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Your role

You will be asked to collect information about your residents and enter 
it into the secure trial database when the trial starts.
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Database

ÅData for this trial will be entered electronicallyinto a database called 
REDCap.

ÅPlease note thatthat if you see NCTU referenced on the trial database 
or the training material, this refers to the University of Nottingham 
Clinical Trials Unit (NCTU) where the PROTECT-CH trial team is based.
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Video guidance

ÅVideo guidance has been produced to support you with data entry for 
several data entry forms.

ÅLook out for the button at the top of the some of the 
data entry forms. Clicking on this will launch a demonstration video to 
help you with data entry.

ÅIf you still require assistance or ifyou are unsure about a form that 
does not have video guidance, please contact a member of thetrial 
team, we are always happy to assist.
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Database access

ÅTo gain access to the trial database (REDCap), you will be asked to 
complete a database access form.

ÅAll staff involved with the trial will be required to sign the trial 
delegation log, which lists staff at the care home and their roles in the 
trial.

ÅYou must havecompletedyour trial specific trainingand have 
beenadded to the trial delegation log before you aregranted access 
to the system.
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Database access

ÅThetrial database (REDCap) can be accessed by the below link:

https://redcap01.nottingham.ac.uk/

ÅOr, if you're using a mobile device, you can scan the QR code
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Databaseaccess

ÅYou will be provided with a username and password to gain access to 
the trial database. 

ÅYou will be prompted to change your password when you first log in.
*You can reset your passwordshould you need to by clicking 'Forgotyour password?'. You will then receiveinstructions to 
regain access to the trial databasevia email.
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Database navigation (i)

Clicking on 
'Record Status 
Dashboard' will 
take you to a 
summary view 
of all residents 
entered into 
the database at 
your care home
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Database navigation (ii)

Clicking on a 
resident's ID number 
will take you to the 
resident's individual 
data entry page.
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Database navigation (iii)
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ÅEach form that requires data to be entered is represented in the 
database by an icon.

ÅWhen you have completed a form, you should set the form statusto 
complete before saving.

Icon Meaning

Data for form not yet entered

Data entered but form not saved as 'complete'.

Data entered and form is saved as 'complete'.



Consent and eligibility
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Consent & eligibility 

ÅThis section will focus on the data entry aspects of the consent 
process only.

ÅFurther information on the consent process can be found in the 
'Consent and Enrolment' training module on the trial website.
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Adding a new resident
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ÅAll residents considered for the trial must be added to the database in order to facilitate the consent 
process.

ÅShould a resident be added to the database, but then not wish to join the trial, this can be recorded using 
ǘƘŜ ΨTrial StatusΩ ŦƻǊƳΦ ¢Ƙƛǎ ŦƻǊƳ ƛǎ ŘƛǎŎǳǎǎŜŘ ƛƴ ƳƻǊŜ ŘŜǘŀƛƭ ƭŀǘŜǊ ƛƴ ǘƘƛǎ ƳƻŘǳƭŜΦ

ÅTo add a new resident, log in to the trial database (REDCap) and ŜƴǎǳǊŜ ǘƘŀǘ ȅƻǳ ŀǊŜ ƻƴ ǘƘŜ ΨwŜŎƻǊŘ {ǘŀǘǳǎ 
5ŀǎƘōƻŀǊŘΩ ǎŜŎǘƛƻƴ ƻŦ ǘƘŜ ŘŀǘŀōŀǎŜ ŀƴŘ ŎƭƛŎƪ

Å¸ƻǳ ǿƛƭƭ ŀǳǘƻƳŀǘƛŎŀƭƭȅ ōŜ ŘƛǊŜŎǘŜŘ ǘƻ ǘƘŜ ΨwŜŎƻǊŘ IƻƳŜ tŀƎŜΩΦ /ƭƛŎƪ ƻƴ ΨResident Capacity to ConsentΩ όōǊƻǿƴ 
arrow)

Please ensure residents / their Personal Legal Representatives (PLRs) have expressed interest in the trial and 
have given verbal permission for their details to be added to the database.



Consent: Residents with capacity
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Resident capacity to consent form - with capacity
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This is the first form that you will enter for each resident.

ÅYou should record whether the resident has the capacity to consent 
όƳƻǊŜ ŘŜǘŀƛƭǎ ƻƴ ŀǎǎŜǎǎƛƴƎ ŎŀǇŀŎƛǘȅ Ŏŀƴ ōŜ ŦƻǳƴŘ ƛƴ ǘƘŜ Ψ/ƻƴǎŜƴǘ ϧ 
9ƴǊƻƭƳŜƴǘΩ ǘǊŀƛƴƛƴƎ ƳƻŘǳƭŜύΦ

Residents with capacity

ÅThe form will collect the residents' details (Name, Date of Birth, Gender).

