Genentech

EDC Training: Rave Basics for
Development

Leader Guide to Participant Guide 1.3 [5 Oct 09] >>>>>




ACKNOWLEDGMENTS

This version of this guide owes its inception to the efforts of the EDC team at
Genentech and Development Learning Solutions.

Version 1.3
Document Date 5 Oct 09
Amendment History

Cover Photo Patient Profiles (left to right)

Ben, Pulmozyme® Patient

At birth Ben weighed in at over nine pounds and, by all accounts, seemed ro be a healthy baby.

At six months old and after two hospitalizations for pneumonia, Ben was diagnosed with cystic
fibrosis (CF). At 18 months old Ben had a two-week hospital stay for CE and ar the age of two

Ben started Pulmozyme therapy as part of his treatment regimen. Now 13, Ben is a lively sev-

enth-grader with a voracious appetite for life. He has a passion for math, movies, computer
games and wizard stories. An avid snowboarder and surfer, Ben is also a right defender and
right mid-fielder on his competitive soccer team. Ben’s family reports that his daily treatment
regimen is under an hour and, with the assistance of Pulmozyme therapy, Ben enjoys the life of
an active teenage boy.

Samantha and Alison, Nutropin® Patients
Nutropin is indicated for growth hormone deficiency in children and adulss, growth failure

associated with chronic renal insufficiency, and short stature associated with Turner Syndrome.

Jane, Rituxan® Patient

Six years ago, in 1998, Jane discovered a lump on her collarbone. Thinking it was some type of
muscular inflammation, she went to the doctor to have it examined. The doctors performed a
biopsy on the lump and discovered that she had non-Hodgkins lymphoma. After telling her fam-
ily that she had non-Hodgkins lymphoma, her daughter, who had just started working ar
Genentech, mentioned that her company had recently launched a new drug for non-Hodgkin’s
lymphoma, Rituxan. Jane started taking Rituxan and soon discovered that her tumor was
shrinking. After a year, she was in remission and went off of Rituxan. Jane credits her daughter’s

new job at Genentech for helping her find the drug that helped treat her disease.

Confidential and Proprietary 4

( J/
Copyright © 2009 Genentech, Inc. This document is DL'.-'L.,ll-'l['lrl'IU[I

proprietary and confidential. It remains the property of
Genentech, Inc. at all times. No part of this document may be
used, reproduced, or transmitted in any form or by any means,
electronic or mechanical, including photocopying and recording,
for any purpose without express consent of Genentech, Inc.

EDC Training: Rave Basics for Development



> Acknowledgments

> Class Preparation

Instructor Information
Rave Roles
Rave User Groups

> NAVIGATING RAVE

1

Introduction

About Medidata Rave

What You Will Learn in the Rave Basics Training
Sample Study Used in this Training

Training Prerequisites

EDC Help Desk

Key Rave Concepts

Rave and Genentech EDC Studies
Rave Architecture: EDC and Related Modules

Integration with Other Genentech Systems

Getting Started

Obtain a Rave User Account
Log Into Rave

Rave Home Page

Customize Your Rave Settings

Log Out of Rave

Basic Navigation
Organization of Study Data
Navigation Tips

Select a Study

Study Page

View a Site

Site Page

Rave’s Online Help

Viewing Subject Information
About Subjects
View a Subject

Subject Page—Calendar View

ii

ix

xi

DMt W NN

co NN

16
16
19
22
25
28

29
29
34
37
38
39
41
42

43
43
43
44



Subject Page—Grid View 47

Search for a Subject 49
6 Viewing eCRFs Associated with a Subject 53
About eCRFs 53
eCRF Page 54
View eCRFs 58
7 Working with eCRFs 67
Introducing Queries 67
Introducing Sticky Notes 69
View the Audit Trail 71
Get Help for eCRFs 73
Print eCRFs 74
8 Viewing Reports 76
About Reports 76
Start the Reporter Module 76
List of Rave Reports 78
Run Reports 81
Class Project #1 92
Conclusion to Section 1 93
What You Have Learned in This Section 93
Where To Go From Here 93
Break 94
> WORKING WITH CLINICAL DATA 95
9 Clinical Data Life Cycle 96
Overview of the Clinical Data Life Cycle 96
Submit Phase 97
Verify Phase 97
Freeze Phase 98
Sign-Off Phase 98
Lock Phase 98
Summary of Requirements 929

10 Submitting Clinical Data 100

About Submitting Clinical Data in Rave 100

Adding Subjects 104



Steps for Submitting eCRF Data
Submit eCRF Data for a Subject
Add Events (Unscheduled Visits)

Submit Local Lab Forms

11 Using Log ¢CRFs
About Log eCRFs
Submit Data for Log eCRFs

Inactivate a Log Line

12 Reporting Adverse Events in Rave

About Adverse Events

Business Process for Serious Adverse Event Reporting

Adverse Events Folder in Rave

Submit an Adverse Event

13 Using Queries
About Queries
Respond to Queries
Open Manual Queries
Cancel Manual Queries

Handle the Query Response

14 Using Sticky Notes
About Sticky Notes
Acknowledge a Sticky Note
Add a Sticky Note

15 Inactivating eCRFs
Inactivate eCRFs and Folders
Subject Administration
Inactivate and Activate Folders
Inactivate and Activate eCRFs

Add Forms and Folders

16 Verifying Data
About Data Verification
Verify Data
Unverify Data

Batch Verify Using the Grid View

106
109
113
114

118
118
120
122

124
124
125
125
126

132
132
136
138
141
143

145
145
146
147

150
150
151
152
153
156

159
159
160
161
162



17 Freezing Data 164

About Freezing Data 164
Freeze Data 165
Unfreeze Data 166
Batch Freeze Using the Grid View 167
18 Signing off Data 169
About Electronic Signatures 169
Sign Off Subjects 170
Sign Off Individual eCRFs 171
Batch Sign Off Using the Grid View 172
19 Locking Data 173
About Locking Data 173
Lock Data 174
Unlock Data 175
Batch Lock Using the Grid View 176
Class Project #2 178
Conclusion to Section 2 179
Training Review 179
Where To Go From Here 179

> Glossary 181

Y Index 191



CLASS PREPARATION

Prior to the day of the class, contact the EDC Help Desk to:

> Obtain a sufficient number of copies of the EDC Rave Basics Participant Guide

> Reserve a training facility with:
> Instructor’s computer that is connected to an overhead projector
> Internet access from all attendees’ computers

On the day of the class, you need the following:

Dry erase agenda poster and pen

Participant name placards

EDC Rave Basics Instructor’s Guide

EDC Rave Basics Participant Guide

Rave Basics for Development PowerPoint Presentation

Training Signoff Form (if applicable)

EDC User Account Management and Training Forms
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Training Evaluation Forms
On the day of the class, you will need to complete the following tasks:

> Assign each attendee a unique training user number that correlates with the user
accounts that they will use to log into Rave. Assign yourself a blank subject (to
demo submitting data), and assign all learners a blank subject in a specific site.

> From the leader’s machine:

> Open the PowerPoint presentation. On the title page, specify your leader
name, role, and the class date. Verify that the title page is displayed overhead.

> Confirm that you can view the Rave login screen by entering the training URL

(https://gentrns6.mdsol .com) into the browser address window.

> Confirm that you can log into Rave with each of the user accounts / roles that
you will be using during the training: CRC, CRA, PI, and DM.

> Verify that the data in the training sample study are correct (refreshed).
> From each learner’s machine:

> Confirm that you can view the Rave login screen by entering the training URL

(https://gentrns6.mdsol .com) into the browser address window.

> Confirm that you can log into Rave with each of the user accounts / roles that
the attendee will be using during the training: CRC, CRA, and others if
applicable.



Timing Estimates

Estimated duration for Development
attendees: about 4 hours.

The following timeline provides an
approximation of the time needed to
complete each lesson. Individual classes
may vary based on the size of the group,
time to answer questions and provide
extra assistance, length of breaks, and
other factors.

