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Welcome

This manual is designed to be a useful and detailed reference for the EDC module in
Medidata Rave.

Using This Manual

The layout and format of this manual is intended to be as user friendly as possible.
The following legend should help differentiate aspects of the information contained in
the training manual:

These bullets show a list of definitions:

These bullets show a list of options:

a
a
These Numbered Lists Show General Step-by-step Procedures:
1.
2

These bullets show a list of options for a step.
=

=N

Note: Information in these gray boxes is to be noted or critical. Be sure to pay
special attention o the instructions or information here.
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Introduction to EDC

The electronic data capture (EDC) module is the component of Medidata Rave that
provides users with a means to perform electronic data capture tasks, (that is, enter
and manage clinical trial data). Display of specific pages is dependent upon the
configuration of the system. Exact details of the controls on the pages are described
in a later section.

The EDC module is comparable to a collection of electronic Case Report Forms
(eCRF). All data related to studies, sites, and subjects collected during a clinical trial
are entered and modified in the EDC module. Specific privileges can be applied to
users based on their assigned roles.

Document Version 15.0 PROPRIETARY - LIMITED DISTRIBUTION 13
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Basic Navigation

This chapter will cover the following topics:
o A Sample Rave Home Page
o Completing eLearning Requirements

o Navigation Hierarchy

Document Version 15.0 PROPRIETARY - LIMITED DISTRIBUTION

15



Medidata Rave Electronic Data Capture (EDC) Training Manual

16 PROPRIETARY - LIMITED DISTRIBUTION Document Version 15.0



Medidata Rave Electronic Data Capture (EDC) Training Manual

A Sample Rave Home Page

This section outlines the generic layout of pages within the system. Below is an
example of a sample home page. Each user’s home page setup may vary, depending
on the number of studies, sites, and modules of Rave to which he or she has access.

Messages &5 My Profile Help % Home fi Logout [&Y
Medidata Solutios User: John Dorian

Installed Modules —

s Welcome to Rave John Dorian 27 Sep 2007 12:37:42 PM There nave been 1o faledloane
;; Site assword Expires  Never
Administration Stud
udy
Reporter ! !
Hide Aux Studies
Studies
Last 10 subjects: (@ Avigail's Study
& 975jms (A DAC Study (Dev)
Psge 1 Pags 1of 1
Resources
Clinical Trials
Icon Key
Medidata Solutions
testing DT 6125 Messages
Yahoo! 3 User Administration Alert
07 Sep 2007 - Medidata@mdsol.com

3 User Administration Alert
07 Sep 2007 - Medidata@mdsol.com

Rave offers flexibility when navigating and using the system. Rave can be configured
for use with multiple studies (trials) and multiple sites (clinics or centers). The
possible combinations are as follows:

Single Study > Single Site
Multiple Studies > Single Site
Single Study > Multiple Sites
Multiple Studies > Multiple Sites

What you see may also vary depending on whether eLearning is required for any
studies to which you have access. Refer to the "Completing eLearning Requirements”
section in this manual for additional information.
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Home Page Descriptions

The Rave home page displays various links and pieces of information. Refer to the
descriptions below for details.

User Name - The user name, as registered with the system, is
displayed in the upper right corner of the screen.

Message Icon - Clicking the Messages icon located at the upper right
corner of the screen will bring the user to the Message page, where
new messages will be displayed in bold.

My Profile Link - Clicking the My Profile link located in the upper
right corner of the screen will bring the use to the My Profile page. On
this page, the user can select a time zone, view or edit user
information, and specify how many lines to be displayed per page
within EDC. Not all functionality on this page is relevant for iMedidata
users. Settings in the iMedidata Account Details page will override the
settings on this page. See the Getting Started in iMedidata Training
Manual for more information.

Help Icon - Rave offers context-sensitive help. Clicking the Help icon
located at the upper right corner of the screen loads help text that
corresponds to the page currently open.

Home Icon - The home page is the first page that loads when logged
into the system. Clicking on the Home icon located at the upper right

corner of the screen returns the user to the home page, regardless of
current location in the system.

Logout Icon - When finished working with the system, clicking the
Logout icon located at the upper right corner of the screen clears all
the Navigation tabs and loads the Logout form.

Installed Modules
/A Architect

Messages 5 My ProfiIeHeIp % Home £} Logout ,—Q iMedidatan
Medidata Solutions Worldwide User: Dana Cooperman

There have been no failed logins
ﬂ Welcome to Rave Dana Cooperman. Date: 29 Oct 2010 Password Expires fem
!

18
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Password Expiration Message - Displays the number of days until
the current password expires. This message does not apply to
iMedidata users.

* Failed Logins Message - Displays the number of unsuccessful login
attempts associated with the current user since the last successful
login. This message does not apply to iMedidata users.

fixHome

Welcome to Rave John Dorian 27 Sep 2007 12:42:16 PM There have been no failed logins >

Password Expires 95 Days.

Study ’
Hide Aux Studies
Studies
(A Avigail's Study
(A DAC Study (Dev)

Page 1 Psge 1of 1

* Navigation -Navigation tabs and the web browser’s back and forward
buttons (Rave 5.6.4 and up only) are used to navigate within the
system. Navigation tabs are located directly above the main area.
They provide quick access to pages relevant to the page currently
being viewed, as well as a means of tracking the levels of the system
that have been accessed so far. Tabs are sequentially displayed from
left to right in a folder style. Clicking on a tab loads the corresponding
page.

Welcome to Rave John Dorian 27 Sep 2007 12:45:40 PM

Subject /
Advanced Search & Add Subject
Subject
& 001dac
& 001 jms

Note: In Rave 5.6.3, do not use the web browser's back and forward buttons to
navigate; if you do, you will be prompted to log in again. In Rave 5.6.4 and later
versions, you may use the back and forward buttons.

* Installed Modules List - The Rave home page displays the list of
installed modules to which you have access. Each module focuses on a
different area of functionality in the system; for example, the Site
Administration module is used to create and maintain clinical sites
within the system. To access a module, simply click the module’s
name in the sidebar. The EDC module opens by default in the main
area of the home page. Your user permissions will determine which
modules within the system you can access.
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* Last 10 Subjects List - The Rave home page displays a list of up to
10 of your most recently accessed subjects. Clicking the subject name
within that list will open that subject’s home page in the main area of
the screen.

* Resource Links - The Rave home page may display a list of websites,
files, or other resources that may be of interest to you. Each resource
in the list is a link that, when clicked, displays that website or resource
in a pop-up window. Typically, links in the Resource list may include a
link to the sponsor’'s home page, common medical reference websites,
and so on.

Installed Modules
8 Site

Administration Study
Reporter ol
Studies
Last 10 subjects (A Avigail's Study
& 002JMS (A DAC Study (Dev)
& 1018 dac Psge 1

S 975jms

Resources

Welcome to Rave John ||

Icon Key

Clinical Trials Messages
Medidata Solutions E32 User Administra]
testing DT 6125 07 Sep 2007 - Medidg
Yahoo! 3 User Administrat]
07 Sep 2007 - Medidgl
L llear Admini atl
N_

The Main Area of a Sample Home Page

The main area of the Rave system takes up most of the screen. It is the primary
section of the screen where information is displayed and data is entered. Its contents
are dependent on the currently selected tab or module.

Typically, the main area of the home page displays:
O System generated welcome message
Q Site navigation tools (Dropdown View or List View)

Q System messages
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Welcome John Smith 08 Dec 2006 16:35:52

Study

Studies
(@ Fixitol
(@ Mediflex (Dev)
Page 1

lcon Key

Messages

3 User Administration Alert

08 Dec 2006 - Medidata@mdsol.com
3 User Administration Alert

08 Dec 2006 - Medidata@mdsol.com

E2 User Administration Alert
08 Dec 2006 - Medidata@mdsoel.com

Hide Aux Studies

Welcome John Smith 08 Dec 2006 16:39:23

site Navigation

v ©

Hide Aux Studies

Study

Icon Key

Messages

3 User Administration Alert
08 Dec 2006 - Medidata@mdsel.com

3 User Administration Alert
08 Dec 2006 - Medidata@mdseol.com

2 User Administration Alert
08 Dec 2006 - Medidata@mdsol.com

My Profile

Clicking the My Profile link located in the upper right corner of the screen of every
Rave page will bring you to the My Profile Page.

Medidata Solutions Worldwide

Installed Modules
/A Architect

8, User

Administration
& Site
Administration
Reporter
& Configuration

Messag€s My Profile E)Help 9 Home £ Logout [&Y
User: John Smith

There have been no failed logins
Password Expires  Never

Welcome John Smith 08 Dec 2006 16:39:46

Study [ | J
Hide Aux Studies

Studies
(@ Fixitol
(@ Mediflex (Dev)

Note: My Profile settings are not applicable to iMedidata users. For iMedidata
users, settings in your iMedidata Account Details page override settings in other
Medidata applications, such as the My Profile settings in Rave. Please see the
Getting Started in iMedidata Training Manual for more information.
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On the My Profile page, you can change your password, select a time zone, view or
edit your user information, specify your preferred language for text in the system,
and specify how many lines to be displayed per page within EDC.

@ | B My Profile

Change Password

TimeZene: [ (GMT-05:00) Eastern Time (US & Canada) =l &‘K‘z A e
User Information My Profile

First Name John Lines Per Page: 5

Middle Name Show Task List: Study

Last Name Dorian elLearning & Edit
Title

Institution Medidata Hospital

Address Line 1 123 Main Street

Address Line 2 36th Floor
Address Line 3

City Anytown

State NY

Postal Code 12422

Country USA

Email john@medidatahospital.com

Phone +1212 555 1212 [k
Fax

Locale English

& Edit

[Click Here for Customer Support Information

Change Password - Existing passwords can be changed at any time
from a link located on the home page. Refer to the “Creating Your New
Rave Password” section in the “Getting Started in Rave Training
Manual” for additional information.

Time Zone Selector - Use the dropdown menu to select the desired
time zone. The time is displayed in the EDC module in the specified
time zone.

s | B3 My Profile

< Change Password
[ —

(| mimezons: :(GMT-OS:OO) Eastern Time (US & Canada) v >

User Information

First Name Jnohn

User Information - User information, including name, address,
phone number, and language (locale preference), is edited by clicking
on the pencil icon or the Edit link in the lower right corner of the User
Information table. The sponsor will determine if you have the
necessary permissions to edit your user information. If you do not
have the necessary permissions, the edit pencil is not displayed.

22
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User Information

First Name John

Middle Name

Last Name Dorian

Title

Institution Medidata Hospital

Address Line 1 123 Main Street
Address Line 2 36th Floor
Address Line 3

City Anytown

State NY

Postal Code 12422

Country USA

Email jochn@medidatahospital.com
Phone +1212 555 1212

Fax

Locale English

When finished making changes, click the Save link or check mark
icon.

mar JoRn@medidatanospnal cc
Phone +1212 555 1212
Fax
Locale English v
&2 Save &9 Cancel >

D ————

Lines per Page Preference - The Lines per Page preference
indicates how many rows of information are displayed on a single page
in Rave. For example, if you have specified five lines per page as your
preference, you will see five subjects displayed on the Subject Listing
page. If there are more than five subjects enrolled at the site, you will
see multiple pages, each containing five subjects.

My Profile

< Lines Per Page: 5
NOW 3 udy
eLearning & Edit

Click the pencil icon to change the preference. When finished making
changes, click the Save link or checkmark icon.
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e Show Task List - Show Task List preferences are edited in the same
window as the Lines per Page preference, in the lower portion of the
My Profile page.

d

My Profile
Lir
Show Task List: Study

< Edit

The Task List displays all pending tasks, on a user basis, in one easy-
to-access location. By default, the task list is collapsed—only headings
are displayed.

(> Task Summary: Study Sites

The Show Task List preference allows users to specify at which level in
the system the Task List will be displayed in its expanded state. In the
expanded state, all task categories in the list are displayed.

Depending on the system configuration, users may have the ability to
select if the Task List is expanded at the study level (displaying all
tasks for all sites), site level (displaying all tasks for all subjects at the
selected site), or subject level (displaying all tasks for the selected
subject). The sponsor may choose which level will be displayed; in that
case, a message indicating the system setting is displayed.

V Task Summary: Study Sites

> # Requiring Signature 38
B> 4k NonConformant Data 18
> @ Requiring Coding or8
B> @ Requiring Translation 18
> 2) Open Queries o8
> &) Answered Queries org
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Completing eLearning Requirements

Before accessing your studies in Rave, you may be required to complete eLearning

courses. What you see when you log into Rave will vary depending on your elLearning
requirements.

Accessing and Completing an eLearning Course

If only one study requires eLearning, and you have not taken any other training
(instructor-led or eLearning), the eLearning homepage is displayed when you log into
the system.

@ | [ eLeaming Home

You must complete the eLeamning course(s) listed below in order to gain access to the corresponding studies in Rave EDC. For more help accessing eLearning courses. click on the
Rave Help link above

eLeaming Courses

Name Status Date Completed Study Prerequisite Duration (min) Certificate Start
8 CRC Training Not Started DAC Study (Prod) 22 >
[View All

If multiple studies require eLearning courses, and/or you already have access to
other studies, the Rave homepage is displayed when you log in. Any studies
requiring eLearning will display the text “(eLearning Required)”. If you attempt to
access the study the eLearning homepage is displayed.

Welcome Message In English RR Sep

Study ‘ /

%
<M8tudy (eLearning Required)

(@ Dermaloid

Page 1 Psge 1 of 1

The eLearning course, when launched, will display in a pop-up window.

o hi

Course Status Welcome to the

Medidata Rave ® Training program.
Course CRC Trainin|

Rave provides industry-leading user experience and functionality for
Electronic Data Capture (EDC), management, and reporting of
dlinical research data. The system is flexible and can meet spansor
clinical process requirements as well as the unique aspects of
individual dlinical trials.

This training course is intended for clinical site personnel as well as
sponsor staff who work on dlinical trials. This course will provide you
with a thorough understanding of how to use Rave to carry out your
specific responsibilities during the data collection and management
process.

Some of the features included in this training may not be utilized by
individual sponsors and others may be customized to meet unigue
study requirements. After completing and passing the final
assessment you will be granted full access to Rave.

Note: Please be sure to turn on your speakers as this course is fully
narrated. If you do not have speakers, please click the Transcript
* button /o | to follow along.

=3 @ nternet 100 -
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Each course includes an assessment quiz with a listed minimum score to pass in
order to access the study. This score varies by course. If you score below the
minimum grade, you must take the assessment again and score at or above the
minimum grade.

When you pass the assessment, the signature page is displayed, and may also
include an optional survey questionnaire. This survey allows you to give us feedback
on your elLearning experience, so that we can improve our courses.

eLearning Course Questionnaire

1. Was this course helpful?

01020304 O5 ONA

2. Overall rating of this course

010203 04 O5 ONA

3. Will you recommend this course to another user?
0102030405 ONA

4. Do you have any suggestions or comments?

eSignature
Please sign that you have successfully completed the course ‘CRC Training

PIN

Password

S S ——

Course Status

Course CRC Training passed

While completing the questionnaire is optional, entering your eSignature is required
to indicate that you have completed the required training course. The eSignature is
made up of you PIN or Username, and Password.

eSignature
Please sign that you have successfully completed the course 'CRC Training
PIN:|eeee

Password: eesessees

24 Sep 2007 04:04:58 PM (GMT) Csssblancs, Monrovis Sign

Once the eSignhature has been successfully entered, if no other training is required
for that study the eLearning panel closes and you are returned to the eLearning
homepage, where:

O a Certificate of Completion is available: To view, print or save the
certificate, click the PDF icon in the Certificate column of the
eLearning homepage for the desired course.

i | [E eLearning Home

eLearning Courses
Name Status Date Completed Study Prerequisite Duration Certificate Start

-8 eleamnrm Completed 17 Apr 2008 Localization (Prod) 60 = >

™ View All Proceed to Localization (Prod)

O a Proceed to Study link may become active below the list of
elLearning courses: This link will be available if the eLearning page
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was accessed by clicking on a study name on the eLearning
homepage, and if all required training courses for that specific study
have been completed.

M DeLearmng Home
i elLeaming Courses
Name Status

Date Completed Certificate

B

Study Prerequisite Duration
8 elearnrr Completed 17 Apr 2008 Localization (Prod) 60

I

| ™ View All

I

Proceed to Localization (Prod)
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Accessing the eLearning Homepage

At any time, you can access the eLearning homepage. There, you can review
completed courses and print out training certificates, as well as complete outstanding
course requirements.

The eLearning homepage can be accessed via the My Profile link, located at the top-
right of the Rave screen.

Messages [ My Profile E:,

Ther:

Welcome Message In English RR Sep

Study | J

Studies
(3 DAC Study
(B Dermaloid

In the My Profile section, there is a link to the eLearning homepage.

;User Information :AMy Profile
| First Name John Lines Per Page: 5

Middle Name v k List: Study
| Last Name Dorian |eLearning o Edit
Titla L

From the eLearning homepage, you can view the status of the course, review the
course contents, and view and print a certificate of completion.

Py IMy Profile | [ eLeaming Home

[eCearning Courses
Name Status Date Completed Study Prerequisite Duration (min) Certificate
W plated—24-Sap 2007 DAC Study (Prod) 22 = >
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Navigation Hierarchy

Once logged into Rave, it is important to understand the Rave Navigation Hierarchy.
For information on logging in to Rave, please refer to the Rave Getting Started

Manual.

The Navigation Hierarchy depends upon the system configuration and user
privileges. The following diagram illustrates how a user may navigate through the

system:

‘.............--.

Home Page
Study Selector Page
[T ™ (if necessary)
e +
Site Selector Page

[T i (if necessary)

v
Subject Finder Page |,
h 4
]
|
Subject Pages

-

Form Pages

1

Audit Trail Pages
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In other terms, the study and site view ability is as follows:

Study & Site view ability

Study

Site

What is Displayed

Single

Multiple

List of Sites

Multiple

Multiple

List of Studies. After study
selection, a list of sites is
displayed.

Multiple

Single

List of Studies. After study
selection, a list of subject
is displayed.

Single

Single

List of subjects

Each page is described in detail in its respective section in this training manual.
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Using the Rave EDC Module

This chapter will cover the following topics:
o Selecting a Study
o Selecting a Site
o Icon Definitions
o Icon Progressions
o Using Task Summaries
o Understanding Data Status Roll ups
o Selecting a Subject

a Time outs

Document Version 15.0 PROPRIETARY - LIMITED DISTRIBUTION 31



Medidata Rave

Electronic Data Capture (EDC) Training Manual

32

PROPRIETARY - LIMITED DISTRIBUTION Document Version 15.0



Medidata Rave Electronic Data Capture (EDC) Training Manual

Selecting a Study

Before using site navigation tools, it is important to understand the relationships
between studies, site groups, and sites.

Within each study, sites can logically be grouped into “"Worlds.” For example, in a
global study, one world might be “Europe,” and another world might be “United
States.” Note that worlds do not need to be based on geography, but can be grouped
according to any logical association.

Within worlds, which can be considered parents, sites can be logically grouped into
site groups, or children. Site groups may be based on geographical regions or any
other logical association. To follow the example above, within the Europe world, site
groups might include Germany, France, Spain, and Switzerland. Within the United
States world, Site groups might include East Coast and West Coast.

Site groups can contain sites, or can also contain additional site groups. In the
Germany site group, we might have individual sites for Berlin and Munich. In the
East Coast site group, we might see another site group for Northeast, and then
individual sites for Orlando and Atlanta. Within the site group Northeast, we might
have a site group for New York and individual sites for Boston and Bangor. For any
given study, a parent group world is assigned as the default site group. To this
parent, child site groups can be assigned from the Site Administration module.

GLOBAL STUDY (WORLD)

Ecuador
Medical

Center
West Coast

San
Miami Diego

Hospital Ear &

Eye

Seattle
Grace
Hospital

Osaka Tokyo Beljing Korea London
Heart & Nose & Medical Hosital Medical
Lung Throat Clinic Pl Clinic

Churtsey
Hospital

Madison NYU
Avenue Medical
Clinic Center

/ Diagram Key \
Site
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Accessing Studies from the Home Page

Logging in to the Rave system opens the home page, which displays the EDC
Module. The home page appears as either Dropdown-Display or List-Display.

Note: The Site Navigation fool can appear in either Dropdown-Display or List-
Display. Both views are discussed in this section.

1. Upon successful login to Rave, the Study Selector page is displayed

(list view is shown below).

Welcome to Rave Medidata Trainer 27 Jul 2005 13:37:44

r

Show Aux Studies

Study

Study
(J ### Praveen Migratar Test Project ##

(2 TD_Test01
Page 1 <<<Page 1 of 152>
lcon Key

Messages
No Messages

fix Home

There have been no failed loging
Password Expires Never

Note: If you only have access to a single study, that study automatically opens,
displaying a list of sites to which you have access. If you only have access to a single
site, the list of subjects for that site is displayed. Refer to the Selecting a

Site/Selecting a Subject sections in this manual for additional information.

In the Study Selector page, users can access live and auxiliary studies,
search box functionality, pagination, messages and the Icon Key.

= The Study Selector page allows selection of a specific
study/environment in a multi-study configuration.

= Clicking on the study name (link) opens the Site Selector page
for that study. Refer to the Selecting a Site section for further
information.

= By default, there is only one live environment for each study.

Additional environments can also be designed. All non-live
environments are referred to as auxiliary environments. An
auxiliary environment can be used for development, testing,
training, and so on. Users who have access to both production
(live) and auxiliary (non-live) environments can view a listing of
only live environments or both live and auxiliary environments.
Click the Show Aux Studies link to display both auxiliary and
live studies.
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= The pagination control (links) lists multiple pages in the study
list. If there are more studies in the list than the Study area
provides, a page list appears for navigation.

= Click the Icon Key link to display a key of graphical icons.
= The study search box filters and displays a subset of studies.

Enter a value in the search box and click the magnifying glass
search button to narrow down the list of studies.

Note:

Search Box - The asterisk (*) symbol can be entered as a wild card into text fields
along with a search string. For example, searching for T will return any values that
contain the letter T. Searching for T* will return values that begin with the letter
T. Searching for *T will return results that end with the letter T.

The search box functionality can be used in the same manner at the study level, the
site level, and the subject level.

