EDGE recruitment upload guide

Adding Individual Participants

Note: To add a new participant, the user must be on the study delegation log and have clinical user permission on
the EDGE project site record

No Patient Identifiable Information should be recorded on EDGE

1. Loginto EDGE at https://www.edge.nhs.uk/
2. To navigate to the Participants section of your project site record:
a. Click on ‘Projects’ in the top ribbon.
Select the appropriate project.
Click ‘Sites’ from the lefthand menu.
Select the appropriate site.
Click the ‘Participants’ tab from the lefthand menu.
i. This tab will only appear if the staff member has “Clinical access” granted in the ‘Staff’ tab
of the project site record.
3. Click the ‘+ Add a new participant’ button in the top right-hand corner of the page.

t *EDGE User Test Project*
i\ Ovarrien Mile End Hospital

A Participants

® o0 T

v Name | Identifiers. Current Status (Al stalus v

Date of Birth "

© Update resuts  IESIETR]

oyl No participants malch your seasch criteria

4. For the ‘Identifiers’ step of the wizard, add a local number
a. This should be an anonymised ID.
5. Leave all other fields in the ‘Identifiers’ step blank.

a. Click ‘Next’
& Add Participant

Igentiners Datais status off sty comments  summary

Local Number

6. For the ‘Details’ steps of the wizard, you may add (though it is not mandatory):
a. Screening Number (where applicable)
b. Registration Number (where applicable)
c. Randomisation number (where applicable)

7. Do not record Hospital Number as this is identifiable information

Complete the “Participant Type”

9. Click ‘Next’

o
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& Add Participant

Identifiers Details Status off study Comments summary

Randomisation Number
Hospital Number
Screening Number
Registration Number

Participant Type
Please select v
Project Arms
@  Search
Consultant
) Search
Referring Site
@ Search

Date Referred
GP Name

GP Address.

10. For the ‘Identifiers’ step of the wizard, complete all applicable status dates.

a. Date fields must be in chronological order and must have an entry for each field up to and
including the most recent action. E.g. if the latest date you want to enter is the
‘Recruited/Randomised’ date, all dates prior to this such as the “Pre-screened” must be
completed
All dates should be in the DD/MM/YYYY format

c. A user with clinical access must be included in the ‘Actioned By’ column for all steps in the
workflow with a completed date.

11. Click ‘Next’

A& Add Participant

© ExtWizad | < Previous > Hext
Mentifiers  Datails status Of Study  Comments  Summan y

Status Date Actioned By

Pre-Screened 16/05/2023 & ZABED AHMED a8 Q ~

Approached 1610512023 @ ZABED AHMED B a v

Consented 1670512023 a ZABED AHMED B Q e

Screened 16/05/2023 s ZABED AHMED ®a Q ~

Recruited / Randomised 161052023 ] ZABED AHMED @ a ~

On treatment & ZABED AHMED B a v

On follow-up & ZABED AHMED B Q v

Completed a2 ZABED AHMED @ Q ~

© ExtWizad | < Previous > Hext

Note: Please refer to ‘How to Update a Participant as Withdrawn/Rejected’ section to take participant off study,
this can be found in the next section below.

12. Ticking the ‘Off Study’ checkbox in the ‘Off Study’ step of the wizard allows a participant to be recorded as
withdrawn or rejected.

a. Add the date the participant was taken off the study

b. Add the clinical user who took the participant off of the study.

c. The reason field will be automatically completed with “Rejected” or “Withdrawn” dependent on
where the participant is in the status workflow. i.e. participants are “rejected” until they have
been recruited and withdrawn after being recruited.

d. Select the appropriate source of the “Decision”, either ‘Clinical’, ‘Participant’ or ‘Service’

e. Different reasons will appear in the ‘Description’ dropdown menu based on the selection in
‘Decision’
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f. To record a ‘Screen failure for Portfolio NIHR Portfolio studies: The 'Off-study date', combined
with the reasons; 'Rejected, Clinical Decision, Ineligible - screening tests failure', will be used to
identify screen failures. If a participant is recorded with any other off study reason (for example,
the participant does not want additional tests), this will not be classed as a screen failure and will

not be sent to CPMS.
g. Click ‘Next’.