Section 1: Navigating Rave
Start the class (8 mins)

1. Introduction (8 mins)

2. Key Rave Concepts (12 mins)
3. Getting Started (16 mins)

4. Basic Navigation (13 mins)

5

. Viewing Subject Information
(12 mins)

6. Viewing eCRFs Associated with a
Subject (11 mins)

7. Viewing Reports (11 mins)

8. Class Project #1 (6 mins)

Section 2: Navigating Rave

9. Clinical Data Life Cycle (4 mins)
10. Submitting Clinical Data (19 mins)
11. Using Log eCRFs (10 mins)

12. Reporting Adverse Events in Rave
(13 mins)

13. Using Queries (20 mins)

14. Using Sticky Notes (8 mins)
15. Inactivating eCRFs (10 mins)
16. Verifying Data (7 mins)

17. Freezing Data (6 mins)

18. Signing off Data (6 mins)
19. Locking Data (6 mins)
20.Class Project #2 (10 mins)
Wrap up Section 2 (8 mins)

INSTRUCTOR INFORMATION

Rave Roles

The following table shows some Rave roles used at Genentech (in the production

environment) and the types of users assigned to them.

Rave Roles
Role Name
CASA
CRA
CRC
CTM
DM
INT
LDM
PI
RC

SDM
SPA
VIEW

Used By

Clinical Applications Systems Analyst
Clinical Site Manager

Site Coordinators. Data Entry access.
Clinical Trial Manager

Project Data Manager

DevIT Integrations Support

Lab Data Manager

Study Investigators. Data Entry access.

Other clinical data providers, such as Reading

Centers. Data Entry access.
Coding Specialist
Statistical Programmer

All other users (examples: Medical Director, Biostat-

isticians)



Rave User Groups

The following table shows some of the user groups defined at Genentech. Most users
(including training users) are associated with the user group called User.

Rave User Groups

User Group Users Have Access To

User EDC and Reporter modules, usually, a data entry person.

Super Admin All modules used by Genentech except Architect.

Rave Admin All modules used by Genentech except the Architect and
Configuration module. Usually, this user is in the PDIT
group who would need to access most modules to trouble-
shoot, re-create issues, and identify causes and solutions to
issues.

Developer EDC module, PDF Generator, Report Administration and
Reporter. Able to generate PDF files, create forms and edit
checks in Architect, create and execute migration, and access
clinical data and view reports.

Configuration Admin Configuration module to perform the core configuration or

updates to these configurations.

Report Admin EDC Module, PDF Generator, Report Administration, and
Reporter module. Able to access clinical data, assign other
users access to specific reports or assign access to reports at

specific levels, and view reports.

User Admin User Administration module only. Able to create users, lock
out or unlock users, inactivate users, and assign, un-assign and
re-assign users to user groups, roles and study sites, and receive

User-related messages.

Lab Admin Architect, EDC, Global Library, Lab Administration, Site
Administration and Reporter modules. Able to create, edit and
delete Lab global objects, add or modify Lab Settings via
Architect, create forms and edit checks in Architect, add, edit
and delete items in the Standard Study, assign local labs to the
study via Site Administration, access clinical data for all

studies within the site group; and view reports.

Global Librarian Architect, EDC, Global Library, and Reporter modules.
Able to add, edit or delete items in the EDC Standard Study,

access clinical data, and view reports.



LESSON

Rave User Groups (Continued)

Coder EDC and Reporter modules. Able to view clinical data, view
reports, and view all studies in the site group.

EDC Training: Rave Basics for Development



NAVIGATING
RAVE

In this section of the training, you will get an overview of Rave and master the basics of
navigating the Rave software, finding subject and electronic Case Report Form (eCRF)

information, and viewing reports. Lessons in this section include:

Introduction (see page 2)

Key Rave Concepts (see page 7)

Getting Started (see page 16)

Basic Navigation (see page 29)

Viewing Subject Information (see page 43)
Viewing eCRFs Associated with a Subject (see page 53)
Working with eCRFs (see page 67)

Viewing Reports (see page 76)

VOV V V V VYV

At the end of this section, you will complete a class project that reinforces the skills you
gained along the way.

>>>>>>



Leader Note

View-only learners are required to
complete Section 1 only.

INTRODUCTION

This lesson introduces Medidata Rave. It covers the following topics:

> About Medidata Rave (see page 2)

> What You Will Learn in the Rave Basics Training (see page 3)
> Sample Study Used in this Training (see page 5)

) Training Prerequisites (see page 5)
> EDC Help Desk (see page 5)

About Medidata Rave

Medidata Rave is the software that Genentech uses in electronic data capture (EDC)
studies to capture, manage, and report on clinical research data. Rave provides opera-
tional consistency and a standardized look and feel across all studies. Rave can be
configured to support the unique requirements of individual studies.

An electronic case report form (eCRF) is an online version of a printed case report form
(CRF) used in Genentech-sponsored clinical trials. Commonly-used eCRFs include:
Subject Eligibility, Demographics, Medical History, Vital Signs, Physical Exam,
Electrocardiogram, Adverse Event, and Concomitant Medication. Instead of manu-
ally filling out paper-based CRFs, Rave site users complete eCRFs online. Genentech
has created a company-wide Standard Study containing standard eCRFs that can be
copied and adapted for individual trials.

Some key features of the Rave software include:
> Real-time task lists and visit calendars

> Real-time data availability

> Patient search criteria

> Real-time cross-panel and cross-visit edit checking

> Quick navigation to recently accessed patients and electronic Case Report Forms
(eCRFs)

v

Electronic signature capability that is compliant with 21 CFR Part 11

> Genentech standard reports (configured specifically for Genentech-sponsored

clinical trials)
> Local and central lab capture and batch data loading

> Electronic integration with related Genentech clinical systems (IVRS, CTMS/
SODA, Drug Safety, TMS, SAS data sets, and so on).



For product information about the Rave software, go to the Medidata Web site at:

http://www.mdsol.com/

What You Will Learn in the Rave Basics
Training

The Rave Basics Training is divided into two main sections:

> Section 1—Navigating Rave

> Section 2—Working with Clinical Data.

D Note: Learners who view but do not change data in Rave as part of their job

function might participate in Section 1 only.

The Rave Basics training provides a baseline understanding of the most commonly-
used Rave functionality. This training is comprehensive and generalized across all
types of users who participate in Genentech EDC studies. Some tasks described in

this training might not apply to your particular job function or role for a given study.

Nonetheless, the skills and understanding that you gain in this training will enable
you to use the Rave software effectively in your job.

Section 1—Navigating Rave

This section introduces the Rave software and teaches you how to:
Understand key Rave concepts

Activate your Rave user account

Log into Rave

Navigate the Rave interface and modify your Rave settings
Find and view studies and sites

Find and view subject information

Find, view, and work with eCRFs associated with a subject

)
)
)
)
)
)
)
)

Find, view, and navigate reports of clinical study data

Section 2—Working with Clinical Data
This section teaches you how to:

> Understand eCRF editing concepts, such as edit checks, restricted eCRFs and
fields, and data-dependent fields

> Submit clinical data into Rave by completing eCRFs

> Report adverse events, including serious adverse events

Rave User Documentation

This Participant Guideis your
comprehensive and authoritative
documentation for using Rave in
Genentech-sponsored EDC clinical trials.

Leader Note

Mention that this Participant Guideis the
authoritative documentation for using
Rave in Genentech-sponsored EDC
studies.


http://www.mdsol.com/
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Add an event (such as an unscheduled visit or extra ¢CRF) for a subject
Create manual queries

Create and acknowledge sticky notes associated with data points in eCRFs
Inactivate and reactivate eCRFs (instructor demo)

Verify and unverify data (instructor demo)

Freeze and unfreeze data (instructor demo)

Lock and unlock data (instructor demo)



Sample Study Used in this Training

The sample study used in this training is a fictional example of how Rave might be
deployed in an actual Genentech-sponsored clinical trial. It provides common func-
tionality—in the form of eCRFs, reports, and data—that allows learners to see and
simulate the kinds of activities in which they’d normally participate in the live study

environment. For more information, see “Organization of Study Data” on page 29.

|:| Note: This sample study was created for training purposes only. Rave is
specifically configured for each actual study in which you participate.
The degree of difference depends on study-specific requirements.
The sample study contains only a small amount of fictional data and does
not use all of the functionality that one might typically find implemented in
a Genentech-sponsored EDC clinical trial, such as live integrations with
Genentech systems, terms coding, or extensive data checking logic.

Training Prerequisites Leader Note

This training requires prior completion of the EDC business process training, Give lf!arners the oppgrtunity to ask .

