sic I,

S

PROTEGTH Trial:

Data Entry

Final Version 1.0 22-Sep-2021 1&



sic I,

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
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AData for this trial will be enteredlectronicallyinto a database called

REDCap

APlease note thathat 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 PROA

HCffial team Is based.
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Video guidance

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

ALook out for the @ w==nvees| putton 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.

Alf you still require assistance owyifu are unsure about a form that
does not have video guidance, please contact a member dfiide
team, we are always happy to assist.
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Database access

ATo gain access to the trial databa&EDCap you will be asked to
complete a database access form.

AAll staffinvolved with the trial wilbe requiredto sign thetrial
delegation logwhich lists staff at the care home and their roles in the
trial.

AYou must haveompletedyour trial specific training@nd have
beenadded to the trial delegation log before you ayeinted access
to the system.
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Database access

AThetrial database REDCayran be accessed by the below link:

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

AOr, if you're using a mobile device, you can scan the QR e

PROTECT-CH REDCap Database 6
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Databaseaccess

AYou will be provided with a username and password to gain access to

the trial database.

AYou will be prompted to change your password when you first log in.

*You can reset your passwosthould you need to by clicking 'Forgatur password?'. You will then receiwvestructions to

regain access to the trial databaga email.

REDCap’

Log In

Userna

Password:

me:

LogIn

ease log in with your user name and password. If you are having trouble logging in, please contact REDCap Administrat

r (+44(0)115 8231599).

Forgot your password?
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Prophylactic Therapy in Care Momes Trial

Database navigation (i)

Project Home and Design =

CIiCkIng On A Project Home - B Codebook B

2 Project status: Development

'Record Status

DaS h bOardl WI I H!!! Record Status Dashboard Displaying: Instrument status only | Lockstatus only | All status types
- View data collection status of all records

Displaying record | Page 1 of 1: "P00080-001" through "P00080-( v cof 5 records

B Add/ Edit Records
ta e you to a - Create new records or editfview existing ones Consent
. &
summary view — = s z 2
Yy : 2 5
. B Data Exports, Reports, and Stats ] 8 5 =
| o a
of all residents & resolve issues 1EHEHEE
entered into e Benmens - = 2 f o2 s 2
(% Report Outbreak - = Iz | = =]
[=] m ™ k=] E E E 2 it =
= = B = = = | £ g £ <
the database at Qs = : g% 5 BEEE Eid
- E = = ElE|lE|2| 3| x| &
h 11 Withdrawn 'g o | o a 4 & = o a 2 5
your Care OI I Ie 2) Data Export for TRE [ 2| & S Sl 28/ 28/9 8| =
Help & Information (=] POO0S0-001 Al Bert, Cap-Yes, Online = ® -+ . Q g @ . .
© Help & FAQ P00080-002 cat Cap, Cap-Mo, Online ui. 'é' 'i' + 'i' .@. uiu .i. .i.
= Video Tutorials PO0080-003 Dan Dare, Cap-Mo, Online . - @ - V] . - .
[ suggest 2 New Feature _ .. _ _ _ _ _ _
P0O0O0B0-004 Bo Bee, Cap-Yes, Online |!| I[&II + |!| |@| |@| |!| |!| |!|
@ Contact REDCap administrator PO0080-005 Ed Edson, Cap-Yes, Online | (@) CRESNCR) 9 @ @ @
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Prophylactic The

Database navigation (i)

Hes.lu:lentl[l PGEDN—{]N R D
00001 Ab eld Tamar Extra Can g

Clicking on a

resident'sID number oo rensomsen Tt
will take you to the e 1 |
resident's individual 230

data entry page.
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Prophylactic Therapy in C formes Tria

Database navigation (lii)

AEach form that requires data to be entered is represented in the
database by an icon.

Ilcon Meaning

Data for form not yet entered

. Data entered but form not saved as ‘complete’.

. Data entered and form is saved as 'complete’.

AWhen you have completed a form, you should set the form stagus
complete before saving.

