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For technical problems with the Rave EDC system, please contact the
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For your local iMedidata help desk phone number, check
https://www.mdsol.com/en/contact-sales-and-support#contactsupport
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RAVE EDC USER GUIDELINES Rave EDC

1. General information

The data will be collected via the Medidata Rave EDC system: https://www.imedidata.com/. The system allows
authorized staff members to enter and edit clinical data about their patients on-line.

FOR COMPATIBILITY REASONS, WE RECOMMEND TO USE GOOGLE CHROME FOR ENTERING THE
RAVE EDC SYSTEM. USING INTERNET EXPLORER CAN CAUSE FUNCTIONALITY LOSS.

These guidelines will provide a synopsis of main features available to provide the data. For more in depth
information regarding the functionality of the Rave EDC system, please refer to eLearnings, accessible through
the Tasks pane. An elearning that has been completed, can always be retaken if necessary.

More information on getting help is detailed in the help section 6 of these guidelines.

For general questions regarding the study, the access rights or the CRF
completion, please refer to study specific CRFs completion guidelines or contact
EORTC via the study-specific e-mail address.

2.Navigation

Once logged on through the main iMedidata page using your unique username and password, you will be
directed to the Rave EDC home page where you will have access to the study once all prerequisite courses have
been completed. Following and successfully completing the course post-assessments are required before getting

access to the study database.
To access the EDC module, click on the relevant study icon link. A user is automatically logged out by the system
after a period of inactivity, when that happens the iMedidata login page reappears.

5 DATE Home Studies Sites @
PS MEDIDATA

Hello, Amy L

A You must complete required courses

You cannot access 3 of your assigned studies until you successfully complete the required eLearning courses.

View courses

Recent activity

Studies Sites History
Safety and Feasibility of the EGlove Ph... Livingston Hospital & .. All studies
F § o 3 a1 g S 2 ; ; 5 = . i
Development of an Intervention to En... Edinburgh Royal Infirmary I . Visits list
i i 3 nl Aoy 4 i S e
Rehabilitation After Breast Cancer i ~ New York Hospital " = Actions list
H § =
Isst r e i itoring > F ! I T
F21046 - CancerTrial . Albany Medical Center R Task list
1 R . n‘; L lanas > 04 F r ’ @ T

The studies and sites you have recently worked on appear in the first two columns. Click on a recent study or site to
open it or click on the three dots to access the EDC module. Your recent work activity is listed under ‘History’.

In the right upper corner of the page you can access online help, your profile and notifications. In your profile you will
find “my courses” which lists the required training toget access to the study.
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p
PS MEDIDATA  Home  Studies  Sites
Al My courses Q search
Required
Optional COMPLETED REQUIRED
Not Completed Medidata Rave EDC: Local Lab Administration
Completed For studies:
Show all
Classic
COMPLETED REQUIRED
Medidata Rave EDC: Getting Started
For studies:
Show all

2.1 Rave EDC

Rave EDC

Certificate

Certificate

You can navigate between studies, modules (such as EDC and lab management), sites and subjects from the

dropdown menus at the top to perform the following actions:

e Click on your site name to add or modify subjects for that site
e Click 'Add Patient' to enter a new subject
¢ Click on an existing subject ID to enter or update existing data for that subject
e Click on visit folders to access the forms that need to be entered for that visit
e Click on form names to enter data on a form
# > EOC Return to previous design  TEST - Investigator v @

o o

117 - Universitair Zieken... 0245

/

/

/
/

EORTC 181 Development

EDC  Admin Ingestor Local Labs  RBOQM

& 0245

Actions

Screening (1

Registration

View Patient Reports

Acdd Event

Use shortcuts at the top of the screen to navigate between studies,
modules, sites and patients
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2.2 Patient grid

When first selecting a subject, the patient grid appears. This shows at a glance which data is already completed,
which data is expected, if and where queries are etc. Clicking on any icon takes you to the form in question.

Subject Screening
Registration Qo
2 ® : A black circle means the form has been entered and has no queries.
Demographics - O . . .
L : A white circle means the form is expected but has not been entered yet.
i o DA black/white circle means the data has been partially completed with
Malgnant Medical o some empty fields. In case not all fields on a form are mandatory, this might be
History the final state.
Primary Disaase o %
o L4 : A pencil means data has been entered and is pending signature.
Pregnancy Test
P ®.a speech balloon means one or more queries have been raised.
EBgibility -
A flag means an action is required.
Randomization L]
¥ : A checkmark means that that data entry is complete and the data has
Initial
Mel-asuremems been locked.

2.3 Add event

From the patient grid, you can also add events outside of the normal visit structure, i.e. in case of unscheduled
visits, additional lab tests to be reported, end of protocol treatment, end of study, etc. Adding an event will
create a visit folder or a form for further completion. For more information about study specific visit folders and
forms, please refer to study CRFs completion guidelines.