“Introduction to Electronic Data Capture.” PDM, CTM, PDIT, and SPA users are (t])ue§tlons that thety "?',ght h:ve rggardlng

required to take the “Understanding the EDC Business Process” course. e RiGas L T AL
answers as applicable.

After successfully completing the Rave Basics training, you could be required to

participate in study-specific training. Leader Note

Prerequisites apply to Genentech staff

EDC Hel P Desk only. Site and CRO staff are not required

to complete this prerequisite.
The EDC Help Desk provides support services to Rave users, such as technical
support for the Rave software, handling subject transfers, managing user accounts,

and site inactivations.

To contact the EDC Help Desk

Contact By Description
Phone (US) 888.489.9384
Fax (US) 877.743.2350

Phone (Outside the US)  In your web browser, go to the following URL:
htep://tollfree.mdsol.com
The Help Desk can provide multi-lingual support.
e-mail helpdesk@mdsol.com

To assist the Help Desk with diagnosing and fixing your problem, try to complete
the following steps:



. Capture the screen by pressing Alt + PrtSc on the keyboard to copy the screen image to the
Windows Clipboard.

. Create a new e-mail message.
. Paste the screen capture (Ctrl + V) into the e-mail message.

. Describe what happened and provide a step-by-step description of what the user
experienced. If possible, list the steps needed to replicate the issue.

. Report the issue to the Help Desk by sending the e-mail to helpdesk@mdsol.com.



KEY RAVE CONCEPTS

This lesson describes key concepts you need to understand before using the Rave soft-

ware. It covers the following topics:

> Rave and Genentech EDC Studies (see page 7)
> Rave Architecture: EDC and Related Modules (see page 8)

> Rave Security and Access Rights (see page 9)

> Integration with Other Genentech Systems (see page 11)

Rave and Genentech EDC Studies

If you are new to the use of electronic data capture (EDC) in Genentech-sponsored
clinical trials, you need to understand how EDC studies differ from paper-based
operations. In an EDC study:

> Case Report Forms (CRFs) are represented digitally as Electronic Case Report
Forms (eCRFs).

> Rather than filling out paper-based CREFs, sites submit clinical data by completing
and submitting eCRFs in the Rave application.

> Access to data is tightly controlled. For example, for site users, data entry screens
for eCRFs typically show fewer fields than their paper-based counterparts.
Site users submit just the critical data—only authorized users have access to the
complete forms. In addition, the display of certain eCRFs, eCREF fields, and
folders might be data-dependent. For example, pregnancy information
(Pregnancy Report eCRF) might be displayed only when a subject is female.

> Subject visits are represented on-screen as a hierarchy of folders (folder icons )
containing the eCRFs associated with each visit.

> In Genentech-sponsored EDC clinical trials, Rave is the system of record for
eCRFs. This means that the eCRF data stored in Rave is the authoritative
electronic version of the clinical data.

> Once clinical data are submitted in Rave, the information becomes available to all
authorized users of the system for viewing purposes, generating reports, exporting
to other Genentech systems, and cleaning and querying data.

> Changes to data are recorded in an audit trail that users can display in order to see
the history of any changes made to the data.

> Rave provides an interactive environment that allows certain users to exchange

communications.

Leader Note

There is a lot of conceptual material in
this lesson. Rather than covering all of
this in exhaustive detail, consider taking
a poll of attendees to determine what’s
most important to them, and then
allocate your time and attention
accordingly. Remind them that they can
refer to this Participant Guidefor detailed
information.



LESSON 2

For example, a Project Data Manager might mark a data point on an eCRF with a
sticky note (used for reminders and informal communication) and require an

acknowledgement that the note was read by a person to whom it was directed.

A Clinical Site Manager (CSM) might mark a data field on an eCRF with a query
(a specific question about a data point), which requires someone at the site to

provide a satisfactory response.

> After clinical data in a study has been submitted, the Clinical Site Manager
conducts the Source Document Verification (SDV) process to ensure that what
was entered on the eCRF matches the written record of data collected from each
subject (patient charts, lab reports, notes, and other paper-based records).

> Instead of written signatures or initials on a paper form, eCRFs require electronic
signatures that principal investigators use to sign off on a subject. Electronic

signatures will be covered later in this training.

> Genentech has designed many standard eCRFs for data collection in Rave to
ensure as much standardization across studies as possible. Each study will use only
those eCRFs that are required. The sample study used in this training uses the
eCRFs described in “Subjects, Folders, and eCRFs” on page 32.

Rave Architecture: EDC and Related
Modules

The Rave software is a collection of inter-related software modules, as shown in the
following figure.

Architect

Report Admin

Site Admin Laky Admin

User Admin

Available to most Lsed by clinical applications systems
Fave users analysls and Rave adminisiralors

EDC Training: Rave Basics for Development



Each module serves a specific purpose and user audience.

Table 1: Rave Modules
Module Name
EDC

Reporter

Architect

User Administration

Site Administration

Report Administration

Lab Administration

Used By
All users

All users

Clinical Data Manage-
ment (CDM) Clinical
Applications Systems
Analysts (CASAs)

EDC Help Desk

EDC Help Desk

Builder and Develop-
ment Information

Technology (PDIT)

Laboratory Data
Manager (LDM)

Description

Used in EDC studies to capture,
manage, and report on clinical

research data.

Used to generate and display reports
for use in the EDC Module.

Used to design and build eCRFs for
use in the EDC Module.

Used to configure user accounts
(assigning or revoking roles and access
rights), assign users to studies and

sites, and other user-oriented data.

Used to configure site data (for one or
more studies) for use in the EDC
Module.

Used to configure characteristics of,

and access to, Rave reports for use in

the EDC Module.
Configure lab data used in the EDC

module, such as analyte characteris-
tics, measurement units, data ranges,
conversion formulae, and other infor-

mation.

Rave Security and Access Rights

Rave provides or restricts access to data, features, and functionality based on user

login names and their associated user groups and roles.

Rave Users

A Rave user is anyone who can log into the Rave software. All users have associated

user accounts that define their login names, passwords, and other identifying informa-

tion. The EDC Help Desk is responsible for managing user account information for

all Genentech EDC studies.

Your User Account

Your instructor will provide you with

(at least) one temporary user name and
password that you will use during the
Rave Basics training. Once you complete
this training, you will be eligible to
request your own Rave user account.



Your User Group

All users in this training session belong to
the user user group, which provides

access to the EDC and Reporter modules.

Your Role in This Training

In Section 1 of this training, you will log in
with a user name and password that is
associated with the CRC role.

If you proceed to Section 2 of this
training, you will begin by logging in with
a different user name and password—
one that is associated with the CRC,
CRA, PI, and DM roles.

Depending on your job function, and at
the discretion of the training leader, you
might be instructed to log in with other
roles when completing certain exercises.

User Groups

A wuser group is a logical grouping of one or more user accounts. Each user account is
associated with just one user group. The user group determines which Rave modules
are available to users who are members of the group. For example, most users are
associated with the user group called User, which provides access to the EDC
module and reports. A few users are associated with other user groups—for example,
only administrative personnel have access to the Site Administration and User

Administration modules.

Roles

A role is a set of permissions to perform certain actions and access particular data.
Each user is assigned just one role. Roles determine what a user sees and has access
to—eCREFs, reports, and so on. When a user logs in, Rave grants them access to Rave
features and data based on the permissions configured for their associated user group

and role.

The following roles are associated with the user accounts used in the Rave Basics

training.

Table 2: Roles Used in the Rave Basics Training

Role Name Used By

CRC Clinical Research Coordinators who coordinate data collection at the
clinical site. Provides the ability to view and edit clinical data in the
EDC module.

PI Principal Investigator who conducts clinical investigations at a clinical
site and signs off on clinical data for a given subject.

CRA Clinical Site Manager who monitors, manages, and verifies the
progress of a clinical trial.

DM Project Data Manager who coordinates database design, data

processing, and data management for a clinical trial.



Integration with Other Genentech Systems

Rave exchanges certain information—such as subject and site data—with other
Genentech systems, as shown in the following figure.
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Management

Clinical Trial Management System (CTMS) Integration

The Trial Works® by ClinPhone e-Service is the Genentech CTMS that exchanges
data with Rave.

