM/K If YES: which

Off-label / Compassionate Use medications? CIYES [Ono COn/K If YES: which

Interleukin inhibitors Oves OOno Ow/E 1f YES: which Convalescent plasma CIves CIno CInyk

patients. Compassionate medications which are not currently licensed to treat seriously ill patient
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11- OUTCOMETREATMENT

Intensive Care Unit (ICU) or High Dependency Unit (HDU) Admission?

Where a patient had more than 1 ICU adngaswithin a record please record all episode here (the date admitted/
discharged repeats in REDCap)

Please enter the total number of days the patient was admitted to the ICU/HDU, this should include all ICU/HDU
admissions if there were more than one. Coany day in which the patient was in ICU/HDU during thah@dr period.

As the interim outcome is captured at day 28, discharge or death there is a chance the patient may s#liviregrécU
care at day 28, please use optionsfos t i | i KENB I ICNB | f 42 2LJiA2ya F2N wai
the level of support patient is receiving at day 28.

Please indicate if not admitted to ICU/ HDU during stay to confirm if this was due to:

- It was not indicated
- Not appropriate (*based on advanced care plan/ discussion documented in notes regarding not for esca
beyond ward)

Invasive ventilation?
Invasive ventilation means that patient has undergone tracheal intubation or via tracheostomy for the purpose of
mechanical ventilation. If invasive wéation was used at any time on the date of assessment, place a cross.

Non-Invasive Respiratory support (g. NIV, BIPAP, CPAP) ?

If the paient received norinvasive ventilation (NIV), defined as the provision of ventilatory support through the
patient's upper airway using a mask or similar device, at any time on the date of assessment, place a cross (X) in
YIEN] SR weS&qde LUF IiGSSe RAINR &E Ay (GKS 62E YIEN] SR WwWyz2(
YNl SR Wbk! Qo

Please note that BiPAP and CPAP ventilation modes are not unique to NIV; they can also be given via invasive
ventilation, so please check.

Extra corporeal life support (ECLS)?

Extracorporeal Life Support (ECLS also known as-egtmoreal membrane oxygenation) is a variation of
cardiopulmonary bypass, it maintains blood oxygenation in patients with life threatening respiratory or cardiac faily
both). If the patientrecei@ 9/ [ { G Fyé& GAYS 2y 2F | aasa
2N Wbk! QU @&

GKS RIGS

TREATMENT: At ANY time during hospitalisation, did the patient receive/undergo:

ICU or High Dependency Unit admission? CI¥ES CIno CIN/K If YES, total duration: days O still in ICU/HDU

If NO, CIMot Indicated [INot appropriate®
for escalation of care beyond ward

Date of ICU/HDU admission:{__J[ ©_1/L "0~ /L2 1 010 10 1 CInJK
ICUfHDU discharge date:  [_°_10_0_1/[_0 L /200000 ) Ongk
Any Oxygen therapy? CIVES CINO CINJK

*Advanced care plan/discussion documented in notes regarding not

High-flow nasal canula? CIYES CINO CIN/K

Man-invasive ventilation? (e.g. BIPAP, CPAP) CIYES CING  CIN/K
Invasive ventilation {Any intubation)? CI¥Es Ono CINSK I YES, total duration: days O still on
Prone Ventilation? Oves ONo OOIN/K
Inhaled Nitric Oxide? Oves Ono Ok
Tracheostomy inserted? CYES OONO  CINJK
Extracorporeal (ECMO) support? OIves CIno  CINJK  1f YES, total duration: days O still on
Renal replacement therapy (RRT) or dialysis? CIYES CINO CINJE  If YES, total duration: days O still on
Inotropes/vasopressors? Oves ONO OINSK I YES, total duration: days O still on

High Flow nasal:
compressed oxygen/air delivered at high velocity with humidification through nasal carlihida form of escalated
therapy. In children it is given at a flow rate e2ll/kg.

Supplementary oxygen delivered through a facemask is not often humidified and is delivered on thé\ined.
supplementary oxygen can be given up flows of 15L shisually an interim/temporary measurét. is very unlikely to
be given for long periods in childrein adults, 15L via facemask would not be classed as high flow therapy as it wi
be suboptimal.In children 15L via facemask would not be given diyefor longer periods (7.5k#j5kg

children). Where it is given for longer periods it is usually wafting oxygen at a distance.