Pagination - The pagination functionality can be used in the same manner throughout
the entire Rave application. The number of items per page is specified in the My
Profile section of Rave.

Auxiliary Studies - Auxiliary studies may be hidden by clicking the Hide Aux
Studies link. If auxiliary studies are hidden, and you are not assigned to any prod
studies, a message is displayed saying "No Studies Found.” To unhide the auxiliary
studies, click the Home navigation tab. If you are assigned to prod studies, click the
Show Aux Studies link to unhide the auxiliary studies.
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To View Studies Using List-Display Site Navigation Tools:

1. Click on the study name link to open the Site Selector page for that
study.

fux Home

YWelcome to Rave Medidata Trainer 27 Jul 2005 13:37:44

Study | 4
Show Aux Studies

=00}
@n Migrator Test@
(2 TO—Fest

Page 1

=<<Page 1 of 1=>=
lcon Key

Messages
No Messages

To View Studies Using Dropdown-Display Site Navigation Tools:

1. Select a study from the Dropdown-Display in the Site Navigation area
of the home page.

= If you are assighed to more than one study, you will see a
dropdown menu of alphabetically arranged studies. To omit
auxiliary studies from this list, click Hide Auxiliary Studies.

= If you are assighed to one study, only the name of the study
displays, and it is non-editable.

= If you are assignhed to auxiliary studies only, the Show/Hide
Aux Studies link is hidden and the study dropdown menu is
populated with a list of auxiliary studies only.

36 PROPRIETARY - LIMITED DISTRIBUTION Document Version 15.0



Medidata Rave Electronic Data Capture (EDC) Training Manual

2. Refine the search more by proceeding to the next step on this list or
click the Go To icon to the right of the study selector to go directly to
the Site Selector page

Site Navigation
Study Ritazaloid Study v ©
Hide Aux Studies
World v ©
v
Subject y
Advanced Search

Note: To move directly to the site or subject selector at any time, click the go to
icon to the right of the category you want to search on; for example, World, Child,
Sub-Child, and so on. Refer to the Selecting a Site and/or Selecting a Subject
section of this manual for additional information.

3. Once a study is selected, select the desired world, if applicable. Only
those sites that are within the user’s site group assignment will be
displayed. Once a world is selected, a dropdown menu will appear
containing only those site groups or sites associated with that world (if

applicable).

Site Navigation

Study Ritazaloid Study v ©
Hide Aux Studies

World v ©

v

Subject y

Advanced Search

4. Once a world is selected, select the desired site or site group within
that world, if applicable. Once a site or site group is selected, a
dropdown menu will appear containing only those sites or site groups
associated with the selected site group (if applicable).

Site Navigation

Study Ritazaloid Study QA v ©
Hide Aux Studies

Warld Europe v )

Europe v )

5. Continue in this manner until the search is refined to the desired level
or until there are no more child groups available.
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Note: There can be an unlimited number of parent/child relationships in the site
navigator. These parent/child relationships enable you to narrow down your site
search.

6. Click the Go To icon to the right of the lowest search level to access
the Site or Subject Selector page.

Note: If the lowest search level is a site group, the Site Selector page for that site
group will be displayed. Refer to the Selecting a Site section of this manual for
additional information. If the lowest search level is a site, or if the user is only
associated with one site, then the Subject Listing page will automatically open. In
that case, refer to the Selecting a Subject section of this manual for additional
information.
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Selecting a Site

The Site Selector page allows for selection of a specific site in a multi-site
configuration. The site selector has the same functionality as the study selector but
allows the user to select a specific site rather than a specific study.

If a user has access to multiple sites within a study, the Site Selector page opens for
site selection.

To Access a Listing of All Sites Within a Study:

1. Click the Study link to select a study from the home page.

fut Home

Welcome Seamus Dennehy 16 Jan 2007 04:16:05 PM

Study ’
Show Aux Studies
Studies
(oo s>
2 Mediflex
Page 1 Page 1 of 1

lcon Key

Note: If a user only has access to a single study, the Site page displays on the

user's home page (list view) showing only those sites the user has permission to
access.

2. When a study is selected, one of two pages appears:
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a If there are multiple sites associated with the study, the Site Listing
page displays.

@ [ (DIMS Training Study

Find Site v / [> Task Summary: Study

Advanced Search
B site Group World v/
[IInclude Sub Site Groups
Site Site Group
it Dungegan Ireland
“b medidata hospital World
# Medidata Intemnational ‘World
Y2 Watenville Ireland

Page 1 Page 1 of 1

Icon Key

& Click on a site name to display the Subject Listing page for that
site.

= Use the Site/Subject dropdown menu to search for specific sites
or subjects. Type a value or subject name in the search box
and click the magnifying glass icon to search.

= Click Advanced Search to access the Advanced Search page.

= Narrow down the number of sites listed in the site area by
selecting a site group from the dropdown menu.

= Check the Include Sub Site Groups box to display the sites
that are part of World, but also sites that are part of site groups
within the World. If the box is not checked, only sites that are
directly part of the World site group are displayed in the list.

a If there is a single site associated with the study, the Subject Listing
page displays. Refer to the Accessing a Subject by way of the Subject
Listing Page section in this manual for additional information.

Note: The user's ability to access sites is dependent upon which site group(s) the
user belongs to and specific sites that they are given permission o access.
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Icon Definitions

Within Rave, an icon key is accessible throughout the EDC module. The key contains
a description and picture of the commonly used icons. Below is a screenshot of the
icon key.

/= Icon Key - Windows Internet Explorer

£ | http:/frave562dryrun.mdsol.com/MedidataRAVE/(nxaygh553z2g0mn45bhp5v355)/Modules/EDC/IconKey.aspx

& Site (O Never Touched © Incomplete

3 Studies & Complete (@ Requires Verification

(0 Study & Locked @ Requires Review

2, Subject @ Entry Lock (2) Query Open

A Subject in doubt 44 Not Conformant @ Answered Query

[5] File @ Inactive [# Requires Coding

@ Site Group () Overdue A Requires Signature

fx Home [ Sticky Notes % Out of Range High

(0 Comments “ Data Changed = Qut of Range Low

§  Edit ¢ Protocol Deviation @) Requires Translation

Z Study Status Deferred % Site Status Deferred [1] Requires First Pass DDE
3 Folder not available to the user &1 Add Marking [z2] Requires Second Pass DDE
8 Task Summary Pop Up 5 Folder Requires Reconciliation DDE

Close Help Window

Done € Internet + 100% ~

To Access the Icon Key:

Icon Key 1. Click the Icon Key link (located throughout the EDC module).

Note: For a full listing of icons that appear throughout Rave, refer to the Appendix
in this ftraining manual.
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Icon Progressions

The life cycle of subjects, folders, forms, fields, and so on follows a logical
progression starting with never touched and progressing towards complete and
locked. Graphical icons are used throughout the Rave system to visually denote

status.

The following figure illustrates the status represented by each icon, and the
progression of icons throughout the life cycle:

Never Touched Incomplete Complete Entry Lock Locked
=0 @ O —®
il Data o Data
Entry En *
Q
&
~ @
& [=]
4 O
i ®
e Requires
Not Conformant l-_?,.'l Review
Query
Open
l'-QJ iID‘l
RESpDnSE Answered Requ S
Query Yerification
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Using Task Summaries

The Task Summary area displays all pending tasks for a study, on a user basis, in
one easy-to-access location. The Task Summary contains high-level categories, the
relevant icon for each category, and the total number of rolled-up tasks pending for
the current user in that category, based on user-role and privileges.

The items listed are filtered for tasks that are one level below the current level the
user is viewing. For example:

O The Task Summary on the study level displays the number of sites
within that study that contains the selected item (for example, 10 sites
within the study have forms that contain data that requires review).
The Task Summary only lists those sites that are within the user’s site
group assignment. In the expanded task summary view, if a site name
is clicked, that site’s Subject Listing page is displayed.

O The Task Summary on a site level (also called study site) displays the
number of subjects within the site that contain the selected item (for
example, five subjects within the site have forms that require review).
In the expanded task summary view, if a subject name is clicked, that
subject’s home page is displayed.

Q The Task Summary on the subject level displays the number of pages
(forms) within the subject that contains the selected item. (for
example, three forms within the subject have data points that require
review). In the expanded Task Summary view, if a form name is
clicked, that form is displayed.

Note: The headings in the Task Summary always indicate what is being counted:;
that is,, at the study site level, the word Subjects defines the item count.

To Expand a Task Summary Listing:

x| (DJIMS Training Study

Find Site 7 y @\sk Summary: Study Sites
Advanced Search

B site Group World v/,
Include Sub Site Groups
Site Site Group
4% Dungegan Ireland
‘D medidata hospital World
#> Medidata International World

‘2 Watenille Ireland
Page 1 Page 1 0f 1

Icon Key

1. Go the study, site, or subject level.
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2. Click the detail arrow to expand the Task Summary and display a list
of data for that level.

For example, at the study level, the Requiring Signature task lists
three sites, indicating that three sites have forms with open queries.
When the detail arrow for Requiring Signatures is clicked, the names of
the three sites appear.

3. Click the View Details arrow.

V Task Summary: Study
2 Requiring Signature

> 4k NonConformant Data

Sites
3 8

1 8

> @ Requiting
> @ Requiring
> (2) Open Que

V Task Summary: Study
WV 2 Requiting Signature
Dungegan
medidata hospital

Waterville
1
(> 4k NonConformant Data

> @ Requiring Coding

Sites
3 E
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4. For any category, click the pop-up icon to view a list of all pages
containing pending tasks.

V Task Summary: Study Sites
¥ 2 Requiting Signature e
Dungegan

medidata hospital
:Naten/ille 2 http:/iviper.mdsol.com - 4 - Requiring ... Q@
> 4k NonConformant Da

> @ Requiring Coding - 4 - Requiring Signature

Subject Page
003 jms Screening-Vitals
003 jms Screening-Medical History
005 jms Screening-Vitals
1003 jms Screening-Yitals

1

Medidata Rave® Version 5.6.0.111

Copyright @1999-2007, Medidata Solutions, Inc.

&] Done ® Internet

In the pop-up window, clicking the Subject Name (link) or the eCRF Page link will
directly open either the selected Subject home page or the eCRF page containing the
task, respectively. Pagination controls are displayed for each category if the number
of required tasks exceeds the number of lines displayed per page (as specified in the
My Profile settings). The system can be configured to automatically expand the
study, site, or subject level. The system can also be configured to allow the user to
decide which level should be automatically expanded. See My Profiles in the Getting
Started module.

Note: The pop-up window displays the subject and page (form) regardless of the
user's current navigation level.

In the Task Summary area however, summary statistics are displayed based on
navigation level, role, and user privileges. The heading at the top of the Task
Summary area indicates the navigation level and defines what item is being counted
(see screenshot above). The system'’s navigation tabs also indicate the user’s location
within the application.
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Understanding Data Status Roll ups

The number of pending tasks displayed in each category of the Task Summary is
calculated based on status roll ups. During a status roll up, the system reviews the
data in the system against the user’s role and privileges to determine the status of
each data point (for example, requires review, non-conformant, and so on) and what
pending tasks should be displayed in the user’s Task Summary. For example:

Q If a user can respond to Queries, during the status roll up, the system
locates data with queries and updates the Task Summary to reflect
open queries that need to be answered.

a If the same user cannot Source Data Verify data, and the system
comes across data that requires verification, then that information is
not displayed in the Task Summary.

If a status roll up is taking place when a user logs in at the study or site level, the
Study Status Deferred or Site Status Deferred icon is displayed in the Task
Summary. This indicates that the roll up is in progress. When the roll up is complete,
the Study Status Deferred icon is replaced with the number of pending tasks.

While status is deferred, a Summary Rebuilding: Click for Refresh link is displayed

atop the Task Summary area. This link provides the user with the ability to refresh
the page they are on, thereby displaying any of the statuses that have successfully
rolled up.

Note: Status roll ups at the subject level and below (folder, form, and so on.) are
never deferred, as the results of these lower-level roll ups are required in order for
the user to make informed decisions on how fo proceed. For example, a user
accessing a particular subject needs to know the status of that subject's forms
immediately in order to decide which forms to work on.

Subjects with the status of “In Doubt” will be ignored during a status roll up. The
status that is displayed for the study-site will reflect the subjects that are not “in
doubt.” When an In Doubt subject is accessed, that subject’s current status is
determined, and its icon updated accordingly. You will only see a subject with a
status of “In Doubt” in auxiliary environments, never in production.
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Selecting a Subject

A user's access to subjects in Rave is restricted based on:

a
a

Q

For example,

The subject's status in the study.

The user's permission to view and work with subjects of a certain
status.

The user belonging to a particular site group or site.

if a subject's status in a study is set to Screened, Randomized, or

Terminated, it is possible to exclude some users from seeing subjects with a
Screened status, while other users could see all subjects. If a patient belongs to a

site that the user does not have permission to view, the patient cannot be searched
for and accessed.

Note: Subject status permissions are configured by Role in the Configuration
module. Once a role is configured to view certain statuses, users with that role can
only view and work with subjects of those statuses.

Subjects can be selected in multiple ways:

Q

a
a
a

Last 10 Subjects List
Subject Listing Page
Dropdown List Navigation

Advanced Subject Search

Last 10 Subjects List

The Rave home page contains a Last 10 Subjects list. This list can be found in the
sidebar. The list displays the names of the 10 subjects the current user has most
recently accessed.

Last 10 subjects:
5y 002 JMS
Sy 001 jms
Sy 124 DAC
8y 122UMS
Sy 121 jms
5y 123 DAC
Sy 104 dac
8 aye2023
8 111111
Sy 215 saa
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To Access a Subject Directly from the Last 10 Subjects List:

1. Go to the home page by clicking the Home icon in the upper right
corner or the Home navigation tab.

2. Click the Subject Name (link) in the Last 10 Subjects list located in
the sidebar.
Accessing Subjects by way of the Subject Listing Page

Once a study and site are selected, the subject can be selected using the Subject
Listing page within a site. The Subject page is used to select or add subjects to a
specific site.

A list of all subjects associated with the study and site is displayed in the main area.

Subject y v T;sk Summary: Site Subjects -
> Requiring Signature
Advanced Search & Add Subject N g =t 7
. > 44 NonConformant Data 108
Subject X
S 001 csh > ? Eequmng :odmg 0 :
< ® Requiring Translation
S\ 002 jms B> © Requiring ) 0
o > (2) Open Queries org
&5 099 jms 5
o (> @ Answered Queries or8
&0 1002 jms .
[> [ Sticky Notes or®
£ 1003 jms
. [> @ Requiring Review 58
$
“f 1004 jms > (O Requiring Verification 58
9
chy 1005 jms > ) Overdue Data or®
Page 1 of 1
Fage 1 ceete [> @ Ready for Entry Lack 708
> @& Ready for Data Lock 709
Icon Key [> (2) Cancel Queries or®

O The site-level Task Summary is displayed, containing all tasks within
the current site for the current user. Refer to the Viewing Task
Summaries section of this manual for additional information.

A Click a subject’'s name (link) to open the subject home page for that
subject.

QO Click the Add Subject link to add a subject to a study. Refer to the
Adding a New Subject section of this manual for additional
information.

Click the Advanced Search link to open the Advanced Search page.
See the Advanced Subject Search section of this manual for additional
information.

| Advanced Search |

Accessing Subjects by way of the Dropdown List Navigation

The Rave home page contains search functionality within the Dropdown-Display Site
Navigation area. This functionality enables users to search for subjects within a
specific study. Searches can be performed on either a basic or advanced level.

Note: A Rave URL can be configured to have either dropdown list navigation or list-
view navigation. This setting is specified in the Configuration module.
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To Access a Subject by way of the Dropdown List Navigation:

1. Select a study/site from the Site Navigator area on the home page.
2. Once a study/site is selected, the subject search field will be displayed.

3. Enter a subject name (if known) into the subject field.

Site Navigation

Study Ritazaloid Study v ©
Hide Aux Studies
YWorld v 0
v
Subject

Advanced Search

Note: The Search Parameter field can be used fo search on preconfigured search

criteria. Select a search parameter from the dropdown menu and enter the value to
search for in the Subject field.

4. Click the Search icon to search for subjects or values that meet the
criteria entered.

= If there is no subject enrolled that meets the criteria, a "*No
subject found” message will be displayed.

= If multiple subjects are found that meet the search criteria, the
list of subjects are displayed on the Advanced Subject Search
page.

= If one subject is found that meets the search criteria, the

Subject home page is displayed for that specific subject.
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Advanced Subject Search

Studies can be configured to contain an Advanced Search feature that enables users
to search for subjects using predefined search parameters. If the Advanced Search
functionality is enabled, users will see an Advanced Search link in the Site Navigation
area of the home page. The Advanced Search link will appear if the user selects a
study or if a basic subject search returns multiple results.

Fields commonly found in the Advanced Search include:
a Subject Name (default)
O Subject Status (default)
O Last Visit Date (default)
O Additional fields as dictated by the sponsor.

To Access Subjects using the Advanced Search Functionality:

1. Select a study from the Site Navigator area on the home page.

2. Once a study is selected, the Basic Subject Search field is displayed
along with a link to the Advanced Search page.

AersETEmEe. |
Subject y v T;sk Sum‘lnmy: Site Subjects -
yr— 'S
2 DS;:JJ:::] > ﬂ Requiring Coding or?
Q (> ® Requiring Translation or®

4 002 jms

2 TN > (2) Open Queries (inc)
D 1002 jme (> @ Answered Queries or?
> [ Sticky Notes or?
E\:’ 1003 jms [> @ Requiring Review 508
&y 1004 jms [> (O Requiring Verification 509
£ 1005 jms > © Overdue Data org
Page 1 Fage ol [> @ Ready for Entry Lock n
> @ Ready for Data Lock 79
Icon Key [> (@ Cancel Queries or®

Note: The Advanced Search feature can also be accessed from the Site home page,
also known as the Subject Listing Page or Subject Page.

3. Click the Advanced Search link to display the Advanced Search page.

Find Subject -- Study JMS Training Study Prod -- Study Site Dungegan & Add Subject
Subject Subject Status v
v

Ethnicity: v Calculated Age:
Last Visit Date v # Search

Subject Subject Status Ethnicity Calculated Age Last Visit Date
1
Icon Key
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4. Enter the desired search criteria.

5. Click the Search icon to search for subjects who meet the specified
criteria. The system returns all subject matches based on the search
criteria. Certain subjects may or may not be displayed in the returned
subject list based on the user’s role and permissions, including which
sites the user has permission to access.

6. Click the link to open the Subject home page for that subject.

Find Subject -- Study JMS Training Study Prod -- Study Site Dungegan & Add Subject
Subject Subject Status ¥
v
Gender: N Calculated Age:
Last Visit Date Last 12 Months v #~Search
Subject Subject.Stat Gond Laloulatod b Last Visit Date
o U0Tcsb Enrolled Female 3 11 Apr 2006
a 002 Jm ; S Feb 2006
& 003 jms Enrolled 28 Feb 2006
5 004 jms Enrolled 28 Feb 2006
& 005 jms Enrolled Male 28 Feb 2006
& 006 jms Enrolled 02 Mar 2006
& 098 jms Enrolled 08 Mar 2006
£ 099 jms Enrolled 06 Mar 2006
2 100 JMS Enrolled 28 Feb 2006
£ 1002 jms Enrolled 28 Mar 2006
£ 1003 jms Enrolled 28 Mar 2006
5 1004 jms Enrolled Male 50 29 Mar 2006
S 1005 jms Enrolled Male 51 29 Mar 2006
o 106 JMS Enrolled 28 Feb 2006
2 4569 csh Enrolled Female 11 Apr 2006

Note: Click any column heading to change the sort order.
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Time outs

For security purposes, Rave uses an internal timer to lock users out of the system if
inactive for a certain period of time. This time period is configurable and is study-
specific. There are three types of time outs:

d Password Time outs
A Interaction Time outs

O Web Session Time outs

Note: For iMedidata users, there is an additional time out for iMedidata. Follow the
on-screen prompts to regain system access.

Password Time outs

If logged into the system for a certain period of time (as specified by the sponsor)
without interacting with the system, the user may be prompted to re-enter their
password in order to continue working. A message similar to the one seen below is
displayed.

When the user re-enters the password, s/he is returned to the same page that was
previously accessed. Any data entered or changes made during the previous session
that were not saved are lost.

Help % Logout [
Medidata Solutions Worldwide User: John Smith, Study Coordinator

John Smith, Study Coordinator (jsmith)
For security reasons, please re-enter your password

Enter your Current Password |

Interaction Time outs

Similar to a password time out, an interaction time out occurs if a user is logged in
for a certain amount of time (as specified by the sponsor) without interacting with
the system. The interaction time out is typically set for a longer period of time than a
password time out. When an interaction time out occurs, the next time the user
attempts to interact with the system, s/he is redirected to the Rave login page. The
username and password must be entered in order to access the system. This begins
a new session, and the home page is displayed. Any data entered or changes made
during the previous session that were not saved are lost.

Note: Be sure to save all changes before leaving the application idle.
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Web Session Time outs

After a certain amount of time, the web browser may need to refresh. When this
occurs, the user may be prompted to re-enter the password. This setting is not
configurable.
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Creating Subjects

This section will cover the following topics:
0 Adding a New Subject
O The Subject Home Page

O The Add Event Dropdown Menu
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Adding a New Subject

Every study has a form designated as the primary form, where data entry must be
completed before a subject can be added to the system. The fields on the primary
form can be used to derive the subject’s name within the study. When the form is

submitted, the new subject is added to the site within the study. The primary form is

a required form.

Note: The client defines the name & fields of the primary form.