> CTMS provides Rave with the following information: Study data, Site data, and

Principal Investigator data. CTMS is the system of record for this information—
any changes to study, site, and principal investigator information must be made in
CTMS, not Rave (changes in CTMS are sent to Rave via SODA for automatic
updating). CTMS is scheduled to send this data to SODA periodically (every 10-
15 minutes). The SODA-to-Rave transfer is configurable per study, although it
typically occurs once or twice daily. This means that changes made in CTMS,
such as updates to principal investigator information, can have a lag time of up to
12 or 24 hours, depending on the frequency of the SODA-to-Rave transfer that is
configured for the study.

> Rave also sends Visit Date and Visit Occurred information to CTMS.

© Genentech, Inc.

LESSON 2

Sample Study Is Not Integrated

By design, the Training Sample Study is
isolated from—and not integrated with—
other Genentech systems.

—
rTlilTﬂ'n_ ks | «  ES0DA 'a

Loading CTMS Data First

Study, site, and principal investigator
data must be loaded into Rave before
subjects can be added from IVRS.

—
rnnrﬂ'nru - S0DA = a

1
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Updating Subject Information

The IVRS upload creates new subjects in
Rave. However, the IVRS upload does
not refresh Rave with changes in subject
data (such as a middle initial). If you need
to make changes to subject data, you
must contact the IVRS administrator.

Leader Note

IVRS is used by most Genentech studies.
For phase | and non-randomized studies,
the study team may receive a waiver if
there is a strong business rationale, such
as a small number of sites, subjects, or
single treatment arms.

Rave Uses Only Some IVRS Data

Only some of the information in IVRS is
fed into Rave.

Batch ] -
a' Uploader |* | Central Labs
Visit Date Required

Central labs integration requires the
completion of the Visit Date eCRF for the
visit during which the lab sample was
taken.

Submit Once Distribute Anywhere (SODA) Integration

SODA is a Genentech system that receives data that is uploaded from CTMS (study,
site, and principal investigator data) and SODA integration submits it to Rave for
processing. In addition, SODA integration generates site groups (see “Scroll Site
Groups” on page 40) by concatenating state and city information for sites (for
example, GA, Atlanta for all trial sites located in Atlanta, GA). SODA is scheduled to
send this data to Rave periodically (such as once a day; this interval is configurable).

Urgent updates can also be initiated manually.

Note: Rave-SODA integration is a transitional solution that will be replaced
eventually with direct Rave-CTMS integration. SODA currently functions
as a pass-through mechanism for CTMS data.

Interactive Voice Response System (IVRS)

IVRS is an automated telephone information collection and processing system that
provides the following subject enrollment information to Rave (including, but not
limited to):

> subject identification (combination of patient ID + subject initials)
> subject / randomization number (patient ID)

> subject initials

> optionally, other information, such as stratification variables

IVRS is the system of record for this information. Each time a subject is enrolled,
new subjects are entered into IVRS first, then uploaded into Rave via the Batch
Uploader (see “Batch Uploader Integration” on page 13). Such data are visible in the

Subject Identification page (see “Subject Identification Page” on page 46), which is
accessible via a link on the Subject page. Subjects must be created in Rave before clin-

ical data for those subjects can be entered.

Note: Changes made to subject information in Rave or the User Admin
module do 7ot get sent back to IVRS.

Central Labs

Central Labs collect and provide lab information that pertain to the specific eCRFs
defined for a given study. New and updated lab information is entered into the
Central Labs database first. and then uploaded periodically into Rave via the Batch
Uploader (see “Batch Uploader Integration” on page 13). For each study, data from

Central Labs is refreshed typically once or twice monthly, and during off-peak times
(such as midnight). All uploaded data must have a target eCRF defined in Rave for
the study. Lab data would be updated if, for example, a subject was retested—the

retest results would come to Rave in a subsequent upload.



Note: Changes made to data in ¢CRFs in Rave do 7ot get propagated back to
Central Labs.

Batch Uploader Integration

The Batch Uploader Utility is a Medidata utility that uploads data from IVRS and
Central Labs into Rave. IVRS and Central Labs store new and updated data files in a
special directory. The Batch Uploader Utility checks this directory frequently (every
few seconds) and, if it finds any file, sends this data to Rave immediately.

Drug Safety Integration

For Genentech Drug Safety, Rave is the system of record for reportable adverse
events. When users type data into an Adverse Event eCRF, they specify whether the
adverse event is:

> reportable (such as a serious adverse event)
> ready to submit for distribution to sponsor

Even if the user does not specify that a submitted Adverse Event eCRF is ready for
distribution, Rave automatically reports a reportable adverse event within 24/48
hours (configured per study). To report an adverse event, Rave generates a PDF of
the eCRF, attaches it to an e-mail notification, and distributes it to those who should
be notified (target e-mail addresses, such as for Genentech Drug Safety, are config-
ured on a study-by-study basis). In Rave, a “permanent” sticky note (see “Intro-

ducing Sticky Notes” on page 69) is displayed on the adverse event eCRF showing

when notifications were sent out.

Thesaurus Management System (TMS) Integration

Rave uses TMS to process coded terms, which are words that have a precise meaning
and are typically categorized by body system. Coded terms are typically found in such
eCRFs as Adverse Event, Medical History, Concomitant Medications, and so on.

Periodically (every hour or so), the Rave software sends newly-submitted “raw terms”
from human-written content (for example, text typed into a symptoms description
field) to TMS for processing. TMS checks the raw terms and returns to Rave a hier-
archy of related terms, which are then used by the SAS integration for this particular
¢CREF. In addition, TMS also flags apparent coding discrepancies (such as missing
terms) or other issues with the description entered (such as multiple medical
concepts), which can result in system-generated queries requesting that the site clarify
the description that they entered.

— =
a .- s

Adverse Event Data in EDC

Adverse Event data is accessible from
the EDC Module as soon as it is
entered—even before it is sent to the
sponsor.

S



Integration Management Tools

Genentech has implemented various integration management tools for administra-
tors that expedite, in real-time, the exchange of data between Rave and other Genen-
tech applications.

> RAVEmanage is an administration tool installed at Genentech to configure and
maintain integration applications between Genentech systems and Rave.
In general, RAVEmanage handles the scheduling and execution of Genentech
interfaces that exchange data with Medidata Rave. RAVEmanage also distributes
e-mail notifications to selected recipients on completion or abnormal termination

of an interface job.

> RAVEdirect is an administration tool installed at Medidata to configure and
maintain integration applications between Rave and Genentech systems.
In general, RAVEdirect manages the scheduling and execution of Medidata
interfaces that exchange data with Genentech. Interfaces are executed at a
scheduled time or as soon as an interface data file is transferred from Genentech.
RAVEdirect also distributes e-mail notifications to selected recipients on

completion or abnormal termination of an interface job.

> Cyclone Interchange is a standard Electronic Data Interchange (EDI) gateway
that ensures the secure exchange of data between Rave and Genentech system.
In fact, the FDA has standardized any future electronic data exchange with
pharmaceutical and biotech industry using Cyclone Interchange.



Rave Clinical Views

Rave Clinical Views contain up-to-date subject data that is represented in tabular
format for easy access to generate reports or export data. When users save changes to
an eCRF, those changes are reflected immediately in the clinical views associated with
that eCRF. Clinical views contain replicated copies of production data and are used
to support Genentech standard reports, ad hoc reporting (using JReview), and for
exporting (for SAS integration).

Datasets for - Ad Hoc
Analysis m Reporting

JReview

¥

Statistical Analysis System (SAS) Integration F‘ﬁsf |
Users in Statistical Programming and Analysis (SPA) perform analysis on clinical trial —
data using SAS. SAS integration involves extracting specialized data from Clinical f:ﬂﬁ[ y
Views and a hierarchy of terms obtained from TMS. i
JReview—Ad Hoc Reporting -
Users in certain Genentech groups (PDM, LDM, and SDM) use JReview to design FHJ_'“;':J
and generate ad hoc reports for clinical trial data. JReview runs filters and reports on 1 -
the data stored in Rave Clinical Views. ~Te |
Views |

|:| Note: These ad hoc reports should not be used for decision-making. —f
Exporting Report Data
The Rave EDC module supports exporting report data in two formats: n C'_—__ﬂ
> Microsoft Excel—for ad hoc analysis of report data in Excel spreadsheets. Lot

> Adobe Acrobat (PDF)—for portable report documents that can be distributed,

read, and printed on a wide variety of systems.

|:| Note: Exported data should not be used for decision-making.
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User Account for Training

You will not need to obtain a Rave user
account for the Rave Basics Training, as
you have already been provided with a
temporary training user account.
However, for your job, before you can
request Rave user account, you will need
to have completed the Rave Basics
training—and possibly other training, as
required for your site, study, and job
function.

