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1. Register an account

There are two ways to register an account: a) via the registration page b) by being added
to a study by a study administrator.

1.1. Registration page
You can go directly to our website to create an account before being invited to a study.

You will choose the site to create your account based on the location of your study data.
Navigate to one of the URLs below to access the registration page:

L 6 castor [ = Nethertanas | @
Sign up
Firetname Lastname Sign up and join 85,000+ happy
I users in 90+ countries
Phone number (Optional) Build fOFmS in minuteS
Password Secure and compliant
@&
Repeat password No credit card required

(]

| declare that | have read Terms of Use*
By clicking here we will keep you up-to-date about our

products, services, and webinars as well as educational
materials

Already registered? Login

EU Account: https://data.castoredc.com/register
UK Account: https://uk.castoredc.com/register
US Account: https://us.castoredc.com/register
AU Account: https://au.castoredc.com/register
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To register your Castor account:

1. Fillinyour first and last name(s).

2. Enter your email address and choose a strong password, consisting of at least 8
characters, one uppercase letter, one lowercase letter and a number.

Enter your phone number

Accept the ‘Terms of Use’ and opt-in the email communications (optional)

5. Pressthe button ‘Create Account’

> w

You will receive an email to verify your account. After clicking the link in the email address,
you will be prompted to confirm the server where your account will be created.

1.2. User is added to a study

If a study administrator has added you to a study, you will receive an invitation by email for
the study for which you need to do data entry. Click on the activation link in the email and
it will redirect you to the registration page. To register Castor account:

G castor

Please complete your Castor account details

Please complete this form to confirm your Castor account. With this
account you will be able to access the studies you have been invited too.
First name Last name

Email Address

Phone number (Optional)

Password

Repeat password

I declare that | have read Terms of Use*

By clicking here we will keep you up-to-date about our products,
services, and webinars as well as educational materials

Already registered? Log in
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1.  Fillinfirst and last name(s).

2.  The email address will be pre-filled, choose a strong password, consisting of at
least 8 characters, one uppercase letter, one lowercase letter and a number.

3. Click on ‘Register’. Shortly after registering your details, an email with an activation
link will be sent to the email address you have provided. Click on this link to confirm
that the supplied email address belongs to you and verify your account.

2.LlogIn

To access the study, log into Castor CDMS via https://data.castoredc.com (NL server). If
your study is on the US, AU or UK server, you can also directly go to
https://au.castoredc.com/register,

http://us.castoredc.com or http://uk.castoredc.com, respectively.

1. Choose the server that is used for your study in order to be able to access the
study.

2. Enter your email address.

Provide your password.

4. Click on‘Login.

w

3. Open a study

Once you have logged into Castor CDMS, you will see the ‘My Studies’ overview where all
of the user studies (databases) are shown. If a study is live (indicated by a green button
and ‘Live’ to the left of the study name), you can click on the study name to enter the study.

My Studies

Castorexample Q_  Orderby = Creation date: Newest first v

Not Live A Test Study: Castor EDC Study Monocenter  EU Server

Trying to open a study that is not live will show the following warning:
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& Could not open selected study
You don't have permission to enter
this study. Please contact your study
admin to request permission.

If the study is still in maintenance mode (the button is blank, and the status says ‘Not Live’)
you will only be able to open the study if you have management rights.
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3. Access study for Monitoring

The study will open on the Participants tab.

g Study structure Castor Study - Live (v0.01)
vt PartiCipa nts - New [ Actions v Y Filters s
0 Participants Participant v Q Exact match

Repeating Data List  Vist  Form

Surveys
Participant... ¥  Site Randomiza... Progress | Last opene... Created on Updated on Status 5] 2
Monitoring 110006 Amsterdam Hospit - . John Doe 15 Mar 2023 15 Mar 2023 Not Set &
| Dashboard 110007 Amsterdam Hospi - 15 Mar 2023 15 Mar 2023 Not Set ]
Audit Trail 110008 Amsterdam Hospi - — John Doe 15 Mar 2023 15 Mar 2023 Not Set [a]
110009 Amsterdam Hospit - - John Doe 15 Mar 2023 15 Mar 2023 Not Set &
Users
110010 Amsterdam Hospi' - 15 Mar 2023 15 Mar 2023 Not Set &
Settings
110011 Amsterdam Hospit - 15 Mar 2023 15 Mar 2023 Not Set &
110012 Amsterdam Hospi - 15 Mar 2023 15 Mar 2023 Not Set ]
110013 Amsterdam Hospi' - John Doe 15 Mar 2023 15 Mar 2023 Not Set &
110014 Amsterdam Hospit - 15 Mar 2023 15 Mar 2023 Not Set &
110015 Amsterdam Hospi' - 15 Mar 2023 15 Mar 2023 Not Set &
110016 Amsterdam Hospi - 15 Mar 2023 15 Mar 2023 Not Set ]
110017 Amsterdam Hospi' - 15 Mar 2023 15 Mar 2023 Not Set [a]
®
® 2 1-250f29 Items per page: 25 v

As a monitor, you will most likely see the following tabs:
1. Participants: Contains an overview of all participants in the study, where you can
access the participants for data review.
2. Repeating Data: Contains an overview of all repeating data instances created
within the study.
3. Surveys: In this tab, there is an overview of all the survey invitations that have been
created, sent and filled.

4. Monitoring: Queries, validations, and verifications are shown in this tab.
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4. The Participants tab

In the Participants tab, a list is displayed showing all participants for the sites to which you

have ‘View’ rights (see Section 6).