Add E\."erlt Select Event h v

Select Event
Additional Baseline Lab Test
Additional hlood sample collection
End of protocol treatment
Day 15 - (1) Day 22 - (1), End of study (death/withdrawal/LFU) Last day ¢
Follow-up
Maintenance Cycle
Mew imaging
Report Pregnancy
SAE Matrix
Unscheduled Visit
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You can return to the dashboard by clicking on the subject ID hyperlink in the top left corner of the CRF screen.

A > EDC Return to previous design  TEST - Investigator v ® B & NE
dy groug ° Environment 5 = N
EORTC T En Development “ 117- Universitair Zieken... 0145
EDC  Admin EDCTasks Local Labs
0 =
& 0145 [ Screening (1) : s .
o 4 Click on the subject ID link to o-
emographi
= return to the dashboard
I Demographics L Subject Identifier
As provided o regitration
SubjectiD @ 0145 Q Verity ® G-
Demographies.
Sex @ Male Q verity foge

«

3.Data completion

3.1 Save data

It is important to select ‘Save’ when new data has been entered or previously entered data has been changed.
The save button is located underneath the final data entry field on a page. In case of many data entry fields on a
form, it might be necessary to scroll down before the save button is visible.

Testing methoed o~

m Ccancel Move to next task after save

3.2 Change data

In case of a data entry error, it is possible to change data that had been entered and saved by selecting the data
point(s) to be updated and entering the new data. A reason for the correction has to be provided (by default,
‘Data Entry Error’ is selected).

Systolic blood pressure @ 125 mmHg

‘ Data Entry Error v‘

Data Entry Error
Per Cuery Resolution k‘

Mew Information
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A changed field can be identified by the presence of a delta icon.

Delta icon indicating a
changed field
4

&

Resection margin
RO

R1
® R2

Data Entry Error v

3.3 Audit trail

You can access the audit trail of any field by clicking on the cog icon and selecting ‘Audit history’.

Resection margin RO O Verify

Type of surgery onthe  Breast conservative O Verify ‘

breast surgery

Audit History {hj

Within the audit trail you can review any changes made to the data of the field, as well as any prior queries and
query replies. At the top right of each CRF, you can access the audit trail on form level.

& 0051 [ Screening
[5) vital Signs 01 Jun 2021

Fiease record the results of the vital signs assessment

Assessment done Yes o O verify Audit History
DataPage - Vital Signs 01 Jun 2021
Parent Instance - Screening
Children Record - Vital Signs 01 Jun 2021
Audit User Time
DataPage name changed to "Vital Signs 01 Jun 2021". System 14 Jun 2021 17:14:40
Property 'Object Date’ set to "6/1/2021 12:00:00 AM'. Tim Verbiest (319 - tverbiest1) 14 Jun 2021 17:14:40
DataPage created. Tim Verbiest (356 - tverbiest2) 08 Jun 2021 10:12:13

The form audit trail shows only details of changes happening on form level, e.g. date of creation, inactivation,
changes to form name, ...
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3.3.1. Comment

From inside the audit trail, you can add comments by using the Comment field available, in case you want to
provide more information on a data entry or data change.

Audit

Usar anlarad "25 reason for change: Data Enlry Errorf

‘:‘i-;'la'.l.'rE" nas been brokan

Usar signature succeeded

=]

Paint set to visible

ata

User entergd 24

Comment /

3.4 Dates

Dates are requested in a dd-MMM-yyyy format. To enter a date, enter one or two digits for the day, select the
month from the dropdown and enter four digits for the year.

o [ e

Data Eni Jan v
Feb
Mar
Apr
1 RofI A S
6 Col( Jun
Jul

Aug
Sep
Oct
MNov
Dec
UNK

A partially unknown date can be entered by entering “UN” if the day is unknown and/or by selecting “UNK” for
an unknown month. Alternatively, by clicking on the calendar icon, you can select the date using the calendar.
This also allows for entering partially unknown dates.

Note that on some CRFs a fully unknown date will be allowed and can be entered as “UN/UNK/UNKN” (with
“UN” for the day, “UNK” for the month and “UNKN” for the unknown year).
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3.5 Missing data

In case a numeric or text result is expected to be entered a query will be raised automatically, requesting the
information to be completed. When the information is confirmed in the query answer as not available (for
example, a mandatory assessment was forgotten to be performed), EORTC HQ staff can enter one of the
following missing codes, depending on the reason why the value was not available:

= ND-notdone
=  UN - unknown
=  NA -not applicable

Example: if a Uric acid result is confirmed as not available as the lab test was not done, this result will be coded

as not done with ‘ND’.