13. Add any relevant participant comments in the ‘Comments’ step of the wizard.
a. No identifiable information should be recorded.

b. click ‘Next’

14. Review the full participant summary and click ‘Finish’ or, if applicable, click Previous to go back and
correct the data.

& Add Participant

Identifiers Details Status Off Study Comments

Local Number
Name

Date Of Birth
Gender
Address
Postcode
Email

Phone
Mobile
Language

Ethnicity

Status
Pre-Screened
Approached
Consented
Screened

Recruited / Randomised

Patient is NOT off study

Summary

Date

16/05/2023

18/05/2023
18/05/2023
18/05/2023

16/05/2023

Actioned by
ZABED AHMED
ZABED AHMED
ZABED AHMED
ZABED AHMED

ZABED AHMED

Randomisation Number

Hospital Number

Screening Number

Registration Number

Participant Type Parlicipant with the relevant condifion
Consultant

Referring Site

Date Referred

GP Name

GP Address

GP Postcode

GP Phone

Emergency Contact First Name
Emergency Contact Last Name
Emergency Contact Phone
Emergency Contact Relationship

Project Arm

Comments

15. Once reviewed and you have clicked on Finish the data will be imported and will be viewed as below.

(anonymous)
i Overview
& Participant Details

Title
First name

Last name

Date of Birth
Gender

Address.

Posteode

Email

Phone

Mobile

Language

Ethnicity

Hospital Number
Randomisation Number
Screening Number
Registration Number
Project Arm
Referring Site

Date Referred
Comments
Participant Type
Consultant

Deceased

€ GPData

GP Name
GP Address
GP Posteode
GP Phone

Pariicipant with the relevant condition

[#em ]

B

@ Participant Status

Status
Pre-Screened
Approached
Consented
Screened

Recruited / Randomised

& Identifiers

No idenfifiers have been recorded for this parficipant.

Audit Made ‘ @ Delete Participant

& Edit Status H & Take Off Study ‘

Date Actioned by
161052023 AHMED, ZABED
1610512023 AHMED, ZABED
161052023 AHMED, ZABED
161052023 AHMED, ZABED
1610512023 AHMED, ZABED

[+

Note: Fields and content may differ based on the organisation-defined Participant Data Collection Plan. All

mandatory fields are marked with a red asterisk.
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Updating Participants

Note: To add a amend participant details, the user must be on the study delegation log and have clinical user

permission on the EDGE project site record

1. Loginto EDGE at https://www.edge.nhs.uk/

2. To navigate to the Participants section of your project site record:

a. Click on ‘Projects’ in the top ribbon.

Select the appropriate project.

Click ‘Sites’ from the lefthand menu.

Select the appropriate site.

Click the ‘Participants’ tab from the lefthand menu.

® o0 T

i. This tab will only appear if the staff member has “Clinical access” granted in the ‘Staff’ tab

of the project site record.
3. Select the participant whose details you want to update.

a. You can also search for the participant using the ‘Name/Identifiers’ field. (See “Searching for

Participants” section of this guide)

¢ Sites .
*EDGE User Test Project*

i Overview The Royal London Hospital
88 Staff —_—
& Documents 3 Participants & Doumload v || W Delete all Participants
® Forms

hd Name / Identifiers Current Status
1= Workflows
O Notes Date of Birth @
1 Collaborators
= Metrics & Clocks
© Timeline Page1r 5 records reumea

B Delegation Log Name & Date of Birth & Identifiers Hospital Number & Randomisation Number & Screening Number &