9

Study structure Not Live (v.106.01)
Study forms
Participant v 1 Q Exact match

Participants

4 ise vt Form
Repeating Data —

N

Surveys Participant... ¥ Site Randomiza... Progress Last opene...
GB-KCH-00002 Intervention —
Monitoring
GB-KCH-00003 Intervention —
Dashboard
GB-KCH-00005 Control —
Audit Trail
GB-KCH-00008 Intervention —
Users GB-KCH-00009 Intervention —
Settings GB-KCH-00010 Intervention ==
GB-KCH-00011 Intervention —
GB-KCH-00012 Control —
GB-KCH-00013 Control —
GB-KCH-00014 Intervention —
GB-KCH-00015 Control —
GB-KCH-00016 Control -
GB-KCH-00017 Intervention —
GB-KCH-00018 Control —
GB-KCH-00019 Intervention -—
GB-KCH-00020 Intervention —
2 3 45 6..63 Next> Pagenumber Q

Createdon Updated on

25Jan 2019 22Nov 2022
28Jan2019 19 Nov 2021
13 Aug 2019 15 Nov 2022
110ct 2019 210ct 2021
110ct 2019 17 Nov 2022
16 Oct 2019 28 Mar 2022
240ct 2019 30 Sep 2022
08 Nov 2019 28 Mar 2022
12 Nov 2019 27 May 2021
28 Nov 2019 20 Dec 2021
28 Nov 2019 08 Jun 2022
10 Jan 2020 09 Dec 2021
28 May 2020 22Jun 2022
17 Aug 2020 22 Jul 2022

25 Aug 2020 08 Jul 2022

02 Sep 2020 07 Jul 2022

1-250f1,566

‘ Actions v ] Y Filters )

Non-adherence

I Non-adherence

<

Status CastorConnect & (@

® Enrolled & @9
® Enrolled a & :
® Enrolled ] (5’ :
® Enrolled a8 & :
@ Enrolled o & :
Not Set [a] é’ :
Non-adherence [a] @? :
® Enrolled a] @9 :
@ Dropout a & :
®Dropout & &
® Dropout o8 & :
@ Dropout [a] (5’ :
@ Dropout a &
@oropout & & :
o] H
6 &

25

Items per page:

In the ‘Participants’ tab, a search box is available, in which it is possible to search for

a particular participant ID or . More information on the search is provided in

section 4.1.

The ‘Progress’ column will show the status of completion for each participant.

By default, all participants are shown, however you can use the ‘Filter’ button to

filter based on various parameters.

It is possible to change the view mode to show the progress of the participants by

visits or forms. This will display the status of completion of each form for each

participant. Double click on any visit or form to directly access it.
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4.1. Search for Participants

You can use the search bar to find participants that contain certain data, for example if you

want to find the participants with a certain age at onset.

5]

Study structure

Q Study forms

CJ Participants.
Repeating Data

Surveys

Monitoring
Statistics

Audit Trail

Users

Settings

Castor EDC Study

Mot Live (v.4.11)

O - |@

PARTICIPANTS:

Participant

DEMOGRAPHICS:

Screening Visit Date
datel

Year of birth
dem_birth_year

Gender
dem_sex

Q

Exact match

Progress Last opene...

— LEL . g

I Actions v H Y Filters o]

Created on

12 Aug 2022

02 Aug 2022

03 Aug 2022

01 Aug 2022

01 Aug 2022

Updated on

15 Aug 2022

03 Aug 2022

17 Aug 2022

03 Aug 2022

16 Aug 2022

Status

Not Set

Not Set

Not Set

Not Set

Not Set

1. Click on the arrow in the right search box and find the field (question) of interest. In

this example ‘Gender’ is selected.

2. Enter the value of interest in the left search box (in this example ‘female’) and all

matching participants will be displayed.

4.2. Accessing a single participant

To open a participant double click the line the participant is on.

Study structure

g Study forms

B3 Participants
Repeating Data

Surveys

Monitoring
Statistics

Audit Trail

Users

Settings

Castor EDC Study

Mot Live (v.4.11)

List Visit Form

Participant ID - Site Randomiza... Progress Last opene... Created on Updated on Status =
000004 - — 12 Aug 2022 15 Aug 2022 Not Set H
000005 - | Pt 02 Aug 2022 03 Aug 2022 Not Set :
000007 — 03 Aug2022 17 Aug 2022 Not Set :
100002 — 01 Aug 2022 03 Aug 2022 Not Set :
100003 1 — R, RS~ Y 01 Aug 2022 16 Aug 2022 Not Set H

d
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There are a total of 5 available tabs within the participant overview, but which tabs you

see depends on the study setup and your specific user rights:

0}

&

€ Back to participants Participant ID: 000004  © Mot Live (1411 Participant status:  Not Set v

Participant g ca Sto I screenine

Visits 1. Demographics
Repeating Data

Surveys Participant: 000004 @ 11 Screening Visit Date 2022-09-01 3| CrvY-MM-oD)

ST potset Please complete the inclusion criteria for this subject.
Randomization Progress: e 60%
12 Year of birth 1850 |t & @9
® InProgress
@ 13 Gender Female
Screening H Male

This field value cannot be changed as it was used for randomization of this record.
In Brogress

Demographics @ 14 Height 170 il
® Completed 2 ® 15 weight 52 .
Diagnosis and medical

history ® 6 BMI 2145 )
In Brogress

e ® 17 Countryoforigin Netherlands v (o]
Study inclusion

® 15 ScreeningComplete? ® ves

® InBrogress Mo

First Study Visit

Not Started

Follow-up

Not Started

‘Outcome

Study tab - You access this tab by default when you open the participant; this is
where you will see the study forms and can navigate between them.

Repeating Data tab - Contains all repeating data instances that were created for
the participant, such as Adverse Event repeating data instances(see ‘The Repeating
data tab’ section below).

Surveys tab - Contains all surveys that were created or sent to a participant.
Monitoring tab - Contains an overview of relevant monitoring information, such as
queries, verifications, and validations (see ‘The Monitoring tab’ section below).
Randomization tab - Contains information on when and by whom the participant

was randomized and, in unblinded studies, the randomization allocation.
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4.2.1 The Study tab

The Visits tab in a participant outlines all the study visits and allows you to navigate

between the different forms.

9 € Back to participants 6 DEMO RCT - Large Study © Not Live (v.2.01)
Participant ID N et
P: 1 © Completed First Study Visit
110025 . o 13. Blood test
First Study Visit 4
21% em— —_—
© Completed ® 131 Dateofblood sample 02-01-2023 (3| (D-MM-YYYY) &
Not set Physical exam
® 132 Haemoglobin concentration ® 1 mmol/l ey
Complete
© MainSite © Compiees
Blood test ® 133 Hematocritvalue ® 1 w3 B
3C Not randomized
© Completec ® 134 Blood white blood cell count 1 10°9/L e
= - Concomitant
medication ® 135 Blood trombocyte count 1 “10°9L ol
® Completed
© 136 Bloodurea ® 1 mmol/l iy
Participant Adverse Events
e Not Started ® 137 Blood creatinine ® 30 umol/l )
Repeating data SecondStudy Visit ® 138 Blood CRP 1 gl &
SN Not Started
ototarte ® 139 Bloodglucose 1 mmol/L ey
Monitoring
Third Study Visit I
Not Started
Fourth Study Visit
) © Completed
Follow-up H (
° == - L

It consists of the following elements:

1. Participant ID, progress of completion, participant status, site, randomization and
survey compliance status.

2. An overview of the study forms (visits and forms of the study). Visits consist of
forms and each form contains a set of questions. You can click on the form of
interest in this panel to start entering the required data. Once you answer a
guestion in the form, you will see a small wheel turning to the left of the field and
this means the data is being saved.