Uric acid mg/dL
Data Entry Error v  Data is required. Please complete. @
The test was not done
Reply
>
Uric acid ND - 'Not done' ©® mg/dL (O DataManagement ~
L)

3.6 Tables (Log forms)

A log form is used when more than one record of data needs to be reported on a form. For example 1 Adverse
Event form collects multiple AEs, as many as needed.

Log forms look like tables and they allow the addition of new rows in the table, called log lines.

Adverse Event, Log Lines Al i

Use Portrait View (=) fo make changes

Scroll to right

Term CTCAE Grade Outcome Start Ongoir )
| / T

Portrait view button

If not all columns are visible on the page, you can click on an arrow icon which allows you to easily scroll from
left to right. When adding, viewing or editing an entry in a log line, the entry can expand so all the data fields are

fully visible (Portrait view #=1'). To return from portrait view to the overview, click ‘Return to complete view’.
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SEARCHING IN LOG LINES

A search field is available allowing to search a certain value in all fields or in a specific field. To initiate a search,
enter a search field value in the text box and click the magnifying glass. To clear the search filters, select ‘Clear

Filter’.

[CAE Grade >

SORTING COLUMNS ON LOG LINES

The log lines can be sorted based on the column. Click once on the name of the column to sort in ascending
order and click twice to sort in descending order.

ADDITION OF A NEW LOG LINE

To add a log line, click on ‘Add’. If you want to add multiple new lines at once, you can add up to 10 lines at once

/

10 = Newrow(s) Add 1 E-En-u.-:;-
10 per add max & Columnis)

.

by entering the desired number.

INACTIVATE A RECORD

A log line that has been entered can be inactivated from the complete view by selecting the cog icon and
selecting “Inactivate”. The data will remain visible, but is scored through. A reason for inactivation will be

requested.
End Serious @ R >
8 e
Inactivate |
Audit History

A log line that has been inactivated can be reactivated by the same procedure. A reason for reactivation will be
requested.

| B

Reactivate h

Reactivate
Audit History
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4.Queries

You can answer queries in two ways:

1 Modify the data in the data entry field. When changing entered data, a reason for the change also has to
be selected. Typically, no additional response is required; however in some cases still an actual query
response might be requested (clarification of a situation).

2 Ifthe entered data is correct, you can provide clarification, justification, rationale, ... as a user response.

User entered data ‘ Query text
A i ' -
_;Uq WHO performance ® Data is required. Please complete. @ hd

status
1 the sourcs repe e, the eet Error e
the highest valu ng

‘ Query information

Reason for change of
entered data

| Query answer field ‘

More information about the query (origin and type of =
System Query
Opened : 07 Mar 2018

the query, date query was opened) can be viewed by | @
hovering over the query information bubble. To : System to Site
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Rave EDC

5. Patient list page and EDC tasks

The EDC section gives you at any time an overview of sites, patients and pending tasks. These tasks are actions

for you to perform such as pages requiring signature, non-conformant data to be corrected, open queries to be

answered or notes to acknowledge.

L

EQRTC 1811

EDC Admin |--r_;|;;u_|r Local Labs RBOQM

patients € Patients
arget: 0 Enrolled: 14 Completed: 1

vour tasks (ED >

Others tasks 2 > Patient ID ~ Patient status ~ Manage filters
List 20

PATIENT STATUS

LM SCREEMING
[ o] SCREEMING
[ W] ENROLLED

Return to previous design  TEST - Investigator NE

]

Development 117 - Universitair Ziekenhuis Ant...

Add patient Quick access

£parch a & Columns 1 )

DD EVENT

ENABLED
EMABLED

ENABLED

To find these tasks and the site and patient list page, click on ‘EDC’. In the patient list page you can find an

overview of the registered subjects. Follow the hyperlinks to the subject in Rave EDC.

Pending actions for the registered subjects are a
where you can navigate through the different ta

can be applied to find back tasks on specific subj

any combination thereof.

vailable under ‘Your tasks’. This opens the overview, from
sks and follow the hyperlinks to the actual action items. Filters
ects, forms, folders, number of days a query has been open, or

L Return to previous design  TEST - Investigator L [+] =] L] MNE
: -]
EQRTC 1811 Development 117 - Universitair Ziekenhuls Ant..,
EDC Admin Indpestor Local Labs  RBOM
Fatlents 20 Your open queries Quick access ~
Your tasks i
Patient ID ~ Fatient status ~ Manage fileers
Open queries D
List z8 Celumns c
Non-conformant data ()
&
Dwendie dats £ RN FOLDER COUNT MAX DAYS OFEN PATIENT 1D PATIENT STATUS
Signat; 73
N > 0O Screening 1 2280 0066 ROLLED
Notes 2
» ] 18 Tie OligoCare Radiot. 16 2780 0OGE ENROLLED
Others' tasks 2 ¥ » 3 Primary Disaase ... 3 2780  DOGE ENROLLED
» O B Disease Status [1) 3 2280 DOGE ENROLLED
¥ | Primary Disease ... 6 2Z80  DO6% ENROLLED
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6.Signing of eCRFs

The Principal Investigator, or a delegate, is responsible for endorsement of the reported data by signing the eCRFs in
Rave EDC.