To Add a New Subject to the Study:

Add Subject 1. Click the Add Subject link on the Subject page.
Subject v T;s;Smnma;y: Site Subjects .
ing Signats
Advanced Searc = N Ml il L2
. (> 4k NonConformant Data 18
Subject R o =
£ 001 csb > " ety il 0
Q . (> ® Requiring Translation ore
s 002 jms
[> (2) Open Queries 39
9 003 jms
2 o0 (> @ Answered Queries 18
;: jms (> [ Sticky Notes (i]uc)
_\? 005 jms (> @ Requiring Review 1ee
% 006 jrms (> (O Requiring Verification 1219
&2 098 jms > ( Overdue Data org
Q. .
& 099 jms > @ Ready for Entry Lock 1509
a
£ 100Ms > @ Ready for Data Lock 1509
£ 1002 jms [> (@ Cancel Queries 409
£y 1003 jms
Sy 1004 jms
£y 1005 jms
& 106 JMS
&b 4569 csb
Page 1 Page 1 of 1
2. The primary form for the new subject is displayed:
3. If applicable, select an investigator from the dropdown menu (within
the subject status bar).
4. Type in the appropriate data in the open text fields.
5. Click Save.
1 [ (IMS Training Study | 2Dusgagant O New Subject
Responsible Invesng Subject Status:New
Subject: New Subject b e oa
Page: Subject ID B s oo
Subject Initials ) ¢ N oo
Subject Number {(please enter the subject number, or leave blank if you h 5 R oo
would like this field to be automatically calculated) v’
Subject Identifier R e O
Printable Version lcon Ke;
CRF Version 927 - Page Genevsxed 17 Jan 2007 01:45:47 PM Eastern Standard Time
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Note: A pop-up window is displayed in the lower right corner to confirm that the
subject was saved in the system. No user response is required when this pop-up is
displayed.

Depending on system configuration, an additional pop-up confirmation window is
displayed in the center of the screen where the user must click OK to confirm that
the subject should be created. If the user clicks Cancel, the subject is not created.

Subject: 222 rrr X
Saved Subject: 222 rrr

Microsoft Internet Explorer

? / Are you sure you wish ko save this subject?
\.

OK ][ Cancel ]
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The Subject Home Page

Upon successfully saving the primary form, the Subject home page opens. The

Subject home page summarizes the information for each subject. An example of a
Subject home page appears below.

The Subject home page is made up of two main areas, each of which can contain
multiple pieces of information.

Y - 75 s ST G 2

S 001 M

3
3
-
2
-
a
a
a

Wegre 150 LIS
Vot st #1 30 Jeat

CRF Hestery

X8 KM . Brvoleent

XN LM . Dewogr agrecs

e

frFl
2 & &

Date

For all applicadle Forms ugn below

S90 ard Save

Agd Evert

v |AM

V Tank Surmmary: Subject
B & Requeng Sgnatere

5 O Requeng Vertcaton
B © Overdus Oata

B> © Reatdy for Entry Lock
B> @ Reaty for Data Lack

B D Cancel Quenes

Pages

®om-~0o0O0O0OOMN
B R EEEREER

o o

d The Sidebar

Subject Matrix
Subject Summary
Subject eCRF History

d The Main Area

Subject Schedule
Add Event Dropdown
Task Summary
Additional Controls

Each of these areas will be defined in detail in the upcoming sections of this manual.
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Subject Matrix

A set of forms and folders defined for the study and related to the subject is
displayed in the Sidebar of the Subject home page. These forms and folders are
known as the Subject Matrix. The subject name is displayed atop the Subject Matrix.

ABC12345
Screening
Baseline
Week 1

End of Study

b (D [ (D &°

Upon subject creation, the default matrix (default set of folders and forms) for the
study is assigned to the subject and is displayed in the sidebar of the Subject home
page. As data is saved into the various forms in the matrix, each form displays
status icons (for example, Incomplete, Complete, Query Open, and so on.)

Note: Refer to the Icon Key for icon description or review the complete listing of
icons located in the Appendix of this manual.

Clicking on the folder name link (for example, Screening) opens the first form inside
that folder in the main area. The navigation tabs at the top of the main area are
updated to reflect the user’s location in the system.

@ Messages B My Profile BB Help § Home X Logout Y

Iuions Worlduwide s T — User: Seamus Dennehy Mr.
52 | ) Cuchulainn Study | 2 Dungegan | 2, 101 JMS | 3 Screening | [ Envolment
3 Screening —
Enroliment T
Subject: 101 JMS b ® o
Page: Enrollment - Screenin p
[ Inclusion and 9 9 B o
Exclusion Criteria Enrollment Date = or@
B vitals 3
[ visit Date Subject Status v Or@ m]
[ Occlusion
) Medical History
Signand Save |
v Printable Version View PDF Icon Key
R0 CRF Version 34 - Page Generated: 03 Dec 2012 18:06:37 Eastern Standard Time save | [ Cancel |
101 JMS - Enroliment
1000 JMS - Enroliment

Note: The navigation tabs can be used to move throughout the subject, study, and
site.
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For example, if the user is working in a Demographics form within the Screening
folder, the tabs display in the order of Screening and then Demographics. Click the
Screening tab to open the Screening folder, displaying in the sidebar all forms within
the Screening folder. The first form in the list will be automatically displayed in the
main area. To move to another form within the Screening folder, click the form name
(link) in the sidebar.

P —

fal ll__quchuIainn Studyl s Dungegaan_-, 101 JMSI(ﬁScreenin [£) Demographics )

Subject: 101 JMS
Page: Demographics - Screening

3 Screening
[3 Enrollment
T

Demographics

_|

These forms and folders that make up the matrix are often required to be completed
for each subject that is participating in the study. Refer to the Entering Form Data
section in this manual for more information.

Subject Summary

The Subject Summary contains data fields that have been configured to display in
the sidebar of the Subject home page. Typically, these would include key pieces of
study information such as subject name, subject number, gender, and so on. The
fields displayed in the Subject Summary are dictated by the study sponsor and will
appear in the sidebar of the Subject home page. The header fields are non-editable
and only display fields that the user has permission to view.

The Subject Summary will display field labels whether or not data has been entered
for the selected subject for that particular field. If no fields have been configured as
summary fields, the summary will not be displayed.

Subject Summary
Age: 37

Gender: Male

CRF History

Depending on the current navigation page and user privileges, the sidebar may also
display the last 10 subjects that the user accessed in current or previous sessions.
The system displays the subject name and the eCRF that was accessed for that
subject. Each list item is a link that will display the specified page for the specified
subject. The subjects appear on the list in reverse chronological order; the most
recent subject accessed is at the top of the list.

CRF History

DACSSS - Demegraphy

Ano

DACSSS - Infermed Consent

DAC108 - Demegraphy

DAC108 - Screening Date
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Subject Name

At the top of the Subject home page, the subject’s name is displayed in the subject

tab.
i e od o / \
fl | @Studms' ( JZev5.4 Dry Run| Jis SitebbB

[& Prima ry Form
Visit Date
re) Foldert Not Set

Note: The new subject name is configured based on the specifications in the
protocol. Often, the subject name is derived from the data entered in the primary
form.

Subject Header

The Subject Header contains key pieces of subject data that are displayed at the top
of the Subject home page and eCRF pages in the Subject Matrix. Typically, these
would include key pieces of study information such as subject name, subject
number, gender, and so on. The fields displayed in the Subject Summary are
dictated by the study sponsor.

@ SubjectiD: 234 Derive@
M) Primary Form Subject Administration
Visit Date Task Summary:
) Folder! Not St > 44  0MNonConformantData a
ot Se e
- cn ~ > O 0 OverdueData -8

The header fields are non-editable and only display fields that the user has
permission to view. The Subject Summary will display field labels whether or not
data has been entered for the selected subject for that particular field.

Link to Primary Form

A link to the primary form is displayed on the Subject home page if the current user
has the necessary permissions to edit the primary form.
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Subject Schedule

The Subject Schedule lists visits that are required for subjects. It functions as a
guide to facilitate scheduling subsequent return visits, and, depending on the role, a
signature tool. The Subject Schedule is read-only and cannot be edited or deleted.
The Subject Schedule can be viewed on the Subject home page.

Folder Links with Status Icons

The folders listed under the Visit column heading are links that, when clicked, open
the folder or form in the main area. The icon to the left of each folder name indicates
the status of that folder or form; for example, complete, incomplete, locked, and so
on.

Target Dates

For each visit, there is an associated target date listed in the Subject Schedule. Visits
that do not currently have specified target dates display the folder or form name
only.

The dates found in the Subject Schedule are calculated automatically based on data
entered into the subject’s eCRF. A specific date entered into an eCRF is designated
as the calendar start date. The entry of the default calendar start date sets the
subject calendar based on the days offset specified for each individual folder.

2 |ILJJMS Training Studyl 2 Dungegan [&-001 KLM _
Gender: Female Calcul
[ Subject ID

Visit
! 1 Month

Date
29 Jan 2007
28 Feb 2007

30 Mar 2007,

Note: Data entry may not be available in a folder prior to or after the reference
dates specified. In this case, the folders are grayed out.

Batch Signature

Batch signing enables a user to sign off on multiple folders and forms at once for a
subject. Depending on their permissions, users may be able to batch sign forms
directly from the subject home page. Refer to the Electronic Signature section in this
manual for additional information.
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The Add Event Dropdown Menu

Each study has a default set of folders and forms, referred to as the “default matrix.”
This default matrix is assigned to each subject upon initial entry. Refer to the Subject
Matrix section in this manual for further information on matrixes.

If additional forms or folders are required for a subject during a study, they can be
added using the Add Event dropdown on the Subject home page:

The Add Event feature is accessible if:

O There are additional/optional matrixes to be added to the default
matrix for a study.

a A set of folder/forms is required under circumstances outside the
realm of a typical study that are not contained within the default
matrix; for example, an unscheduled visit.

The additional matrixes are defined by the sponsor’s specifications. The humber of
times a matrix can be added for a subject within a study is configurable. Once the
maximum number of additional matrixes is reached, the add event feature is
disabled.

Note: If a user does not have Entry role action permissions, the Add Event dropdown will
not display.

To Add an Additional Matrix:

1. Select the matrix to be added from the Add Event dropdown menu.

3 Secene B St 0
£ Week 1

£ Week 2 Visit T
[ Enroliment

[ Demographics
[ visit Date

[ LabForm

[ LabDs
[ LabDemographicsDHL
[ LabFormDHL

[% dictform

For all applicable Forms sign below

Signand Save

Add Event | v

End of Study
Unscheduled Visit

CRF History
001 KLM - Enroliment

001 KLM - Demographics
001 KLM
Excusion

Icon Rey

2. Click the Add button.

3. Upon saving, the new matrix is added to the sidebar.

£h 004 jms 4

(3 Screening
5 Baseline
£ Week 1

3 Unscheduled {1)

)
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Note: A number in parentheses indicates that another instance of a folder or form
has been added to the subject's matrix. For example, if a folder has been added one
time, it will display (1). If it is added a second time it will display (2), and so on. The
new folders and forms appear in the sidebar and in the Subject Schedule as well, if
applicable.

Certain folders are defined as “reusable.” Reusable folders only display once in the
sidebar. Reusable folders function in the Add Event matrix as follows:

Q If the reusable folder is a parent folder, the first time the matrix is
selected from the Add Event dropdown menu, it is added to the
sidebar with all relevant folders/forms as defined within the matrix.

Q If the reusable folder is a parent folder, all subsequent additions for
any matrix where the folder is a parent folder uses the previously
added folder. All relevant folders/forms defined within the matrix are
added to the pre-existing parent folder in the sidebar.

Disable Add Events

The Add Event feature can be disabled if a user has Lock role action permissions.
Disabling Add Events for a particular subject prevents EDC users from using the Add
Event functionality for that subject. For example, disabling Add Events may be used
during the study locking period. Once the Add Event feature is disabled, it can be
enabled again by a user with Unlock role action permissions.

Below is an example of how the Add Event feature displays for a user with lock,
unlock and entry permissions. This display may vary depending on user role
permissions.

To Disable Add Events

Note: If a user only has Lock role action permissions, only the Disabled radio button will
display.

1. Click the Add Events Disabled radio button.

Add Events Disabled  Enabled

Add Event ... > | Add |

2. The Add Event dropdown grays out and a lock icon with a message of
"Add Event is currently disabled for this subject" are displayed.
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Add Events @ Disabled ) Enabled

Add Event
<Mt is currently disabledmm’w>

/

Note: A user can click either the lock icon or the message to display the audit trail.

To Enable Add Events

Note: If a user only has Unlock role action permissions, only the Enabled radio button
will display.

1. Click the Add Events Enabled radio button.

Add Events @ Disabled ("’ Enabled

Add Event
& Add Event is currently disabled for this subject.

2. The Add Event dropdown is available to use.

Add Events Disabled @ Enabled

Add Event ... v Add
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Messages

As a result of some conditions such as queries, protocol deviations, or a user being
locked out of the system, an email may be sent out to a specific user or to a set of
users. A copy of the message may also be displayed in the Messages section at the
bottom of the Rave home page.

The user can also access messages from the Messages link on the upper right of any
page in the application.

To Access Messages

1. Click on a message:

ANy profile B Help 9 Home @ Loge]
ser: Seamus Dennehy)

Installed Modules

Administration
[@ Reporter
& Configuration

B

Report
Administration

4
Administratiory

& DDE

&4 Translation

Workbench
) PDF Generator
=0 DCF - Beta

= In the Message section of the home page, or
= After clicking on the Messages link in the upper right corner of
the page.

2. Click on the Delete button to delete the message from the list.

From Medidata@mdscl.com
To Seamus Dennehy Mr.
Subject Edit Check Message
Sent 30 Jan 2007

A protocol deviation has occured

< &3 Delete >

TS—
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Email Confirmation

The system can be configured to send email messages and to require a confirmation
that the email was read. Any email sent will continue to be re-sent at preconfigured
intervals until the receiver gets a confirmation receipt. Confirmation of an email is
sent through your email account, not through the Rave system.

To Confirm Receipt of an Email Message:

1. Open the email message.

2. Click on the link at the bottom of the message.

From: Medidata@mdsol.com Sent: Tue 1/30{2007 1:46 PM|
To: James M. Sugrue, Jr,

Cc:

Subject:  Edit Check Message

A4 protocol deviation has occured for subject "1006 JM3" in site
"Dungegan” for the "Cuchulainn Study"” study. The description for the
SAE is "" and was entered at 30 Jan 2007.

lick on the following link to confirm receipt of this ems

http://viper.mdsol.con/HedidataRAVE/EnailConfirm.aspx?ID=92
&GUID=E66EEC75-D40B-4A51-5140-207AC4BAFCS2

T~
—— ————

3. The Rave Email Confirmation page appears.

Medidata Solutions Worldwide

Email Confirmation

This email has been confirmed

Note: In case the user changed any of the values in the link, an error will be
displayed, indicating the email could not be confirmed.

If the user does not click on the confirmation link in the email, the system will
continually resend the message.
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Data Entry & Maintenance Using Forms

This chapter will cover the following topics:

Q

Q

Form Layout

Entering Form Data

Form Submission Confirmation
Editing Data

Audit Trail

Log Forms

CRF Attachments

Missing Data Codes
Accessing Previous Visit Data
Using Template Forms
Language Translation

CRF Coding

Lab Data Entry

Lab Maintenance
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Form Layout

A form is used to enter data into the EDC module. A standard form consists of rows
containing questions and data entry fields to answer those questions. The standard
form page layout is comprised of form headings or titles, form questions, data entry
fields, and additional controls (icons and links). Each area is discussed in detail in the
following sections.

Gender: Calculated Age:
Inactivate Page]
Subject: 004 jms R
Page: Demogmphics B ¢ o0
Date of Birth 2 Or@ OO0
Ethnicity 3 0Or@ oo
Specify race -
Qs @ 0o
Gender OMale OFemale O 7 & oo
Calculated Age Ox @ O
Printable Version View PDF lcon Key
CRF Version 776 - Page Generated: 18 Jan 2007 10:26:18 PM Eastern Standard Time

Data Entry Field Control Types

The term “control type” refers to how the data is going to be entered into the
system. The data entry fields are displayed on the right side of the form and can
include the following control types:

Control Sample Description
Type
Text i i
ex sample text Displays a horizontal text box, long

enough to capture the number of
characters specified in the variable format.
Allows users to input alphanumeric
characters.

Long Text Displays a rectangular text box with a
sample long text .
vertical scroll bar to accommodate a larger
block of text.

Date Time Displays text boxes for the user to enter
i Dec @8)(2006 the day, month, and year. The order of

the date sections may vary according to
the sponsor’s specifications.

rd Time
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Control Sample Description
Type
Check Box Displays a box that the user can flag to

indicate a response. For example, “Please
check the box to indicate that you have
read and agreed to the conditions outlined
above,” would display a check box for the
user response.

Dropdown Displays a dropdown menu that allows
Menu users to select a single option from a list
of choices. Selecting the ellipsis "...” is the
equivalent of submitting the field without
Able to bear children il | making a selection. If additional

Post menopausal | | information is required about any entries
Sterlle - of child bearing age in the list, an extra text box may be
displayed to the right of the dropdown
menu. This is referred to as a “specify”
box.

File Upload Displays a browse button that allows users
to choose an image or file and upload it
into an eCRF. Once uploaded, the file can

| Eoe=| | be viewed by clicking on a link displayed
on the eCRF.

Radio Allows users to view all options from a list
Button and select only one. Radio buttons may
O White appear horizontally or vertically. An option
O Black is selected by clicking the radio button to
- the left of that option. Once an option is

- selected, it may be de-selected by clicking
O Hispanic the radio button again.

If additional information is required about
O Male O Female any entries in the list, an extra text box
may be displayed below the radio buttons.
This is referred to as a “specify” box.

O Asian

Signature A specially formatted text box that accepts
bbbt only an investigator’s password.
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|

| = Back [
Special Senses
Cardiovascular
Respiratory
Gastrointestinal
Hepatic/Biliary
Genitourinary/Reproductive
Renal
Endocrine/Metabolic
Musculoskeletal
Hematologic/Lymphatic

Control Sample Description
Type
Pick List Displays a “"smart” text field that enables

users to search in their data dictionaries.

For example, if the user is looking for the
term “zygote,” the user can type the letter
z into the text box and items that start
with (or contain) the letter z are
displayed. With each additional letter the
user enters, the list is narrowed down.
When a user has entered enough data in a
pick list field that only one value remains,
that value will be auto-highlighted,
allowing the user to auto-select the field
by hitting the “tab” key.

The search list also allows for pagination.
Up to 10 values may be displayed at one
time. If a search list contains more than
10 values, the list displays “"Next” and
“Back” navigation tools allowing the user
to scroll through the pages. Double arrows
navigate to the beginning or end of the
list, while single arrows navigate to the
next or previous page in the list. “X/Y" is
displayed at the top-center of the list,
where Y is the total number of pages and
X is the current page.

A dropdown arrow is displayed on the
right side of the search list. When clicked,
the first 10 entries in the list are displayed
along with navigation tools to access the
rest of the entries.

If additional information is required about
any entries in the list, an extra text box
may be displayed to the right of the pick
list. The text box will remain grayed out
(unavailable for entry) until a selection
requiring additional information is made.
This is referred to as a “specify” box.

Note: Depending on a user's permissions, certain fields may be hidden from view.
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Data Entry Icons

Most users may see the following icons on forms:

O NeverTouched| * Data has not been entered/submitted.

&% Complete Data has been entered/submitted.

4 Mot Conformant| e Tnvalid data. Data will also be highlighted when it is not
conformant.

() Query Open| o A query is open on the data.

@ Entry Lock] Prohibits any changes to the data.

@ Locked| * Prevents any changes to the data, including markings, sticky
notes, and so on.

Note: The display of icons or additional controls depends upon user role permissions.
Refer to the Appendix of this manual for a complete listing of icons used throughout
Rave. Icon definitions can also be found by clicking the Icon Key link on any page
within the EDC module.
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Entering Form Data

Once a subject is created and the primary form is complete, data can be entered for
the new subject.

To Enter Data into an eCRF:

1. From the Subject home page, access a form by clicking on the desired
folder (for example, Baseline) in the matrix (located in the sidebar).

2. When the folder is selected, the first form within the folder opens in
the main area with the data fields accessible for data entry.

The subject name and current page name (including folder) are
displayed as form headings above the first data collection question in
the upper left of the main area.

Note: To open a form other than the first form within a folder, click on the form
name in the sidebar. The selected form is displayed in the main area of the screen.

=

Calculated Age:

ubject: 100 abc
Page: Drug Administration - Week 2 B s

Dosage Date

() Adverse Events

[ Concomitant
Medications

[} Lab Panel

<
B

CRF Py Dosage Time

100 abc - Drug Administration

B

Expected dose (calculated) mg O 7
Dosage

B 0

" mg O 7
Exclusion Criteria

Printable Version View PDF Icon Key
CRF Version 8228 - Page Generated: 23 Oct 2007 03:20:27 PM Eastern Daylight Time

100 abe - Enroliment
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3. Enter all required data in the data entry fields using the keyboard to
type data and the mouse to access dropdown menus, radio buttons,
and check boxes. Move from field to field using the mouse.

al lleu:hulalnn Study f}DungeganlB 101 JMSI@WEek 2[ () brug Adm\mstvahcn_
Inactivate Page
Subject: 101 JMS B e
Page: Drug Administration - Week 2 B O
Dosage Date ) () O
Dosage Time 12 00 or@ O
Expected dose (calculated) mg @%@
Dosage 100] mg O/ @ O
AV 571 e ot 2 Fen 807 01542 EntenSancad e (yence)

4. Click Save.

Upon saving, the page reloads and provides immediate feedback about
the validity of the data entered.

Note: The icons will remain "Never Touched" in a form until data is entered, saved,
and accepted. At that point, icons appear next fo the data fields to reflect their
statuses. See the Icon Key located in the Appendix of this training manual for icon
definitions.

@ | (3)Cuchulainn Study [ 22 Dungegan | 2 101 4MS | 5 Week 2] [ Drug Administration _
Inactivate Page
Subject: 101 JMS D @ <@
Page: Drug Administration - Week 2 [N ]}
Dosage Date 01JAN2007 @ ¢ & O
Dosage Time 1200 & ¢ & O
Expected dose (calculated) 3000mg @ W &
Dosage 100mg & ¢ & O
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Note: If you fail to save your changes, the system alerts you about navigating away
from the page without submitting changes.

Upon submitting, if configured fo do so, a submission confirmation message will be
displayed at the top of the main area, letting the user know the form was saved
successfully. Refer to the Form Submission Confirmation section of this manual for
additional information.

Microsoft Internet Explorer x|

o ] conn |

l
l
‘,‘) You have unsaved modfications. Do you wank to continue anyway?