Datais entered into questions, or fields within the study form.
4. Each field is accompanied by a cogwheel menu, containing options for each

participant. In this menu, you can clear the data from a field, add a comment or
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mark the field as ‘missing’ data, apply SDV, raise a query depending on your

permissions.

5. It is possible to navigate to the previous/next form by clicking on ‘Next’ or
‘Previous’. If you reach the first or the last form, these buttons will be grayed out.

6. To exit the participant and return to the participant list, click on the ‘Back to

participants’ button.

4.2.2 The Repeating Data tab

Repeating Data forms are used for repeated measurements or unscheduled events, such

as Adverse Event, Medication history, Blood pressure or any other repeating data.

C‘) € Back to participants DEMO RCT - Large Study © Not Live (v.2.01)
Participant ID () Select arepeating data All repeating data =
instance to view its
(L1000% contents
2% « 2 Filter by Repeating Data type: Filter by Repeating Data: Filter by status:
Select Repeating Data type tofilter | ¥ | Select Repeating Data to filter ¥ Unarchived N
§ N . Add a repeating data instance
Filter by name: Filter by visit:
Not set Select visit to filter v
Main Site
© Status Repeating Data «  Name Type Created on Created by Assigned to
3C Not randomized 3 Adverse event Adverseevent- 1. Adverse Event 2023-01-19 14:5... First Study Visit 48}
= - O Blood pressure Blood pressure-1  Repeated measure 2024-04-0405:2... ° First Study Visit )
) Participant
Visits
Repeating data 1
Surveys
Monitoring
144 rge 101 PPl C show2s v Repeating Data 1- 2 of 2
® Repeating Data +

1. The ‘Repeating Data’ tab in a participant will show you all existing repeating data
instances for that participant. The global ‘Repeating Data’ tab in the study overview

will list all repeating data instances for all participants.
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2. Tosearch for a repeating data instance, you can use the many filter options in the

top, such as repeating data type (e.g. unscheduled visit) and parent visit (the visit to
which a repeating data is attached to).

3. Double-click the repeating data instance of interest to open it. The dot/icon beside
the repeating data instance is used to indicate progress: green indicates the
repeating data instance is complete, orange indicates that the repeating data
instance is still in progress, and white indicates a repeating data instance has been
created but not started. You may also see the ‘Add a repeating data instance’
button, which is used for adding new repeating data instances to the participant.

Additionally, repeating data instances are added directly via a form.
The same data entry and monitoring rules apply for repeating data instances, as for the

study forms: Repeating data will have a status indicator which shows their completion and

can be queried, signed, and verified.

castoredc.com | 13


https://www.castoredc.com/pmcf/?utm_source=Castor_Whitepaper&utm_campaign=PMCF_TOFU&utm_medium=other&utm_term=&utm_content=PMCF_In_5Steps

If arepeating data instance was attached to a visit, it will also be shown in the study
overview if the option to ‘Show Repeating Data’ is enabled by a study admin in the

‘Settings’ tab:

5 € Back to participants DEMOQ RCT - Large Study © Mot Live (v.2.01)
Participant 1D Show Repeating Data . »
First Study Visit
110004 12. Physical exam
2% Screening
121 Date of visit @ 3 (DD-MMY YY) @
Not set MNetStarted
First Study Visit i 122 Weight @ B
@ Main Site
© Mot Started 123 Height [0} el
3 Not randomized Physical exam
124 BMI Not all values for this calculation are available (yet). kg/m”2 {:9\}
E- P
Blood test 1246 Blood pressure measurements - measure
inall positions
* Completed
1 Add measurement
AL L Concomitant
Vislts medication Created on Measurement p... Systolic pressure  Diastolic pressu... Date and time o...
Repeating data ® Completed 2024-04-04 &
Surveys Adverse Events
Monitoring Progre
3 Repeating Data
Adverse event - 19-01-
2023 14:55:25
Mot Started
@ Second Study Visit

@ Not Started Previous

4.3 Important indicators in data entry

4.3.1 Data validations

Data validations (edit checks) are programmed by the study admin at the beginning of the
study. If the entered data in the study or repeating data meets a certain condition, a

message will appear indicating this next to the affected field:

@® 311 Dateofinformed consent 2022-05-14 3| (YYYY-MM-DD) {c}

A Date of signature cannot be in the future

Data validation types include errors, messages, warnings, and exclusions. With the
exception of errors, existing data validations will be visible in the ‘Monitoring’ tab under

validations.
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4.3.2 Signed, locked, and verified forms

While navigating through the study or repeating data forms, if a form was signed or

locked, there will be banners indicating it at the top:

Inclusion and randomization
4. Assessment

‘ @ This form was signed on 23/11/2022 at 12:09 by Unsign
‘ @] This form was locked on 23/11/2022 at 12:09 by Unlock
Geriatric Depression Scale (GDS-15)
4.1 Areyou basically satisfied with your life? Yes {é}
No
4.2 Have you dropped many of your No {§§
activities and interests? Yes
4.3 Do you feel that your life is empty? No {"‘:‘}
Yes
4.4 Areyouin good spirits most of the time? Yes {’é}
No
4.5 Total score of the GDS 0 {§}

The signature, lock and SDV icons will also be displayed next to the form name in the form

navigator to the left. (See also: SDV section below).