GETTING STARTED

This lesson covers the following topics:

> Obtain a Rave User Account (see page 16)

> LogInto Rave (see page 19)

> Rave Home Page (see page 22)

Obtain a Rave User Account

To become a Rave user, you need to obtain a Rave user account. To obtain a Rave
user account, you need to complete the EDC User Account Management and

Training Form.

Request a Rave user account

1. Obtain the EDC User Account Management and Training Form from your course instructor at
the end of this class.

2. Complete the EDC User Account Management and Training Form according to the
accompanying instructions.

Provide your name, phone number, e-mail address, and other information as requested on
the form.

IMPORTANT! On your account request form, you need to provide a
Personal Identification Number (PIN), which is a four-digit number that
you will need to remember and keep confidential. The PIN is required to
activate your Rave account and to recover your account information should

you forget your Rave user name or password.

3. Submit the EDC User Account Management and Training Form according to the
accompanying instructions.

A Rave Administrator will send you an e-mail that provides the following account activation
information:

> Rave user name
> Account activation code, which is a random, unique, eight-character code sequence
> Rave URL (https://www.genentech-edc.mdsol.com)

4. Using your browser, go to the Rave URL that the Rave Administrator provided.

https://www.genentech-edc.mdsol.com



5. Rave displays the Login page, as shown in the following example.

T Meddichana Rave - Mecrosoll Imernet Explorer
B [dr yiew Pgvoste  Tocsk

5 ] B iS5, sl o bacieln R oo pa0d Sodi Dxarrrgaended ) Logn s

enentech

W OBUSIMESE FOR LIFE

Uiger Hama

Faagwond

= Acteale Hew Becaunt
Er
lE Foepot Password?

6. Click the Activate New Account link.

Rave displays the Account Activation Request page.

enentech g

W BUSIMISE FO®R LIFI
Account Activation Request
Actration Codar |

P

Retum to Lagin Page

B GG

7. Type the following information:

Field Description

i
* B

el T

===

#

Preactivated User Accounts

For this training, you will be logging in
with user accounts that are already
activated.

Activation Code

PIN

Activation Code provided by your Rave Administrator.

Personal Identification Number that you provided on the

EDC User Account Management and Training Form.

8. Click Activate Account to activate your account.

Rave validates your entries and, if valid, prompts you to select a new password.

© Genentech, Inc.
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enentech e Logout q.

W O BUNIMENE Fam LIFE

Passvwoeds expire sler twehe montks

Mirrraam: gussswarnd langth 1 B charactan
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A lgast one numaernc chaacier is requined in a paseword
Pasiwoeds can be nsused alber two yeans

You are allewed five sitempls 1o enlér your passwond. ARer LR
Eih incomect sttempt, you will B2 lecked ot of the aystem and

yo il e 1o call ssls massler fo gel recennectad
CRE_2 Training |ere_d)

Hew Posswerd

Condirm Password

| S Fasgennd and Cominus ]

Broc

9. Type your new password according to on-screen directions and the following guidelines:

> Passwords must be at least six characters long and must include at least one alphabetic
character and one numeric character.

> Passwords expire after one year.
> Passwords can be reused after two years.

> You are allowed five attempts to submit your password. After the fifth incorrect
attempt, you will be locked out of the system and you will need to call the Rave Help
Desk to get reconnected.

10. Type your password again to confirm what you typed.

11. Click Save Password and Continue to proceed.

EDC Training: Rave Basics for Development



Log Into Rave

Once your Rave user account is activated, you can log into the Rave software.

Log into Rave

In your browser, open the following URL:

https://genentech-edc.mdsol.com

2. Rave displays the Login page, as shown in the following example.

T Meddichana Rave - Mecrosoll Imernet Explorer

Bl [Ar  view  Pgeacsse  Tosk  sn L
] B iS5, sl o bacieln R oo pa0d Sodi Dxarrrgaended ) Logn s w ﬂ 0
-

enentech e ®

W BUSIMISE FO®R LIFI

Uiger Hama

Faagwond

= Acteale Hew Becaunt
Er
E Foepot Password?

3. Type the following information:

4.

Field Description
User Name Login name assigned to you by the Rave Administrator.
Password Login password.

Click Enter to submit your entries.

Rave validates your user name and password and, if valid, displays the Rave Home page

described in “Rave Home Page” on page 22.

© Genentech, Inc.

Training URL

During the training, use the following URL

instead to log into Rave:

https://gentrn56.mdsol.com
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Forgotten User Name / Password

If you have forgotten your user name or password, you can recover your Rave

account information by supplying your name and PIN.

Recover your Rave user account information
1. On the Rave Login page, click the Forgot Password? link.

Rave displays the Lost Account Information page.

‘A Recover Account - Micrasoft Internet Explorer
Bie  Edt Wew Fawrites Took Hep

enentech aip @ 2

H BUSINESS FOR LIFE

Lost Account Information

Fiease ener your Name and P b conbines

First Mame
Last Mamsa

FIN

2. Type the following information.

Field Description

First Name  Your first name as specified on the EDC User Account Management

and Training Form.

Last Name  Your last name as specified on the EDC User Account Management

and Training Form.

PIN PIN as specified on the EDC User Account Management and Training

Form.

3. Click Recover Account to submit your entries.

EDC Training: Rave Basics for Development



Rave validates your entries and, if valid, prompts you to select a new password.

enentech vekp P Logout B)

W O BUNIMENE Fam LIFE

New Password

FPassveoeds expire sler twehe montks:

Mirrraam: gussswarnd langth 1 B charactan

Ad laasi one alphe charechen is requned in & password

A lgast one numernic character is required in a password
Pasiwoeds can be nsused alber two yeans

You are allewed five sitempls 1o enlér your passwond. ARer LR
Eih incomect sttempt, you will B2 lecked ot of the aystem and

you il e 1o call ssls massler fo gel recennectad
CRE_1 Training |ere_1)

Hew Posswerd

Condirm Password

| S Fasgennd and Cominus ]

Broc

4, Enter a new password.

5. Confirm your password.

6. Click Save Password and Continue to submit your entries.

Login Assistance

If you are still having problem logging into Rave, contact the Rave Help Desk as
described in “EDC Help Desk” on page 5.

© Genentech, Inc.
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Access to Multiple Studies

Rave displays this page to users to have
access to multiple studies. If you have
access to only one study, then you will
not be prompted to select a study from
the list.

For training purposes, all learners in this
course have access to multiple training
sample studies. However, your instructor
will direct you to select a specific study
that is used in today’s class.

Role-Based Screens

What you see on any Rave screen is what
you have access to based on the user
account you used to log into the system
(identified in the upper right corner of the
page). The Rave Administrator configures
permissions for the user group and role
associated with your user account.
Another user with different permissions
might see a slightly different screen.

22 LEsson

Rave Home Page

If you logged in successfully, Rave displays the Home page, as shown in the following

example.

Navigation Tabs Toolbar

==
"
Messages [ My ="~:/rlt B eip ¥ Mome @l Legout d
User CREH— Logged-
o [ | in User
-
inatalled Modulas Welcarne, User CRC1 03 May 2007 e
M Rapons Sty - Search Box
Last 10 saibjucts Stdits Studies List
B 20022 D30 2 TRHI001g
B 20021 TRN  TRHM002g
B, #0000 Sue i TRH003g
B 10130 S 71 TRN1004g
B s0m ane il TRH1005g Icon Key
=] M3 SME - i
; 3’.5;0 "rlp i TRH1006g
G ."l:l.'.._ﬂ :_-.r.l 3 TRMI00T
B, s0020 SME =
B 50000 svP L TRH00E
B 40020 SME L TRH1003g
A TRHI0%0g
Fuge 1
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Msaaages Messages
g
Fi Mlessages
w
IR i

Each screen provides the ability to navigate the Rave interface, search for informa-

tion, submit data, and so on. The center of a Rave page typically includes:

Item

Search Box

Studies / Sites List

Icon Key Link

Messages

Description

Allows you to search for studies, sites, or subjects by name.