Form 5tatus
Complete? Complete  w
10
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Consent and eligibility
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Consent & eligibility

AThis section will focus on thiata entryaspects of the consent
process only.

AFurther information on the consent process can be foimthe
'‘Consent and Enrolment' training module on the trial website.

N

12
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viactic Theraoy in Care Momes Tria

Adding a new resident

A All residents considered for the trial must be added to the database in order to facilitate the consent
process.

Please ensure residents / their Personal Legal Representatives (lal.&expressed interesh the trial and
havegiven verbal permissioffor their details to be added to the database.

A Should a resident be added to the database, but then not wish to join the trial, this can be recorded using
UKBial®tatuQ T2N¥® ¢KAa T2N¥ Aa RAaOdzaaSR AYy Y2Nb RSUL

A To add a new residenipg in to the trial databaseREDCgpandS y @ dzZNE 0Kl G _&2dz | Nb 2V
5FaKo2l NRQ aSOlA2y (IS Ridrotas FyR Ot AO]

A,2dz oAttt Fdz02YFGAOFffé& 06S RA NBeOSdes Rapacky tolCKSENtYivd 2 N
arrow)

Data
Collection
Instrument Consent Eligibility

Resident Capacity ¥ « \\\\

To Consent

Personal Legal [#
Representative
Details (survey 3
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Prophylactic The

Resident capacity to consent forwith capacity

= Resident Capacity To Consent

This is the first form that you will enter for each resident.  Ading new esdent 10 Poooos 034
A You should record whether the resident has the capacity to consent

oOY?2 N\B RSUl 7\f a 2}/ | aaSaaf\)/EI Ol LJI (n s the Resident have capacity to give consent?

OYNRBEfYSYGQ UNIAYAY3I Y2Rdzt SO O

Resident's First name

Resident's Last name

Residents with capacity S
A The form will collect the residents' details (Name, Date of Birth, Gender # -

Gender

A You will be asked to enter your name and the date trial information el nformation gven t rescent by

(Participant Information Sheet) was given to the resident. Fixt ame

A We also ask how the resident would prefer to complete thesent st ame
form ¢ online or on paper*

AhyOS it RSOFAfT&A KIFEI@S 0SSy | RRSF T

Date/time of record
Save & Exit Form (read only)

Form Status

Complete?

*The online consenting process has been designed as a streamlined approac

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

Date trial information given to residen

P00003-034

®vYes ONo
reset
O Female O Male
reset
y |
r
® online O Paper

21-06-2021 10:09

Incomplete v

Save & Exit Form Save & Go To Next Form -

— Cancel - |

15
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P\ tic Ther

Residentsvith capacity

What happens next?

Current instance: IE‘ 1 - 21-06-2021 10:29 - complete:

« Editing existing Resident ID PO0003-033 |.s.

A For residents with capacity, once you have completed and = "~ """
saved thePwSaA RSy (0 [/ | LbrAUGE G2 .
automatic email will be sent to a member of the research T ———

Care home telephone number

nurse team. (read only) 0115748 7713

Scheduled Appointment Date and Time 21-06-2021 10:20

* must provide value

An appointment has been scheduled by research nurse, please wait.

A Aresearch nurse will contagbu toschedule a consent
appOIntment Wlth the rESIdent' Version of information sheet provided: Final v1.0_18 May 2021

* must provide valus

Form Status

Complete? Incomplete

ATheNBS a4 S| NOK y dzNE SCogskrft f O2 Y LJ
appointmenform todocument once the consent |
appointment is scheduled.