ÅYou will be asked to enter your name and the date trial information 
(Participant Information Sheet) was given to the resident.

ÅWe also ask how the resident would prefer to complete the consent 
formςonline or on paper*

ÅhƴŎŜ ŀƭƭ ŘŜǘŀƛƭǎ ƘŀǾŜ ōŜŜƴ ŀŘŘŜŘΣ ƳŀǊƪ ŦƻǊƳ ŀǎ ΨŎƻƳǇƭŜǘŜΩ ŀƴŘ ŎƭƛŎƪ

*The online consenting process has been designed as a streamlined approach.

Paper consent should only be used for residents when online completion is not 
an option.



Residents with capacity
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What happens next?
ÅFor residents with capacity, once you have completed and 

saved the ΨwŜǎƛŘŜƴǘ /ŀǇŀŎƛǘȅ ǘƻ /ƻƴǎŜƴǘΩ form, an 
automatic email will be sent to a member of the research 
nurse team.

ÅA research nurse will contact you to schedule a consent 
appointment with the resident.

ÅThe ǊŜǎŜŀǊŎƘ ƴǳǊǎŜ ǿƛƭƭ ŎƻƳǇƭŜǘŜ ǘƘŜ ΨConsent 
appointmentΩ form  to document once the consent 
appointment is scheduled.



Overview of scheduled consent appointments
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ÅFor an overview of all consent 
appointments scheduled for 
your care home click on 
'Advance Report' under 
Project Bookmark

ÅSelect 'Consent Appointments 
with Research Nurse'



Overview of scheduled consent appointments
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ÅThis report shows the date and time of 
scheduled consent appointments with a 
research nurse for each resident in your 
care home, as well as the appointment 
status (completed, overdue, upcoming).

ÅInformation about whether the resident 
/ PLR was ready to proceed to the 
consent form is given in the 
άProceed_To_Consent_Formέ ŎƻƭǳƳƴΦ

ÅEach column can be sorted (smallest to 
largest / A-Z) by clicking on the arrows 
in the top row. To filter the columns, 
click the filter icon in the top row and 
type in your filter text. To filter for 
empty fields, type a space in the filter 
text box.



The consent appointment -Residents with capacity
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Å The research nurse (RN) will carry out the consent 
appointment at the agreed time. It is expected that these 
will be video calls and a member of care home staff should 
be available to assist the resident during the appointment.

ÅThe RN will explain the trial and answer any questions the 
resident has.

ÅIf the resident is happy to proceed to the consent form 
during the appointment, the RN will confirm this on the 
database, which will activate the online consent form. It will 
alsotrigger an email to you that contains the link to the 
'ConsentFormAdministrationΩ ŦƻǊƳΦ

ÅThe RN will then ask you to open 
the 'ConsentFormAdministrationΩ ŦƻǊƳ ǳǎƛƴƎ ǘƘŜ ƭƛƴƪ 
provided in the email (or navigate the database to open it).



Consent Form Administration 
Residents with capacity ςonlineconsent

20

ÅClick on the link to open the 'Consent Form' so 
the RN can talkthe residentthroughthe consent 
form.

ÅThe resident should then complete the form by 
completing the tick boxes, entering their name 
and signature and date.

ÅThe RN will then check and countersign the 
consent form. This might not happen immediately 
after the appointment. 

ÅOnce countersigned, you will be notified by email 
to proceed with data entry as described on page 
29.



Consent form ςWitness completion
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Residents with capacitywho are unable to 
read the text or sign for themselves:

ÅA witness can complete the form and sign 
ƻƴ ǘƘŜ ǊŜǎƛŘŜƴǘΩǎ ōŜƘŀƭŦΦ

ÅTo activate this, tick the box on top of the 
consent form.

ÅThe form will now automatically ask for 
witness name and signature.



Consent Form Administration 
Residents with capacity ςpaperconsent
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ÅIf a resident wants to complete a paper consent 
form this should be completed during the consent 
appointment and returned to NCTU by post.

Å Open the 'Consent Form Administration' form 
once the paper consent form has been 
completed and record the completion date.

ÅOnce received, the research nurse (RN) will countersign the consent form. When this is completed, 
you will be notified by email to proceed with data entry (as described on page 29).

Please note: Paper consent has to be selectedas 
preference on the'ResidentCapacityto Consent' form.



