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Medidata Rave Training

Medidata Rave serves as the Electronic Data Capture
(EDC) application for ALZ-NET.




Medidata Rave Overview

« Medidata Rave serves as the electronic data capture (EDC) for ALZ-NET.
« Each site staff member that will be entering in participant clinical data
must have a Medidata Rave account to do so.

* Your Medidata Rave account will be unique in that the login cannot
be used for other applications used for ALZ-NET.
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Logging into Medidata — First Time User

Each user will receive an activation email @ =y & moy | R |

® If there are problems with how this message is displayed, click here to view it in a web browser.

fro m M e d i d at a - N Ot ifi ca t i o n @ m d s o I S co m ‘ CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you recognize the sender and know the content is safe,
after a member of the ALZ-NET Operations ot o ety o ey o

Team adds the user to their applicable site. medidata

Dear

would like you to join the Study ALZ-NET on iMedidata.

This is a no-reply email. If you have issues
with Medidata registration, please email
alz-net@acr.org

* Take me to iMedidata.

Your Medidata User Account Number is

If you need to contact the Medidata Help Desk, provide your account number so they can find your information faster. You can locate your account number in your iMedidata profile.

Click Take me to
IMedidata to activate
my account
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Logging into Medidata . medidata

Welcome

https://login.imedidata.com/login

Username

Password o

Bookmark this page and save

your login information.

| forgot my usemame or password

This login information is unique
to Rave and will not grant you o
access to any other applications.

@ Help Documentation

Medidata Solutions. Inc
a Dassault Systémes company
Privacy Policy Terms of Use

Copynght @ 1999-2022
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Accessing ALZ-NET in Rave

Tasks
Upon logging in, there will be a pending Invitations (1)
Invitation on the right side of the screen.
Join ALZ-NET
Click ‘accept’ — accept | decline
If a user has not completed the mandatory eLearning (0)

eLearning, it will be displayed in the eLearning
section. The mandatory course for ALZ-NETis | =
Medidata Classic Rave EDC Essentials for

Clinical Research Coordinators. This must be
completed in order to access the ALZ-NET EDC.

Mo Pending eLeaming
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Medidata Rave Home Page

Apps

RAVE
EDC

ACR

RAVE
Modules

ACR

My Information
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Studies 3

@ @ ALZ-NET (TST) @

ALZ-NET Rave EDC ALZ-NET (UAT)

Rave Modules Rave EDC

Rave EDC

If a user already has access
to Rave, all studies they have
access to will be listed.
Please utilize ALZ-NET by
clicking on Rave EDC




Accessing ALZ-NET in Medidata Rave

- — After clicking on Rave EDC, you
Iﬁ |Lj [L setinstiiution will be brought to this page.

Your Institution name will be
listed in the second tab, next to
ALZ-NET.

Subject | | e

Advanced Search

Subject

There will be a list of Subject
IDs below that are enrolled at
your Institution
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Entering Patient Information

|1.:1 | [ JALZ-NET | [ Test Institution[&1314-KMD-001 - Prior to entering patient information, please note that it
iIs recommended that all data should be entered as
& Subject Enrollment soon as possible, and no later than 14 days after the
Visit Date folder date.
(7} | Baseline 01 Jan 2022
3|6 Month Follow-Up 30 Jun 2022 Once the Baseline visit is entered, the appropriate
8 12 Month Follow-Up 29 Dec 2022 dates will be derived for all follow up visits. Folders
8 18 Month Follow-Up 30 Jun 2023 will remain grayed out until the timepoint is reached.
1|24 Month Follow-Up 29 Dec 2023
(|3 Year Follow-Up 28 Dec 2024 If you have any questions regarding the data entry
(34 Year Follow-Up 28 Dec 2025 process, please email the ALZ-NET Data
(3|5 Year Follow-Up 28 Dec 2026 Management Team at alznet-data@acr.org
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Entering Patient Information

ik | [ JALZ-MET | /- Test Institution [& 1242-001-5D I

Ry 1242-001-5D

] Enrollment Forms

[ Subject Enroll i
ubject Enroliment All tabs to the left must be filled out

Baseline L for each Subject ID. To fill out each
Medical History I”“”'t section, click on the corresponding
Concomitant Medication form.