Note: Non-conformant means that the data entered was not in the format that
was expected. Take the example of entering a two-digit month: if a user enters 25,
that value would be marked as non-conformant, because there is ho month numbered
25. If the data entered is non-conformant when submitted, the field is highlighted
and a non-conformant icon appears.

To resolve a non-conformant error, re-enter the data in the desired format and
click Save.

Some forms contain a help icon, which may contain information on the proper
format for the data. This can be found next to the field name or form name.
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Form Submission Confirmation

When a user submits an eCRF, the system displays a confirmation message, if
configured to do so, in the Message area on the form. The submission confirmation
message is displayed at the top of the main area of an eCRF.

A form redirect function is associated with the confirmation message. The form
redirect function lets the system know what form to display along with the
confirmation message. Depending on the form redirect associated with a particular
draft, the confirmation message may display:

O The submission confirmation message only (redirect is set to <none>).

The form has been successfully submitted

4d The submission confirmation message, along with a link to the next
page. The user can navigate to the next form in sequence within the
current folder as sequenced in the current matrix. If it is the last form
in the folder, the link will not redirect the user to the next folder
(redirect is set to <next>).

The form has been successfully submitted
Next Page - "Submission confirm testd"®

d The submission confirmation message, along with a link to navigate to
a specific folder and form.

The form has been successfully submitted
Next Page - "Folder3 - Visit1®
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Editing Data

Data that has been submitted complete can be changed or edited.

To Edit Data:

1. Open the completed form to be edited.

2. Click on the Pencil icon on the far right of the data field to be edited.

Subject: 100 abc
Page: Drug Administration - Week 2

&
Dosage Date 02 Jan 2007 {4

Dosage Time 12:00

Note: To edit multiple fields in a form at the same fime, select the pencil icon at
the top right of the form.

3. The Form Page reloads with the data entry field open on the selected
field for editing.

4. Based on study configuration, a dropdown menu containing reasons
for changing data (also called “change codes”) may appear. If a
dropdown menu appears, select the reason for the change. This is
required for the edit to be accepted.

5. Click Save.

@ 6. When a field is changed after initial submission, a delta icon appears at

Subject: 100 abc

Page: Drug Administration - Week 2 % ¢
Dosage Date 12 Jan 200& § &l
Dosage Time 1200 & ¢ &

the data point to indicate that a change has been made.
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Note: All changes or edits appear in the audit trail. See the Audit Trail section of
this training manual for more information.

Audit Trail

All changes made to a field are tracked in an audit trail. Authorized users can view
the Audit Trail.

To Access the Audit Trail:

1. Click the Data Status icon, located directly next to the data field. The
Audit Trail is displayed when the data status icon is clicked.

I fras l\.:l Soho l % Soho Hospital l 3211Novl ) Enrollment Datal [ Patient Enrollment
Inactivate Page

Subject: 211Nov -
Page: Patient Enrollment - Enroliment Data &/

Dose Start Date 2009/01/02 ¢ &
Daily Dose 40 -@]

Enrolled® & ¢ &

Enrollment Status

Printable Version View PDF Icon Key “save) (Cancel
CRF Version 5 - Page Generated: 22 Nov 2011 18:28:11 Greenwich Standard Time ——r N—rt

Note: The Data Status displayed in the screenshot is used only as an example; it can
be any of those listed in the Appendix of this manual.

Note: A user must have permission to view the Audit Trail through the Configuration
module.

The Audit Trail details include the following:
O The action that was performed on the data point.
a The username (system ID - login name) that performed the action.

O The time and date of the action specified in the user’s time zone.
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1 | (O Ritazaloid Study | 2 MDS Test | 2, 99999999 | (3 Screening | [ Demographics | O Audits —

Data Point - Race/Ethnicity:
Parent: Record - Demographics

Siblings: | Data Point i

Audit User Time
User entered ‘Asian or Pacific Islander{ASIAN OR PACIFIC ISLANDER)'. Medidata Trainer 01 Jun 2005 13:08:29
Mn 2005 13:08:31 Central America Standard Time

The user viewing the Audit Trail will see the time reflected in their specified time
zone. Time zone specification is done in the My Profile section of the Rave
application.

[ | Osoho | soho Hospital| 221 Nov 2011 05:11:09 | 5 Enroliment Data [ Patient Enrollmer@_
Data Point - Dail

Pare; ord - Patient Enroliment

lings:{ Data Point - Daily Dose
. Data Point - Name of Survey Doctor

Audit | Data Point - Patient ID

U Data Point - Patient Initials
SeT €l pata point - Patient Sex

Data Point - Patient Age
CRF Vers Data Point - Survey Drug
Data Point - Dose Start Date

Time
- isano) 21 Nov 2011 05:40:40

B:20 Greenwich Stangdfird Time

Data Point - Enroliment Status

Note: The Audit Trail Report within Rave is always stored in Greenwich Standard
Time, regardless of the user's time zone.

Other options in the Audit Trail include:

* Audit Navigation Tab - Indicates that you are viewing an
audit trail. To return to the form the data point is on, click the
form name tab.

* Parent Record link - Navigate quickly to the Audit Trail of the
parent of the current data point. For example, the data point
Ethnicity has a parent of Demographics (the form that the
Ethnicity data point resides on). The Demographics form has a
parent of Screening (the folder in which the Demographics form
resides), and so on.

* Sibling Dropdown - Navigate quickly to the Audit Trail for
other data points on the same form by selecting the desired
data point from the sibling dropdown menu.
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Log Forms

When multiple instances of the same form are needed (for example, concomitant
medications or adverse events), a log form is used. The log form is used to add
additional records or entries, as needed, to one form. Each entry on a log form is
referred to as a log line.

Note: A form can contain a non-log field and log field simultaneously, or log lines can
be contained in their own form.

Log forms can appear either in portrait or landscape mode.

Landscape Mode Log Form

In landscape mode log forms, each log line is displayed in a single, horizontal row.
Each row contains the details of each log line. The bottom portion of the form allows
for the addition or inactivation of log lines.

Inactivate Page
Subject: 103 JMS D & «@
Page: Lab Panel - Week 2 B s O
# | Date sample taken Time sample taken D & «
1 v Q¢ O
Add a new Log line Inactivate
Printable Version View PDF Icon Key y
CRF Version 5298 - Page Generated: 02 Feb 2007 02:28:41 Pl Eastern Standard Time

Note: Adding, inactivating and reactivating log lines are disabled during the
eSignature process. Refer to the "Electronic Signatures in Batch” section in this
manual for more information.

To Enter Data into a Landscape Mode Log Form:

1. Enter data as described in the Entering Form Data section.

Note: Scroll the screen horizontally if necessary to view all the fields on a
landscape mode log form.
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2. Click the Add a new log line link to enter additional log lines into the

form as needed.

Inactivate Page

01JAN 2007 N\ 12:00

Subject: 103 JMS b &«
Page: Lab Panel - Week 2 B O
# | Date sample taken Time sample taken 0D & «

& a O

Add a new Log line _Jactivate

Prin Tiew PDF  Icon Key
CRF Version 5398 - Page Generated: 02 Feb 2007 02:42:04 PM Eastern Standard Time

Inactivate Page
Subject: 103 JMS b ® o
Page: Lab Panel - Week 2 B [}
# | Date sample taken Time sample taken 0O & «
|t g 12:00 [V B e S
el 5 — [ ] ora o[>
i ivate —_— |
Printable Version View PDF Icon Key "
CRF Version 5398 - Page Generated: 02 Feb ZJUBT 02:48:46 PM Eastern Standard Time

3. A new log line opens for data entry.

4. Repeat as needed.
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Portrait Mode Log Form

In portrait mode log forms, data is entered for each log line on a standard vertical
form.

s | ()James Training Study [ #5Dungegan I 2,002 jms l ) Week 2[ [) Concomitant Medications ﬁ
Ethnicity: Calculated Age:
Inactivate Page
Subject: 002 jms 0D e o8
Page: Concomitant Medications - Week 2 |
Were an ications given? 0oo
§ 5 Currently viewing line 1 of 1.
I Click here to return to "Complete Vigus oo
Medication
oo
Start Date oo
Stop Date oo
Continuing? M or@a 0o
Dosage Qrd Ooogd
Frequency v Or & oo
Printable Version View PDF Icon Key
CRF Yersion 776 - Page Generated: 28 Mar 2006 11:53:06 AM Eastern Standard Time

When the complete log is viewed, displaying all log lines, the layout is converted to
horizontal and appears in the same manner as the landscape mode log form.

To Enter Data in a Portrait Mode Log Form:

1. Enter data as described in the Entering Form Data section of this
manual. When you click Save, the Complete View (horizontal)
displays.

Note: If the Complete View is displayed and you need to enter data, click the Add
a new log line link (located at the bottom of the log) to display the portrait data
entry view.

Inactivate Pagd
Subject: 103 JMS b &«
Page: Concomitant Medications - Week 2 B s O
Were any concomitant medications given? Yes & ¢ & O
# | Medication Start Date Stop Date Continuing? Dosage | Frequency (6 ]
1 | ACETAMINOPHEN 01 MAR 2006 01 MAR 2006 No 650 BID &9 O
2 | DIPHENHYDRAMINE HYDROCHLORIDE 01 MAR 2006 _ Yes 50 Qb [V O
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2. To view or edit a log line, click on any data value (links) to display the

portrait data entry view.

Inactivate Pagd
Subject: 103 JMS b e«
Page: Concomitant Medications - Week 2 @ s O
Were any concomitant medications given? Yes &7 @ o
# Start Date Stop Date Continuing? Dosage 1 B &
1 | ACETAMINOPHEN 01 MAR 2006 01 MAR 2006 No 650 BID (VI O
2 | DIPHENHYD! =RRACHI ORIDE 01 MAR 2006 Ye: & 9 O
Add a new Log line Inactivate
Printable Version View PDF lcon Key -
CRF Version 5398 - Page Generated: 02 Feb 2007 03:54:26 PM Eastern Standard Time

3. To return to the complete view at any time, click the Click here to
return to "Complete View"” link.

Were any concomitant medications given?

Medication

ﬁ wing line T of 2.
Click here to return to "Complete View".

Yes &

Apply to Record 0

@

ACETAMINOPHEN % & &

4. To enter additional log lines in the form, click the Add a new Log line
link in the Complete View. A new, empty log form is displayed for data

entry.

5. Repeat as needed.

Subject: 100 abc

Page: Concomitant Medications - Week 2
Were any concomitant medications given?

# | Medication
1 | ACETAMINOPHEN

2 | DIPHENHYDRAMINE HYDROCHLORIDE

Add a new Log line nactivate
Printable™Verstom View PDF Icon Key

Start Date
01 Mar 2007
01 Mar 2007

CRF Version 8228 - Page Generated: 23 Oct 2007 03:58:10 PM Eastern Daylight Time
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Note: If the number of lines exceeds the user’s lines per page setting in My Profile,
a pagination tool appears. The user has a choice of using the tool to navigate to each
page of log lines or choosing the option in the dropdown menu to show all the log
lines at once.

Subject: 1005 jms b *®«a
Page: Concomitant Medications - Labs (1) B2 oo
Were any concomitant medications given? Yes & 5 & oo
# | Medication Start Date | Stop Date | Continuing? | Dosage | Frequency
1 | Acetaminophen 01 Mar 2006 |01 Mar 2006 | No 650° | BID [V OO
2 | Diphenhydramine Hydrochloride |01 Mar 2006 | _ Yes 50 QD [V OO0
3 | Crystalline warfarin sodium 03 Mar 2006 |03 Mar 2006 | No 50 eln} (v I O 0
4 | Heparin 05 Mar 2006 |05 Mar 2006 | No 50 BID [V 00
5 | Theophylline ethylenediamine 06 Mar 2006 |06 Mar 2006 | No 50 TID & 00
Add a new Log line Inactivate Paginate v IR
Printable Version View PDF lcon Key Paginate m
CRF Version 927 - Page Generated: 29 Mar 2006 11:51:39 AM Eastern Standard Time Show All Lines

aae——

Inactivating Log Lines

After a log line is successfully saved, it can be inactivated. This may be done if a line
is entered in error for a subject, among other reasons.

b3 Il “JCuchulainn Studyl “=Dungegan I 2,103 JMS][f]Week 2[ [E) Concomitant Medications _|
Inactivate Page
Subject: 103 JMS B &«
Page: Concomitant Medications - Week 2 &7 O
Were any concomitant medications given? Yes &7 & O
# | Medication Start Date Stop Date Continuing? | Dosage | Frequency D & <
ACETAMINOPHEN 01 MAR 2006 | 01 MAR 2006 | No 650 BID (v I O
2 | DIPHENHYDRAMINE HYDROCHLORIDE |01 MAR 2006 | _ Yes 50 QD (v O
3 |CUMADEN 01 JAN 2007 |02 JAN 2007 |No 20 BID < O
Add a new Log lina
Printable Version View PDF Icon Ke =
CRF Version 5398 - Page Generated: 05 Fi 7 11:43:10 AM Eastern Standard Time SEE
Note: Log lines cannot be deleted, they can only be inactivated.

To Inactivate an Existing Line:

1. From the Complete View, click the Inactivate link.

2. The page reloads with a dropdown menu with the line numbers of
existing log lines within the form, and, if configured to do so, a
dropdown menu containing the possible reasons for inactivation.
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3. From the dropdown lists, select the line to inactivate and (if available)
the reason for the inactivation.

a ll_quchuIainn Studyl G}Dungeganl 2103 JMSI 3 Week 2[ [ Concomitant Medications _
Inactivate Page
Subject 103 JMS D ® <
Page: Concomitant Medications - Week 2 @ s O
Were any concomitant medications given? Yes & ¢ @ O
# | Medication Start Date Stop Date Continuing? | Dosage | Frequency O & «@
1 | ACETAMINOPHEN 01 MAR 2006 | 01 MAR 2006 | No 650 BID & v O
2 | DIPHEL 01 MAR 2006 | _ Yes 50 Qb (Vi O
CUMADEN 01 JAMN07 |02 JAN 2007 | No 20 BID v O
¥/l | 1-Log line not required. ¥
Print M= sion View PDF  Icon Key -
CRF V1 F398 - Page Generated: 0S Feb ZJCDT 11:61:07 AM Eastern Stagdard Time
2
NS

4. Click the Inactivate button.

5. Upon successful inactivation, the page reloads with a strike-through
line through the inactivated log line. This line is now locked and can no
longer be edited.

# | Medication Start Date Stop Date Continuing? | Dosage | Frequency D &

1 | ACETAMINOPHEN 01 MAR 2006 | 01 MAR 2006 | No 650 |BID (Vi O

W“ HEORIDE—TOTTIAR 2005 | _ L E—i | O]
3 eumABEN BHUAN2007 | 02JAN2007 |Me 20 BB @ % >

Add a new |

Reactivating a Log Line

If a log line was inactivated in error, it can be reactivated. When a log line is
reactivated, it is returned to whatever status it displayed prior to its inactivation, and
you can take action on the log line based on your permissions (for example, editing
data, querying, and so on).

To Reactivate an Inactivated Line:

1. From the Complete View, click the Reactivate link.

# | Timepoint Not Done Date Drawn Time Drawn Deoog

1 | 10 Min 1 Feb 2007 12:12 24 hour clock (hh:mm) GrECELCO

2 . 20 Min 14 Feb 2007 ‘ 12:56 24 hour clock (hh:-mm) @srECFECC

3 4-6-%‘1% .-1-3—152-1 hour clock (hh:mm) @x@rrrr

4 | S0 2626 24 hour clock (hh'mm) @x@rrrr
Add a new Log line Inactivalg

e e Sendrs e _Save|_Cance |
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2. The page reloads with a dropdown menu with the inactivated line
numbers of existing log lines within the form.

3. From the dropdown menu, select the inactivated line to reactivate and
(if available) the reason for the reactivation.

4. Click the Reactivate button.

# | Timepoint Not Done Date Drawn Time Drawn Do & 98
1 | 10 Min 1 Feb 2007 12:12 24 hour clock (hh:-mm) @rarEEC O
2 | 20 Min 14 Feb 2007 12:56 24 hour clock (hh:-mm) rarCrrE - -
3 | 4044in 27 Feb2007 43-45 24 hour clock (hh:mm) @eENIrrrrEF
4 | Bobkn 2628 24 hour clock (hh:mm) @varrrrr

HAar2067
= - Log line inactivated in error |  Reactivate Cancel
View PDF lcon Key s
ave [ Cancel
& Generated: 13 Apr 2008 08:18:07 Pl Greenwich Standard Time

5. Once successfully reactivated, the page will reload with the selected
line once again active. The Inactive status icon is replaced with the
line’s current status.

<

# | Timepoint Not Done Date Drawn Time Drawn O ® 8
1 | 10 Min 1 Feb 2007 12:12 24 hour clock (hh:mm) @rEC ELCC
2 | 20 Min 14 Feb 2007 12:56 24 hour clock (hh:mm) GrE-FCOC
3 | 40-Min | 27Febogoz 4345 24 hour clock (hh-mm) @ Errrr
(7| 60 Min | 1 Mar 2007 | 20:20 24 hour clock (hhmm) @ rrErC

Add a new Log fine™Tn ReFTtivar

Printable Version V

P DF Ico‘n K_ey A R _ Save | Cancel
CRF Version 589 - Page Generated: 15 Apr 2008 08:34:18 PM Greenwich Standard Time
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CRF Attachments

Users can upload a file or image, such as an x-ray image, into Rave and associate it
with a field in an eCRF for a specific subject. The user can then click on a link in the
eCRF to view the image. Only fields that have been configured for attachments will
show the browse button.

Uploading a File

Files can be uploaded based on the settings defined by the sponsor. CRF attachment
fields can be designed to accept file sizes between 1KB and 100MB. The sponsor will
specify the maximum file size for CRF attachment fields in your Rave website. If you
attempt to upload a file that falls outside the acceptable file size range, the field will
be set to non-conformant and the file will not be uploaded.

To Upload a File:

1. Click the Browse button.

2. Select a file from the Choose file browser window.

3. Click Open.

Choose file @E]

Look in: [_”j My Pictures L] 5k BB~

Desktop Picture AP Thumb. jpg jpa00264.jpg
My Documents 2
o
1
. o
8
My Computer
lat hand.jpg lat wrist.jpg
‘})
.
My Network. File name: |oblique hand.jpg
Places
Files of type: [ & Files ()
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4. Complete the rest of the form and click the Save button. A link to the
uploaded file is displayed on the page. The filename is displayed as the

xray @gue han@pq;« g

link text.

Viewing an Uploaded File

Once a file has been uploaded, it can be viewed as long as the user has the
appropriate software application. For example, to view an image, the user must have
Microsoft Office Picture Manager or a similar image program. If a Microsoft Excel
document was uploaded, to view the file, the computer must have Microsoft Excel.

To View an Uploaded File

1. Once a file has been uploaded, it can be viewed or downloaded by
clicking the file name link on the eCRF.

xray @, ue han d){;q § el

2. The File Download window opens. Click Open or Save.

3. Close the window to return to the eCRF.

= oblique_hand[1].jpg - Windows Picture and Fax Viewer
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Removing or Replacing an Uploaded File

A file that was previously uploaded can be removed at any time.

To Remove/Replace an Uploaded File:
1. Click the pencil icon.

2. Remove or replace the file as needed:

= To replace the uploaded file with a different file, click the
Browse button to select another image.

Please upload | TSN v

any associated x- = = v
ray images oblique hand jfg [JRemove

\_/
= To remove the uploaded file, check the Remove check box.

3. Click Save.
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Missing Data Codes

Although fields may be required, occasionally the data for those fields may be
unavailable. When this occurs, a user can apply missing codes to fields that are
lacking required data. The missing code replaces the actual data value to indicate
that the field was left empty on purpose. If missing codes are to be used, the
sponsor will let their sites know which missing codes are acceptable for their study.

When a valid missing code is submitted for a field on an eCRF:

a
a

Q

The system accepts the data and saves the form.

The empty field is considered not-empty even though real data has not
been entered.

The audit trail for the field displays “User entered missing code
<code>, <description>.” When the original data in the field is updated
to a missing code, the audit trail will also display “reason for change
<reason>."

A missing code description displays for the field on the eCRF.

To Enter a Missing Code:

1.

2.

Navigate to a form that contains fields with missing code capability.

Enter a valid missing code into the field(s) that requires data where no
data is available.

1 | B3Studies | ()Zev5.4 Dry Run | 22 Sitet 11| 2 DAC123 | [ Missing Codes test -

Subject: DAC123
Page Missing Codes test BN

MC1 MS1 Q¢

3.

Click Save.

21 | B3Studies | (Zev5.4 Dry Run| 2£:Site111 | 2 DAC123 | [ Missing Codes test -

Subject: DAC123
Page Missing Codes test & #

( MS1 - Missing Codel' 2 _2

QS —
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Upon successfully saving the form, the field is displayed with the missing code.

Note: Missing codes can only be applied o text fields. The code can be entered into
the fext input. Missing codes entered in a Query response box will be recorded in
the audit trail as a response, not a missing code. Refer to the Queries section of
this manual for additional information.

MC4

? Please enter missing codelll (] Cancel
(9]

Data Entry Eror v | (@)
N34
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Accessing Previous Visit Data

Forms can be configured to provide the user with quick access to data collected in a
previous visit.

When the form is initially displayed, the current data is displayed next to the data
status icon. If the form has previous visit functionality, a link to the previous visit is
displayed at the top-center of the main area in the date navigation tool.

The previous visit data for each field on the form displays on the same row as the
corresponding current visit data. The previous visit data is non-editable on the
current form. A user can only edit data on the form for the current visit.

Previous visit forms are identified by the record date and time that displays on top of
the data on the form. The system retrieves other active forms for the patients—that
have the same form name—where the form date is prior to the current date. The
forms are displayed in reverse chronological order by record date and time on the
CRF form.

The screenshot below shows the previous visit date in the first column with a visit
date of 07 JAN 2007. The current data is in the second column with a visit date of 14
JAN 2007.

fl ILDCuchuIainn Studyl #.-Dungegan I 2,104 JMS I 5 Week ZI [ vitals —
Inactivate Page

- ® @

S Y
Visit Date 07 JAN 2007 14 JAN 2007 2 7 & O
Time of Measurement 12:00 1300 2§ & 0O
Diastolic Blood Pressure 69 68 (mmHg) 2 § & O
Systolic Blood Pressure 105 108 (mmHg) @ § & 0
Pulse 52 53 (beats/min) 2 § &l O
Height 701N 70N 2 5@ O
Weight 145 LBS 1441BS 2 5 @ O
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To Display Previous Visit Data from the Current Form:

1. In the date navigation tool at the top of the main area, click on the
right or left navigation arrows to display the visit data from the next or
previous form.