16
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Prophylactic Therapy in Care Momes Trial

Overview of scheduled consent appointments

A For an overview of all consent
appointments scheduled for
your care home click on
'‘AdvanceReport under

Project Bookmark

A SelectConsent Appointments
with Research Nurse

REDCap

& Logsed in as care_home3 | Logout
My Projects
B REDCap Messenger

Project Home and Design

4 Project Home - B Codebook
# Project status: Development

Data Collection —
00003 Castle Growve Nursing Home

82 Record Status Dashboard
- Wiew data collection status of all reconds

B 2dd/ Edit Records

- Create new records or edit/view existing ones

Applications

E: Data Exports, Reports, and Stats
®, Resolve Issues
Project Bookmarks

& Consent Dashboard
& Report OQutbreak

% Care Home To Upload MAR

Advanced Reports

Care Home

Care Home To Ugload MAR

Consent Appointments With Research Murse ‘—
Consent Tracking Report

Forms to complete after research nurse countersigned
PCR Confirmation Requirad

Resident Eligibility Information

Site Delegation Log

17
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Overview of scheduled consent appointments

Consent Appointments With Research Nurse

A This report shows the date and time Of  oswcwsmmirpms  BEoovesdsepon
scheduled consent appointments With a  showing consent video call is completed or not and the status of new appointment (due, overdue, upcoming)
research nurse for each resident in your  ssscinment status can be overdue, due, upcoming
care home, as well as the appointment
status (completed, overdue, upcoming).

Record y Appointment y Appeintment Status y Proceed Te_Consent Form vy

POOD03-001 24-05-21 15:12 completed yes

. . POO003-002 24-05-21 15:37 completed yes

A Information about whether the resident  socso 2005211562 completec yes
/ PLR was ready to proceed to the P00003-005 25-0?-2? 1?:11 completed yes
COﬂSGﬂt fOI’m |S glven |n the POOD03-006 24-05-21 15:30 completed yes

, , - \ PO0003-007 25-05-21 18:30 completed yes
oProceed_To_Consent_FoEM O 2  dZ' 00000 260521095 completea
PO0O003-009 26-05-21 11:24 completed yes

A Each column can be sorted (smallest to 200 170521155 compleec e
. . - -05- : completed e

largest / AZ) by clicking on the arrows 2> == =~ =% " "
In the tOp row. To filter the C0lumnS, PO0003-012 10-06-2114:08  completed yes
click the filter icon in the top row and D00003-014 09-06-2114:58  completed yes
type in your filter text. To filter for PO0003-015) 20-07-21 11:38 mmp:etez yes

. . . PO0003-018 16-06-2111:51  complete yes

empty flelds’ type a Space In the fllter POO0O3-019 10-06-21 16:09 completed yes
teXt bOX POOD03-020 11-06-21 16:50 completed yes

P00003-021 15-06-21 16:15 Cwverdue

18
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The consent appointmeRAResidents with capacity

A The research nurse (RN) will carry out the consent
appointment at the agreed time. It is expected that these gesigentio T
will be video calls and a member of care home staff Shou| ST ——

Care home telephone number

be available to assist the resident during the appointment izaqsay)

A The RN will explain the trial and answer any questions the Scheduled Appointment Date and Time b 06,2021 0200 [ TR
resident has.

Version of information sheet provided: ® Final v1.0_18 May 2021

A If the resident is happy to proceed to the consent form
during the appointment, the RN will confirm this on the
database, which will activate thenline consent formit will
alsotrigger an email to you that contains the link to the
'COnsenFOI’mAdmInIStratIOrQ -_F 2 N\N q) Ask care home staff to open consent form of administration after the call is completed and form is saved.

A The RN will then ask you to open o
the 'ConsentFormAdministratiorQ T2 N)Y dzaAy 3 UKS { Ay
provided in the email (or navigate the database to open it).

Is resident ready to proceed to complete the consent form? Y MNa

19
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Prophylactic Therapy in Care

Consent Form Administration
Residentsvith capacityconlineconsent

A Click on the link to open th€onsent Forrrso = Consent Form Administration
the RN can talkhe residentthroughthe consent o siingexsing resicent o poosos.0sz .5
fo rm . Event Mame: Consent

Resident ID P0O0D003-032

A The resident should then complete the form by
Com pletl ng the tICk boxes’ enterl ng the Ir name This form will guide you through the next steps once the research nurse has scheduled a consent appointment
an d S|g n a‘tu re an d d ate . with the resident. Please follow 3 steps that is displayed each time.