Adverse Events
ARIA Adverse Events
TRIAD Submission Log When clicking on a section in the
highlighted box, a new tab will open
next to the Patient ID.
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Entering Patient Information

i: med idaltl_‘a

_ %1 | (DALZ-NET | & Test Institution | 2, 1242-001-5D | (5 Enroliment mes[ B Demcgraphy‘l

[, Enroliment Forms

&, Demography
% ALZ-NET Eligibility
Checklist

Subject: 1242-001-5D
Fage: Demography - Enrollment Forms

Subject Initials (LFM)

Date informed consent signed by patient or Legally Authorized Representative (LAR) (MM/D

Enrollment Forms was selected. Enrollment Forms and Demography
are automatically derived from data entered in CTMS during the case
registration process. If any data is incorrect, contact the ALZ-NET Data
Management Team.
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Entering Data in Medidata Rave

- H
z:medidata
RAVE
-
-a e . ) .
z:medidata S P E——
RAVE () Baseline
. [ Vital Si Subject: 1242-003-5D
int OALE—NET @TES‘! Institution B‘ 1242-003-5D tal =igns Page: Vital Signs - Baseline
C t Stud
B Concurrent Study Form Instructions: Data elements below must be collected by authorized site staff during standard of care clinical visit.
‘% 1242-003-SD Enrollment Form
. [] Lifestyle Data Assessment Date
ﬁ Enrollment Forms B Subject Enrollment 0 Subj .
ject Characteristics
i ?
a Baseline | Climcfl Features of Co- oA R T
o Visit | pathology
ﬂ Medical HIET.OF‘_-,n' | [£] Imaging Assessmeant
= Concomitant Medication | | [ Additional Measures Heioh
P ght
[}] Alzheimer's Disease
ﬂ Adverse Events Diagnosis Baseline .
B Baseline Novel Therapy Was weight performed?
] ARIA Adverse Events et ation VN
ﬂ TRIAD Submission Log [£] Baseline Novel Therapy
Aducanumab
[ Clinical Imaging Weight
Submission
[£] Baseline Healthcare BMI (derived)
Utilization

To enter information into a different form,
click the Patient ID and navigate to the
next form of choice.
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Entering Patient Information

To see what forms are outstanding, click the patient ID tab.
z:medidata

RAVE

1 | (DALZ-NET | 4 Test Institution | 2, 1242-001-8D | 3 Enrollment Forms | [’ Demography l

(o} Enrollment Forms
& D h Subject: 1242-001-SD
a em{_:gtap 1"‘_ Page: Demography - Enrollment Forms

The full list of forms that need to be completed will be listed on the left side of the screen.
iz:medidata

RAVE

_ 1 | (DALZ-NET | 42 Test Institution | 2, 1242-001-SD

L5 1242-001-SD

4 Enrollment Forms [ Subject Enrallment
3 Baseline
1 Medical Histary |'V|5|t

= Concomitant Medication |
] Adverse Events

£ ARIA Adverse Events
= TRIAD Submission Log
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Accessing ALZ-NET in Medidata Rave

Click ‘Save’ at the bottom of each page to ensure that all entered information has
been saved before moving to the next section.

v I
v IR

| Save || Cancel |

Medidata Classic Ravel® M021.2.1

Copyright € 1888-2021 Medidata Solutions, nc.
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Entering Patient Information

A RS I
2, 1242-001-SD Ky 1242-001-SD
(o3 Enrollment Forms f (g Enrollment Forms
(& Baseline o ] Baseline @
] Medical History ] Medical History
] Concomitant Medication: 1 Concomitant Medication:
] Adverse Events ] Adverse Events
] ARIA Adverse Events ] ARIA Adverse Events
] TRIAD Submission Log ] TRIAD Submission Log
If data is not entered correctly, a yellow icon with a red After completing each section, click on the
arrow will appear. This indicates that there is a field that Subject ID tab, which will show which
is either blank or contains an error. Please go back and sections are completed and which ones are
make the necessary corrections to complete the form. outstanding.
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Entering Patient Information —

Medical History

Medical History is entered at each visit

[Tz ot | o e e v

Subject: 1242-001-5D
|| Page: Medical History - Medical History

M Assessment Date

I

Medical History Term

If autoimmune disorders, cancer,
or other CNS disease, please specify

Please enter Assessment Date and Save the page. Then complete the questions that appear below.

Did this medical condition occur/
Is this medical condition occurring?

Start Date

Ongoing

End Date

Coded Medical History Term
(derived)

EN

| O ¢ H

Atrial fibrillation

Cardiac Arrythmia

Congestive heart failure

Ischemic heart disease

Down syndrome

Chranic liver disease

Autoimmune disorders, specify

Multiple sclerosis

L= = e = 1 B I S R B

Chronic infection

[=]

Diabeates

-
p—y

Dyslipidemia

8]

Cancer, specify

—
[¥%]

Cerebrovascular disease (without stroke)

=

Chronic headaches

=
[Sa]

Epilepsy

F
F
F
F
v
F
F
F
F
g
F
F
F

[=3]

Other central nervous system disease, specify

=)
=~

Parkinson's disease

[==]

Seizure disorder

=
w

Stroke

=]
[=]

Transient ischemic attack

Q000000000000 |00000 00

Bl
Bl
Bl
Bl
Bl
(X
Bl
Bl
Bl
Bl
Bl
Bl
Bl
Bl
(X
Bl
Bl
Bl

4
F
F
F
F

Printable Version View PDF  lcon Kay
CRF Version 1242 - Page Generated: 23 Sep 2022 12:02:49 Eastern Daylight Time
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Entering Patient Information —

Concomitant Medications

Subject: 1242-001-5D

Page: Concomitant Medications - Concomitant Medications EN

&L Currently viewing line 1 of 1.