Display most recent KKKk Kook ok ok ok ok kok koK
previous visit data K 3K 3k 3k 5K 5K 5K >k 3k % K 5k 5k 5k
W W 3/3/2003
Display earliest Display latest
previous visit data previous visit data

5K K K K k5K 5k K 5k >k kK >k ki k k%
5K K K 3k k5K 5K K 5k >k kK kK k%
5K K K 3k k5K 5K K 5k >k kK kK k%

2. The date listed in the Previous Date navigation tool is the date of the
previous visit data displayed in the current form. The previous visit
data is displayed in the same row as the current visit data.

3. Click the arrows in the Previous Date navigation tool to display older or
newer previous visit data.

4. Click the date displayed in the Previous Date navigation tool and the
form associated with that visit date will be displayed.

Note: If you are already on the first form, the leftmost (|<) and the left (<) arrows
are disabled. Similarly, if you are on the last previous form, then the rightmost (>|)
and the right (>) arrows are disabled.
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Using Template Forms

Forms can be configured as template forms. If a form is a template form, a template
dropdown menu is displayed at the top of the form. The dropdown menu contains, in
alphabetical order, all of the available templates for a form.

For a form that does not have templates defined or is not a template form, the CRF
includes all fields that have been flagged as visible. Template forms may display only
certain visible fields, but when various templates are applied to the form, additional
fields may be displayed.

w IIBStudiesll_ ITraining Studyl “:Training Site I 2 AAADDD I =] Screening[ [7) Physical Examination _

Subject ID: AAA222

Inactivate Page

Subject: AAA222 Templates D e« @&

Page Physical Examination - -

Screening B 0o
General Appearance v Q¢ OO
Head, neck, and thyroid v Qrd Oogd

If a user has the necessary permissions, and a form is a template form, that user
can select and apply a template from the dropdown menu of templates. Once
applied, only the fields specified as visible for that specific template are displayed on
the form; certain fields may be displayed, and others may be hidden. Data can be
entered as usual.

Note: Templates can be applied, added, edited, or deleted based upon users'
permissions. Users may have the ability to use templates, but not to create
templates, and vice versa.

If a template form is designated the Primary Form for the study, the template
controls are not displayed.
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To Apply a Template to a Template Form:

fres I:j;' Siudiesll:]Training Studyl #Training Sitelgmﬂl(ﬁ&reeningl [ Physical Examination _
Subject ID: AAA222

Inactivate Page
Subject: AA_AZZZ o D e w8
Zi?:e’;‘i‘:;lcal Examination - EW; oo
General Appearance v Ord Ooag
Head, neck, and thyroid v Qs OO0
Eyes, ears, nose, and throat v Or@ OO
Chest v Or@ 0o
Heart v Qs OO
Lymph nodes v (ONNT| Ooag
Abdomen v QOr@ Ooad
Anorectal v Or@ Ooag

1. Select a subject and access a template form.

2. Select the desired template from the Template dropdown menu.

Note: When a template is selected from the dropdown list, an entry indicating the
selection is written into the audit trail.

a ] 3 Studies ] (I Training Study] - Training Site ] 2 AAAD2D I ) Screening [ [7) Physical Examination ﬁ

Subject ID: AAA222

Inactivate Page

Subject: AAA222 Templates D e w8
Page Physical Examination - dodify L
Screening emplates N oo

General Appearance v 0@ 0o
Chest v QOra oo
# | Other test Test results
1 v (@7 Ood
Add a new log line... Inactivate
Printable Version View PDF lcon Key
CRF Version 137 - Page Generated: 17 Feb 2006 04:49:13:AM Eastern Standard Time
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To Add a New Template Form:

1. Select a template form.

2. Click the Modify Templates link displayed in the top of the main
area:

s l:}b‘ Sludiesli_ Training Study] - Training Sitel&WHlijcreening[ [5) Physical Examination _
Subject ID: AAA222

Inactivate Page

Subject: AAA222 Templates B ® w &
Page Physical Examination -

Maodify 5
Screening short form EN: OO

General Appearance v Q& OO
Chest v Ora |
# | Other test Test results
1 v Qrd OO
Add a new log line... Inactivate
Printable Yersion Icon Key
CRF Wersion 274 - Page Generated: 6/2/2005 5:12:38 AM Tokyo Standard Time

Note: If no templates have been created for the current template form, the
Modify Templates link is displayed but the dropdown menu is hidden. The dropdown
menu is displayed only when templates are created for the current form.

3. The Edit Template page opens, listing the templates that are created
for the current form (if any).

ii«, | 1 Studies | ( ITraining Study | 22 Training Site | 2, AAAD2D | ) Screening [ [ PH

Name Edit Fields
“other" only form v >
dana v >
ki v >
new template v >
short form v >
test v (3
a Add MNew

4. Click the Add New link to create a new template.
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5. Enter a template name in the template name text box. "New
Template” is displayed by default.

B
iﬁ|838tudies|DTraining Study | 25 Training Site | 2, AAA222 | () Scred

Name Edit
“other" only form v
short form v

Training Template 57 &3 []Delete

6. Click the check mark icon to save the new template.

7. Once saved, specify the fields to be displayed in the template form by
clicking the detail arrow icon to the right of the template name.

Note: To edit the template name, click the pencil icon.

8. In the page that opens, specify the fields to be displayed in the
template by checking the box next to each field to be displayed. The
fields with unchecked boxes will not be displayed in the template.

9. Click the Update link or check mark icon to save the template. The
system makes the new template available in the template dropdown
menu on the CRF main page.

al lBﬂStudiesl[jTraining Studyli—Training Sitel&AAMHI[ﬂScreeningI [ Physical Examinationﬁ
Name Edit Fields Name
“other" only form v = EVAL_Gen
short form v L& EVAL_htn
Training Template v 2 EVAL eent
& Add New EVAL_chest 0
EVAL_heart O
EVAL_lymph O
EVAL_abd
EVAL _anorect
EVAL_genit
EVAL_skin O
EVAL_musk O
EVAL_neur
EVAL_OTHER_TEXT O
=alagr
2 Update
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To Edit an Existing Template:

1. Click the Modify Templates link displayed in the top of the main
area.

2. The Modify Templates page opens, listing the templates that are
created for the current form.

3. Select the template to be modified by clicking the detail arrow to the
right of the template name.

4. In the page that opens, the fields displayed in the template can be
modified by checking or unchecking the box next to each field name.
Only fields with checked boxes will be displayed in the template.

5. Click the Update link or check mark icon to save changes.

Note: The ability to Modify Templates is disabled during the eSignature process.
Refer fto the “Electronic Signatures in Batch” section in this manual for more
information.
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Language Translation

Users with Translate role action can perform translation tasks for fields on the CRF
form that are flagged as Requires Translation fields. Users with See Translations role
action can see translations.

When text requires translation, it is displayed with the Requires Translation icon, as
seen below.

If yes, specify type: PENICILLI # #
If yes, please describe the allergic reaction MAL DE TETE @& >
R

Note: In order to use the translation functionality, the initial data entry must be
entered in a language other than the standard language of the study. The person
doing the translating must be in the standard language of the study.

The system displays all forms requiring Translation on the Study Page Status
Summary. A user may navigate to the form for the subject directly from the Task
list.

To Translate a Field on the CRF Form into Another Language:

1. Navigate to a form that has been previously submitted. Any field on
= the form that requires translation is indicated by a Requires
Translation status icon.

IEI 2. Click the Translate icon to display a text box below the field that
requires translating.

7o, ETREI T PENICILLIN  &F @
If yes, please describe the allergic reaction MAL DE TET@J
N—?

3. Type the translation into the available field or click the Copy icon to
copy the original text verbatim into the translated field text box.

S, SpELTy Type: PENICILLN _ &7
If yes, please describe the allergic reaction MAL DE TETE &
-
B3 headache

4. Click Save.
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T YES SPELTT ITPE PENICILLIN &P [}
If yes, please describe the allergic reaction MAL DE TETE & v
Translated Data - HEADACHE

Note: Translations can use symbols and special characters.
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CRF Coding

For regulatory purposes, medical terminology used in pharmaceutical and medical
product development must adhere to standardized dictionaries.

Note: If your study uses Medidata Coder, please skip to the CRF Coding with
Medidata Coder section in this manual.

The CRF Coding feature in Rave EDC is a simple medical dictionary browser within
the EDC module. This dictionary enables the EDC user to:

4 Search for medical terms.

O Search through hierarchical terms.
O Code at the point of data entry.
a

Automatically find a match for the verbatim terms in the thesaurus to
be associated with medical terms within standardized dictionaries.

The CRF Coding function is available only to users with the necessary permissions.
Users with this permission can manually code, recode, or modify verbatim terms
entered on an eCRF and view them as displayed beneath the verbatim term on the
eCRF.

Fields on the eCRF that require coding are displayed with a Requires Coding status
icon.

Note: If a user has access to edit coded ferms or to manually code terms, the
coding icon is also displayed.

Note: A field cannot be coded if it has already been hard locked.

Users have flexibility in the CRF Coding process to use auto-coding, user coding, or
both, while adhering to regulatory standards.

In auto-coding, the system automatically finds an exact match for the verbatim term
in the dictionary upon form submission.

In user-coding, the user has the option to manually enter a term using specified
dictionaries and versions of dictionaries.

The ability to view coded results is available only to users with the necessary
permissions. The system displays the coded term and all associated information
beneath the verbatim term on the eCRF.

Note: Loading standard dictionaries and maintaining them is not part of the CRF
coding functionality.
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CRF Auto-Coding

Users in the CRF Coding process have the flexibility to use auto-coding, user coding,
or both, while adhering to regulatory standards.

In Auto-coding, the system automatically attempts to find a match for the verbatim
term in the loaded dictionary when a user submits a CRF that has terms that require
coding. Once a match is found, the Requires Coding icon is replaced with the next
logical status icon based on the user’s permissions.

The coding dictionary includes five levels of hierarchy. If the automatically coded
term is not the desired term, users can select a preferred term and recode all levels.

Note: The system captures the coded information—the coded term, coding
dictionary, version, and level—in the Audit Trail.

To Auto-code CRF Terms:

1. Navigate to a form that contains fields that require coding. Fields on
the eCRF that require coding display with a Requires Coding status
icon. If the user has permission to code terms, a Dictionary Coding
icon is also displayed. Enter patient data into the text fields. Refer to
the Entering Form Data section of this manual for additional
information.

2. Click Save.

3. Upon a successful save, the system attempts to find a match for the
verbatim term in the loaded CRF dictionary. If a match is found, the
match and associated dictionary information are displayed underneath
the verbatim text entered by the user. If the user has permission to
edit coded terms, the Dictionary Coding icon is displayed next to the
dictionary term.

Note: If the system is unable to find a match, the workflow status remains Requires
Coding.

To Edit the Coding Term and Code:

1. Navigate to a form that contains a field that has coding to be edited.

2. Click the Dictionary Coding icon.
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5l 3. The Dictionary Coding Window displays as a pop-up window.

4. Click the condition level link (for the MedDRA dictionary) or the
WHO Drug Name link (for the WHO Drug dictionary) that needs to be

‘Verbatim Term: Thrombosis Dictionary: MedDRA 7.1

Code Term
< System Organ Class > 10047065 Vascular disorders
High-Level Group Term 10014523  Embolism and thrombosis

High-Level Term 10014524  Non-site specific embolism and thrombosis
Preferred Term 10043607 Thrombosis
Low-Level Term 10043607 Thrombosis

#Save @ Cancel

edited and make the necessary changes.

5. Click Save.

CRF User Coding

In user-coding, the user has the option to manually enter a term using specified
dictionaries and versions of dictionaries. Users must have the necessary permissions
in order to manually code terms. Manual coding is performed when the system is
unable to match a verbatim term entered by the user. Users can also use manual
coding to override auto-coded terms.

Note: Depending on the coding dictionary being used, the number of coding levels
may vary.

Dsave @cancel

To Manually Code a Verbatim Term:

1. Navigate to a form that contains fields that require coding or to a field
that has coding to be edited. Fields on the eCRF that require coding
display with a Requires Coding status icon together with a Dictionary
Coding icon.

2. Enter patient data into the text fields. Refer to the Entering Form Data
section of this manual for additional information. Upon successfully
saving the form, click the Dictionary Coding icon.

5 Does the subject have a known history of s
Cardiovascular Disease Yes @/

If yes, specify type: HEAR BLOCK # 5
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3. The Dictionary Coding window displays as a pop-up window. Terms
can be coded by term name or code humber. The Term field defaults
to the text entered on the form by the end user.

@ Rave

IVelhmim Term: 1ST DEGREE HEAR BLOCK Dictionary: MedDRAB.1

Code
System Organ Class
High-Level Group Term
High-Level Term

Term

| PrefonadFemn
< Low-Level Term /' |1ST DEGREE HEAR BLC 4 >
— |

——

No matches found for 15T DEGREE HEAR BLOCK in MedDRA 6.1

“Cancel

4. Accept the verbatim term that requires coding by clicking the
magnifying glass search icon to the right of the term or enter a new
term in the Term text box. To search for the entry by way of code
number rather than a term, enter a code number for the dictionary
term in the Code number text box.

5. Click the magnifying glass search icon next to the code or term to

perform the search.

6. The system returns all matched terms in the results box. If the
matched terms appear on more than one page, the results box

displays paginated. Use

the pagination dropdown or the navigation

icons to move across pages. Locate the desired term and double-click

to select.
System Organ Class
High-Level Group Term
High-Level Term
Preferred Term
Low-Level Term y BLOCK J
10000018 1st degree heart block
10000022 2nd degree heart block
10001325 Adrenal blockade therapy
10002541 Ankle block
10002891 Aortic artery blockage
10003671 Atrioventricular block
10003672 Atrioventricular block (NOS)
10003673 Atrioventricular block complete
10003674 Atrioventricular block first degree
10003675 Atrioventricular block incomplete
Page 12345678910 (1~ |1 (] Page 1 of 12 W W @cancel

Note: The term highlighted in blue is the term level being coded. To code at a
different level, click the level name (located in the top area of the screen). Once

selected, the level can be coded.
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Note: Terms that were manually coded can be edited the same way as terms that
were auto-coded.

CRF Coding by way of Medidata Coder

If your study uses Medidata Coder for dictionary coding, terms that require coding
will display the Coder icon.

G2 Messages (R My Profls 9 Help @& Home [ Logout
User: Dev User

T e

haztvate Page
Subject: ASUBJECT 2« a
Page AE B¢ FrCC
CRF History Age ) arrr
ASUBJECT - AE
Oemog Drarrr
Location Yyrarrr
o0op - yrarr-r
MedDict headnur.s@“ arrr
Test ﬁ JrEarrr
Prntable Yarsion View POF  lcon Kay
CRF Version hu’-P:‘x‘}En!r!bﬁ! 22 Jun L‘L'l-1 15:4%:58 Greenwich Standard Time ﬂl m’

Once a term has been coded in Medidata Coder, the coding hierarchy is displayed
beneath the verbatim term, and the complete icon or the next applicable status icon
is displayed.

[ Messages 3 My Profile % Help &) Home i Logout
ser: Dev User

0 | IMedifex20110622070817 | 25 Active Site | 2 ASUBJECT| [ A2

5  ASUBJECT
Insctivate Page
o AE
B ot Subject: ASUBJECT D «a
Page: AE By PO
CRF History Age )@ rr
ASUBJECT - AE
Demog Ora@rm I
Location Q¢vE@RLCC
DOB [~ D/EAFCC
MedDict head hurts
SOC 10023205 Nervous system disorders
HLGT10013231 Hesdsches GQparrr
HLT 10013233 Hesdsches NEC
BT 10018211 Hesdsche
LT 10053850 Chrenic hewdsches
Test DQirEFE
Printable Version View POF Icon Key
CRF Veersicn 125 - Page Generstadt 22 Jun 2011 18:07-25 Greenwich Standard Tine _Sue | w

If a verbatim term is rejected by the person who is performing coding tasks in
Medidata Coder, a query is displayed. Once the query is resolved, and the term is
updated, the term is again ready for coding.
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Lab Data Entry

In the Rave system, lab data can be compared against local lab and alert reference
ranges. When a user submits lab field values on the CRF, the system automatically

performs a standard lab data range check for the entered data and looks for the
following information:

O Out of range values entered for the selected analyte for a specific lab.

Q Clinical significance association for the analyte.

Entering Lab Data

To enter lab data:

1. Navigate to a form collecting lab data.

Ethnicity: White Calculated Age: 34

Inactivate Page
Subject: 005 jms D e a8
Page: LabForm B oo
Data RETE Status Unit  Range

BodyMass oo
oo
[m |
0o
Ooag
oo

Printable Yersion View PDF lcon Key S
ave | | Cancel
CRF Version 777 - Page Generated: 02 Mar 2006 01:27:47 PM Eastern Standard Time

BodyFat
Height

D BB B

Weight

WEBC

B B

Neutrophils

2. From the Labs dropdown menu, select the lab used to analyze the data
being collected. Within the dropdown menu, a user can select from a
list of predefined labs, or create a new one, if the user has the
necessary permissions.

/\\

Subject: 2000 JMS

Page: LabForm Lab
Data Acmelab &
. Central - Medex Lab
BodyMass Units Only /
B at Add New
v

Note: A lab may be selected by default, depending on the sponsor’'s system
configuration. If a lab is selected by default, you can either keep the
selection or use the dropdown menu to select another lab.
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Note: When a lab is selected from the dropdown menu—either automatically
by the system or by an end-user—an entry indicating the selection is written
into the Audit Trail.

= Local Labs - Can be created “on the fly” by a site and will only
be applied to the site. Users with the proper permissions can
create new local labs and edit local lab ranges.

Subject: 2000 JMS M : .
Page: LabForm Lab | Central - Medex Lab % | Jiew Ranges

= Central Labs - Once created, can be applied to any site within
any study. Central labs are not created or ranges edited within
the EDC module. Within the dropdown menu, central labs are
prefixed with the word Central.

= Units Only - If Units Only is selected, the end-user can select
the unit of measure and enter each analyte value. Once
entered, the values will be compared to alert ranges. Reference
range values are displayed on the screen for informational
purposes only.

Subject: 2000 JMS Units Onlv
Page: LabForm @n, bl
D Range Status
BodyMass

BodyFat

Range

o

Frac_tion

Height

3. Enter the lab data into the applicable fields, and click Save.

Data Range Status Unit Range
WEBC 35 - *10E3/ul 36-12.4
RBC 55 *10E6/ul 41-6.5
Eosinophils 100 + & % 0-5
Clinical Significance: | .. N
Hematocrit 0.59 &+ Fraction 0.4-0.54
Clinical Significance: | ... N
Basophils 5 99 % 0-5
Clinical Significance: | ... W

On submission of lab values for a lab:

O The system compares the value entered against the high and low
range values for the applied local lab range. If the values entered are
within the range, the system accepts the data.
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. system displays an out of range indicator ("+" or

O For any field containing data that is out of the local lab range, the

nm.n

a If the analyte field is configured for a clinical significance prompt, and
the entered value are out of range, the system sets the data status to
incomplete and displays a clinical significance code dropdown menu.
See below for more information on how the system directs the user to
respond to this scenario.

Hematocrit 0.59 & Fraction 0.4-054 Q7

Clinical Significance: | ... v

Q If an alert range has been applied to the study (this is set up by a Lab
Administrator), the system also compares the values entered to the
high and low values defined in the alert range. For any field containing
data that falls outside of the alert range, the system displays the alert
out of range indicator (“++" or “--"). The alert out of range indicator
overrides the local lab out of range indicator. Analyte values that fall
outside of alert ranges are automatically prompted for clinical
significance, whether or not the analyte is configured to do so.

HIH

BodyFatDHL 1 - - %DHL 20-30

Clinical Significance: | ... M [alert Range: 25-40 %DHL]

Note: When the mouse hovers over an alert out of range indicator, the alert range
appears for the analyte.

a If no range is indicated (no lab name or range is defined for the lab)
the system saves the data and sets the data status to incomplete.

Note: Fields for entering, editing and saving lab data are disabled during the
eSignature process. Refer to the "Electronic Signatures in Batch” section in this
manual for more information.
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Responding to Clinical Significance Prompts

If data entered is out of range, the user may be prompted to enter a clinical
significance. In that case, a clinical significance dropdown menu displays for a user
who has the appropriate permissions.

To Respond to Clinical Significance Prompts:

1. Navigate to a lab form containing analytes prompting for clinical
significance.

2. Select a preconfigured clinical significance code from the dropdown

menu.
Hematocrit 0.59 L Fraction 0.4
Clinical Significance: | ... 4
Basophils 0-

e Rt e Clinically significant but not related to drug
Clinically significant and related to drug

Thouvasimea

3. Once the code is selected, the user may be prompted to enter
comments into a text box, to provide additional information about the
significance of the out of range value. If prompted, enter comments.

Hematocrit 0.59 &+ Fraction 0.4-0.54
Clinical Significance:
Clinically significant but not related to drug ¥ | Comments:

Note: Clinical significance codes are created by a Lab Administrator. Upon
configuration of significance codes, the Administrator can elect to have certain
codes, when selected by the end user, prompt for additional comments.

If data entered by the end user falls outside of an alert range, that user will always
be prompted for clinical significance and comments.

4. Click Save.

Subject: DAC898 .

Page Hematology - Labs Lab | Comer Lab Y] Edit .

1) Ranges @B ¢

Analysis Date dd MMM yyyy @ #
Data Range Status Unit Range

WEBC 315 - *10E3/uL 36-124 o ¥
RBC 55 *10E6/uL 41-B5 o 4
Eosinophils 100 + & % 0-5 o ¥
Clinical Significance: Clinically significant but not related to drug  Comments: caused by con meds
Hematocrit 0.59 L Fraction 0.4-054 [V
Clinical Significance: Not clinically significant
Basophils 5 29 % 0-5 & 4
Clinical Significance: Not clinically significant  Comments: caused by con meds
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Lab Maintenance

Although the majority of lab setup is done by administrators using the Rave Lab
Administration module, within EDC, local labs and local lab ranges can be created.
Only users with the Lab Maintenance permissions can create or edit local labs and
local lab ranges.