2 Participants (anonymous) 06102/2001 Local Number: patient1234 patient1234 patient1234

4. To update a participant’s status e.g. from consented to recruited, click ‘Edit Status’

5. Update, add and edit all applicable status dates and click ‘save’

Current Status Date L

05/02/2024

a. Date fields must be in chronological order and must have an entry for each field up to and
including the most recent action. E.g. if the latest date you want to enter is the
‘Recruited/Randomised’ date, all dates prior to this such as the “Pre-screened” must be

completed
b. All dates should be in the DD/MM/YYYY format

c. A user with clinical access must be included in the ‘Actioned By’ column for all steps in the

workflow with a completed date

@ Edit Participant Status

Status Date Actioned By
050212024 -3 AHMED, ZABED

Approached 0510272024 >3 AHMED, ZABED

Consented 05102/2024 8 AHMED, ZABED

Screened =

Recruited  Randomised e

On treatment o

Onfollow-up e

Completed e

6. Saved fields can be seen below.
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Local Number: patient1234

Audit Mode @ Delste Participant
# Take Off Study

@ Participant Stafus

Status Date Actioned by
Pre-Screened 05/02/2024 AHMED, ZABED
Approached 05/02/2024 AHMED, ZABED
Consented 05/02/2024 AHMED, ZABED
Screened 0810272024 AHMED, ZABED
Recruited / Randomised 07/02/2024 AHMED, ZABED

2 Identifiers

Local Number patient1234

7. To take a participant Off Study, click ‘Take Off Study’.
a. Tick ‘Participant is Off Study’.
b. Complete the fields as per step 12 of the “Adding Individual Participants” section of the guide.
c. Click ‘Save’.

@ Participant Status # Edit Status l # Take Off Study
Status Date Actioned by
Pre-Scraenad 30M10/2023 AHMED, ZABED
Approached 30M0/2023 AHMED, ZABED
Consented 30102023 AHMED, ZABED
Screened 30M0/2023 AHMED, ZABED
Recruited / Randomisad 30M10/2023 AHMED, ZABED

& Edit Participant Off Study

Participant is Off Study

® Cancel

@ Participant Status # Edit Off Study Details

Status Date Actioned by

Pre-Screened 30/10/2023 AHMED, ZABED
Approached 30/10/2023 AHMED, ZABED
Consented 30/10/2023 AHMED, ZABED
Screened 30/10/2023 AHMED, ZABED
Recruited / Randomised 30/10/2023 AHMED, ZABED
Off Stus 050212024 ZABED

Reason Withdrawn
Decision Clinical
Description Adverse Event

Comments
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Bulk adding multiple participants to a single Project Site

Note: To add a new participant, the user must be on the study delegation log and have clinical user permission on
the EDGE project site record

No Patient Identifiable Information should be recorded on EDGE

1. Loginto EDGE at https://www.edge.nhs.uk/

2. To navigate to the Participants section of your project site record:
a. Click on ‘Projects’ in the top ribbon.

Select the appropriate project.

Click ‘Sites’ from the lefthand menu.

Select the appropriate site.

Click the ‘Import Participants’ tab from the lefthand menu.

i. This tab will only appear if the staff member has “Clinical access” granted in the ‘Staff’

tab of the project site record.

3. Click ‘Download import template’
a. Savein an appropriate location.

® o0 T

*EDGE User Test Project*

i Overview The Royal London Hospital

® Documents B Participant Imports & Dowmiosd import trmplste || + /dd = new mpor

190112024 HWED, ZABED

160172024 AHMED, ZABED

141112023 AHMED, ZABED

30102023 AHMED, ZABED

301012023 AHMED, ZABED

30102023 AHMED, ZABED

10102023 AHMED, ZABED

4. Open the downloaded file.
5. Populate the import excel template with your data, one row per participant

a. Field list is below - those with an asterisk are compulsory

b. The headers must not be changed, as this will cause the import to fail. No columns can be
deleted

c. Date fields must be in chronological order and must have an entry for each field up to and
including the most recent action. E.g. if the latest date you want to enter is the
‘Recruited/Randomised’ date, all dates prior to this such as the “Pre-screened” must be
completed

d. All dates should be in the DD/MM/YYYY format

e. The ‘actioned by’ fields (e.g. 'Pre-screened by' and 'Pre-screened date' etc.) must match the
format used by EDGE i.e. [Surname] comma [First name] and must reference someone with
clinical access on the Project Site record.

f.  For each stage where a date has been entered e.g. “Recruited By”, the user who completed
that action must also be entered. For example, the Recruited Date must have a Recruited By
user in the column next to it.