4.3.3 Field comments and queries

You might also notice a text bubble in certain fields, this indicates an added comment:

118 Was a Covid test performed? ® Yes {8.} B @9
O No
O unknown

Comments are mandatory when making changes to a signed or verified form or, if the

GCP module is turned on in Study settings, changing a field’s value. All fields with such

changes will have an associated comment. These cannot be modified or deleted.
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When a query is present in a field, the query sign will be shown next to the field (see

Monitoring Queries section below).
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5. Monitoring queries

5.1 Adding queries
1. Tocreate aquery for a field, while in the relevant form, click on the cogwheel icon

to the right of the question. From the presented options, choose ‘Add query’:

[}
&

€ Backto participants Participant ID: 000004 = NotLive (v.4.11] Participant status:  Not Set v

Participant g ca Sto I screcrine

Visits 1. Demographics

Repeating Data

Surveys Participant: 000004 ® 11 screening Visit Date 20220901 3 prMM-DD) b
L W clear
Menitoring Not Set Please complete the inclusion criteria for this subject. I N
Iser missing
Randomization Progress: e 0%
1 comments
12 Year of birth 1990 | vl
S History
@ In Progress
@® 13 Gender Female (7) Addquery
Screening i Male S0 SDV field
This field value cannot be changed as it was used for randomization of this record.
InProgress
Demographics. @ 14 Height 170 i)
® Completed iy © 15 weight 52 g &
Diagnosis and medical
history ® 15 BvI 2145 &
nProgress ® 17 Countryoforigin Netherlands v &
Study inclusion
@ 12 Screening Complete? ® ves {8}
@ In Progress O o

First Study Visit

2. A pop-up window will appear where you can enter your remark. Click on the ‘Add

qguery’ button to save the query.
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Add query for field Screening Visit Date X

Current query status

@ New

Remark

Please add the missing data.|

3. You can also add multiple queries to the same field allowing them to be
simultaneously managed by monitors on single data points (fields). Every time a
new query is added, it gets an incremental number (eg. Query 1, Query 2, Query
n+1) so that users can differentiate while responding to them and/or updating
their status.

4. Once you have added a query, you will see that for fields with data, status has been
updated to incomplete, as indicated by the orange bullet. The query icon (question

mark) will appear next to the field.

8.1 Date of visit ® [3| (YYYY-MM-DD) sy @9
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5.2 Query resolution

When an existing query is verified or resolved by a data entry user, they can add their

remark by changing the status of the query to one of the following options:

e New: This query has not been reviewed.

e Open: This query was viewed but a change of status or comment was not made.

e Unconfirmed: The user does not agree with the monitor.

e Confirmed: The user agrees with the monitor and will try to resolve the issue.

e Resolved: The user has changed the value and indicates the issue is resolved, for

example the user has reacted to a query and left a comment.

e Closed: The monitor indicates the issue is resolved and marks the query as closed.

Only users with query rights can close a query. Only when the query is closed will

this field be marked as complete again (green bullet).

5.3. Query overview

Existing queries are indicated with their respective icon in the ‘Participants’ list, in the

‘Queries’ column:

6 Study structure Castor EDC Study

Q Study forms
Participant v
3 Participants

List Visit Form
Repeating Data -

Surveys Participant ID

000004

Monitoring 000005

Statistics
000006

Audit Trail 000007

- 100002

Settings 100003

110003

110006

Mot Live v.4.11)

Randomiza...

A

e

A

B

Q Exact match

Progress

oiien "l

Last opene...

Created on

12 Aug 2022

02 Aug 2022

02 Aug 2022

03 Aug 2022

01 Aug 2022

01 Aug 2022

11 Aug 2022

25 Aug 2022

Updated on

01 Sep 2022
03 Aug 2022
03 Aug 2022
17 Aug 2022
03 Aug 2022
16 Aug 2022
11 Aug 2022

25 Aug 2022

I Actions v H Y Filters ] ]

Status

BE

Not Set

Not Set

@ Adverse Event

Not Set

Not Set

Not Set

Not Set

BB PP B BR PP D

Not Set
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The queries are also indicated in the ‘Visit’ and ‘Form’ view mode in the ‘Participants’ tab:

Study structure Not Live (v.106.01)

5| 2 Study forms

Participant v Q Exact match

List Form

03 Participants

Repeating Data

Participant... ¥ Site Inclusion and rando...

Surveys
Monitoring US-YNH-00154 [ejfa]
Dashboard =)
US-YNH-00155
Audit Trail
USYNH00136
Users
US-YNH-00157 @
Settings —

Follow-up 1 (after 3...

Follow-up 2 (after 6...  End of Study

Actions v Y Filters ]

All queries for a participant and their status are listed and can be reviewed from the

participant’s ‘Monitoring’ tab, ‘Queries’ subtab:

Study structure Castor EDC Study Mot Live (v.4.11)

Study forms

Queries

Participants

Participant... it Remark Last Remark

Repeating Data
000004 t
Surveys

Monitoring

Validations

Verifications.

Statistics

Audit Trail

Users

e | D ©

Status Queryage 1.

o]

3

Y Filter by X

Site Selectall

v
@
I

Location

Please select v

Query status
New
Open
Unconfirmed
Confirmed
Resolved

Closed

All queries for all participants are available in the general Monitoring tab (see Monitoring

tab section below).

5.4 Query notifications

Upon query creation, a notification can be sent to a selected user in the study. All query
creation notifications will be sent to that user. This notification needs to be set up by the

study admin in the Settings tab.
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6. Data Validations

Validations are pre-programmed edit checks that show messages to the data entry users.
While navigating through the study forms, you can check if such validations have been
activated. These appear as banners attached to a field for which they were programmed.

There are three types of validations that can be active:

1. A‘message’ type, conveying information to the user:

34 Inclusion criteria met? @ Yes {(%

@ Patient can be randomized. Go to the randomization tab and click randomize.

2. A ‘warning’ type, warning the user:

3.1 Informed consent signed? Yes {o:}
No

@ Please check that the IC form is signed
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3. An ‘exclusion’ type, when the entered data does not meet inclusion/exclusion criteria:

Screening
3. Study inclusion

® Inclusion criteria are not met! Step: Study inclusion

3.1 Informed consent signed? Yes {9‘}
No

@ Please check that the IC formis signed

3.2 Has the patient previously participated Yes {9‘}
in a clinical trial? No
3.3 Isthe patient older than 18? Yes {6.}
No
® 34 Inclusion criteria met? @ No {6:?

® Inclusion criteria are not met!