For Care Home with Resident Online Consent

A The R N Wl | I then CheCk and Ccou nte I‘Slg N the 1. Please click link below to complete resident consent form after the appointment
consent form. This might not happen immediately™
after the appOI ntment After resident completed online consent please click here to refresh this form.

Form Status

A Once countersigned, you will be notified by emaj
to proceed with data entry as described on page

2 9 Save & Exit Form [ Save & Stay -

-- Cancel - |

mplete? Incomplete  w

20
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Consent fornt Withess completion

Prophylactic Therapy in Care Homes Trial (PROTECT-CH)

Residentsvith capacitywho are unable to PN —

Care Home Name: Castle Grove Nursing Home

read the text or sign for themselves: s ) —

AA witness can complete the form and sign e
2y UKS NBAARSYydQa oO0SKI{ mzmimiew

ATo activate this, tick the box on top of the e
consent form. "J‘f :'Zl?l"gt.i’a‘i'!‘n"’fh?;‘ A

AThe form will now automatically ask for st setoteresing oottt th e iyt
witness name and signature. e i —— 4

Name of Witness




Consent Form

PREFTECT-CH

Prophylactic Therapy in Care Momes Tria

Administration

Residentsvith capacityg paperconsent

A If a resident wants to complete a paper consent
form this should be completed during the consent
appointment and returned to NCTU by post.

Please note: Paper consent has to be seleeted
preference on théResident Capacityto Consentform.

A Open the Consent Form Administratidrform
once the paper consent form has been
completed and record the completion date.

= Consent Form Administration

o~ Editing existing Resident ID PO0003-034 LT
Event Name: Consent

Resident ID PO0003-034

Is the resident paper consent complete? [ yes

* must provide value

Date resident's paper consent completed 21-06-2021 Today | D-M-Y

* must provide value

Please ensure the completed paper consent form is sent to Nottingham Clinical Trials Unit (NCTU) in the pre-
paid envelope provided. NCTU will upload the completed consent form onto the database. The research nurse
will then countersign.

Form Status

Complete? Incomplete v

Save & Exit Form Save & 5tay -

-- Cancel -- |

A Once 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).

22
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Consent. Residemtgithout capacity
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: : PRTECT-CH
Resident capacity to

consent formwithout capacity

= Resident Capacity To Consent

Residents without capacity  Adding new Residet I PO0003.038
You W|” be aSked to Resident ID P00003-036
A Confirm whether the resident's Personal Legal Representative ocs the Restienthave capacty fo g consen Ove: @no
(PLRpas given verbal permission for their details to be shared,
before en erlng the reSIder]tSI detalls. Has the residents legal representative given their verbal
. permission ft.)r the PROTECT-CH trial .team to use their G ves
A Enter the name of the member of staff who obtained verbal e e
permission from the PLR and the date it was obtained.

Care Home staff who obtained verbal permission from the residents legal representative:

A Enter the residents' details (hamBpB gender).

A Record how the PLR would prefer to complete the consent fprm
On“ne or on paper Staff's Last name:

A Online consent will require the PLR to have an email address and fo psteversa permission obtainea Totsy, o
them to be able to access and complete simple ealsed forms.

hyég | RSGIAfTAa KI @S Oééy I RR G Resitent detsits

f
| Resident's First name
click B

Staff's First name:

U

Resident's Last name

Date of Birth: DMy
The online consenting process has been designed as a streamlined approach. "
Paper consent shoulonly be used for PLRs when online completion is not an Gender Sl @ [ .
Op |On Personal legal representative consent form preference ®online O Paper

* must provids valus

Please complete the Personal Legal Representative details on the next form



PREFTECT-CH

Pro ’\ <tic The

Personal Legal
Representative Details form

= Personal Legal Representative Details

o~ Editing existing Resident ID PO0003-036 ).5.