% Click here to return to "Complete View". LTS
Concomitant medication name | Q¢ H
Indication O Adverse Event

O ARIAAdverse Event
O Medical History O FH
O Other
Dose | | O R
Units v | O ¢l
Frequency [ v| | QfHE
Route [ v| | QO F R
Start Date[?) | I~ | O ¢ H
Ongoing O Yes
ONo O fF R
O Unknown
End Date 2] | L.~ | OfH
Printable Version View PDF lcon Key
CRF Version 1242 - Page Generated: 23 Sep 2022 12:03:23 Eastern Daylight Time

Please log all medications that the enrolled patient is taking.

*Note that this information can be entered on an ongoing basis

ALZHEIMER’S
NETWORK




Entering Patient Information —

Reporting an Adverse Event

Subject: 1242-001-5D
Page: Adverse Events - Adverse Events S
&Ly Currently viewing line 1 of 1.
% Click here to return to "Complete View". IR O
Adverse Event Term
o/
4
Was this an SAE? O Yes o8
ONo
Did this AE result in death? O Yes o8
E ONo
Was this AE life threatening? O Yes 08
ONo
Did this AE require prolonged hospitalization? OYes 08
ONo
Did this AE cause persistent or significant disability/incapacity? OV
es orH
O No
Did this AE cause a congenital anomaly/birth defect? OYes o8
ONo
Was this an other medically important serious event? O Yes o8
ONo
AE Reference ID ‘ ‘ OrH
Start date (dd-mon-yyyy} | || ™ || ‘ QFr R
Ongoing? OYes o8
ONo
Stop date: (dd-mun-yyyy) | || V|| ‘ QFrH
Outcome: O Fatal
O Not Recovered/Not Resolved
O Resolved/Recovered with Sequalae orH
O Recovered/Resolved
O Recovering/Resolving
O Unknown
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Entering Patient Information —

Reporting an ARIA Adverse Event
@ | JALZNET| £ Test nstintion | 2,1242-001-8D | 5 ARIAAdverse Events | [ ARIA Adverse Events [ G

Subject: 1242-001-5D

Page: ARIA Adverse Events - ARIA Adverse Events E

& Currently viewing line 1 of 1.

% Click here te return to "Complete View" =l
Adverse Event: [ v] O H
Was the ARIA event serious? O

Yes
Qs H
O No
Did this AE result in Death? O
Yes
OrfrH
O No

Was this AE life threatening? Oes Q¢H The AE/SAE

O No

Did this AE Require prolonged hospitalization? O Yes tra C ki n g
o Qv H
No .
Did this AE cause Persistent or significant disability/incapacity? O VYes o 5 n u m b e r WI I I b e
#
O No d
Did this AE cause a Congenital anomaly/birth defect? O Yes 0w ge n e ra te
2 . .
e within Rave
\Was this AE an other medically important serious event?
8‘(99 SN A
No
AE/SAE tracking number: | | Q¢ H
Start date: (dd—Mon-yyyy) ‘ H L H | [S A
Ongeing? O Yes
O No O/H
Stop date: {dd—MDn—wyy) ‘ H L H | Qf RN

Qutcome OFatal
() Not Recovered/Not Resolved
O Resolved/Recovered with Sequalae
. Q8
O Racoversd/Resolved

(O Recovering/Resolving
O Unknown

ALZHEIMER’S
NETWORK




Entering Patient Information —
Reporting an ARIA Adverse Event

Radiological severity:
Action taken with Alzheimer's therapy:

Relationship to Alzheimer's therapy:

Concomitant treatment given:

If yes, record on the appropriate concomitant therapy form.

Resulted in withdrawal from [study]?

Printable Ve
CRF Versionn 1

iew PDF  lcon Key
ne Gensrated: N5 Ot 2002 0934°57 Fastern Navliokt Time

Click ‘Save’ after all information has been entered

If patient is withdrawing from ALZ-NET, please indicate ‘Yes’ or ‘No’
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ALZ-NET Operations Team
ACR Center for Research and Innovation

alz-net@acr.org
215-574-3150 ext. 4156
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