When the exclusion validation is active, further data entry or navigation between forms is
not possible.

All active validations for a participant are shown in the participant’s Monitoring tab,
Validations subtab:

6 Study structure Castor EDC Study  © MotLive (v4.11)
g Study forms
Validations
Participants
Particip... Site Trigger... & Field Field value Opera... Reference... Type Last updi
Repeating Data
110003 Test Site 11 Aug 2022 Has the patient previouslyp 1 == 1 ® Exclusion
Surveys
000004 Test Site 15Aug2022  Inclusion criterfamet? (INC Yes == Yes @ Message
Monitoring
000007 Test Site 15 Aug 2022 Inclusion criteria met? (INC Yes == Yes G) Message
Queries
000007 Test Site 16 Aug 2022 15 Visit 1date before the Sa Yes == Yes @ Warning
Verifications
4 »
Statistics
Audit Trail

All active validations for all participants are available in the global Monitoring tab in the

Validations subtab (see Monitoring tab section below).
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7. Source Data Verification

Study monitors performing source data verification (SDV) are able to mark fields, forms

and visits as verified.

7.1. Verify a visit or a study form

You can mark a form or visit as verified. To do so:

1. Open the participant where you want to perform SDV or any other data

verification that is relevant for your study.
2.

In the left panel, click on the visit or form that you want to verify. When adding SDV

for a visit, click on the three dots next to the visit name and choose the option ‘SDV

visit & forms only (no fields)’:

S € Back to participants DEMO RCT - Large Study © Not Live (v.2.01)
Participant ID © Completed First Study Visit
i udy Visi
110024 ) - 10 Nheinfonlasnme
First Study Visit ©, Marknvisit as missing
21% em—
o Completed B Lockthis visit
) @ signthisvisit ® o101-2023 [ (oD-MMYYYY) &
N Physical exam
ot s¢ L (© Customverification ® &
leted 62 kg
© Complete IW& SDV visit & forms only (no fields) I
© Main Site
Blood test & Print this visit ® 181 S
X Not randomized o Completed {5 Add arepeating data instance to this visit
T @ 124 M 62 kg/m*2 8
= - Concomitant
medication
126 Blood pressure measurements - measure
inall positions
® Completed
. Adverse Events Add measurement
Participant
Visits Not Started Created on Measurement p... Systolic pressure Diastolic pressu... Date and time o...
Repeating data Second Study Visit
Surveys Not Started
Manitoring Third Study Visit
Not Started
Fourth Study Visit
® © Completed

3. Toapply SDV to a form, click on the three dots next to the form and select ‘SDV

visit form’ and choose which verification you would like to apply.
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9

£

€ Back to participants

Participant ID
110024

21% om—

Not set

© Main Site

2C Not randomized

B -

Participant
Visits
Repeating data
Surveys

Monitoring

DEMO RCT - Large Study

Not Live (v.2.01)

© Completed

First Study Visit

First Study Visit 12. Physical exam

® Completed

@ 121 Date of visit @ 01-01-2023
Physical exam @, Mark form as missing
o Completec B Lockthisform @ 62 kg
Blood test @ sign this form ®
m
@ Customverification 181 o
° Complet % SOV visitform P][=¢ Anrequiredsieias (2 s
g/m

Concomitant
medication

& Print this form

12.6 Blood p| %% SDV form only (no fields)

inall p

Y Allfields

® Completec
Adverse Events
Wi Created on
Second Study Visit
Not Started

Third Study Visit

Not Started

Fourth Study Visit

© Completed

Follow-up
Previous
O Completed

Measurement p... Systolic pressure Diastolic pressu...

[3| (DD-MM-YYYY)

& & & @

Add measurement

Date and timeo...

3. Click ‘Continue’ to save the verification or ‘Cancel’ to return to the data entry view.

7.2. Mark a field as verified

It is also possible to apply SDV to a field. To do so:

)
&

1. Click onthe cogwheel next to a field where SDV should be applied
2. Choose the option ‘SDV field’

€ Back to participants

Participant ID
110024
21% e—
Not set
@ Main Site
3C Not randomized

B -

Participant

Visits

DEMO RCT - Large Study

Not Live (v.2.01)

© Completed

First Study Visit

First Study Visit
12. Physical exam

® 121 Dateofvisit
Physical exam
O ® 122 Weight
Blood test ® 123 Height
® Completec
® 124 BMI
Concomitant
medication
126

in all positions

® Completed

Adverse Events

Not Started

Created on

® [01-01-2023

® |e2 [

® 181
62 kg/m*2

Blood pressure measurements - measure

3 (DD-MM-YYYY)

&

M Clear

User missing
[ Comments

S History

(?)_Add que
0% SDV field

Add measurement

Measurement p... Systolic pressure Diastolic pressu... Date and timeo...
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7.3 SDV indicators

In a participant, each verified form will be marked with a green banner indicating the date

and time of verification as well as the name of the user who performed verification. In the

banner, there is the option to 'remove' the verification - this can be done only by the user

who performed the verification.

Patient characteristics
1. Demographics

C’) € Back to participants Castor EDC study © Not Live (v.0.81)
Participant ID © Completed
210002 Patient characteristics
100%
® Completed %Y Vel
Not set Demographics
® Complete
© Main Institute
Diagnosis and medical
histor
B- y
© Completed
Clinical and laboratory ~ #
Participant o Conpletod
Visits Follow-up
Repeating data
© Completed
Surveys
Monitoring Outcome

Reports that are marked as verified have the SDV icon when attached to a visit.

The following logic applies to banners and SDV icons:

¥ This form was verified on 05/04/2024 at 08:27 by for Other Remove
¥ This form was verified on 05/04/2024 at 08:26 by 1 for Source Data Verification Remove
® 11 Yearofbirth 1984 |byyyy) By

® 12 Gender O Female 8% o

© Male

® 13 Height 165 &y

® 14 Weight 93 ke By

® 15 BMI 34.16 @

® 16 Countryof origin Morocco . &y

e The Form SDV banner is shown when the user chooses any of the options to SDV a

form and when all required fields in a form have been individually SDV’d.

e The Form SDV icon is shown on the visit/form navigation bar when the user

chooses any of the options to SDV a form or when all required fields in a form have

been individually SDV’d.

e When the Form SDV banner is shown, the corresponding form is shown as SDV'd

on the Form View of Participant tab
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When adding SDV:

e Aformis considered SDV'd when all the required fields have been individually
marked as SDV'd or if the form has been SDV'd directly by the user;

e AVisitis considered SDV'd when all its forms have been marked as SDV'd;

e ARepeating Data instance is considered SDV’d when all its forms have been
marked as SDV'd.