A You are only required to complete this form for

Event Name: Consent

residents whado not have the capacity to consent. Resident 1D 00003036
_
A The Personal Legal Representative (PLR) must have Personal Legal Representative Information
given their verbal agreement for their information to First name
be shared with the trial team before this form is Last name
CO m p | eted Mobile number (optional)

A You will be prompte
Y2yt AYySQ
e2dz oAl t _
WLJ LISNX2 O -
NEO2NR GKS [wQé LJ2 &

A Foronline consent please make sure you tick the —— _ _
lsend bOX_ ::;t‘.ls;::::i;:;:lra;mn to the residents legal representative Osend h

* must provide value

A Mark the form as complete and clic Form staus

Complete? Incomplete v

Save & Exit Form Save & Go To Next Form  ~

-- Cancel -- |

PLR de talls If . e

3| a S Ol NJY
y U

f

- f

<

.J Best time to contact the personal legal representative [JMoarning [ Afterncon [Jevening [ Other

S ———— a a
u 2

e
?O<U)>(ﬂ>

Q.)(C\

Personal Legal Representative Email

_(/')>(.D>QJ

N
0 ¢
ﬁ F Email address

Re-enter email address
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Prophylactic The

Residentsvithout capacity

What happens next?

For Personal Legal Representatives (PLRs) completing online consent:
A 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.
A ¢KS NBA&ASI NOK ydzNAES GSIFY gAftf FTNNry3IS | @OARS2 OlFftf 6AGK
A 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:
A 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 (basec
at NCTU) who will post trial information to the PLR.
A ¢KS wb 0SIFY gAff FNNrYy3IS | GARS2kLIK2YS OFff gAGK GKS t |
A 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.

A In both cases, once the research nurse has countersignecttiresent form you will receive an
email notification to proceed with data entry.

26



Overview of Consent status

PRIFTECT-CH

For an overview of the consent status of each residents in your care home that is taklng part in the trlal
¢NF Ol Ay 3 wSLI2NIQ

2 LISy

0KS WY/ 2yasSyil

Consent Tracking Report

& Back to Advanced Reportz

8 Download report

List of resident’s consent status

r -
O Of Prn]en.BonI-cmnrks 1=l

(% Consent Dashboard

® Report Outbreak

[ AR
% Advance Report

Record T Resident_Name T Capacity T Consent_by T Consent Type y Appeointment_Completed T Consent_Completed T Consent_Date T RN_Signed_Date T Consent_Admin_Completed T

PO000=-001 Franzi Fran

yes

P00003-002 Max Mustermann yes

P0O0003-004 | John Johnson

PO0003-005 Anna lena

P00003-006  Jean Jones
P00003-007 T Test
POODO3-008 |) Josh
P0O0003-009 T) Friday

P0OODO3-010 Billy Baggins
POO003-011 Paper Consent

PO0003-012 Tania Paper

POO003-013 Lilly Smith

P0O0003-014 Adam Driver

no
yes
yes
yes
no

yes
yes
yes
yes
yes

no

Resident
Resident
PLR

Resident
Resident
Resident
PLR

Resident
Resident
Resident
Resident
Resident

PLR

onling
paper
onling
online
onling
online
onling
paper
onling
paper
paper
paper
paper

yes
yes
yes
yes
yes
yes
yes
yes
yes
yes
yes
yes

yes

24-05-2021

24-05-2021

23-05-2021
27-05-2021

26-05-2021
26-05-2021

03-06-2021
10-06-2021
10-06-2021

24-05-2021

26-05-2021

25-05-2021
27-05-2021

26-05-2021
26-05-2021

03-06-2021
10-06-2021
10-06-2021

yes

nfa

27

Prophylactic Therapy in Care Homes

Trial



Prophylactic Therapy in Care Momes Trial

S

Consented residents: Next steps
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After RN countersignature

A Once the research nurse (RN) has countersignedaonsent form, the
following forms should be completed:

1. EQ5D5L ProxyQuality of Life form completed by staff on behaifa
resident

2. EQ5D5Ig For residentsvith capacityonly. This should beompleted by the
resident themselves.

3. Demographicg general information about the resident (eleight, weight,
ethnic background)

4. Care Home Eligibility Assessment
5. Resident GP Details

6. Vaccination status

A Please see pag@§-43for further details on these forms.