Local Labs: Definitions
The Local Labs page consists of the following information:

e Name - The user-defined name for the local lab. Names should
be descriptive for easier maintenance. Name is required when
defining a local lab.

* Type - Indicates that the lab is a local lab. This is not editable.

 Description - User-entered text that describes the local lab.
Description is not required.

* Range Type - Indicates the range type for each local lab. In
edit mode, the range type is selected from a dropdown menu.
The dropdown menu is populated with all active range types
defined in the Range Types section of Lab Administration.

* Ranges Approved - If checked, indicates that the local lab
has been approved by a Lab Administrator. By default, the
Ranges Approved box is checked. If the user has made any
changes to a lab range, or has added a new range, the
approved flag for a lab is set to unapproved (unchecked).

* Pencil icon - When clicked, the selected local lab is highlighted
and displayed in edit mode, where the lab details may be edited
as needed.

Note: Once a lab has been referenced in subject data, only the Name and
Description fields are editable. A local lab can be deleted only if it is not referenced
in any subject data.

* Ranges Detail Arrow - When clicked, the ranges configured
for the selected local lab are displayed in display mode.

From Low  High New
Analyte From Date To Date Age To Age Sex Value Value Units Dictionary Comments Edit Ver
Basophils Jan 011900 Jan 01 2100 0 Years 100 Years 2 10 % @
Hematocrit  Jan 011900 Jan 012100 O Years 100 Years 25 75 % +
Hemoglobin -~ Jan 01 1800 Jan 01 2100 O Years 100 Years 12 20 mg/dl +
MNeutrophils ~ Jan 011900 Jan 01 2100 O Years 100 Years 20 50 % +
WEBC Jan 011900 Jan 012100 O Years 100 Years 2 g *10EBAul o

D Add New BB Copy
Range Ranges

114 PROPRIETARY - LIMITED DISTRIBUTION Document Version 15.0



Medidata Rave Electronic Data Capture (EDC) Training Manual

Adding a New Local Lab

Local labs can be created through the EDC module as well as by a Site Administrator.
For more information on creating labs through Site Administration, refer to the Site

Administration Training Manual.

Note: Users must have the lab maintenance permission in order to add a new lab.

To Add a Local Lab through EDC:

1. Navigate to a form that collects lab data.

Subject: DAC898 : .
Page Hematology - Lab | Mew England Medical Tech ¥ | Edit
Labs (1) Rang...
ABC Lab
Analysis Date Best Lab
Corner Lab
DEF Lab Unit =
Medidata Local Lab
425 MSLab
New England Medical Tech
REC NV labs
Eosinaphils pllab
Sunshine Lab
Hematocrit TSLab
Wacky Lab
Basophils % 1
Clinical Significance: | ... b

2. On the Labs dropdown menu, select Add New.

3. When you select Add New Lab or click the Labs link from the Site
page, the Labs page is displayed, along with a Labs navigation tab.

Subject
Advanced Search

Subject
dac100
dac101
dac102

Pages 1 sge 1o

Q.
i

)
s

o)
rm

Icon Key

Note: Depending on your user permissions, the Lab dropdown menu may appear
grayed out. If this is the case, you may be able to access the Labs page by way of a
link on the Site page, above the list of subjects (refer to screenshot below).
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4. Click Add New Lab to create a new local lab.

@ | (D raining Study | 2 Medidata Hospital | 2 DACES8 | (5 Labs (1) | [ Hemazology[fmab_|
Labs for Medidata Hospital in Training Study
N _— Ranges " Ranges

ame Type Description Range Type Approved Edit

ABC Lab LocalLab Standard O 4 C
Best Lab LocalLab Standard m} >
Corner Lab Locallab  Lab around the comer Standard O L
DEF Lab Locallab  weight Standard Weight O )
Medidata Local Lab Locallab  Mediata Local Lab Standard m} [
MSLab LocalLlab  Lab at MS Hospital Standard O [
New England Medical Tech Locallab  Low lab prices Standard O [
NV labs Locallab  next to pharmacy Standard O (
pl lab Locallab  new lab Standard O (
Sunshine Lab LocalLab Standard m} )
12

5. In the new lab line that appears, enter the local lab name, description
(optional), range type, and approval flag (optional).

Labs for Medidata Hospital in Training Study

Ranges

Name Type Description Range Type Approved Edit
Sunshine Lab LocalLab Standard (]
TSLab LocalLab TSLab Standard O
Local Lab Standard Weight v 7 Update 9 Cancel
12 Female HIV

Standard

Standard Fasting
Standard Weight

Note: Range types are set up by a Lab Administrator. The range type selected for a
lab indicates what variables must be assessed before a lab range can be applied to a
subject. For example, the "Standard” range type might look at a subject's age and
sex to determine what the low and high range values are for a particular analyte.
Contact your Lab Administrator for information about your study's specific lab
ranges.

6. Click Update.

New England Medical Tech Locallab  Low lab prices Standard O ’ >
NV labs LocalLlab  next to pharmacy Standard O |
NY Lab Company LocalLab  lab number 09878 Standard v < >

& Add New Lab
12

Note: Upon saving, labs are ordered alphabetically. If you have multiple pages of
labs, use the pagination links fo move through each page until you locate your lab.

Note: To edit the lab name, description, range type, or approval flag click the
pencil [ ]icon. To add or edit lab ranges, click the detail arrow. Refer to the
next section for additional information.
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Entering Lab Ranges for a Local Lab

Once local labs have been created, local lab ranges can be entered. lab ranges can
be entered through EDC or through Site Administration. For more information on
entering lab ranges through Site Administration, refer to the Site Administration
module training manual.

Note: Users must have the Lab Maintenance permission in order to edit lab ranges.
Users who do not have this permission will be able to view the lab ranges.

Local Lab Ranges: Definitions

@1 | O Training Study | 2 Medidata Hospital | 2, DACESS| (3 Labs (1)| [ Hematology | iLab | & NY Lab Company -I

From Low  High New
Analyte From Date To Date Age To Age Sex Value Value Units Dictionary Comments Edit Version
Hematocrit 17 Oct 2005 17 Oct 2006 10 Years 20 Years F 0.38 0.58 Fraction /. +
Hematocrit 17 Oct 2005 17 Oct 2006 20 Years 80 Years F 0.35 0.5 Fraction /. +
& Add New
Range

O Analyte - Displays the analyte to which the range applies. In edit
mode, the analyte is selected from a dropdown menu of all active
analytes as defined in the Analytes section of Lab Administration.
Analyte is required when configuring a lab range.

O From Date/To Date - The dates for which the range is valid. The
date is displayed in the date format as specified in the Configuration
module. The To Date cannot be before the From Date. To Date and
From Date are not required.

Note: When a new version of a range is saved, the system populates the To Date of
the prior version with a date that is one day prior to the From Date of the new
version.

4d Variable N Low and High Values/Units - For each variable in the
range type, the system creates one field if only “Low Value” is
specified, or two fields if “Low"” and “High"” values are both specified.
The column heading (for example, Age, Sex, and so on.) is taken from
the variable definition as specified in the Global Variables section of
Lab Administration. If the variable is assighed to a data dictionary,
then in edit mode the field is displayed as a dropdown menu;
otherwise, it is displayed as a text field where the content must match
the format defined for the variable. Unit is only displayed if the global
variable is associated with a unit dictionary

4 Low/High Value - The minimum and maximum numeric values that
fall within the range. The High Value must be greater than or equal to
the Low Value. This is a required field unless a data dictionary is
specified.
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O Units (Analyte Range) - The standard unit for the range. In edit
mode, the unit is selected from a dropdown menu containing the units
and synonyms from the lab unit assigned to the analyte.

4 Dictionary - The global data dictionary assigned to the range. In edit
mode, the dictionary is selected from a dropdown menu containing the
global data dictionaries defined in the Global Data Dictionary section of
Lab Administration.

O Comments - Text box displaying any user-entered comments for the
range.

a Pencil icon - When clicked, displays the selected lab range
highlighted and in edit mode for modification.

Note: Audits of lab range changes are kept in the database.

O New Version - When clicked, the system displays a copy of the
selected row, highlighted and in edit mode. The copy contains all data
except for the From and To Dates. From Date is required when adding
a new version. If a new version is added from the EDC module, the
date is defaulted to the current subject’s visit date.

Note: When a new version of a range is saved, the system populates the To Date of
the prior version with a date that is one day prior tfo the From Date of the new
version.

O Add New Range - When clicked, displays a new, blank range entry
line in edit mode where a new range can be defined.

Note: The system checks for uniqueness of a lab range. A lab range has to be unique
for any given analyte, any given date range, and any combination of range type
values.

To Enter or Edit Lab Ranges for a Local Lab:

Refer to the definitions and screenshots on the previous pages for additional
information.

1. Navigate to a form that collects lab data, and from the lab dropdown
menu, select Add New to display the Labs page.
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A ll_ Training Study] *:Medidata Hospital]fg DAcsga]rj Labs (1)] [] Hematology [ fﬁLah[ & NY Lab Company -I

From Low  High New
Analyte From Date To Date Age To Age Sex Value Value Units Dictionary Comments Edit Version
Hematocrit 17 Oct 2005 17 Oct 2006 10 Years 20 Years F 0.38 0.59 Fraction @
Hematocrit 17 Oct 2005 17 Oct 2006 20 Years 80 Years F 0.35 05 Fraction %
& Add New
Range

2. On the Labs page, use pagination tools to locate the desired lab.

3. Click the detail arrow to the right of the lab to display the lab ranges
page.

4. On the lab ranges page for the selected local lab, click Add New
Range to create a new lab range, or click the pencil icon to edit an
existing lab range.

5. Select Analyte name from the dropdown menu.

6. Enter From Date and To Date for the range.

7. Input data for the variables and select Variable Units from the
dropdown menus as needed.

Analyte From Date To Date From Age To Age Low Value
Basophils v 121 ||Jan v 2005 | |21 || Jan v 2020 | |10 Years v | 20 Years V|2
High Value Units Dictionary Comments Edit

30 =103/l v | N 7 Update “¥ Cancel

8. Enter Low and High Values for the range.

9. Select the Range Units from the Range Units dropdown menu.
10. Select a dictionary from the Dictionary dropdown menu.

11. Enter Comments (optional) if needed.

12. Click Update.

To Edit or Delete a Lab Range from a Local Lab:

Refer to the definitions and screenshots on the previous pages for additional
information.

1. Click the Ranges Detail arrow next to the selected local lab to display
the list of defined ranges for the local lab.
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From Low  High New
Analyte From Date To Date Age To Age Sex Value Value Units Dictionary Comments Edit Ver
Basophils Jan 011900 Jan 012100 O Years 100 Years 2 10 % < +
Hematocrit  Jan 011900 Jan 012100 O Years 100 Years 25 75 % +
Hemoglobin -~ Jan 01 1900 Jan 01 2100 O Years 100 Years 12 20 mg/dl +
Neutrophils ~ Jan 01 1800 Jan 01 2100 O Years 100 Years 20 50 % +
WEBC Jan 011800 Jan 012100 O Years 100 Years 2 g *10E6/ul -+
D Add New BB Copy
Range Ranges

2. Click the Pencil icon to display the selected lab range highlighted and
in edit mode.

3. Edit the lab range as needed.

4. Click Update. To delete the lab range, check the Delete check box
and click Update.

Analyte From Date To Date From Age To Age Sex
Basophils i1 Jan v [1900 | 1 Jan v [2100 | O Years v |[100 Years v||... ¥ ... ¥
Low Value High Value Units Dictionary Comments Edit
2 10 % vil.. v 7 Update ¢ Cancel []Delete

Note: Lab range changes trigger recalculation of any subject data based on that
range.

Note: Save time when creating various ranges for the same analyte by using the
New Ver icon fo create a new version of an existing range. When clicked for a
specific range, the new version icon creates a copy of the selected range, leaving
the dates blank. Enter new dates for the range and click Update.

When a new version of a range is saved, the system populates the To Date of the
prior version with a date that is one day prior to the From Date of the new version.

Altering Lab Ranges after Data has been Locked

You may find that you need to update lab ranges, such as a change to a range’s
values, active dates, and so on, after data referencing the same lab has been
entered and locked in EDC. Depending on your Rave configuration, you may or may
not be able to update lab ranges if data that references the corresponding lab has
been locked.

Standard Update Behavior

By default, if a lab is selected on an eCRF and its lab ranges are updated, the locked
data will not be affected. You will be able to make the changes, assuming you have

120 PROPRIETARY - LIMITED DISTRIBUTION Document Version 15.0



Medidata Rave Electronic Data Capture (EDC) Training Manual

the appropriate permissions to update lab ranges (by way of the Lab Maintenance
role permission).

Permissions-based Update Behavior

Your system may be configured to confirm that you have additional permissions prior
to allowing you to update lab ranges that are referenced by locked data points. In
that case, the system will allow you to update the lab ranges based on whether or
not you can unlock locked data (by way of the Unlock role action.)

If you have the permissions to edit lab ranges and also have the permission to
unlock data, when you attempt to save lab range modifications for ranges referenced
by locked data, the following will occur if the changes affect the out-of-range status
of the data:

O You will receive a warning that the range is referenced by locked data.
The message indicates how many locked data points reference the
range and informs you that you may obtain details for which data by
way of the Lab Clinical View. Typically this data can be accessed by a
report or outputs specialist who works with Rave data.

a If you click OK, the changes will be made and the locked data points
will be updated accordingly within EDC. If you click Cancel, no
changes will be made, and the lab range modification will not be
saved.

Windows Internet Explorer

D This range is referenced by 16 locked datapoints. You can query them from the lab clinical view for AnalyteRangelD S641. Do
\f{ you want to proceed?

[ ok |[ Cancel ]

a Upon clicking OK, the lab range is saved, and any locked data that
referenced the modified lab range will be unlocked. Any signatures
applied to that data will be broken, and the data may require review,
verification, freezing, and locking again, depending on the specific
data’s requirements.

If you have permission to edit lab ranges, but do not have permission to unlock data,
and you attempt to save edits to a lab range that is referenced by locked data, then:

O You will receive a message indicating that you cannot modify the lab
range, because you do not have permission to unlock data. The
message will also indicate how many locked data points reference the
range and inform you that you may obtain details for which data by
way of the Lab Clinical View. Typically this data can be accessed by a
report or outputs specialist who works with Rave data.

O You can click OK to exit the message. No changes are made to the lab
range or to the data status in EDC.

'Windows Internet Explorer

E This range is referenced by 2 locked datapoints. You can query them from the lab clinical view for AnalyteRangelD S641. You
] do not have Unlock privileges so this change cannot be made.
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Utilizing Markings

This chapter will cover the following topics:
O Markings
o Protocol Deviations
o Marking Groups
O Sticky Notes
a Queries

0 Annotations (Comments)
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Markings

Markings are notes, remarks, or observations that can be associated with fields on a
form. Permissions to markings are specified at the role level. These permissions
allow user roles to create, change, respond, cancel, acknowledge, close, delete, or
see the markings. Marking a form flags data for follow-up, correction, or clarification.

There are three types of markings:
O Protocol Deviations
O Sticky Notes
d Queries
Each will be explained in detail in this section of the training manual.

To Add a Marking to Any Data Entry Field:

Subject: tst100
Page: Demography - Screening

Date of Birth 07 Mar 1978
Age 28
Gender Male

1. Click the marking icon located to the right of the data entry field.

Selecting this icon opens a dropdown menu for marking type selection. These may
include Open Query, Place Sticky, or Protocol Deviation based on the role
permissions for the user.

Note: Dependent on role access, the marking type selection may differ. If a user
has no marking privileges, the markings icon is not displayed.
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Protocol Deviations

A protocol deviation is when an event or timing differs from what is stated in the
protocol, (for example, a subject misses a visit and the visit occurs three days late).

To Create a Protocol Deviation:

1. Add a marking.
2. Select Protocol Deviation from the dropdown menu.

3. Type comments in the open text box below the dropdown menu. The
maximum size of the comments is specified by the sponsor.

4. Select data from the additional dropdown menus for codes and
classes.

sl lBj‘Studies I ( JRitazaloid Sludy[ “EMDS Test]&ABCSﬂﬂ ][fj Screening[ [ Query Test Form_

Albumin Result::

Inactivate Page

Subject: ABC54321 D &
Page Query Test Form - Screening BN
Systalic BP:(1) 140° mmHg 2 § &

Diastolic BP:(1)
Protocal Deviation v

data falls out of range 60 mmHg 2 § &

EXC v|30 v

Note: A class and a code must both be selected for the form to save.

5. Click Save.

@1 | 33 Studies | ) Ritazaloid Study | 2 MDS Test | 2 ABCE4321 | 3 Screening | [ Query Test Form _
Albumin Result::
Inactivate Page]
Subject: ABC54321 B
Page Query Test Form - Screening 2
Systalic BP:(1) 140° mmHg 2 ¢ &
Diastolic BP:(1)
o data falls out of range Protocol Deviation Codes: EXC Protocol Deviation 60 mmHg A & &
Class: 30 Edit

Upon successfully saving the form, the following protocol deviation appears:
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Note: Even though a protocol deviation has been activated, data can still be entered
into open data fields.

Once created, protocol deviations may be edited and/or inactivated, depending on
user access.

To Edit or Inactivate a Protocol Deviation:

1. Select the Edit link next to the protocol deviation text to open the
editable text box for the deviation, classes, and codes. The inactivate
check box will also appear, depending on user permissions.

i I{H}}Studies I [ JRitazaloid Studyl *LMDS Test I 2, ABC54321 I(_‘_] Screening[ [5) Query Test Farm _

Albumin Result::

Inactivate Page

Subject: ABC54321 b &
Page Query Test Form - Screening BN
Systolic BP:(1) 140° mmHg 2 ¢ &
Diastolic BP:(1)
data falls out of range Protocol Deviation Codes EXC v 60 mmHg A & &

Protacol Deviation Class| 30 ¥ | [JInactivate

2. Enter changes or select the Inactivate check box.

3. Click Ssave.

Note: All protocol deviations, whether active, edited, or inactive, are recorded in
the Audit Trail. The ability fo add, edit, or remove a protocol deviation must be
assigned to a user in the Configuration module.

More About Protocol Deviation Codes and Classes

Individual codes and classes can be inactivated in the Configuration module during
the course of a study. (The sponsor determines if and when certain codes and
classes become inactive.) When a code or class becomes inactive, it will no longer
appear in its respective menu in EDC.

As stated above, protocol deviations appear on the line item of the datapoint. If
either the code or class becomes inactive in the future, it will not affect the protocol
deviation for that datapoint as long as it is not edited. Editing the datapoint itself
while the code and/or class are inactive will not affect the protocol deviation.

Editing the protocol deviation after a code or class has been inactivated, however,
must be done with care. Inactivated codes or classes will not appear in their
respective dropdown menus if you edit any information in the protocol deviation -
even if you are only editing the description. The system will automatically choose the
first active code or class in their respective lists. When editing a protocol deviation,
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review the code and class to ensure that the same or relevant ones are applied
before saving the protocol deviation.

Marking Groups

Rave allows two markings (sticky notes and queries) to be directed to specific
groups. A marking created by one group can be directed to another group for
response. These groups can be made up of one role or of various roles. These groups
belong to a virtual communication group, similar to an email distribution group.
These groups within Rave are referred to as marking groups.

Roles are assighed to a marking group by the sponsor. One role can have limited or
various responsibilities or permissions within the EDC module. Due to this, there
may be several marking groups created to cover the various role permissions.

fl l[quchuIainn Studyl f}Dungeganl& 1000 JMSIE} Screening[ [ Inclusion and Exclusion Cmena_

Inactivate Page

Subject: 1000 JMS [E I
Page: Inclusion and Exclusion Criteria - Screening B O
Informed Consent Date 01JAN2007 2 § & O

Inclusion Criteria

1. s the subject over 50 years of age? Yes @ § @ O

2. Is normal and healthy as determined by medical history. laboratory tests
physical examination, EC it

Open Query

Monitering Group
Data Management

[require respon
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Sticky Notes

Sticky notes are used for reminders and informal communication with another user.
They are used the same way a sticky note would be used on a paper-based study.

To Add a Sticky Note:

1. Add a marking by clicking the marking icon, and select Place Sticky.

2. Select the appropriate marking group from the second dropdown
menu. Refer to the marking group section of this manual for further
information.

3. Type comments in the open text box below the dropdown menu. The
maximum size for comments is dictated by the sponsor.

4. Click Save.

Once created, both the creator and the user receiving the sticky see the following:

Systolic BP:(1)
L] enter text here [] Acknowledge

Sticky notes appear in the relevant section of the Form page. Form pages containing
sticky notes are also added to the Task Summary, based upon user access, on the
Subject page for appropriate follow-up.

Once read, a sticky is inactivated once acknowledged. This removes the sticky from
the form as well as from the Task Summary.
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To Acknowledge a Sticky:

1. Click the Acknowledge check box.

Systolic BP:(1)
[ enter text here [¥] Acknowledge

2. Click Save.

a ll_\’j Studies I [ )Ritazaloid Study | 2MDS Test | 2, ABC54321 | () Screening[ [5) Query Test Form _

Albumin Result::

Inactivate Page]

Subject: ABC54321 B
Page Query Test Form - Screening B
Systolic BP:(1) 140° mmHg 2 ¢ &

3. Upon successfully saving, the sticky is removed from the form field.

Note: Sticky notes are optionally recorded in the Audit Trail.
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Queries

Within Rave, there are two types of queries:
a Manual Queries

0 System Queries

Manual Queries

A manually-generated query is created in the EDC module at the data point. A user
creates manual queries.

To Open a Manual Query:

1. Click the marking icon.
2. From the dropdown menu, select a marking type of open query.

3. Select the appropriate marking group from the second dropdown
menu.

4. Type comments in the text box below the dropdown menu. The

1 | B3Studies | O Ritazaloid Study | DS Test | 2 ABC54321 | 5 Screening | [ Guery Test Form _I

Albumin Result::

Inactivate Page

Subject: ABC54321 D&
Page Query Test Form - Screening BN

Systolic BP:(1)

Open Query v | SITE v

140 mmHg 2 & &

[[]RequireResponse

maximum comment size is dictated by the sponsor.