Consent: Residents without capacity
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Residents without capacity

You will be asked to:

ÅConfirm whether the resident's Personal Legal Representative 
(PLR)has given verbal permission for their details to be shared, 
before entering the residents' details.

ÅEnter the name of the member of staff who obtained verbal 
permission from the PLR and the date it was obtained.

ÅEnter the residents' details (name, DoB, gender).

ÅRecord how the PLR would prefer to complete the consent form ς
online or on paper.

ÅOnline consent will require the PLR to have an email address and for 
them to be able to access and complete simple web-based forms.

hƴŎŜ ŀƭƭ ŘŜǘŀƛƭǎ ƘŀǾŜ ōŜŜƴ ŀŘŘŜŘΣ ƳŀǊƪ ŦƻǊƳ ŀǎ ΨŎƻƳǇƭŜǘŜΩ ŀƴŘ

click

The online consenting process has been designed as a streamlined approach.
Paper consent should only be used for PLRs when online completion is not an 
option.
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Resident capacity to 
consent form-without capacity



Personal Legal 
Representative Details form
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ÅYou are only required to complete this form for 
residents who do not have the capacity to consent.

ÅThe Personal Legal Representative (PLR) must have 
given their verbal agreement for their information to 
be shared with the trial team before this form is 
completed.

ÅYou will be prompted to enter the PLR details. If 
ΨƻƴƭƛƴŜΩ ŎƻƴǎŜƴǘ ǿŀǎ ǎŜƭŜŎǘŜŘ ƻƴ ǘƘŜ ǇǊŜǾƛƻǳǎ ŦƻǊƳΣ 
ȅƻǳ ǿƛƭƭ ōŜ ŀǎƪŜŘ ǘƻ ŜƴǘŜǊ ǘƘŜ t[wΩǎ ŜƳŀƛƭ ŀŘŘǊŜǎǎΦ LŦ 
ΨǇŀǇŜǊΩ ŎƻƴǎŜƴǘ ǿŀǎ ǎŜƭŜŎǘŜŘΣ ȅƻǳ ǿƛƭƭ ōŜ ŀǎƪŜŘ ǘƻ 
ǊŜŎƻǊŘ ǘƘŜ t[wΩǎ Ǉƻǎǘŀƭ ŀŘŘǊŜǎǎΦ

ÅFor online consent, please make sure you tick the 
'send' box.

ÅMark the form as complete and click



What happens next?
For Personal Legal Representatives (PLRs) completing online consent:

Å Once you have saved the data on the PLR Details form, trial information will be automatically emailed to the PLR and an 
alert will be sent to notify the research nurse (RN) team.

Å ¢ƘŜ ǊŜǎŜŀǊŎƘ ƴǳǊǎŜ ǘŜŀƳ ǿƛƭƭ ŀǊǊŀƴƎŜ ŀ ǾƛŘŜƻ Ŏŀƭƭ ǿƛǘƘ ǘƘŜ t[w ŀƴŘ ǿƛƭƭ ŎƻƳǇƭŜǘŜ ǘƘŜ Ψ/ƻƴǎŜƴǘ !ǇǇƻƛƴǘƳŜƴǘΩ ŦƻǊƳΦ
Å The PLR will be emailed a link to the online consent form to complete, which will then be countersigned by the RN (RN).

For PLRs completing paper consent:
Å Once you have saved the data on the PLR Details form, an alert will be sent to notify the RN team and the trial team (based 

at NCTU) who will post trial information to the PLR.
Å ¢ƘŜ wb ǘŜŀƳ ǿƛƭƭ ŀǊǊŀƴƎŜ ŀ ǾƛŘŜƻκǇƘƻƴŜ Ŏŀƭƭ ǿƛǘƘ ǘƘŜ t[w ŀƴŘ ǿƛƭƭ ŎƻƳǇƭŜǘŜ ǘƘŜ Ψ/ƻƴǎŜƴǘ !ǇǇƻƛƴǘƳŜƴǘΩ ŦƻǊƳΦ
Å The PLR will complete the paper consent form and post this to the trial team (based at NCTU) who will upload a copy to the 

trial database. This will then be countersigned by the RN.

Å In both cases, once the research nurse has countersigned theconsent form you will receive an 
emailnotification to proceed with data entry.