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

Data
Collection
Instrument

Consent Form
Resident Without
Capacity (survey

EQ5D5L
Proxy (survey]

EQSDS5L (survey,

Consent Form
Administration

Demographics

Care Home
Eligibility
Assessment

Resident GP Details

Change Resident
Capacity or PLR

Yaccination Status

PRIFTECT-CH

F":-;)”.vi.f-'. tic Tlu‘.’.:;"_.' in Care Momes Trial

Consent Vaccination
|:| h
EQ5D5L will only show
] G— | residentswith
capacity
[]
|:| h
|:| h
|:| h
]
|:| h

29
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Consent Form Administratiggnavigating to EQ5D5L

A Once the RN has countersigned the consent forr
you will receive an email notification containing ¢
f Ay 1 GosentiFkrS Adbninistratid@ F 2 N e
which will guide you through the next steps. Resident ID P00003-031

= Consent Form Administration

o~ Editing existing Resident ID P00003-031 T.T.

A Open the 'Consent Form Administration’ forM  cor care Home with resident onine consent
(u se the ||n k prOV|ded |n the ema| | or naV|gate th( This form will guide you through the next steps once the research nurse has scheduled a consent appointment

with the resident. Please follow 3 steps that is displayed each time.
database).

A USG the Ilnk prOV|ded |n Step 2 to Complete the 1. Resident has completed online consent form
'‘Quality of lifequestionnairé This is for care
home staff to complete for all residents.

2. Care Home staff please click and complete Quality of life (EQ5D5L) questions h

Form Status

A For residentsvith capacity- Please then ask the  compiecer incomplete ~
resident to complete théQuality of life _
guestionnaire' using the link displayed in step 3.

-- Cancel -- ‘

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

30



Quality of life questionnaire
(EQSDSL Proxy and EQ5D5L)

A Care home staff will be required to complete a quality of Ilfe e

guestionnaire for all residents (including those with
capacity). This form is callddQ5D5L Proxy

A Residentsvith capacity should then complete a quality of
life questionnairehemselves. We recommend yaige an
IPad or tablet and assist the resident in completing this.
This form is calledEQ5D50 ®

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

Resident 1D
‘Quality of Be EQ505L and BO-VAS questionts.

PO OIS

To be completed by 2 member of care home staf who provides cane to the resident on a daily basis.

Under each heading, please tick ONE box that you think best desoribes their health TODAY.

MOBLTY

ZSELF-CARE

= Wie would like o knowe how good o bad their healthi s
TODAY.

= This scale is numbesred from 2to 100

« 100 means the best healch you can iragine.
O means the weorst health you can Imagine.

100 - Thas Sk bl th you can rssgprne

50
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Prophylactic Therapy in Care

EQS5D5L Visual Analogue Scale (VAS)

A At the end of the qualityof-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 healthois the day of completion

A At times the scale in the database
can stick slighthplease ensure that
the scale moveso the appropriate
place before saving the form.

+ We would like to know how good or bad your

* must provide value

100 - The best health you can imagine
health is TODAY.

* This scale is numbered from 0 to 100. o

* 100 means the best health you can imagine. 50

0 means the worst health you can imagine.

* Please click on the scale to indicate how your

health is TODAY. 0 - The worst health you can imagine

32



Demographics

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

Resident ID

PRIFTECT-CH

Prophylactic Therapy in Care Momes Trial

POOO03-004

care home to enter

Ethnicity
Weight (kg)

Is the residents height known ar can it be measured 7

Height [cm)
(read only)

Smoking status

Date resident moved into the care home

Does the resident currently have an Advance Care
Plan/Directive saying that they do not want to be admitted to
hospital?