6. Save the spreadsheet as a CSV (Comma delimited) file.

Field name:
Identifier*
Title
Forename

Surname
Date of Birth
Gender
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Date of Death
Hospital Number

Randomisation Number
Participant Type* - Must match one of:
e Carers
e Diagnostic, screening or prevention participants
e Genetically predisposed
e Other
e Participant with the relevant condition
e Participant without condition
e Pre-condition
e Professionals
e Relations
Project Arm

Referring Site

Consultant

Pre-Screened By* - this is your name as it appears on Edge e.g. Surname, First name

Pre-Screened Date* - date format xx/xx/xxxx

Pre-Screened By* - this is your name as it appears on Edge e.g. Surname, First name

Approached Date* - date format xx/xx/xxxx

Approached By* - this is your name as it appears on Edge e.g. Surname, First name

Consented Date* - date format xx/xx/xxxx

Consented By* - this is your name as it appears on Edge e.g. Surname, First name

Screened Date* - date format xx/xx/xxxx

Screened By* - this is your name as it appears on Edge e.g. Surname, First name

Recruited / Randomised Date* - date format xx/xx/xxxx

Recruited / Randomised By* - this is your name as it appears on Edge e.g. Surname, First
name

On Treatment Date

On Treatment By

On Follow-up Date

On Follow-up By
Off Study Date
Off Study By

Off Study Reason
Off Study Detail

7. To upload the spreadsheet to EDGE, click the + Add a new import icon in Participant Imports tab at
the project site level.
8. Drag your complete file to the upload box or click in the box to select your file when prompted.

ser Test Project*
*EDGE U Test Project

i Ovenview The Royal London Hospital

4 Participant Imports & Download impanttemplats || +

File Date By Status
1
1
1
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9. Review your imported data.
a. Any data where EDGE has not been able to recognise will be highlighted. Within the ‘Errors’
column of the review table, EDGE will highlight where the error has occurred.
10. Errors can be edited within EDGE or can be fixed in the sourced spreadsheet and then reupload.
a. To edit errors with participant details (e.g. duplicate identifier number or incorrect participant
type) click the ‘Edit Participant Details’ pencil icon on the righthand side of the table.
i. Edit the information on the ‘Edit Participant Import Record’ page.
ii. Click ‘Save’.
b. To edit errors with status dates (e.g. incorrect dates or unmatched user) click the ‘Edit status
dates’ pencil and square icon on the righthand side of the table.
i. Edit the information on the ‘Edit Participant Import Record’ page.
ii. Click ‘Save’.
c. After amending any errors click ‘+ Validate this import’ to revalidate the data and identify any
new errors.

*EDGE User Test Project*

Newham University Hospital

‘5 Participant Import + Vabaae s mpont | + mpor patents
© Import Details

Filename  ProjectsitePatientimporiTemplate (8).csv Status  Reviewing
Date File Uploaded  21/112023 Rows  11in total, 0 ignored and 8 are valid

Date Import Performed

Y State  qam) v
size | 100
Include valia  Errors. Name site Date Of Birth

. null, nuit Newnham University Hospital =]
- nul, nul Newham University Hospital &
- null, null Newham University Hospital E
7 + Patient sistus dtes 2re mandstory when 3 User has been entere null, null Newham University Hospital B
v null, null Newham University Hospital B
v null, null Newham University Hospital B
v null, null Newham University Hospital (=
v null, null Newham University Hospital E
v null, nll Newham University Hospital z|[z]