Residents without capacity

26



Overview of Consent status
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For an overview of the consent status of each residents in your care home that is taking part in the trial, 
ƻǇŜƴ ǘƘŜ Ψ/ƻƴǎŜƴǘ ¢ǊŀŎƪƛƴƎ wŜǇƻǊǘΩ όŎƭƛŎƪ ƻƴ ά!ŘǾŀƴŎŜ wŜǇƻǊǘέ ǳƴŘŜǊ tǊƻƧŜŎǘ .ƻƻƪƳŀǊƪǎύ



Consented residents: Next steps
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Å Once the research nurse (RN) has countersigned theconsent form, the 
following forms should be completed:

Å Please see pages30-43 for further details on these forms.

Å It is important these forms are completed promptly as this will allow 
the resident to progress to the GP eligibility check.

After RN countersignature
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EQ5D5L will only show 
for residents with
capacity

1. EQ5D5L Proxy ςQuality of Life form completed by staff on behalfof a 
resident

2. EQ5D5L ςFor residentswith capacityonly. This should becompleted by the 
resident themselves.

3. Demographics ςgeneral information about the resident (e.g.height, weight, 
ethnic background)

4. Care Home Eligibility Assessment

5. Resident GP Details

6. Vaccination status



Consent Form Administration ςnavigating to EQ5D5L
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ÅOnce the RN has countersigned the consent form, 
you will receive an email notification containing a 
ƭƛƴƪ ǘƻ ǘƘŜ ΨConsent Form AdministrationΩ ŦƻǊƳ 
which will guide you through the next steps.

ÅOpen the 'Consent Form Administration' form 
(use the link provided in the email or navigate the 
database).

ÅUse the link provided in step 2 to complete the 
'Quality of lifequestionnaire'. This is for care 
home staff to complete for all residents.

ÅFor residents with capacity - Please then ask the 
resident to complete the'Quality of life 
questionnaire' using the link displayed in step 3.

-> please see pages 31-32 for further details about 
the quality of life questionnaires



Quality of life questionnaire 
(EQ5D5L Proxy and EQ5D5L)
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ÅCare home staff will be required to complete a quality of life 
questionnaire for all residents (including those with 
capacity). This form is called 'EQ5D5L Proxy'.

ÅResidents with capacity should then complete a quality of 
life questionnairethemselves. We recommend youuse an 
iPad or tablet and assist the resident in completing this. 
This form is called 'EQ5D5LΩΦ

ÅPlease let the resident choose the answer they feel is 
appropriate and try not to influence their response.



EQ5D5L Visual Analogue Scale (VAS)
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ÅAt the end of the quality-of-life questionnaire, there is a Visual Analogue Scale (VAS). 
This should be completed by sliding the scale to the appropriate position, in order to 
reflect how good or bad the resident's health is on the day of completion.

ÅAt times the scale in the database 
can stick slightly, please ensure that 
the scale movesto the appropriate 
place before saving the form.



Demographics
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ÅThis form will be used to 
collect information about your 
resident e.g., height, weight, 
ethnic background



Care Home Eligibility Assessment

34

Residents must meet a 
certain criteriato be included 
in the trial.

Care home staff are required 
to answerthese three 
questions for all residents.

If the answer toanyof these 
questions is'yes' then 
the resident will not progress 
to GP eligibility assessment.



Resident GP details
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ÅYou are required to enter the GP details for each resident who is eligible to progress in 
the trial (as determined by your answers to the 'care home eligibility assessment' 
questions).

ÅYou should enter the resident's NHS or CHI number and select the resident's GP from 
the drop-down list.

ÅOnce the resident's GP details have been saved, the GP will receive an email 
notificationadvising them to carry out their eligibility assessment.



GP eligibility check
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ÅhƴŎŜ ǘƘŜ ŎŀǊŜ ƘƻƳŜ ŜƭƛƎƛōƛƭƛǘȅ ŀƴŘ Dt ŘŜǘŀƛƭǎ ŦƻǊƳǎ ŀǊŜ ŎƻƳǇƭŜǘŜŘ ǘƘŜ ǊŜǎƛŘŜƴǘΩǎ 
GP will be notified to complete the eligibility check.

ÅPlease inform the resident of the outcome of the GP eligibility check once 
available. The PROTECT-CH trial team will send you regular email reminders to do 
so.

ÅTo view the outcome of the GP eligibility check, click on 'Advance Report' under 
Project Bookmarks and select 'Resident Eligibility Information'.