5. If a response is required, select the Require Response check box.

Note: In Rave 5.6.3, the Require Response check box is unchecked by default. In
Rave 5.6.4 and later versions, it is checked by default.

6. Click Save.
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7. Upon successfully saving a manual query, the query is highlighted and
reflected with a query open icon:

Systolic BP:(1)
? are you sure? [] Cancel Data Entry Error v 140 (DN

[J) < mmHg

Note: To notify a user that a query is open for them to attend to, the Task
Summary is updated to reflect the new task.

Manual queries can be cancelled. The manual query can only be cancelled if the user
has the necessary permissions, and the query has not yet been answered.

To Cancel a Query:

1. Click the Cancel check box.

Systolic BP:(1)
? Are you sure? [/] Cancel

(&)
2. Click save.
Subject: ABC54321
Page Query Test Form - Screening EX;
Systolic BP:(1) 140° mmHg 2 § &

3. The query is canceled.

Note: Even though the query is canceled, it still shows up in the Audit Trail.
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System Queries

A system query is triggered by preconfigured logic checks. If data is entered in a
field that does not conform to the edit check, or a required field is left blank, a
system-generated query opens. Depending on the configuration, system queries may
or may not require a response. If a response is requested, a user response box
opens.

The data field is highlighted and a query open icon appears. A query message is
displayed with the data entry field still open for editing. The query indicates what
required data is needed to clear the query.

An example of a system query is seen below:

Subject: TTT134
Page: Day 1 - Exam Date :
¥

Exam Date Data Entry Error jl | | {mm dd yyyy) QD
? Exam date is missing or incomplete. Please provide.

Responding to Queries
Depending on the query, different types of responses may be required.

« Data Change Only (No Additional Response Required) -
Requires that the information in the data entry field be
modified.

Subject Initials
? Please enter exactly 3 initials. If there is
no middle initial, please enter a hyphen. Entry Error ¥ |RP P
For example, "D-C".

 Additional Response Required - Requires that the user
provide additional information in a text box displayed on the
left side of the screen. The user can optionally modify the data
entered.

Head. neck. and thyroid
? Required Field Checks Message .
Opened To Site (09 May 2008) [_] Cancel Entry Error % | Abnormal v P

o Missing
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To Respond to an Open Query:

1. Open the eCRF containing the query.

2. Make changes to the data entry field as necessary. For system queries
configured to require both a response and a manual close, the
response box is grayed out and read only.

3. In order to enter a response, click the edit icon beside the field.

Systolic
? Systolic blood pressure must be greater than

diastolic Entry Error v 120 2§ 00

Opened To Site (17 Apr 2008 Llcancel
© ()

4. Click Save.

Note: The response box will be open for editing until you click inside the data entry
field. Afterwards, click elsewhere on the screen, and the response box will become
grayed out. You can still edit the response box by clicking the pencil icon.

Closing Queries and/or Re-querying

To the user that has answered the query, the answered query may look like this:

il I:;{_} Sludiesll “JRitazaloid Studyl “2MDS Test I 2, ABC54321 I[j Screening[ [ Query Test Form _

Albumin Result:

Inactivate Page

Subject: ABC54321 o a
Page Query Test Form - Screening B
Systolic BP:(1)
? are you sure? 140° mmHg & & &

O yes

Manual queries that have been resolved, or answered, are forwarded to authorized
users for additional action. To those users, the answered query typically appears like

this:
Systolic BP:(2)
? are you sure? Data Entry Eror v (2) § ]
O yes 120 mmHg

At this point, authorized users can choose to do the following with the query:
a Close the query
d Re-query
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To Re-query Data:

1. Click on the dropdown menu within the answered query.

Systolic BP:{2)

? are you sure? Data Entry Error v 1 2) § &

2. Select Re-Query from the dropdown menu.

Systolic BP:(2)

? are you sure? Data Entry Emor v |(2) § §]

Q 120 mmHgy
Re-Query v [JRequireResponse

3. A text box is displayed for the text of the new query.

Note: From this point forward, the steps for re-querying are the same as for

creating a new query: enter the query text, check the Requires Response box (if
desired), and click Save.

To Close a Manual Query:

1. Click on the dropdown menu within the answered query.

Systolic BP:{2)

? are you sure? Data Entry Error v 1 2) § &]

2. Select Close Query.

Systolic BP:(2)

? are you sure? Data Entry Emor v [(2) § £
yes 120 mmHg
Close Query ¥

3. Click Save.

4. The query is closed.

Note: All queries and their responses are stored in the Audit Trail. Refer to the
Audit Trail section in this manual for further information.
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Forwarding Queries

If you have the appropriate user permission, you may be able to forward open
queries on to other users. Once a query is forwarded, it is just as though you had
opened the query yourself.

If you have the forward query permission, you will be able to forward an open query
to any marking group that you have the permission to open queries.

For example, suppose you are able to forward queries to the CRC marking group and
the Safety marking group. If an open query is available, you will be able to forward
that query to the CRC marking group and the Safety marking group.

To Forward a Query:

1. Click the Forward link within the answered query.

Enrollment Date
? | believe the subject was enrolled on Jan. 2,

tonitoring Group (06 Mar 2008)

Entry Error v |0 Jan v ||2006
=

2. Select from the dropdown menu the marking group that will receive the
query.

Enrollment Date
? | believe the subject was enrolled on Jan. 2,

2006.
Opened To Site (06 Mar 2008)
Select a marking group to forward

to:| - Vv Cancel forwarding.

Monitoring Group
Data Management

3. Click Save.
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Annotations (Comments)

Annotations, also called comments, are used to communicate information about a
particular data point. Based on role permissions, users may add, edit, or inactivate
annotations. If a user has the necessary permissions, the comment entry box is
displayed in the data point’s audit trail.

To Add an Annotation to a Data Entry Field:

1. Access the Audit Trail for a data point to view the annotation text box.

e I () Cuchulainn Studyl &% Dungegan I 2,110 JMS I = Screeningl B Vitals[(:) Audits —

Data Point - Systolic Blood Pressure

Parent: Record - Vitals

Siblings: | Data Point - Systelic Blood Pressure (v

Audit User Time
W”‘ Seamus Dennehy 21 Feb 2007 01:41:38 AM
< [Patient was supine during measurement|
\
CRF Version 5682 - Page Generated: 21 Feb 2007 01:41:48 AM Eastern Standard Time

2. Type comments in the open text box.

3. Click Submit.

4. The annotation is added to the Audit Trail and is displayed below the
field on the form.

Inactivate Page

Subject: 110 JMS 0D & «
Page: Vitals - Screening BN O

Visit Date 01JAN 2007 2 7 & O

Time of Measurement 12:00 @ ¢ O

Diastolic Blood Pressure 70 (mmHg) 2 5 @ O

Sy Sure ) > 5

(@ Patient was supine during measurement Dm 110 (mmHg) re O

\/
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To Edit or Inactivate the Annotation from the Form View:

1. Click the Edit link to open the editable comment.

2. Edit the comment in the text box, or click the Inactivate check box to
remove the comment from the form view.

o II_ :]Cuchulainn Studyl ;-}Dungeganl&, 104 JMS l = Screeningl D Demographics _

Inactivate Page
Subject: 104 JMS D & @
Page Demographics.Screening EJ F; ooo

Please fill out the demographics information for the patient. All questions must be answered

Date of Birth

12DEC1965 @ ¢ @ O O O

@ |[Test Annotation [ inactivate

[ Ettmieity White 2 7 & O
Specify race RISH @ 7 & O
Gender Male 2 ¢ &l O
Calculated Age oxa

3. Click Save.

Note: If an annotation is inactivated, it is removed from the form view but will
remain in the Audit Trail.
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Form and Data Administration

This chapter will cover the following topics:
o Inactivating and Reactivating Forms
o Verification and Review
o Data Lock
0 Electronic Signature
O Electronic Signature in Batch

O Printing eCRFs
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Inactivating and Reactivating forms

With the exception of a subject's primary form, which is the patient's main
information and background form, a user with the necessary permissions can
inactivate any form for a subject. The inactivate button displays only for users with
the necessary role permission. Also, depending on user permissions, forms may be
reactivated.

To Inactivate a CRF Form:

1. Select a subject and form.

2. Click the Inactivate Page link displayed in the upper right corner of
the main area.

Gl II_ ) Cuchulainn Studyl {--2'—DungeganI& 104 JMSI@ Screeningl [ Demographics _

& _nactivate Page >
Subject: 104 JMS D &
Page Demographics-Screening@ B # ooo

Please fill out the demographics information for the patient. All questions must be answered

Date of Birth

65 @ #
(0 Test Annotation [Jinactivate Edit 12DEC1965 @/ @ O OO

Ethnicity White #
Specify race IRISH #
Gender Male o 5 &l
Calculated Age @xd

Note: The Inactivate Page link does not display on the subject’'s primary form.

3. Select a reason for the inactivation of the form in the Reason
dropdown list. If reasons are not configured, a Confirm Activation
check box displays.

il IEBStudies l [ Ritazaloid Study l HEMDS Test l 2, ABC54321 I‘ﬁ Screening[ [) Demographics _I

Albumin Result::

Select Reason | - »

Subject: ABC54321 u
Page Demographics - Screening W - ﬁhy:ﬂt

Race/Ethnicity: White O § & [

4. Click Save.
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Upon successfully inactivating the form, the page will reload displaying all data
points with strike-throughs and no-edit icons. Depending on user permissions, the
Activate Page link may appear in the upper right corner of the main area:

al IleuchuIainn Studyl #%Dungegan I 2,104 JMSI =) Screening[ [5) Demographics _|
Activate Page

Subject: 104 JUS i
Page: Demographics - Screening @ %
Please fill out the demographics information for the patient. All questions must be answered

Date of Birth 42PEC1965 @ | B

Ethnicity White @ W B

Specify race RisH @ ¥ W

Gender Hate @ ¥ W

Calculated Age ®x N
CRFeron 28 g e 8 o 507 01510 A e S T

Note: Once inactivated, no further action is allowed on the form. The inactivation
status is logged in the Audit Trail and displays in the Subject Task Summary with a
strike-through form icon.
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To Re-Activate a CRF Form:

1. Navigate to the inactivated CRF form.

2. Click the Activate Page link displayed in the upper right corner of the

main area.

Subject: 104 JMS
Page: Demographics - Screening

Please fill out the demographics information for the patient. All questions must be answered

Date of Birth
Ethnicity
Specify race
Gender

Calculated Age

Printable Version View PDF Icon Key
CRF Version 5403 - Page Generated: 06 Feb 2007 01:03:10 AM Eastern Standard Time

12-BECH1965

Yhite

RSH

Kiate

® w8
® v N

® v B\

fal I () Cuchulainn Study | £&Dungegan I 2,104 JMS I (=] Screening[ [ Demographics _

< Activate Page >

8 %

®w N
(O E|

3. Select a reason for the inactivation of the form in the Reason
dropdown list. If reasons are not configured, a Confirm Activation

check box displays.

4. Click Save.

Note: The system updates the information, and the form is restored to the status
prior to inactivation. The reactivation status is logged in the Audit Trail.

Document Version 15.0 PROPRIETARY - LIMITED DISTRIBUTION

145



Medidata Rave Electronic Data Capture (EDC) Training Manual

Verification and Review

Source document verification is the process of confirming that data entered
electronically matches the data collected first hand from the subject. This would
include comparing the electronic data submitted into the Medidata system with paper
forms, such as patient charts, lab reports, or even sticky notes.

Once the comparison has been made, an authorized user verifies the data in the
system.

The sponsor may specify what needs to occur before and after verification and
review begin; that is, data must be entered before verification begins.

Depending upon role and user privileges, additional controls may appear next to the
icons on the right side of the form.

These include:
@ Q Verify Icon
@] O Review Icon

These check boxes appear next to the completed data fields that need verification
and review, respectively.

1 | 33studies | (JRitazaloid Study | 2 MDS Test| 2 ABC54321 | (3 Baseline | [ Physical Exam _
Albumin Result:
Inactivate Page
Subject: ABC54321
Page Physical Exam - Baseline = # O
Were any abnormalities found? No = ® ¢ & O
Date of Exam: 01 JAN 2005 @ ¢ & O
Printable Version View PDF Icon Key
CRF Version 137 - Page Generated: 17 Feb 2006 04:49:13: AM Eastern Standard Time

Note: The sponsor determines which items in a study require verification and
review. If the user hovers the mouse over the Review icon, a tool tip appears
indicating which review group has been assigned to the task. The verification of data
is an optional step to ensure accuracy.
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To Verify or Review Data:

@ @] 1. Click the check box or check boxes for fields requiring review and/or
verification.

[ O Cuchulainn Study[ % Dungegan| & 111 WS 3 Sereening] [ Envoliment

Inactivate Page

Subject: 111 JUS B ® »
Page: Enrollment - Screening B s ooog
Enrollment Date 01FEB2007 @ # & O
Subject Status Enrolledt @ ¢ @ oo

Note: To verify or review all the data fields in the form at once, click the check box
immediately beneath the verify or review icon to select all data fields. On a
landscape log form containing pagination across multiple pages, clicking the check
box immediately beneath the verify or review icon on any page will verify or review
all log lines on all pages at once.

(D Cuchulainn Study Dungeganl& 1M1 JMSIE)Screeningl [ Enroliment
Inactivate Page
Subject: 111 JMS 0 ®
Page: Enrollment - Screening [EX; OO
Enrollment Date 01FEB2007 & 7 & 0O
Subject Status Enrolled! @ & & oo
2. Click Save.
= Upon verification and/or review, if the user has the ability to

unverify or unreview, the check box can be unchecked. If the
user does not have the permissions to unverify and/or
unreview, the check box becomes grayed out.

= To unverify or unreview a data point, uncheck the necessary
check boxes and resave the form. To unverify or unreview all
data fields on one page, or all pages when using a landscape
log form, clear the check box immediately below the verify or
review icon.

Note: If any data is changed after it has been verified and/or reviewed, the field
will become unverified and/or unreviewed. The user with the appropriate
permissions will have to verify and/or review the document again.

Note: The ability to save verification and review choices is disabled during the
eSignature process. Refer to the "Electronic Signatures in Batch” section in this
manual for more information.
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Data Lock

Depending upon role and user privileges, additional controls appear to the right side
of the forms to lock data.

There are two ways in which to lock data:

* Entry Lock (soft lock, freezing data) - Prevents any future data entry
or edit but allows authorized users to create and respond to markings.
Also allows authorized users to perform reviews and source document
verification. When data has been entry locked:

o The Add a New Log Line and Inactivate links on log line or
mixed format eCRFs will remain enabled.

o Sites can no longer select a local lab name on local lab
eCRFs.

o Sites can only respond to queries in the response box; sites
cannot change the data even if the query instructs them to
do so.

o Investigator signatures can still be applied.

* Hard Lock - Prevents all users from modifying the data point in any way.
When data has been hard locked:

o The Add a New Log Line and Inactivate links on log line or
mixed format eCRFs are removed.

o Sites cannot create or respond to markings.

o If new forms or folders are required, they must be added by
way of the Add Event dropdown menu on the subject home
page.

o Investigator signatures can still be applied.

To Entry Lock or Freeze Data:

1. Click the check box or check boxes (beneath the Entry Lock icon)
corresponding to the appropriate data fields.

Subject: New Subject @ 8
Page: Subject ID B X 00O

Subject Initials ms QRN MO

Subject Number (piease enter the subject number, or
leave blank if you wowld iike this field to be o @elNOO0O
automatically calcuwlated)

Subject Identifier 02jms @V W v O

Printable Version View PDF Ilcon Key E
ave || Cancel
CRF Version 776 - Page Generated: 06 Mar 2006 07:30:23 AM Greenwvich Standard Time - -
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Or

Note: To open and entry lock all the data fields in the form at once; click the check
box immediately beneath the entry lock icon to select all data fields. On a landscape
log form containing pagination, clicking this check box from any page will open and
lock all data fields on all pages at once. Users are not able to edit frozen fields but
can open a query if a data issue arises.

2. Click Save.

2 Upon entry lock of data, the status of the field is updated to the

entry lock icon and the edit icon is cancelled out.

= If a user has access to un-entry lock data, a check mark

remains in the check box. To un-entry lock a data point, click
and remove the check mark from the check box. To un-entry-
lock all data points on one page, or all pages when using a
landscape log form, clear the check box immediately below the
entry lock icon.

Subject: New Subject @ 8
Page: Subject ID B % oo

Subject Initials

ms @RRN MO

To Hard Lock Data:

1. Click the check box or check boxes, (beneath the hard lock icon)
corresponding to the appropriate data fields.
Subject: New Subject « 8
Page: Subject ID B OO
Subject Initials jms @Y ®
Subject Number (please enter the subject number, or
leave biank if you would like this field to be 0 YN OO
automatically calcuwiated)
Subject Identifier m2jms @ % W O
Printable Yersion View PDF | Key
Cf;‘FnVaers?on ??tgl-olgagelg\;\;erﬁed: OCSE;\;]ar ZEDJGB 07:36:03 AM Greenwich Standard Time

Note: To hard lock all the data fields in the form at once, click the check box
immediately beneath the hard lock icon to select all data fields. On a landscape log
form containing pagination, clicking this check box on any page will hard lock all data

fields on all pages at once.

2. Click Save.
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&~

Upon the hard lock of data, the open check box is replaced with
the hard lock icon, and the edit icon is cancelled out.

Subject: New Subject
Page: Subject ID

Subject Initials

@ 8

EBx OO
ms @RYWE M @

Or

V] =

If a user has access to unlock data, a checkmark remains in the
check box. To unlock a data point, click and remove the check
mark from the check box. To unlock all data fields on one page,
or on all pages when using a landscape log form, clear the
check box immediately below the hard lock icon.

Note: When the verify, review, freeze and/or lock option is used on a log form on
the Apply to Record row, the option is only applied to the current log line and not to
the whole form.

Subject: 1005 jms

Page: Concomitant Medications - Labs (1)

D & o 8
& 7 oo
Were any concomitant medications given? Yes & ¢ & OO

Currently viewing line 1 of 6. =
Click here to retum to "Complete View". Apply to Record (4 OO

Inactivate Page

Note: The ability fo save freeze and lock choices is disabled during the eSignature
process. Refer to the "Electronic Signatures in Batch" section in this manual for
more information.

150 PROPRIETARY - LIMITED DISTRIBUTION Document Version 15.0




Medidata Rave Electronic Data Capture (EDC) Training Manual

Electronic Signature

Depending on role permissions, an electronic signature is captured to attest that data
has been reviewed and deemed to be accurate. Electronic signature requirements
are configurable by the sponsor; the sponsor specifies which data points require an
electronic signature and if only one signature (the password) is required or an
additional signature (the User ID or pin) is required.

Note: iMedidata users will use their iMedidata login credentials as their electronic
signature.

Electronic signatures can be obtained at three different levels:
a Subject level
O Folder level
a Form level
Electronic signatures can be applied in two ways, depending on user permissions:
a By way of an electronic signature on a form

a By way of batch signature functionality

Electronic signature on a form

Depending on a user’s permissions, a user may be able to sign off on a subject,
folder, or form using the Sign and Save button.

To Apply an Electronic Signature to a Form:

1. Click the Sign and Save button located on the bottom of the eCRF.

o Il_' g | KDKM[ “~KDKM Medical Centerl 2, suB191 l(f] Screening[ [ Informed Consent_

Inactivate Page
Subject: SUB191 ERU A
Page: Informed Consent - Screening B ¢ g0 o
Date of Informed Consent/?| 1FEB2012° @ ¢ & O O O
Did the subject sign and receive a copy of the written o — - .
Informed Consent form? Yes /@00 -
Is subject eligible to participate in the study? Yes @ ¢ @& OO (=]
If yes, enter the Date of Enroliment(?] 1JAN2012 @ ¢ & O O (@]
Printable Version View PDF Icon Key “save ) ("Cancel )
CRF Version 8304 - Page Generated: 25 Apr 2012 21:17:01 Greenwich Standard Time S—t e——

2. A popup window will appear. Read the verification message and then
enter your credentials as labeled on the screen (password and User ID
or PIN).
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Medidata Solutions Worldwide

As PI, | understand and certify that the information submitted within the application is true, complete, and
accurate to the best of my knowledge. - Dr. Chester Esterson

User Name

cesters

Password

Sign and Save

3. Click Sign and Save.

The electronic sighature is captured on the eCRF, as depicted below.

e
Your form has been successfully submitted.
Ne = i
Inactivate Page

Subject: SUB191 (B A A - |
Page: Informed Consent - Screening B s 00 O

Date of Informed Consent ] 1FEB2012° @ ¢ & O O O

Did the subject sign and receive a copy of the @ — —

written Informed Consent form? Yes O/ & OO U

Is subject eligible to participate in the study? Ys @ ¢ & O 0O O

If yes, enter the Date of E (2] AJAN2012 B f 61 O O O
< PI, I understand and certify that the information submitted within the application is true, complete, and accurate to

the best of my knowledge. - Dr. Chester Esterson (cesters) 25 Apr 2012 21:18:54 Greenwich Stan

dﬂn‘e/
mmwi—ﬂﬂﬁg_ﬂ_{m T Save ) [ Cancel )
CRF Version 8304 - Page Generated: 25 Apr 2012 21:18:: reenwich Standard 1ime e i

The signature transaction is also saved in the Audit Trail.

@ ] [JJKDKM I 22 KDKM Medical Cemer] 2, 8UB191 I ) Screening [ [ Informed Consent [ O Audits
DataPage - Informed Consent

Parent: Instance - Screening

Children: Record - Informed Consent

Audit User Time

User signature succeeded. Dr. Chester Esterson (269 - cesters) 25 Apr 2012 21:18:54

Note: If the system has been configured to require multiple parameters (for
example, password and PIN or password and username), then the first time the
investigator signs off on a form, they will be prompted to enter both parameters.
Once this signature has been entered, a timer starts. If any additional forms are
signed within a specific time period, only the password is necessary. If any
additional forms are signed after the specific time period, both parameters will be
required. The sponsor specifies the amount of time configured for the timer.
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Electronic Signature in Batch

Depending on their permissions, users may be able to batch sign forms directly
from either the subject home page or in Grid View. Batch signing enables a user to
sign off on multiple folders and forms at once for a subject. Batch signing using the
grid view will be discussed in the Grid View section.