Useful when the Studies, Sites, or Users list is pages long.

List of available studies (or sites, if only one study). The above

example shows a list of studies to choose from.
Displays the icon key described later in this section.

Messages requiring attention, if applicable. Typically applies to

Rave Administrators only.

EDC Training: Rave Basics for Development



Depending on your access rights and previous Rave activity, you might also see a list

of recently-visited reports, as shown in the following example.

Reports

[}] Page Status - Page Status Report

[ @uery Detail - Query Detail Report

[ Enroliment - Enrollment Report

[% Query Status Report - Query Status Report

[% eCRF Status Report - eCRF Status Report

[% SDV and Data Entry Status Report - SDV and Data Entry Status Report
[% Subject Visit Status Report - Subject Visit Status Report

Sidebar

Installed Modules

Reporter

Depending on the context, the Sidebar area of the Rave screen typically includes:

Item
Installed Modules
List

Last 10 Subjects List

eCRFs History

Icon Key

The icon key provides a pop-up page that identifies the icons you see on Rave pages.

Description

Rave modules (described in “Rave Architecture: EDC and Related
Modules” on page 8) to which you have access. To launch a Rave
module, simply click it in the list.

List of the most-recently viewed subjects (up to ten). To view a
subject in the list, simply click it.

List of the most-recently viewed eCRFs. To view an eCRF in the

list, simply click it.

IMPORTANT! You will see many different icons in the Rave user
interface—too many to remember them all at first. Just like a legend for a

map, you can use the icon key to quickly learn what a particular icon

represents.

Display the icon key

1. Click the Icon Key link.

lcan Key

Reporter Module

In this training, you have access to the
Reporter module.



Rave displays the Icon Key page.
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2. When finished, click Close Help Window.

Navigation Tabs

Navigation tabs allow you to quickly navigate between pages of information in the
Rave interface. When you select an item on a Rave page, a new tab appears to the
right of the navigation tabs, as shown in the following example.

g\ mmmmgl‘é‘ic:}nege ofMidicine[&10020$P|ﬁ&rﬂng[ﬁ isit Date

Home Selected Selected Selected Selected “Selected
Page Study Site Subject Folder eCRF

The Home page is always the left-most tab. The text on the tab describes what’s on
the tab: study name, site name, subject identification, folder name, eCRF name, and

SO on.

|:| Tip! Clicking a tab—instead of using browser buttons—is how you navigate
to different screens in the Rave user interface. For example, if you have
finished viewing eCRFs for a particular subject and want to quickly display
another subject, you can jump to the Site page (with its list of subjects from
which to choose) simply by clicking the tab associated with that site.

EDC Training: Rave Basics for Development



Toolbar

The toolbar along the top of the Rave Home page displays links to help you navigate
the Rave interface.

Messages B2 My Profile BR Help % Home @i Logout I |

Link Description

Messages Displays a list of messages needing attention, if applicable.

My Profile Allows you to change your password and personalize your Rave settings.
Help Displays Rave online help.

Home Takes you to the Rave Home page.

Logout Logs you out of the Rave system.

Customize Your Rave Settings

Each user account has an associated profile (called My Profile) that defines personal
Rave settings for that account, such as the login password, time zone, and user infor-
mation (such as name, address, e-mail address, and phone number).

Customize your personal Rave settings
My Profile @

<+ On the Toolbar, click the My Profile link.

Rave displays the My Profile page.



Do NotChange Training Password

Do not change the password for the user
account that you are using during this
training.
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From the My Profile page, you can:

> Change an existing password (see page 26)
> Change the time zone (see page 27)

Change an existing password

pagen@gens. com

2 User CRC1

Broc |

1. On the My Profile page, click the Change Password link.
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Rave displays the Change Password page.

- Microsoft Internet Explorer
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2. Type your old password.

3. Type your new password, and then type it again to confirm what you typed.

4, Click Save Password and Continue to submit your changes.

Change the time zone

< Select a different time zone from the Time Zone drop-down list.
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Rave Login for Training

Log in using the user name and password
that you are assigned for this portion of
the training.

Leader Note

Training accounts are for classroom use.
Please do not use these outside of the
classroom.

Log Out of Rave

You should log out of Rave completely whenever you are finished using the software.
If you are logged into Rave but remain idle (no mouse clicks or keystrokes) for a
period of time, then Rave will lock you out of the system (a time-out; see “Time-outs”
on page 34) and prompt you to re-enter your password or log in before you can

resume using Rave.

Log out of Rave
Logout r:u

< On the Toolbar, click the Logout link.

Rave logs you out of the system and displays a confirmation message.

Ugar Lger CRCY
Sezsion Stated: 03 May 2007 06:24:23
Sesmion Ended. 03 May 2007 06,5548

Log In

Log back in again
< Click the Log In link.

Hands-On Exercise

1. Log into the computer, if necessary.
2. Log into Rave using your temporary Rave account for this training.
3. ldentify the various parts of the Rave Home page:
> sidebar
> navigation tabs
> toolbar
> iconkey
> logged in user
4. Display the Icon Key.

5. Log out of Rave.



LESSON 4
BASIC NAVIGATION

This lesson covers the following topics:

Organization of Study Data (see page 29)

Navigation Tips (see page 34)

Select a Study (see page 37)

Study Page (see page 38)

View a Site (see page 39)

Site Page (see page 41)
Rave’s Online Help (see page 42)

vV OV V V VvV VvV

Organization of Study Data

Rave organizes study data in a hierarchical manner, as shown in the following figure.

Study

World

‘ Site Group ‘ ‘ Site Group ‘ ‘ Site Group ‘ ‘

| site ][ site |[ site ||
| $ub|ject | | Subject | | Subject | |
| Ful|der | [ Foider || Folder ||
| eCRF || eCRF || eCRF ||
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Studies, Worlds, Site Groups, and Sites

The following table describes types of data stored in Rave.

Table 3: Organization of Clinical Trial Data

Data

Study

World

Site Group

Site

Description

Any systematic trial of investigational or approved products in human
subjects pertaining to the efficacy and/or safety of the product. Each
study is uniquely identified by its Genentech-assigned study number.

In this training session, the study number uses the following pattern:
TRN####g (example: TRN1001g)

where:

> TN identifies this as a training study

D> w### is a sequence number

> g signifies that this is a Development study

A logical way to classify and organize sites and site groups within a

study. Genentech uses just one world called world.

A logical way to classify and organize sites within a study. Genentech
uses the following pattern:

ST, City (example, CA, San Diego)

or, for Canadian sites:

PR, City (example, ON, Toronto)

The physical location where subjects are seen. Each site is uniquely

identified by its Genentech-assigned, six-digit character site number,
that begins with the letter “S”. In the training sample study, sites are
named generically (such as university Medical School or College of

Medicine).



The following figure shows a high-level diagram of how studies, worlds, site groups,
and sites are related. Examples are based on actual data in the training sample study.

l

Study

TRN1001g

World
World

Site Group
CA, San Diego

Site Group
GA, Atlanta

Site
Community
Hospital

Site
County
Medical
Centar

Site Group
ON, Toranto
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Subjects, Folders, and eCRFs
The following table describes subjects, folders, and eCRFs in Rave.

Table 4: Organization of Subject Data for Genentech-Sponsored EDC Clinical Trials

Data

Subject

Folder

eCRF

Description

A participant in a study. Trial subjects are associated with a single site in
a study. Each subject in a clinical trial is uniquely identified by a subject

ID that uses the following pattern:
HH AAA
where

> w#u# is the Genentech-assigned, five-digit subject number (for
example, 10000 - 12000). This number may not contain leading
Zeros.

> Aaa s the subject's initials (use a hyphen if the subject does not have
a middle name).

Mechanism for organizing eCRFs into logical groups, such as by subject

visit, or for Adverse Event reporting. A folder can contain ¢CRFs and

other folders. Folders appear in the sidebar. The training sample study

uses the following folders:

> Screening—Screening visit.

> Month 1—First monthly visit.

> Month 2—Second monthly visit.
>

Concomitant Medications—Medications taken by the subject

concurrently with the study.
> Adverse Events—Adverse Events and Drug Safety reporting.
Study Completion—Completion or early termination for subject.