Signature can be applied per patient, by clicking the Sign patient button at the patient’s homepage:

& 0001

Actions

Primary Form Sign Patient

Alternatively, forms can be signed in bulk from the EDC tasks menu:

Sites ¢ Your signatures
Patients 94
Site~  Country v Patient ID ~ Patient status v Manage filters
Your tasks v
Open queries (D List &7s

across 434 forms

27 selected Mark as signed Clear selection
Non-conformant data §)

Overdue data FORM FOLDER PATIENT ID PATIENT STATUS

Signatures

Demographics Screening 0001 SCREENING
Notes
Eligibility Screening 0001 SCREENING
Others' tasks 44 >
Registration 0001 SCREENING
Randomization Screening 0oo SCREENING
Eligibility Deviati... Screening 0oo SCREENING
Adverse Event Common Events 0ooz COMPLETED

By ticking box at the top of the table, all eCRFs that are ready can be signed by clicking the “Mark as signed” button.
Forms that are not ready to be signed, e.g. due to pending queries, will automatically not be selected.
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10
25
50

100

Rows per page

TIP: Expand the table by setting the number of rows as 100

7.Help

Help regarding the use of the Medidata Rave EDC system is available at any time in the question mark or the
speech bubble icon at the top right of the screen.

EDRTC 1811 - Davlopeninl 2% - Gustivg Roumsy i

[ORTC 1811 Derveloprsent 134 . Gustave Rouas ¥

Several help options are available:

= Read help article on this page takes you to a help page related to the page you are on (for example, if
you access this link from the visit dashboard page, help about that topic shows up).
= Report an issue allows you to search for help, or to report a problem directly to Medidata.

8.Rave Companion

Rave Companion is free software that enables Rave EDC site users to transcribe patient data from an EHR/EMR
into a Rave study form with greater efficiency and accuracy.

It has a floating window that mirrors the CRF. Any entry
done in Companion is entered in EDC and vice versa.

TRAINING
TEST mScreening / Lab Test
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Rave Companion can stay on top of .

H H e
other windows. It is useful for e vt e oo | o 3
Date received: 09/27/2022 Referring:

transcribing data from EMR/HER into Oneraported: oz cooner | o roc ez ke

Ordored Itoms = I
1 1 Renal Panel (10)

Rave EDC, without constantly having —_— — w——
Renal Panel (10)

to change focus between them. Clucose s ng/dL
BUN 14 mg/dL T
Creatinine 0.91 mg/dL \ ——
eGFR 84 mL/min/1.73m2 ‘
BUN/Creatinine Ratio 15
Sodium 138 mmol/L 3
Potassium [ 4.4 mmol /L
Chloride 104 mmol/L ‘
Carbon Dioxide, Total 28 mmol /L
Calcium 9.0 mg/dL Patassm ]
Phosphorus 3.2 mg/dL
Albumin 3.9 g/dL ‘

Click Data Capture allows to highlight text to automatically copy/paste this text into Rave EDC and minimize data

transcription errors. When using this feature, please exercise caution not to introduce personal data that is not
requested.

ABC Pharma XYZ Patient Nt linked #
— oo EMR N .

Patient Details

’ .
Patient Details Specimen Details Physician Detail-
gy Date collected: 09/27/2022 0000 Local rderin =
Albumin B ed: 09/27/2022 Referring:
te entered: 09/27/2022 D:
( Date reported: 09/27/2022 0000 ET NP ABE Pharma XvZ
39 Ordered Items
Renal Panel (10)

TESTS RESULT FLAG UNITS REFERE Al
Renal Panel (10)

Sodium b
Glucose 93
BUN 14
Creatinine 0.91
eGFR

84 mL/min/1.73m2
BUN/Creatinine Ratio 15
Potassium il Sodium 135 mmol /L
Potassium [ 4.4 mmal /L
Chloride 104 mmol/L
Carbon Dioxide, Total 28 mmol/L
calcium 9.0 mg/dL
Phosphorus 3.2 mg/dL
Chioride ] Albumin 3.9 g/dL
9.
Dir: Report Testing

For more information, demo videos and installation instructions, visit Medidata Rave Companion Knowledge Hub .
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