Does the resident currently hawve a Do Not Attem pt
Resuscitation (DMAR) order?

sebect ane

Mumber in kg [range 35 - 150 kqg)

Cives 2 Mo

() Current smoker
(! Previous smoker
(! Mon-smaoker

[

Dakz DD-MH-YYYY

Cives 2 Mo

Cives 2 Mo

33
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Residentsnust meet a

in the trial.

to answerthesethree
guestionsfor all residents

certain criteriato be included

Care home staff are required

If the answer toany of these

PREFTECT-CH

Prophylactic Therapy in Care Momes Trial
Care Home Eligibility Assessment
\ Resident ID PO0O003-038
care home to enter
Exclusion criteria
In another COVID-19 prevention or treatment trial COves OnNo
* miust provide value reser
Identified by care home staff to have entered end-stage Oves ONo
palliative care. —
* must provide value
Resident in care home for short-term respite care. Oves OnNo
* must provide value reser
Form Status
Complete? Incomplete v

guestions isyes'then

N

the residentwill not progress
to GP eligibility assessment.

/

Save & BExit Form Save & Go To Mext Form =
-- Cancel --
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Resident GP detalls

AYou are required to enter the GP details for each resident who is eligible to progress
the trial (as determined by your answers to the '‘care home eligibility assessment’
guestions).

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

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

Resident ID POOOO3-004

MHS / CHI Number:

Practice Mame:

GP Practice Email Address
hidden
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GP eligibility check

Ahy OS UKS OFNB K2YS StAIAOAfTAGE | YR Dt
GP will be notified to complete the eligibility check.

APlease inform the resident of the outcome of the GP eligibility check once
available. The PROTECH trial team will send you regular email reminders to do

SO.

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

Advanced Reports

Care Home

s Care Home To Upload MAR
s Consent Appointments With Research Murse

» Consent Tracking Report

te comnplete after research nurse countersigned

rms
* PCR Confirmation Required

= Resident Eligibility Information _
* Site Delegation Log

i =N I N
23 A
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GP eligibility check Sc R

ACKAAZ NBLR2NI akKz2ga (GKS 2dzi02YSa 2F NBaARSydaQ Dt t L StA3IA

FYR
A, 2dzNJ NBaAaARSyGdQa Dt g¢gAff 0S a]lSR G2 OK 1 0KS NBaARSWdit@aBRTha SR
outcome of this check will be displayed in the '‘Continued' column (yes/no).

w»
QX

A After a reported COVHDI outbreak, the PI will check the resident eligibility for the trial medication. The outcome of tluis wliebe displayed
Ay hligidlitydFrom Bl O2 f dzY y acledoidddligiblie ®rni€l@saldidd eligible for eitherciclesonideor niclosamidé ineligible).

A Please remember to inform the residents of the outcomes of both eligibility checks once they are avagatd@al Legal Rementatives will
be informed of the eligibility outcomes by the trial team.

A Each column can be sorted (smallest to larges)) Ay clicking on the arrows in the top row. To filter the columns, clicklteicon in the top
NEg | yR GeLIS Ay @&2dz2NJ FAEtGSNI GSEld ¢2 FAEGSNI F2NJ SyLlie FAStRaA

Resident Eligibility Information
@ Back to Advanced Reports B Download report

Showing resident’s eligibility in GP eligibility form and PI eligibility form

Record T Practice_Name T Practice_Email T GP_Eligiblity_ Complete T Continued T Eligiblity_From_P1 T Randomised_Date T Pl_Form_Lock T Treatment T
POOC03-001

E00003-002

P00003-004

E00003-005

POO0O3-006 mszcem@nottingham.ac.uk yes yes

PO0003-010 mszcecm@nottingham.ac.uk

no
POO0OO3-0132 no 37
ves

PO0003-014 protect-trial@nottingham.ac.uk | yes yes
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Vaccination StatusCOVIEL9

AYou will be asked to give us information on the C@Daccination status for
each of your residents who are participating in thal.