GP eligibility check
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Å¢Ƙƛǎ ǊŜǇƻǊǘ ǎƘƻǿǎ ǘƘŜ ƻǳǘŎƻƳŜǎ ƻŦ ǊŜǎƛŘŜƴǘǎΩ Dt ŀƴŘ tL ŜƭƛƎƛōƛƭƛǘȅ ŎƘŜŎƪǎΦ

Å¸ƻǳǊ ǊŜǎƛŘŜƴǘΩǎ Dt ǿƛƭƭ ōŜ ŀǎƪŜŘ ǘƻ ŎƘŜŎƪ ǘƘŜ ǊŜǎƛŘŜƴǘΩǎ ƳŜŘƛŎŀƭ ǊŜŎƻǊŘǎ ŀƴŘ ŎƻƴŦƛǊƳ ǿƘŜǘƘŜǊ ǘƘŜ ǊŜǎƛŘŜƴǘ ƛǎ ŀōƭŜ ǘƻ ŎƻƴǘƛƴǳŜin the trial. The 
outcome of this check will be displayed in the 'Continued' column (yes/no).

ÅAfter a reported COVID-19 outbreak, the PI will check the resident eligibility for the trial medication. The outcome of this check will be displayed 
ƛƴ ǘƘŜ άEligibility_From_PIέ ŎƻƭǳƳƴ όŜƭƛƎƛōƭŜ ŦƻǊ ciclesonide/eligible for niclosamide/ eligible for either ciclesonideor niclosamide/ ineligible).

ÅPlease remember to inform the residents of the outcomes of both eligibility checks once they are available.Personal Legal Representatives will 
be informed of the eligibility outcomes by the trial team.

ÅEach column can be sorted (smallest to largest / A-Z) by clicking on the arrows in the top row. To filter the columns, click thefilter icon in the top 
Ǌƻǿ ŀƴŘ ǘȅǇŜ ƛƴ ȅƻǳǊ ŦƛƭǘŜǊ ǘŜȄǘΦ ¢ƻ ŦƛƭǘŜǊ ŦƻǊ ŜƳǇǘȅ ŦƛŜƭŘǎΣ ǘȅǇŜ ŀ ǎǇŀŎŜ ƛƴ ǘƘŜ ŦƛƭǘŜǊ ǘŜȄǘ ōƻȄΦέ



Vaccination Status ςCOVID-19
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ÅYou will be asked to give us information on the COVID-19 vaccination status for 
each of your residents who are participating in the trial.

ÅFor COVID-19 vaccinations, you must record all vaccinationsthat your residents 
have received, even if they were prior to the start of the PROTECT-CH trial.

ÅOpenthe vaccination form andenter the details of theresidents firstCOVID-19 
vaccination.



Vaccination Status ςCOVID-19
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ÅOnce you have entered and saved the data for the resident's first COVID-19 
vaccination, you can click on the '+' icon to add details of other vaccinations 
όŜΦƎΦ ǘƘŜ ǊŜǎƛŘŜƴǘΩǎ ǎŜŎƻƴŘ ǾŀŎŎƛƴŀǘƛƻƴύ

ÅIf a resident has any additional vaccinations in the future (e.g. boosters),you 
should enter them in the same way at the time of the vaccination.



Vaccination Status ςnon-COVID-19
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ÅResident's may notbe eligible to take PROTECT-CH trial treatments if they have recently 
received a live vaccination.

ÅYou should record all non-COVID vaccinations using the options provided on the 
vaccination form, by selecting 'other vaccination'.

ÅIf the vaccine that the resident has received is not on the list provided, then you should 
select 'other' and provide the name of the vaccine given.

ÅA trial doctor will use this information to determine whether it is safe for the resident to 
be given trial medication.

ÅYou will not be required to report non-COVID vaccinations after your care home has been 
randomised*. 

*Randomisationis the process during which a computer randomly assigns your care home to one of two groups: 1) a trial                      
treatment (and standard care) or 2) standard care alone

It is crucial that you record any vaccinations that a resident has receivedin the 14 days 
prior to consent. You should then continue to record any additional vaccinations that the 
resident receives following consent.



Vaccination Status ςnon-COVID-19
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Vaccination Status
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ÅOnce you have entered multiple vaccinations 
into the database, the vaccination status icon 
will change to a blue arrow. This simply means 
there are multiple entries.

ÅYou canclick on theblue arrow icon to display 
a list of all vaccinations that have been entered 
for that resident.

ÅClick'+ Addnew' to add another vaccination.



Vaccination history
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ÅWhen adding a new vaccination, a table will be displayed at the top of 
the screen to show a detailed summary of all vaccinations that have 
been entered to date.



Consented residents: Overview of form statuses
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Å This report shows an overview of all forms that need completing after signed consent as well as their completion status.

ÅEach column can be sorted (smallest to largest / A -Z) by clicking on the arrows in the top row. To filter the columns, click 

the filter icon in the top row and type in your filter text. To filter for empty fields, type a space in the filter text box.
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