> Unscheduled—If an unscheduled visit was added, as described in
“Add Events (Unscheduled Visits)” on page 113. This folder has the
same forms as the Month 2 folder.

Electronic case report form. An online version of a printed case report
form (CRF) used in Genentech-sponsored EDC clinical trials, such as a
Physical Exam, Subject Eligibility, or Vital Signs form. Instead of

manually filling out printed CRFs, Rave users complete eCRFs online.



The following figure shows a high-level diagram of how subjects, folders, and eCRFs

are related. Examples are based on the actual data in the training sample study.

Site
Callege of
Medicine

Subject
11020 SMP

Screening
Folder

eCRF

Visit Date

eCRF
Demo-
graphics

eCRF
Geaneral
Medical
History

eCRF
Physical
Exam

eCRF
Subject
Eligibility

eCRF
Surg/Proc
History

eCRF
Vital Signs

Month 1
Folder
eCRF

Visit Date

eCRF
Chemistry
Local

eCRF
Eleciro-
cardiogram

eCRF

Hematology

Month 2
Folder
eCRF

Visit Date

eCRF
Chemistry
Lacal

eCRF

Hemataology

Concomitant
Medications

Concomitant
Medications

Adverse
Events Folder

Event

Study
Completion

The following figure shows, in the sidebar, how Rave displays the list of folders for a

selected subject (in this example, subject 10020 swp).

& Month 1
% Month 2

S\ 10020 SMP
£l Screening

% Concomitant
Medications

(04 Adverse Events
5 Study Completion
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Leader Note

Demonstrate what happens when you
click the Back button in the browser (you
must supply a password).

The following figure shows, in the sidebar, how Rave displays the list of ¢CRFs for a
selected folder (in this example, the Screening folder).

71 Screening

[ Visit Date

[#% Demographics

[ General Medical
History and
Baseline

Conditions
Assessment

[ General Medical
History and
Baseline
Conditions Log

[# Physical Exam

[#% Subject Eligibility
Assessment

[& Surgery and
Procedure History
Assessment

[& Surgery and
Procedure History
Log

[4l Vital Signs

Navigation Tips

This section provides tips for navigating the Rave interface.

Use Rave Navigation Features, Not Browser Buttons
|:| Note: This security feature is designed to protect patient data.

Always use Rave buttons, tabs, and links—not the buttons (Back, Forward, Stop,
Refresh, or Home) or menu commands in your Web browser—to navigate the Rave

interface.

GBE'E" = O - ﬂ ﬂ o NEVERuse these

browser buttons.

IMPORTANT! Ifyou use any of the browser buttons, Rave will prompt you
to re-enter your password before you can resume using Rave.

Time-outs
D Note: This security feature is designed to protect patient data.

If you are logged into Rave but remain idle (no mouse clicks or keystrokes) for a
given period of time (described below), then Rave will lock you out of the system and



prompt you to re-enter your password or log in before you can resume using Rave.
Rave displays the prompt when you click the mouse or use the keyboard after a
period of inactivity.

IMPORTANT! If you have any unsaved data when a time-out occurs, then
you will lose that data. Therefore, it is important to save data entry changes
as you go.

The following types of time-outs might occur:

Table 5: Types of Time-Outs
Type Description

Password Time-out If you are inactive for 45 minutes, then Rave will prompt you

to re-enter your password.

Interaction Time-out If you are inactive for 60 minutes, then Rave will prompt you

to log into the system from the Login page.

Web Session Time-out If the server times out (90 minutes), then Rave will prompt

you to re-enter your password.

These time-outs are configured globally across all Genentech EDC studies.
The following example shows a password prompt due to a password time-out.

RC
Far security reasons, please re-enber your password,
Enter youw Curent Pazsword

Enter

Submit Changes Before Continuing

Whenever you have edited data in Rave, be sure to submit your changes after typing
the data. If you encounter a Rave time-out due to inactivity, you will lose your
unsaved changes. If you attempt to navigate to a different page, then Rave will

prompt you to save your changes before proceeding.

Permissions For Accessing Data

As described in “Rave Home Page” on page 22, what you see on any Rave screen, and

what you can do on that screen, is based on the access rights assigned to your user
account. The Rave Administrator configures permissions for the user group and role
associated with your user account. Another user with different permissions might see
a slightly different screen, such as different fields on an eCRF.



Don’t Print During the Training

The computer that you are using during
this class might not be set up to print.
Therefore, do not print unless your
instructor directs you to do so.

Print the Screen

You might want to print a copy of a screen that you’re currently viewing.
The instructions may vary depending on the browser product and version that you

are LlSiIlg to access Rave.

Print a screen

1. Inyour Web browser (in this example, Microsoft Internet Explorer), choose the Print
command from the File menu.

Your browser displays a print dialog, as shown in the following example.
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2. Change your print settings (for example, for wide screens, you might want to change from
Portrait to Landscape) as needed.

3. Click Print to print the screen.

Handling System Issues

You should contact the EDC Help Desk if you encounter any difficulties using Rave,

such as:
> login issues
> error messages

> unexpected behavior (such as redirections or screen refresh relays)

For more information, see “EDC Help Desk” on page 5.



Select a Study

If your user account has access to multiple studies, the Rave home page displays a list
of studies from which to select, and a search box to quickly find a study in the list.
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Select a study

% On the Rave Home page, click a study in the study list.

Rave displays the Study page, which is described in “Study Page” on page 38.

Search for a Study

If you can view multiple studies, the study search box allows you to quickly search for

a study (amidst a list of many studies) by filtering on the study name.

Search for a study

1. Inthe search box, specify the complete study name or use the wildcard character (asterisk).

Study #

Hide Ays Studiss

> To search for studies that begin withone or more characters, type the first few
characters of the study name, followed by an asterisk (*).

For example, you could type the letters A* in the box to display a list of all studies
starting with the letter “A” (such as AVF, APO, and so on). Rave matches study names
starting from left to right. The text box is 770t case-sensitive, meaning that A* and a*
return the same result.

Study Data

Study data originates in the Genentech
CTMS system. Study data is periodically
uploaded into Rave via the Rave-SODA
integration described in “Clinical Trial
Management System (CTMS)
Integration” on page 11.

Access to Multiple Studies

Rave displays this page to users who
have access to multiple studies. If you
have access to only one study, then you
will not be prompted to select a study
from the list—you will instead see the
Study page described later in this lesson.

During this course, all learners have
access to multiple training sample
studies. Your course leader will direct
you to select the one training sample
study that will be used in today’s class.

Genentech Study Names

Study names at Genentech are coded
using the following naming pattern:

AAA#tH#g
where:

> AAA—Molecule / Therapeutic Code
(in this training, TRN is used)

) #i###—Genentech-assigned clinical
trial number

> g—indicates a development study

For details, see “Studies, Worlds, Site
Groups, and Sites” on page 30.




Access to Multiple Sites

Rave displays this page to users to have
access to multiple sites. If you have
access to only one site, then you will not

be prompted to select a site from the list.

For training purposes, all learners in this
course have access to multiple sites.
However, your instructor will direct you
to select specific sites as appropriate.

> To search for studies that containone or more characters, simply omit the asterisk (for
example, type A) or use asterisks on both sides (for example, type *A*).

> To search for studies that end withone or more characters, precede it with an asterisk.
For example, to find all development studies, type *g.

> To show all studies, specify no text (empty text box).

2. Click the Search () icon.

Rave refreshes the study list, displaying only the studies whose name matches the text you
typed.

3. Click the name of the study that you want to view.

Rave displays the Study page, which is described in the next section.

Study Page

The following figure shows an example Study page with key components.
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The tab for the Study page displays the name of the associated study.

Task Summary

Task Summary: Study Sites

> 4k NonConformant Data 18
> (3 Open Queries 18
> ) Overdue Data 15

The Task Summary shows any pending tasks (associated with the study) to which the
logged-in user has access (based on role and user privileges). Pending tasks are items

needing attention right now, such as:



2> Non-Conformant Data—Data that was entered in an incorrect format, such as an
alphabetical character in a numeric field. For more information, see “Types of
Fields on Rave Pages” on page 101 and “Edit Checks” on page 102.

> Queries—Questions about a data point on an eCRF. The Task Summary can
display open (outstanding) queries as well as answered queries. For more

information, see “Introducing Queries” on page 67.