When dropping SDV:
e The Form SDV is removed when the SDV of any of the required fields within that
formis removed;
e The Visit SDV is removed when the SDV of any of its child Forms is removed;
e The Repeating Data instance SDV is removed when the SDV of any of its child

Forms is removed.

7.4 Modifying data after SDV

After aform is verified, if a user attempts to change data, they will receive a warning and

any data modification will cause the form verification to be dropped.

It is also possible for the study admin to set up email notifications whenever form
verifications are dropped, to ensure that the appropriate contacts are notified of changes
made to verified data. All dropped verifications for a participant are listed in the

participant’s Monitoring tab, Verifications subtab:
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6 € Back to participants

£

Participant ID
110002

100%

Not set

© Main Institute

E -

Participant
Visits
Repeating data
Surveys

Monitoring

Castor EDC study © Not Live (v.0.81)

Monitoring

Queries Validations Pending SDV Dropped Verifications

Site 1L Createdon Droppedon 1. Dropped by Location View
Main Institute 05 Apr 2024 05 Apr 2024 Visit Patient charac... > @
Main Institute 05 Apr 2024 05 Apr 2024 Visit Patient charac... > g

Y Filters

All dropped verifications and pending verifications on required completed fields, for all

participants, are available in the general Monitoring tab. (see Monitoring tab section

below).

7.5 Source Data Verification - SDV Plans

The SDV plans can be applied to the study builds. One plan can be applied to one study

site. In this study example there are two participants, each assigned to a different study.

Select highlighted participant's record.

When the SDV planis applied, you can see an SDV icon next to the Visit, Form or field

name. These icons indicate which data should be verified.

Not Started Y

Screening

O Not Started P

1. Study inclusion

O Not Started SPY

Diagnosis and medical
history

O Not Started SBY
3. Demographics

Screening
1. 1. Study inclusion

1.1 Informed consent signed? O Yes
O No
1.2 Has the patient previously participated O Yes
inaclinical trial? No
1.3 Isthe patient older than 18? O Yes
No

14 Inclusion criteria met? @ Not all values for this calculation are available (yet).

&

<€

& @ @ @
<@
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) Castor

1. To apply SDV to a visit or a form, click on the three dot menu next to the visit name and
choose the option ‘SDV Visit’, then choose to apply SDV to ‘All fields’ or ‘All fields in this
SDV Plan’:

Show Repeating Data

Participant ID
articipan Screening (Remote)

AAMC000002 @ InProgress Y% 1. Demographics
85% A
Screening (Remote)  [FVINHURNNIN
This field is encrypted and can't be
@ Complet ® Completed %% B Lockthis visit accessed without encrypt or decrypt
omplete © sienthisvisit permissions.
Demographics ©
© Amsterdam Main @ Customverification s O
- ® Completed SPY% soy, ek 000 <
Clinic %V SDV visit b |52 Allfields
Eligibility Criteria 2% Remove all SDV SBY Allfields in this SDV plan 023 3 (DD-MM-YYYY) {é} =y
3C Intervention . oy & Print this visit
® Completed Y
{F Addarepeatingdatainstance to thisvisit ~ he 07:00 |~ (hh:mm) 8% 52
= 100% Surgical Procedures -
o Completed 0 ® 15 Dateofbirth 15-08-1989 3 (DD-MM-YYYY) 8% 2
Castor Connect app Medical/Surgical
ledical/Surgical
Activated History @ 16 Age 33 &
Not st 17 . .
©O Not Started Send Mobile App Training Survey
Cortisol Levels
Participant
o Completed Y% Please Complete Gender and Race below
Visits )
Clinical chemistry,
Repeating data haematology, urinalysis ® 18 Gender ® :;Tale &y
lale
Surveys . ; - )
o Completed 0% This field value cannot be changed as it was used for randomization of this record.
Monitoring )
COVID-19 Vaccine
® 181 Isthe patient pregnant? O Yes R
® Completed 5P ® No
Brief Physical
Examination
Once verified, the SDV icon will turn green and a banner stating that the form was
verified will appear.
Participant ID Show Repeating Data
Screening (Remote)
AMC000007 @ InProgress Y 2. Eligibility Criteria
84% Screening (Remote) - - -
% This form was verified on 16/10/2023 at 16:57 by 1 for Source Data Verification
@ Complete @ Completed %
Demographics 21 ScreenDate 13-08-2023 &
© Amsterdam Main
Clini ® Completed 0% ® 22 Anlnstitutional Review Board ® Yes % 5o
inic o (IRB)/Independent Ethics Committee O No
Eligibility Criteria (IEC) approved written Informed
C Consent form s signed and dated by the
25 it o Completed Y subject or by the parent(s) or legal
representative. The Informed Consent
= - Surgical Procedures form or a specific Assent form, where
required, will be signed and dated by
® Completed Y minors.
Castor Connect app Medical/Surgical Inclusion Criteria
Not yet activated History
® 23 Dateof informed consent 12-04-2023 3 (DD-MM-YYYY) 4% %
O Not Started
B Cortisol Levels © 24 Subject/legal representative is @ Yes R
Participant considered reliable and capable of O No
o Completed %% adhering to the protocol (g, able to
Visits S understand and complete
Clinical chemistry, questionnaires), visit schedule, and
Repeating data haematology, urinalysis medication intake according to the
judgment of the investigator.
Surveys
v ® Completed 2%
Monitoring @ 25 Subjectismale or female and is 214 and @ Yes 4% %
g COVID-19 Vaccine <35 years of age at Baseline. O No
® o Completed % S 24 Cubincthar A dinmmacic A€ Canavalizad @ e SR sou.
Examination N :
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e The same logic has been extended at form, visit and repeating data levels. If a form,

visit or repeating data instance has no fields requiring SDV, the green SDV icon will
be added only after all its fields that can be verified have been verified.

e This optional and additional verification will not influence the SDV progress of your
study, as this will only account for the defined SDV plans.

e Usingthe cogwheel menu on form, visit or repeating data instance levels, you can
choose to verify in batch all fields or all fields in the assigned SDV plan. Once a
form, visit or repeating data instance has been marked as verified, you can easily
remove all source data verifications in bulk by clicking on the three dots next to a

visit or a form and choosing the option to ‘Remove all SDV’:

@ In Progress

@ 11 Yearofbirth

Screenin
g @? Mark visit as missing

® Completed 5P ﬁ Lock this visit
() sign this visit

@ Custom verification

Demographics

SDV,

InProgress  “-¢ 0% Remove all SDV

Diagnosis and medical & Print this visit
history . ) o
g‘ Add a repeating data instance to this visit

In Progress

e A confirmation dialog will appear. Click “Yes’ to proceed. The SDV will be removed.