AFor COVIR9 vaccinations, you must recoatl vaccinationghat your residents
have received, even if they were prior to the start of the PROTELITial.

AOpenthe vaccination form anenter the details of theesidents firstCOVIBL9
vaccination.

Resident ID POCOOS-006
(®1 CONVID-19 Vaccination

Received Waccination
Other Yaccination

Ffizer
Moderna
AstraZeneca’Dxford
Mo

Janzzen

Mot known

Other

Which vaccine?

E

Date of vaccimation
Diate DO-MM-YYY
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Vaccination StatusCOVIEL9

Vaccination Status & -+

|

AOnce you have entered and saved the data for the resident's first CBVID
vaccination, you can click on the '+ icon to add detailgtioér vaccinations
6SPIDP UIKS NBaAaARSYiIQa aSO2yR OF OOA Y

Alf a resident has any additional vaccinatiamshe future(e.g. boosters)you
should enter them in the same way at the time of the vaccination.
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rophylactic Therapy in Care Momes Tria

Vaccination Statusnon-COVIEL9

A Resident'snay notbe eligible to take PROTECH trial treatments if they have recently
received a live vaccination.

It is crucial that you recordny vaccinations that a resident has receivadthe 14 days

prior to consent You should then continue to recoathy additional vaccinations that the
resident receives following consent

A You should record all ne8OVID vaccinations using the options provided on the
vaccination form, by selectidgther vaccination:

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

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

A You will not be required to report neBOVID vaccinations after your care home has been
randomised.

*Randomisations 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 40
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Prophylactic Therapy in Care Momes Trial

Vaccination Statusnon-COVIEL9

Resident ID POOD03-006

Received Vaccination () COMID-19 Vaccination
™ Other Vaccination

-

ITILEL [ ericlE vialus

[_) Pneumocoocal vaccine

Please specify the type of vaccination L) Influenza vaccine
* must pravide value (W aricella-zoster vaccine
() Other vaccine
Date of vaccination -
ITILIA, il e walua Mate D-MM-YTYY
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| |

1

2

3

4

5

&

7

Vaccination 5tatus -
I Waccination l

[ (7

COVID-19 Vaccination -

B 5 042021 ]

|i| Cther Vaccination - 29-

04-2021

COVID-19 Vaccination -
|i| 06-05-2021
|E| COVID-1S Vaccination -
07-05-2021
Cther Vaccination - 10-
|_|

. I
05-202

|E| Cther Vaccination - 12-
05-2021

_ | COVID-19 Vaccination -
'® 16-06-2021

[ 1 -
+ Add mew
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Vaccination Status

AOnce you have entered multiple vaccinations
Into the database, the vaccination status icon
will change to @lue arrow This simply means
there are multiple entries.

AYou carclick on theblue arrowicon to display
a list of all vaccinations that have been entered
for that resident.

AClick'+ Addnew' to add another vaccination.
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Vaccination history

sic I,

AWhen 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.

Resident ID

Vaccination History

POO001-001

w
3:::3_:9 Other Vaccine Type Vaccine Name Other Administration Date of vaccination
ye Pfizer njection 08-04-2021
Mo Varicella-zoster Zostavax njection 29-04-2021
ye Movavax njection 06-05-2021
ye Other &) njection 07-05-2021
Mo Pneumococcal TEST njection 10-05-2021
Mo Other TEST2 njection 12-05-2021
ye Pfizer njection 06-06-2021




PRYFTECT-CH

Pro ’\ <tic The

Consented residents: Overview of form statuses

7R RSHQ WKH UHSRUW FOLFN 1$GYDQFH 5HSRUW:- XQGHU 3URMHFW %RRNPDUN YV
QXUVH FRXQWHUVLIQHG -

A This report shows an overview of all forms that need completing after signed consent  as well as their completion status.

A Each 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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