In summary, high flow oxygen should refer to patients on humidified oxygen via nasal cafinelmost common
devices used fdnigh floware Vapotherm and Airvo.

Renal replacement
Where given for partial days (i.e. given haRéd &FQA& G NI GA 2y NBO2NR

GKA& | a Wm
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12- OUTCOMECOMPLICATIONS

Meningitis / Encephalitis

Inflammation of the meninges or the brain parenchyma. Select yes if diagnosedlbjimadiologically or microbiologically.

Seizure

{StSOG wesSaqQ FT2NJ Iye aSAT dzNBE NBIINRtSada 2F OFdzAaS 6Sdad FSONARES 2NJ RdzS G2 SLIATSLIEEO
Stroke / Cerebrovascular accident

Stroke may be aidlical diagnosis, with or without supportive radiological findings.

Congestive heart failure

Is defined as failure of the heart to pump a sufficient amount of blood to meet the needs of the body tissues, resuigindngestion and oedema.

Endocarditis / Myocarditis / Pericarditis

Endocarditis is an inflammation of the endocardium (inner lining of the heart). Diagnosis is according to modified &igkeusiitg evidence from microbiological results, echocardiogram and clinical signs. Myocarditis / pericarditis refer
inflammation of the heart or pericardium (outer lining of the heart). Diagnosis can be clinical, biochemical (cardiac)emzsadéslogical.

Cardiac arrhythmia

LT I OFNRAIFO I NNKe@GKYAlI Ad ARSYGAFTASR FyR G(KSNB Aad y2 LINB@GA2dza NBO2NR 2F AlGzX &St SO0 wesSaqo

Cardiac ischaemia

Is defined as diminiged blood and oxygen supply to the heart muscle, also known as myocardial iscthésrganfirmed by an electracdiogram (showing ischaemic changes, e.g. ST depression or elevation) and/or cardiac enzyme elev
Cardiacarrest

Sudden cessation of cardiac activity.

Bacteraemia

DNRGgGK 2F ol OGSNAF 2y | of22R Odz (dz2NB» { St SOG Wy 2 ayulds& nedafiv& Stadhyylibcdeci ordikibiBslNA | INR sy 6SNBE 6St ASHSR (2 068 &
Coagulation disorder / Disseminated Intravascular Coagulation

Abnormal coagulation identified by abnormal prothrombin time or activated partial thromboplastin time.

Disseminated intravascular coagulation (DIC; consumption coagulopathy; defibrination syndrome) is defined by thrgrebiagyiolonged prothrombin time, low fibrinogen, elevatedliiner and thrombotic microangiopathy.
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12- OUTCOMECOMPLICATIONS continued
Anaemia

{StSOG wesSaQ AT KI SY2 3{agdséxspecifichreSHolds liske8 belBw £ 2 § SN G KIFy | 3S

Haemoglobin threshold
Age or gender group (g/L) (mmoll/l)
Age 6 months to 5 years 110 6.8
Age K12 years 115 7.1
Age 1215 years 120 7.4
Age > 15 years, ngoregnant women 120 7.4
Pregnant women 110 6.8
Age >15 years, men 130 8.1

Rhabdomyolysis / Myositis

Rhabdomyolysis is a syndrome characterised by muscle necrosis and the relegsglobin into the blood. Muscle biopsy, electromyography, radiological imaging and the presence of myoglobinuria anginect fiarcthe diagnosis.

Myositis may be a clinical diagnosis with supporting evidence from laboratory tests e.g. elevated serum creatine kiokggedlisonfirmation is not required to make the diagnosis. Myositis can occur withouegsign to rhabdomyolysis.

Acute renalinjury/Acute renal failure

Acute renal injury is defined as any of:
1 LéfO!\LBI-:'?\S AY AééN.l‘izYVOAN.E!-GA)/AyS,()é )ano'YEIl(IV?[ 6XHC®p xY2EK[OU GAGKAY ny K2 dzNE L o N o
T INONBFAaS AYy aSNHzY ONBFUAYAYS U2 xmM®dPp U0AYSa 0lFlaStAySE gKAOK Aa 1y2éy 2N LINBadzYSR 02 KIF@S 200dzNNBR
1  Urine volume <0.5 mL/kg/hour for 6 hours

Gastrointestinal haemorrhage

Refers to bleeding originating from any part of the gastrointestinaitt{&om the oropharynx to the rectum).