The banner disappeared and the SDV icon's color is gray again.
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2. Eligibility Criteria

An Institutional Review
B

approved written Informed

Consent form is signed and dated by the

Are you sure you want to remove this
verification?

In Yes No

Date of informed consent

ct/legal representative is

dered reliable and capable of
able to

dhering to the protocol (
inderstand and complete
sit schedule, an

questionnaires]

nedication intake according to the
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8. The global Monitoring tab

Within the general study overview, you can also access the ‘global’ Monitoring tab, that

gives an overview of all the queries, data validations and dropped or pending verifications

for all participants in a study. The Monitoring tab within a participant will include the same

sub-tabs, but these will contain only the information relevant for the selected participant.

8.1. Queries subtab

In the Queries subtab you will find an overview of all queries in a study and details

associated with them:

(]

Study structure Castor EDC Study = ot Live (va.11)

Study forms

Queries Actions v ¥ Filters @

Participants

Participant... 11 Site CreatedBy Lastupdatedby  First Remark Last Remark Status Queryage Time tores...
Repeating Data

000004 = e . t t 17 17
Sun

000006 . = - Pleasefillinmissingdata > Missingdataentered. >  [() Resoved | 0 0
Monitorin

5 100003 ot B . . e issing data. » Missi tered. > [(©) Closed 0 0
ies

Participant ID: ID of a participant where a query has been created.

Site: Site to which the participant is linked.

Created by: User who created a query.

Last updated by: Last user who updated a query.

First Remark: Initial comment which was added when creating a query.

Last Remark: Last comment that was added on the query.

Status: Status of a query. Clicking on the query status will open the query window
where you can update the query.

Query age: How long ago was a query created.

Time to resolve: Time required to resolve a query.

View: Click on the eye icon to view the query in a form where it was created.
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Using the ‘Filters’ button, you can filter by site, location, query status, created by, updated

by, created between, days in current status and days since opened.

8.2. Exporting Queries

Users with ‘Export’ rights can export the queries overview in bulk, either by exporting all
available queries or only the ones that the user has selected or filtered. To export the

gueries from the Monitoring tab, Queries sub-tab, follow the forms below:

1. Click onthe Actions button and choose to Export either all queries, export all

filtered or all selected.

G Study structure Castor EDC Study ©NotLive(v4.11)
E Study forms
Participants
- N Export all
Participant... Site Created By Lastupdatedby  FirstRemark Last Remark Status |
Repeating Data
000004 Test Site Ernest Mbyeti Ernest Mbyeti t t 17
Surveys
000006 Test Site Mandi Key Mandi Key Pleasefill inmissingdata > Missing data entered. > (©) Resolved 0 Exp
Monitoring o -
100003 Test Site Mandi Key Mandi Key Please enter missingdata. > Missing data entered. > @ Closed 0 0
—

2. InQueries export dialog window, specify:
o Export type: Choose to export into CSV or Excel (1).
o Export tree: Choose if you would like to export queries for the entire study,
specific study visits or forms in your study or for repeating data instances, a
specific repeating data or a repeating data form (2).

o Export: Click on Export button to generate export of the queries (3).
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Queries export (All Queries) x

Export type o

l Ccsv v

[5 Entirestudy e

[ Study

1 Repeating Data

o Only queries for which you have Export rights will be Exported

e

8.3. Validations subtab

The 'Validations' sub-tab displays all active validation fields in study, repeating data or
surveys of the type Exclusion, Warning, and Message.

6 Study structure Castor EDC Study  © NotLive (v4.11)
& Study forms
Validations
Participants
Particip... site Trigger... & Field Field value Opera... Reference.... Type Lastupdatedby  Status View
Repeating Data
110003 = 11Aug2022 Has the patient previouslyp 1 - 1 ® Exclusion
Surveys
000004 = 15Aug2022  Inclusion criteriz met? (INC Yes == Yes (@) Message ® New v
Monitoring
000007 — 15Aug2022  Inclusion criteria met? (INC Yes -- Ves @ Message ® New v
Queries
validstions ) _
000007 16 Aug 2022  IsVisit 1date before the Sci Yes == Yes @ Warning g @ New v

Verifications

Statistics

Audit Trail

1. Auser can filter validations by type (Exclusion, Warning, Message), by site to show
participants with validations which belong to a particular site, by data entry type
and period when the validations were triggered using the ‘Filters’ button.

2. Anoverview of all participants is given with the details of the validation.

3. The operator represents how the field value and the reference value are compared,
depending on the setup of the validation message. There are several operators:
greater than, greater than or equal to, equal to, smaller than, smaller than or equal
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(©)

J| Dashboard

to, not. The 'Reference value' represents the value that is used in comparison to the
value that was entered in a field, as defined during the validation setup.