In the Subject Schedule, any folders displayed with the “"Requires Signature” status
icon indicate that all forms in that folder are ready to be signed. A user may see
another status icon if there is at least one form in the folder that is set to a status
higher than the “Requires Signature” status. (Please see the Medidata Rave Icon
Hierarchy topic in the Appendix for more information.) Batch signing will only apply
the signature to the forms in a folder that are ready to be signed.

Additionally, the Task Summary will display the forms that require signature. When
users access each form, they will view the same predefined message on each page
that requires the signature.

Grid View

[3Subject Enroliment Subject Administration
Subject Sharing

Visit Date V Task Summary: Subject Pages
(3 |Screening 01 Jan 2012 V 2 Requiring Signature 507
Iﬁ Day 1 02 Jan 2012 Subject Enroliment
(3 |Day 10 11 Jan 2012 HE R
A |pay 20 21 Jan 2012 Screening-Medical History
Screening-Physical Examination

Screening-Screening

To Batch Signh Forms from the Subject Home Page:

1. Click the Sign and Save button.

& [Day 20 21 Jan 2012 SCreenmg-viearcar HIstory
Screening-Physical Examination

Screening-Screening
For all applicable Forms sign below 1

:,—> > 4k NonConformant Data o8
< Sign and Save == s
[> # Requiring Coding o8

2. Enter your credentials as displayed on the screen.

3. Click Sign and Save. A message will appear indicating that signatures
are being applied to forms for the subject. The electronic signature
process runs in the background, allowing you to move on to another
subject to batch sign forms during this time, if necessary.
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@is being applied. You may continue working on ot@

Medidata Solutions Worldwide

_ 2 ] (J)MCC-55695-KD_Training-06052013@01:33PM [ #MDSO Hospital [g SUB 101 I

5 suB 101

4. Refresh the page to see the updated status icons, or navigate to
another page to continue working.

Note: After the signature process is complete, the 'signature being applied’
message will remain on the screen until the page is refreshed or you navigate
to another page.

While sighatures are being applied, no one can edit data, save data verification and
locking choices, modify templates, or add/inactivate/reactivate log lines for the
subject until the electronic signature process is complete. Users who navigate to
eCRFs for the same subject will see the Save button and all edit pencils disabled until
the process is complete and the page is refreshed.

As with electronic signatures for forms, individual field statuses will rollup to the next
status once a folder is signed, and the audit trail will log the eSignature.

Invalid Credentials

Entering an invalid username, PIN, or password will prompt an error message to
appear, indicating that the signature has failed. Re-enter the information correctly to
sign the eCRFs successfully.

Rave EDC will automatically logout after continuous failed signature attempts. The
user must log back into Rave with the correct credentials and navigate back to the
eCRF to proceed.

Broken Signatures

The electronic signature includes the user’'s name and User ID, as well as the date
and time the signhature was applied. With the exception of changing a field's code or
translating a field, any change to a form or datapoint within a previously signed
folder or field will break that folder’s or field’s signature, and will require the user to
sign the affected folders or fields again. The status of the affected datapoints will
reflect these signature changes.
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Printing eCRFs

Within the Rave user interface, eCRFs can be printed exactly as they are displayed
on screen. They can be printed either before or after data has been entered. There is
also an option to open the eCRF in a PDF format. The page can then be printed and
stored as a PDF file. A PDF reading program must be installed to use this option.

To Print an eCRF:

1. Navigate to a form in the EDC module.

2. In the lower left of the main area, click the Printable Version link to
display the print dialog box.

o l\, JDAC Studyl *:medidata hospital].&ﬂm jmsl@ Screening[ [) Demographics _
Subject: 001 jms o
Page Demographics - Smeening @
Date of Birth 12 Dec 1950° P ¢ &
Ethnicity White @ 7 &
Specify race VT
Gender Male &P ¢ &
Calculated Age 54 @ % &
Printable Yersion Yew PDF Icon Key
oenermedz 20 Feb 2006 06:23:47:PM Greenwich Standard Time

3. Select a printer, specify print options, and click Print.

Note: Contact your IT administrator for question regarding the installation of
printers, print options, and print settings.
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To Print a PDF:

1. Click the View PDF link.

m II_ :]DAC Studyl “=medidata hospital I 3001 jms I = Screening[ D Demographics _

Subject: 001 jms B -

Page Demographics - Smeening@ ¥
Date of Birth 12 Dec 1950° @ 7 &
Ethnicity White & § &
Specify race v |
Gender Male &P & &
Calculated Age 54° @R e

Printable Versitg on Key

CRF Version 693 - Page s €. 20 Feb 2006 06:23:47:PM Greenwich Standard Time

2. When the PDF window opens, click the Print button.

3. Click the Save button to save the eCRF.

B - B EEORE (AP @ [0 -0 OOOE -0

R B-g|B-7-£-B&|E T D
Bookmark v ﬂ
=-{ 001 jms =] 001 jms _—
&-{ 1Demographics] Generated On: 20 Feb 2006 06:25:40:PM
“-{ ] Screening
E-{JTEXT

{1 BIRTHDT Date of Birth
{1 AGE Calculated Age

~Date of Birth 12 Dec 1950 —l

- Ethnicity \\'hllu“/'

- Specify race

- Gender Male /=2

Female

[ Signatures " Comments Y Thumbnails Y Bookmarks

- Calculated Age 54

4. Close the PDF window to return to the Rave application.
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Subject Maintenance

This chapter will cover the following topics:
o Grid View
0 Subject Administration

0 Subject Sharing
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Grid View

The grid view link changes the display of the subject home page such that all of the

subject's top-level folders and forms appear in a grid format.

Accessing the Grid View

In order to access the grid view, the user must have the grid view permission set in
the Configuration module.

To Access the Grid View:

1. Navigate to a subject’s home page.

2. Click the Grid View link on the upper right corner of the page. The
grid view is displayed in the main area of the screen

I o IO KDKM [ Z-KDKM Medical Center[.g. SUB191

[__‘ﬁSubject Enroliment

Visit Date
(3 |Screening 01 Jan 2012
5 |Day 1 02 Jan 2012

Within the Grid View

V Task Summary: Subject Pages
[» # Requiring Signature 508
> 44 NonConformant Data or®

Grid View )
Subject Administration
Subject Sharing

T

EiSubject Enrollment

All

Subject Enrollment
Informed Consent
Demography

Vital Signs

Physical Examination
Study Meds Day 1
Medical History
Pharmacokinetics
Adverse Event?
Screening

Treatment Arm
Therapy 1 Results
Therapy 2 Results
Therapy 3 Results
Unscheduled Visit Info
Surgery

Concomitant Medications
All

B

B
B
E

||

&
B

E)

B

)

Calendar View
Subject Administration
Subject Sharing

SUB191 |Adverse Events |Unscheduled Visits |Day 1 Day 10 Day 20 Screening |All

Subject Enroliment
Informed Consent
Demography

Vital Signs

Physical Examination
Study Meds Day 1
Medical History
Pharmacokinetics
Adverse Event?
Screening

Treatment Arm
Therapy 1 Results
Therapy 2 Results
Therapy 3 Results
Unscheduled Visit Info
Surgery

Concomitant Medications

SUB191 |Adverse Events |Unscheduled Visits |Day 1 Day 10 Day 20 Screening |All

O The folders and the forms are arranged by Record Date Time.

O The folders and first level subfolders display in columns, and the forms
display in rows.

a A cell showing a form icon indicates that a form is in the specified
folder(s). For example, the Vital Signs form is in the Day 1, Day 10
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and Day 20 folder, but not in the Adverse Events folder. If there is no
form, the cell will be blank.

All SUB191 Adverse Events Unscheduled Visits |[Day 1 |Day 10 Day 20 Screening |All

Subject Enroliment B Subject Enroliment
Informed Consent & Informed Consent
Demography B} Demography

Vital Signs B B B Vital Signs

d The form icon will also indicate the overall status icon of the form. For
example, the Informed Consent form is set to the Entry Complete

status, and the Demography form is set to the Requires Signature
status.

10 \Day 20 Screening All
Subject Enroliment

& Informed Consent
2 Demography
B Vital Signs

Q Clicking an icon will display that form in the main area, where a user
can perform normal tasks. Click the Go back to Grid View link at the

top of the form to return to the grid. Click the X icon to hide that link,
if desired.

1 | (JKDKM | 42 KDKM Mediical Center| 2, SUB191| (5 Screening| [} Informed Consent

C<J Go back to Grid View X

Subject: SUB191
Page: Informed Consent - Screening
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Performing Actions Using the Grid View

Depending on permissions, users can verify, review, freeze, lock, or apply a batch
signature to data in the grid view. A user can perform an action on all forms within a
folder, for a form that spans across multiple folders, or for all forms and folders.

To select a folder, click the column header. To select a form across all folders, click
the row header. Click the All header to select all forms and folders. Once selected, a
checkmark will appear next to the header selected.

SUDJECTSTETTTY
o Do e g S\ S
Sign and Save — = = — — Set OClear (_Save Cancel

All SUB191 |Adverse Events |Unscheduled Visits Day 10 |Day 20 | « Screening Day 1 All

Subject Enrollment B Subject Enrollment

Informed Consent & Informed Consent

Demography B Demography

Vital Signs B B [> |vital Signs

Physical Examination 2 Physical Examination

To Verify, Review, Freeze, or Lock using Grid View:

1. Click the column header, row header or All header.

2. On the top of the grid, select the desired action(s) to perform by
checking the appropriate action control check boxes.

/ \
. 0D & & - ) - .
_Sign and Save | C: O™ ; @®Set OClear _5@.
e —————

3. Select the Set radio button.

Note: Hover your mouse pointer above the action icon to display a tooltip
indicating what action the icon represents.

4. Click Save.

The affected icons are updated to reflect their new status.

Note: Setting Lock All will disable Add Events. Similarly, clearing Lock All will enable Add
Events. Refer to the "Disabling Add Events” section in this manual for additional
information.
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To Batch Sign using the Grid View:

Note: The Sign and Save button will appear if at least one form that requires a
signature is selected. If no forms that require a signature are selected, the button
will not appear.

1. Click the column header, row header, or All header.

2. Click the Sign and Save button.

D o~ o & &
A o @™ Set Clear [ Save Cancel

3. A popup window will appear. Read the verification message and then
enter your credentials as labelled on the screen (password and User ID
or PIN).

4. Click Sign and Save.

5. A message will appear indicating that signatures are being applied to
forms for the subject. The electronic signature process runs in the
background. Refer to the “Electronic Signature in Batch” section of this
manual for more information.

6. The affected icons are updated to reflect their new status.

Note: Signatures cannot be undone by way of the grid view. Signatures are
automatically undone, or broken, when data to which that signature is applied has
been changed.

Applying Actions to Parent Folders

If a folder has subfolders, the system can be set up so that if an action is directed
toward a parent folder, the same action will be propagated to the folder’s subfolders.

To Perform an Action across Subfolders

1. Click on a folder that has subfolders.
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Yoarcel

& Adverse Events
B BloodWork
& Cholesterol

Concomitant
Medications

Demographics

Drug
Administration

ECG
Enrollment

2. Click on an action, Set, and Save.

3. Review how the same action has been propagated to all subfolders.

E] E 5 O Set OClear

Unscheduled Unscheduled|Unscheduled
(1) Visit (1) Labs (1)

B Adverse Events
BloodWork
Cholesterol

All

Concomitant
Medications

Demographics

B Drug

Administration
) ECG
Enrollment

To Return to Calendar View

Click the Calendar View link displayed above the grid to return to the calendar view
of the subject home page.

[m IOKDKM I #-KDKM Medical Cemar[g SUB191

C__Calendar View [
E?Subject Enroliment Subject AG rano
Subject Sharing
All SUB191 |Adverse Events |Unscheduled Visits |Day 1 |Day 10 Day 20 |Screening All
Subject Enrollment ) Subject Enrollment
Informed Consent A Informed Consent
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Subject Administration

The subject administration feature allows addition, activation, or inactivation of
forms and folders for a particular subject by authorized users. This feature is used to
customize the default matrix assigned to a subject.

Note: Access o subject administration is based upon role privilege.

To Access the Subject Administration Page:

1. Click the Subject Administration link on the right side of the main
page:

) | 3 studies | DRitazaloid Study | £ MDS Test| 2 ABC12345

[ Primary Form

Visit Date Sign Task Summary: ;
— . N = » > 4 1 NonConformantData

2. The Subject Administration page opens:

1 | 33 Studies | (D Ritazaloid Study | 2 MDS Test | 2 ABC12345 | 2, Admin _I

[F) Add Form Activate/Inactivate

AEs and Con Meds v O LQuScreening
M S creening (1)
£ Add Folder M CdBaseline (1)
Screening v O M Baseline
& Eweek 1
MCweek 1 (1)
MICIEnd of Study (1)
MICIEnd of Study

Note: For the subsections listed below, the Activate/Inactivate checkboxes and
the Save button are disabled during the eSignature process. Refer to the
“Electronic Signatures in Batch” section in this manual for more information.
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To Add a Form or Folder to the Subject Matrix:

1. Select a form from the Add Form dropdown menu or a folder from the
Add Folder dropdown menu.

[ Add Form Activate/Inactivate
Demaography I O IVXchreening
Demography Al v KjDay 1
Medical History W (Day 3
“ital Signs A= )
Physical Examination —IOngoing
Pharmacokinetics V Clpay 28
Concomitant Medication K 3k 3k 3k 5k 5k K K K K

N
End of Study | K 3K 3K K K K kK Kk
Laboratory Evaluations K 3k 3k 3k 5k 5k K K K K
Exam Date
Investigator Signature B

a Click the Arrow icon to the right of the dropdown menu.
D d The form is added to the Activate/Inactivate table.

[) Add Form Activate/Inactivate
IDemography ~| O W C#Screening

_ v @Day 1
] Add Folder ~ (ADay 3

IScreening 'I D ¥ (30ngoing
¥ CJDay 25
v [ Adverse Events

Note: All forms listed with a check mark in the Activate/Inactivate table make up
the subject matrix. Active folders that contain no forms are displayed with a lock
icon, but when forms are added, the lock icon is no longer displayed.

When the user returns to the subject’'s home page, the new form or folder is
displayed in the subject matrix.

5 %08

(5] Screening
(] Day 1

() Day 3

(5 Ongoing

—
[] Adverse Events

Note: Click on a folder to view and inactivate/activate the forms within that folder.
Exit out of the folder using the navigation tabs at the top of the main area.
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To Remove a Form or Folder from the Subject Matrix:

1. Deselect the folder from the Activate/Inactivate table by deselecting
the check mark associated with the folder.

Activate/Inactivate Activate/Inactivate
¥ CBScreening ¥ CBScreening
V Cpay 1 V Cpay 1
v [fiDa}r 3 v [f]Day 3
v [jOngoing I @Ongoing
v (dpay 28 V (CDay 28

2. When the check mark is removed, the folder is inactive and removed
from the matrix located in the sidebar.

Note: To inactivate forms within the matrix, access the form by clicking on the
folder that contains the desired form and follow the steps above.
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Subject Sharing

Subjects can be shared across sites within a study. When a subject is shared, all
shared sites can view and enter data for that subject. There is no limit to the number
of subjects that can be shared or the number of sites that can share a subject.

In order to share a subject, a user with subject sharing permissions can share the
subject with other sites as configured within the system.

The site that initially creates the subject is the primary site. The sites that share the
subject with the primary site are secondary sites. All shares must be designated by
the primary site; secondary sites cannot initiate shares of a subject with other sites.

To Share a Subject from the Primary Site:

1. Select a subject in the EDC module to display the subject home page.

2. Click the Subject Sharing link in the upper right corner of the main
area to display the Subject Sharing page.

[GridView]
[# Primary Form Subject Administration
Subject Sharing

D

Visit Date Sign Task §umma|y:
= ) e » > 4 1 NonConformantData =
B Screening NotSet [0 > @ 5 PagesRequiringSignature 8
(3 Screening (1) Not Set & B 1§ 0 PagesRequiringCoding 8

The Subject Sharing page displays a list of sites that have established sharing
relationships with the subject's primary site.

fl ]n; ITraining Study] #:Medidata Hospital [ 3%123[.3 Subject Sharingl
Subject Sharing

[0 Osaka Medical Center (2)
CJRobin's World (026)
CIMWT_Augl5 (244)

[ Cici's Site (99999)

7 Save
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3. Check the box(es) next to the site(s) that will be secondary sites for
the selected subject.

@1 | ) Training Study | 22 Medidata Ho
Subject Sharing

Osaka Medical Center (2)
[JRobin's World (026)
CONMWT_Augl5 (244)

[ Cici's Site (99999)

2 Save

4. Click Save. The system updates the information and makes the
subject available to the secondary site(s).

Note: If a subject that is shared is reassigned to another primary site, all previous
site relationships are removed.
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Appendix A: Icon Key

This section will cover the following topics:
o Medidata Rave Icon Key

o Medidata Rave Icon Hierarchy Overview
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Medidata Rave Icon Key

The following icons are used throughout the Rave modules.

Status Icons

Q Never Touched © Overdue
(9)] Answered Query (=) Locked
(o) Incomplete () Inactive
o szgi?ilcr: ti on ® 'Flifaq nusl{zaets;on
A Not Conformant (] Requires Coding
- Requires Review Fal Requires Signature
V] Complete 2 Query Open
[} Entry Lock -- --
EDC Module Icons
[ CRF blank form - file Site Group
Folder Site
Folder not available Study
to user
Subject Studies
CRF Icons
0 Verify dh Out of Range High
<«d Freeze Alert High
- Review - Out of Range Low
=] Lock - == Alert Low
Marking ? Open Query
|:-* Protocol Deviation O Answered Query
& Task Summary Pop- F Edit
up
(] Comments § Edit not available
] Sticky Notes = Data has changed

You can determine the status for each object by looking at the status icon that is
displayed on that object. For example, if a subject contains non-conformant data,

»
the subject icon will display the non-conformant Eh icon.
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If a folder contains an open query, the folder icon will display the open query C2
icon.

The same logic applies for all the objects: Subject, Folder, Form, and Field. The icon
displayed on each object is dependent on the status of the data within the object and
the icon hierarchy. See the next section in this manual for additional information.
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Medidata Rave Icon Hierarchy Overview

The icon hierarchy rules within the Medidata Rave application remain the same
whether referencing a specific field, form, folder, or subject. In general, as one goes
up the hierarchy (for example, field to form), the icon that is displayed depends on
which status takes precedence over another as the statuses are rolled up. It should
also be noted that the status icons appear in Rave based on the user's role
permissions (for example, if a user does not have the Coding role action, then they
should not see the Coding status icon).

The following table illustrates the icon status hierarchy in the Rave system:

Status Icon
Non Conformant Py
Locked &
Open Query 2
Answered Query (3]
Requires Translation t“
Requires Coding (]
Requires Verification oy
Requires Review )
Read-only Opened Query 2
Read-only Answered Query (9]
Pending for Verification o
Is Overdue ©
Pending for Review -
Entry Locked [ o]
Untouched O
Incomplete O
Requires Signature -~
Entered Complete V]
Entered Empty V]
Inactive ()
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Note: The icons shown are the data status icons. They can be applied to any level of
the system you are accessing. For example, if there is a non-conformant field on
some form for a particular subject, and you are accessing the Subject page for the
subject in question, then the icon shown is subject non-conformant.

When statuses are rolled up for a form, folder, and subject, it helps ensure that the
user knows what tasks they need to complete.

Typically, the status with the highest position in the status icon hierarchy will be
displayed for a given object.

For example: A form contains three fields:
¢ One has a status of “never touched,”
¢ One has a status of “requires verification,” and
¢ One has a status of “requires review.”

In this case, the form will display a status of “requires verification,” because that is
the highest status of those three in the hierarchy.

You can take the example further. Suppose that the form described above is in a
folder with two other forms.

¢ One form has a status of “open query,”
¢ One form has a status of “requires review,” and
 The form described above has a status of “requires verification.”

In this case, the folder will have a status of “open query,” because that is the highest
status of those three in the hierarchy.

There are a few exceptions to the general behavior described above. The exceptions
are fields with the following status: open query, locked, and non-conformant.

In the icon hierarchy, “"non-conformant” is the highest status. If there is a “non-
conformant” field on a form, regardless of what other statuses are on that form, the
form will display the “non-conformant” icon, the folder containing that form will
display the “non-conformant” icon, and the subject will display the “non-conformant”
icon.

The next status in the hierarchy is “locked,” followed by “open query” and “answered
query.” The roll ups of these statuses behave a little differently than the others. For
the other statuses, the highest status in the hierarchy will roll up to the form, folder,
or subject, as we saw in the prior examples. In the case of “open query” and “answer
query,” even though “locked” is higher up than they are in the hierarchy, the
“locked” status will not roll up to the form, folder, or subject. The following is an
example to illustrate this point.

A form contains three fields:
¢ One field has a status of “open query,”
¢ One field has a status of “locked,” and

e One field has a status of “requires verification.”
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In this case, the form will display a status of “open query,” even though “locked” is
the highest status in the icon hierarchy of the three. The “open query” status
displays at the form level, so that the end-user knows they have an action to take.

If the form was in a folder with two other forms, one with a status of “locked” and
one with a status of “incomplete,” then the folder would still display the “open query”
icon, because again, even though “locked” is higher in the hierarchy, the end-user
needs to know about their open queries.

If the field containing the open query is locked, the status of that field turns to
“locked”; however, the status of the form remains “open query,” so the end-user
knows the query is there.

If the whole form is locked, the status of the form would remain “open query.” If the
whole folder is “locked,” the status of the folder remains “open query.” If the whole
subject is locked, the status will finally turn to “locked.” The same logic applies for
the “answered query” status.

Document Version 15.0 PROPRIETARY - LIMITED DISTRIBUTION 175



	Medidata Rave® Electronic Data Capture (EDC) Training Manual Document version 15.0
	Welcome
	Introduction to EDC
	Basic Navigation
	Using the Rave EDC Module
	Creating Subjects
	Data Entry & Maintenance Using Forms
	Utilizing Markings
	Form and Data Administration
	Subject Maintenance
	Appendix A: Icon Key