Pancreatitis

Inflammation of the pancreas, diagnosed from clinical, biochemical, radiological or histological evidence.

Liver dysfunction

A finding that indicates abnormal liver function, may refer to any of the following:

1 Clinical jaundice
9 Hyperbilirubin@mia (blood bilirubin level twice the upper limit of the normal range)
1 Anincrease in alanine transaminageagpartate transaminase that is twice the upper limit of the normal range

HyperglycaemiaFor adults, is defined as an abnormally high level of glucose in the blood, blood glucose level that is consistently6aig'de 2 7 mmol/L. For children, is defined as a blood glucose level entlyistbove 8.3 mmol/L.
HypoglycaemiaFor adults, is defined as an abnormally low level of glucose in the blood, a blood glucose level that is consistent@niig@ldvof 4 mmol/L. For children, is defined as a blood glucose level below 3 mmol/L.
Other- Please specify other complications in the space provided.
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13- OUTCOME STUDY PARTICIPATION

STUDY PARTICIPATION

Please record if it is known if the patient has been recruited into another study during their ilines Is / Has the participant being/ been recruited to a trial or multi-centre study during the period of their current illness (including
episode initiation in the community and hospital)? O YES OO NO

IF YES, specify
Name of study
Study Participant ID

Add another study? O YES O NO
IF YES, specify
Name of study
Study Participant ID

Add another study? CJ YES OO NO
IF YES , specify
Name of study
Study Participant ID
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14- OUTCOME
Outcome should be completed @AY 28r discharge or death if this occurs before day 28.

If discharged alive:

-Please confirm the ability to setfare

- if the patient was receiving oxygen therapy

- the outcome date will be the date of discharge

If remains in hospital at day 28
- The outcome date will be the date of day 28 (in relation to day 1)
- Please confirm if they remain in hospital for: COVID reasons,@ONID reasons, are well but a
still admitted pendinggommunity placement

If transferred
- The outcome date will be thdate of transfer
- Please confirm facility name if known & new study ID (If known)

Palliative discharge/ Death
- The outcome date will be the date of discharge/ death

PREGNANCY OUTCOME: If delivered during admission, please confirm:

POST PARTUM (within six weeks of delivery)? CIYES CINC or CIN/K
Delivery date: [_0_1L 01/ 0V /20010 L]

Has infant(s) been tested for Mother's infection? CIYES CINO CIN/K  If YES: CIPositive CNegative
IF POSITIVE PLEASE COMPLETE A SEPARATE CASE REPORT FORM FOR THE INFANTYs)

Pregnancy Qutcome: Clive birth ISt birth

OUTCOME: (complete at discharge, transfer death or DAY 28, whichever occurs first)

Outcome: [Discharged alive expected to survive

[1 Hospitalisation = Remains in Hospital * Day 28 after symptom onset

-ifso [0 Ongoing health care needs relating to this admission for COVID-19

OR
[0 Ongoing health care needs NOT related to COVID episode
OR

reason [e.g. awaiting suitable care in community, resident in long term health

care or mental health facility)

[ Transfer to other facility [ palliative discharge ON/K
Outcome date: [0 ][0}/ 10 1/L2 00 Jv 1] ON/K

If Discharged alive:

Ability to self-care at discharge versus before illness: [ Same as before illness [ Worse [ Better O MN/K

If Discharged alive: Post-discharge treatment:
Oxygen therapy? O YES CINO CINJK

If Transferred: Facility name: O N/K

If Transferred: |s the transfer facility a study site? CIYES I NO CIN/K
If 3 Study Site: Participant D # at new facility: [ Same as above

Opifferent: L1 I0 1 10 L JC JLJ0 1 ON/K
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15- WITHDRAWAL

The withdrawal CRF only needs to be completed for Tier 1 & Tier 2 where there is a withdrawal of co
Where a T1/2 patient withdraws consent they effectively become a TO patient.

Should a patient want to withdrawALL samplesollected rather than just future samples please contact
ccp@liverpool.ac.uk

WITHDRAWAL

Date of withdrawal: [_©_J[_0_]/[ Il W2 0000 11 ON/K

Type of withdrawal: 00 Withdrawal from samples only O Other Please specify:

Reason for withdrawal:
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