It is possible to manage the field's validation using the status feature in the
Monitoring tab. You are able to select the following status: New, Reviewed and
Completed for the following validation message types: Message, Warning. In this
way, it is possible to see the remaining active validations that still need to be
evaluated and resolved. Once marked as ‘resolved’, the validation is not shown any
longer in the Validations overviews AND in Data entry. But as soon as a user
changes the status from ‘resolved’ to ‘reviewed’ or ‘new’, the validation is shown
again in data entry. You can find the the ‘Resolved’ validations by using the ‘Filters’

Study structure Castor Study -« Live (v0.01)

Study forms Validations Y Filterby (1) »

Participants rigger... ¥ Field Field value Opera... Reference... Type Last updated b

Repeating Data 3Mar2023 Date of informed consent (i 31-03-2023 > Now (@ Warning John Doe Si:e‘ Selectall
Select v

Surveys 3Mar 2023 Date of visit (vis1_date) 25-03-2023 > NOw @ Warning John Doe

Validation type
Exclusion
Monitoring .
Warning
Queries. Message

Validations

Verifications Validation status
New

Reviewed

Resolved
Audit Trail
Data Entry type
Users Study
Repeating data
Settings Survey
Triggered between
Start E
End =]

1-20f2 Items per page: 25 v

Reset

To open the participant and jump to the form with the validation, click on the eye
iconin the column 'View"
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8.4. Verifications subtab

This subtab displays all pending, preformed, and dropped verifications in the study:
Example of Dropped Verification

]

Study structure Castor EDC Study = Mot Live (v4.11)

Verifications

Pending SDV/ Performed Dropped

gl Study forms

Participants

Repeating Data

Surveys Participant... Site Created on Dropped on Dropped by Location View
000004 15 Aug 2022 15 Aug 2022 Visit Screening >

Monitoring

Queries

Validations

Verifications

e Usingthe Pending, Performed, and Dropped verification tabs under verification
will filter each relevant verification.

e Eachrow shows the participant ID, the site name, creation date, drop date,
dropped by and the location of the dropped verification. You can expand the
location field by clicking on the carrot within the field to review the Visit, Form, and
Field where the verification was dropped, performed, or is pending.

e Toopen the participant and jump to the form where the verification is located, click

on the eye icon in the column 'View"

Example of Pending Verification
0]

Study structure Castor EDC Study  ° Mot Live (v4.11)

Verifications

Pending SDV' Performed Dropped

g Study forms

Participants

Repeating Data

Surveys Field Participant... Site Lastupdat... T Location View
Additional remarks () 100002 - - 18 Aug 2022 Repeating data Serious Advers... >
Monitoring
Did the patient recover? () 100002 18 Aug 2022 Repeating data Serious Advers... »
Queries
e R If other, please describe () 100002 'u 18 Aug 2022 Repeating data Serious Advers... >
Verifications Under which category does the event | 100002 18 Aug 2022 Repeating data Serious Advers... >
Statistics Give a description of the event: () 100002 - 18 Aug 2022 Repeating data Serious Advers... »
Audit Trail ‘What are the consequences for the coi 100002 - - 18 Aug 2022 Repeating data Serious Advers... >
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e Using the ‘Filters’ button on the Pending, Preformed, or Dropped tab, you can

choose to filter by site, date range,and/or location for the study or for repeating
data only.

e Eachrow shows the participant ID, the site name, last update date, and field
location. You can expand the location field by clicking on the carrot within the field
to review the Visit, Form, and Field where the SDV resides.

e Toopen the participant and jump to the form where the verification was added,

dropped, or performed click on the eye icon in the column 'View'.

Please note that the Pending SDV tab only includes fields that are required and have been
completed (contain data). To see all active verifications, go to the Participants tab and use
the "Visit" or “Form” view mode. Verified forms will contain a green checkmark. (See

Participant tab section below).

castoredc.com | 36


https://www.castoredc.com/pmcf/?utm_source=Castor_Whitepaper&utm_campaign=PMCF_TOFU&utm_medium=other&utm_term=&utm_content=PMCF_In_5Steps

9. Using the Audit Trail

The study audit trail allows for a review of all access and changes made to study settings
and data. It is possible to apply a filter to the displayed information based upon the event
type, the user and the affected variable (where applicable). Access to the full audit trail is

normally available only to study admins with all management rights.

Q | Studyforms v Audit Trail Y Filters

Participants Date Username User role Participant ID Event type Old value New value

Repeating data 4 AMCO000007 Record opened

Audit trail viewed

Surveys
Study opened
Monitoring
A AMC000007 Record opened
|| Dashboard

A AMCO000006 Record opened

= N
A AMC000001 Record opened

4 AMCO000002 Record opened

', Export
Study opened
Users &roles
MYC000012 Survey result epilepsy_im;
Settings
MYC000012 Survey result epilepsy_im;
MYCO000012 Survey result epilepsy_im
MYCO000012 Survey result epilepsy_im
. . .\ MYC000012 Survey result feeling_diffe
® J
2 3 45 6..40 Next> 1-250f 1,000+ Items per page: 25 v

As a monitor, in data entry you can view the audit trail for all participant results. To view

the audit trail of a single field, click on the cogwheel next to the field:
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O}

&

Participant ID
110004

31% e—

Not set

© Main Institute

Participant
Visits
Repeating data
Surveys

Monitoring

€ Back to participants

Castor EDC study © Not Live (v.0.81)

@ In Progress . -
L Patient characteristics

Patient characteristics 1. Demographics

In Progress
® 11 Yearofbirth
Demographics

® 12 Gender
In Progress
Diagnosis and medical
history 13 Height
Not Started ® 14 Weight
Clinical and laboratory
15 BMI

Not Started

® 16 Countryof origin

Follow-up

Not Started

Outcome

1994 | lyywy) e
MW Clear
O Female s Jesi
User missing
© Male
(-] Comments
(2) Addquery
74 ke ! S0 SV field
Not all values for this calculation are available (yet). S
Palestine v {§}

A popup will appear detailing the changes to the field. The date, the user who changed the

field, and the new value are all displayed:

History for field Gender x

Date Username
2021-05-18 08:43:40 Shevone

Value changed to
Female (1)
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10. The Dashboard tab

The Study Dashboard allows you to track the progress of your study, including participant

recruitment, data collection progress, randomization and queries.

Please note that the data aggregated in the dashboard is based on your personal viewing
permissions. Before you start analyzing data in the Dashboard use a rounded arrow next

to Dashboard title to update the view.

Dashboard Last updatedon aNov 2022.3:34PM | C Reload B Analytics ¥ Filterby

‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘

eeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeee

It is possible to filter the dashboards by site and participant status using the ‘Filters’
button. The filter is saved on a study and user level and will, therefore, still be in place

when returning to the dashboard at a later time.
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11. Further Information

For more information regarding study monitoring, please check Castor CDMS'’s
knowledge base: https://helpdesk.castoredc.com or visit Castor Academy

https://academy.castoredc.com/
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