S

11. Once reviewed click the ‘+ Import patients’ button.

*EDGE User Test Project*

Newham University Hospital

& Participant Import

© Import Details

Filename  ProjectsitePatientimportTemplate (8).csv Status  Reviswing
Date File Uploaded  21/11/2023 Rows 11 in total, 0 ignored and 11 are valid

Date Import Performed

v State  (an) v
Include Valid  Errors Name Site Date Of Birth

v null, null , E
- null, null B
v null, null B
- null, null [e)
v null, null B
- null, null B
v null, null E
v null, null B
v null, null Mewnam Uni B
v null, null Hewham E
- null, null Mewham University Hos| P B

>
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12. Previous imports can be seen in the ‘Participant Imports’ tab.
13. The imported participants can be viewed in the ‘Participants’ tab.

st “EDGE User Test Project*
i Overview Newham University Hospital
st Staff
Y e— A& Participants + Add 2 new paricipant || & Download ~ || @ Delete ai paricipants
® Forms
v Name | dentifiers Current Status (N status) -
iE Workflows
O Motes Date of Birth =

® Finance © Update resuts JCEEE]

@ Collaborators

IE Merics & Clocks

© Timeine.
8 Delegation Lag Name 12 Date of Birth & Identtirs Hospital Number & Randomisation Number & Scresning Numbsr & Registration Number & Current Status & Current Status Date &
2 Participants anonymous) Local Number- patienti23 o123 0123 wooc123 Recruited f Randomised 010172023
5 import Partcipanis Local Number pafienti24 — e — Recauied [ Randomised
* Statistics
S et Loeal Number: patient125 00125 000125 00125 Recruited / Randomised
# Setings
Local Number: patinti26 o126 o126 0126 Recnuied [ Randomised 040172023
P CPMS Confirmation
Local Number pafienti2? - souxt2T e Recauied [ Randomised 050112023
Local Number. patenti2s o o126 o128 Recruied [ Randomised 06012023
Local Number. patinti29 ) o129 onci29 Recruied  Randomised
Local Number pafienti30 — so0uxt30 — Recuied [ Randomised
Local iumber. patenti31 o o131 onct31 Recruied  Randomised ov12023
Local Number. patintis2 o xonc132 xonct32 Recruied  Randomised 10012023
Local Number patinti > — soax133 — Recruted  Randomised 1012023

Searching for Participants

Note: To add a view participants and amend details, the user must be on the study delegation log and have clinical
user permission on the EDGE project site record

1. Loginto EDGE at https://www.edge.nhs.uk/
2. To navigate to the Participants section of your project site record:
a. Click on ‘Projects’ in the top ribbon.
Select the appropriate project.
Click ‘Sites’ from the lefthand menu.
Select the appropriate site.
Click the ‘Participants’ tab from the lefthand menu.
i. This tab will only appear if the staff member has “Clinical access” granted in the ‘Staff’ tab
of the project site record.

o oT

t Sites

i Overview

42 Staff

B Documents

® Forms

i= Workflows

O Notes

B Finance

&1 Collaborators
= Metrics & Clocks
© Timeline

B Delegation Log
& Participants.

& Import Participants.
@& Statistics

& Setlings

3. Enter the participant details in the ‘Name/ Identifiers’ search fields and click Update Results

A& Participants / + Add anew paricpart | & Dowrload [
v

Name { Identifiers | pat12345 Current Status (Al status) v

Date of Birth ]

© Update resuits IR
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4. Click the participant's name to open the participant's record.

& Participants
hd Npme / Identifiers patient124

Date of Birth -]

& Update results ® Heset

Name Liv Date of Birth & Identifiers Hospital Number &

{anonymous) Local Number: patient124

Further Support

Contact the organisation Lead Admins with any questions or for further support. The Barts Health NHS Trust EDGE
Lead Administrator details can be found in the ‘Support’ tab in the top ribbon of EDGE.

Additional guides for recruitment upload can be found in the EDGE Support KnowledgeBase:

https://www.edge.nhs.uk/#/help/group/11/sections
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