> Sticky Notes—Informal note, remark, or observation that is associated with a data

point on an eCRF. For more information, see “Introducing Sticky Notes” on

page 69.

> Overdue Data—Data that has not yet been submitted in a timely manner.

> Clinical Data Lifecycle Tasks—Items that have been submitted and are ready for
subsequent processing, such as verification, freeze (entry lock), electronic
signature, and lock (hard lock). For more information, see “Clinical Data Life
Cycle” on page 96.

To learn more, see “View eCRFs Via the Task Summary” on page 61 and “Icon Key”

on page 23.
View a Site Site Data
You view a site by clicking its name in the site list. Site data originates in the Genentech

CTMS system. Site data is periodically

uploaded into Rave via the Rave-SODA

integration described in “Clinical Trial

< Page through the site list and click the site that you want to view. Management System (CTMS)
Integration” on page 11.

View a site

Rave displays the Site page for the selected site, which is described in “Site Page” on
page 41.

Search for a Site

If you can view multiple sites for a study, then the site search box allows you to
quickly search for a site (amidst a list of many sites) by filtering on the site name.

This is especially useful when the Sites list is pages long.

Search for a site

1. On the Study page, in the Find drop-down list, select site (if it is not already selected).

Find | Site v P
Advanced Search

2. In the search box, type a partial name of the site.

For example, you could type the letters Univ* in the box to display a list of all university
sites (those starting with the letters “univ”). Rave matches site names starting from left to



right. The text box is not case-sensitive, meaning that Univ*, univ=, and univ* all return
the same result.

If you omit the asterisk (for example, you type Hospi tal), then Rave displays a list of all
sites whose names containthe word Hospital.

3. Click the Search (,-) icon.
Rave refreshes the site list, displaying only sites whose name matches the text you typed.
4, Click the name of the site that you want to view.

Rave displays the Site page for the selected site, which is described in “Site Page” on
page 41.

Genentech Site Group Names Scroll Site Groups

Site groups at Genentech are coded
using the following naming pattern:

AA, CityName

Site groups are used as a logical way to classify sites within a study. At Genentech, site
& g y y
groups are used to organize sites by state (or province) and city, such as Ny, New York

and CA, Los Angeles.
where:

> AA—Two-letter state or province Search by site group

code 1. On the Study page, click the Site Group drop-down list, as shown in the following example.

> CityName—Name of the city in which

o e
the study site is located. o ! Warld -,
> For details, see “Studies, Worlds, Site CA, Ban Diga | O1OUPS
g P Silur GA, Atlamia il Groug
Groups, and Sites” on page 30. & Coiege of L. Chicago A, San Dinge
OM. Toarnlo
W Commumly Hospital Ga, Allanla
Searching for SubieCtS 0 Counly Medecal Cenler A, Adkanla
3 Private Medical Group GA, Atlarta
To search for a SUbleCt mStead’ you W University Medical School  ON, Toronto

simply select Subject from the Find drop-

down list. To learn more, see “Search for

a Subject” on page 49.

Page 1 of

2. Scroll the list of site groups and click the site group that you want to use.

3. Click the Search (,-) icon.



Rave refreshes the site list, displaying only the sites belonging to the selected site group, as

shown in the following example.
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Rave displays the Site page for the selected site, which is described in the next section.

Site Page

The following figure shows an example Site page with key components.
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The tab for the Site page displays the name of the associated site. The Site page also

displays the list of subjects associated with the selected site.
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Definitive Sources for Rave

If you need additional information about

using Rave, refer to this document first.

If you still do not find an answer, contact
the Rave Help Desk, as described in “EDC
Help Desk” on page 5.

IMPORTANT! A status icon appears next to each subject in the Subject List.
The status icon reflects the status of the data in eCRFs associated with that
subject. For more information about each status icon, see “Data Status
Icons” on page 56.

The status of individual eCRFs for a given subject can vary. For example, a
subject can have one eCRF with an open query and another that is overdue.
Rave displays only one status icon per subject, selecting the status icon that it
considers to be the most important for that subject, based on Rave’s own
status precedence hierarchy and your logged-in role.

See the next lesson, “Viewing Subject Information” on page 43, for more informa-

tion about this page.

Rave’s Online Help

The Toolbar displays a Help link, which you click to view Medidata’s software online

help for Rave. This online help is generic—it is not customized for Genentech or for

specific Genentech-sponsored clinical trials.

[]

Note: This document provides the definitive source of information for using
the Rave EDC module in Genentech-sponsored studies. Rave’s online help
might describe Rave features that are not used at Genentech, or it might use
terminology that differs from Genentech terms or usage.

On the other hand, Genentech provides pop-up help on eCRF pages that is tailored

for individual studies and very useful for Rave users. To learn more, see “Get Help
for eCRFs” on page 73.

Hands-On Exercise

1. Identify the various parts of the Site page:

> site name

> subject search box

> Task Summary

> subject list

2. Search for and select the community Hospital site using the site search box.

3. Search for and select the private Medical Group site using site groups (ca, Atlanta).



VIEWING SUBJECT
INFORMATION

This lesson covers the following topics:

> About Subjects (see page 43)

> View a Subject (see page 43)

> Subject Page—Calendar View (see page 44)

> Subject Page—Grid View (see page 47)

> Search for a Subject (see page 49)

About Subjects

A subject is a participant in a study. Each subject in a clinical trial is uniquely identi-
fied by a Genentech-assigned subject number. IVRS (see “Interactive Voice Response

System (IVRS)” on page 12) supplies the basic subject data to Rave—subject initials,
subject number, and subject identification—which is updated frequently (typically
every 10 minutes or less). For non-IVRS studies, subjects are manually added, as

described in “Adding Subjects” on page 104.

View a Subject

View a subject

< On the Site page, look through the Subject list and then click the name of the subject that
you want to view.

Rave displays the Subject page for the selected subject.

Subject identification

The subject identification pattern at
Genentech are coded using the following
naming pattern:

H####E AAA
where

Y ###Ht# is the Genentech-assigned,
five-digit subject number.

> AAAis the subject's initials. If the
subject does not have a middle name,
then a hyphen is used (such as A-B).

Leader Note

Study teams for global studies may
exclude subject initials for privacy and
confidentiality reasons.



Leader Note

Point out the status icons and mention
that you’ll be discussing them soon.
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Subject Page—Calendar View

The following figure shows an example Subject page with key components.
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This is known as the Calendar View for a subject, which is the default view for the

Subject page. You'll learn about an alternate view, the Grid View, later in this lesson

(see “Subject Page—Grid View” on page 47). The tab for the Subject page displays

the name (subject number + initials) of the associated subject.

IMPORTANT! A status icon appears next to each folder in the Subject
Schedule. The status icon reflects the status of the data in eCRFs associated
with that subject. For more information about each status icon, see “Data

Status Icons” on page 56.

The status of individual eCRFs for a given folder can vary. For example, a
folder can have one eCRF with an open query and another that has non-
conformant data. Rave displays only one status icon per folder, selecting the
status icon that it considers to be the most important for that folder, based

on Rave’s own status precedence hierarchy and your logged-in role.

EDC Training: Rave Basics for Development



Task List

10020 SMP
£l Screening
& Month 1
£% Month 2

£% Concomitant
Medications

(04 Adverse Events
5 Study Completion

In the sidebar, the Task List contains a collection of e¢CRFs that are associated with
the subject. The eCRFs are organized into folders, which represent site visits and
other events. The Task List also includes links to related information, such as adverse
events and an investigator search. The subject identification (subject ID + subject
initials) appears at the top of the Task List.

Subject Schedule

Visit Date

Screening 01 Dec 2
Maonth 1
Month 2

Concomitant Medications 01D

&b &b &b &b B

Adverse Events

The Subject Schedule displays the visits that are required for subjects, along with the

calculated target date for each visit. Visits are calculated off of the baseline visit date

and this information is for display only. The Subject Schedule displays two columns:

Column Description

Visit List of visits required for subjects. Each visit is represented by a folder.

Each folder contains the eCRF(s) associated with that visit.

Date Target date for each visit, or blank if no target date is specified.

You’ll learn more about the Subject Schedule in “View eCRFs Via the Subject
Schedule” on page 60

Leader Note

Demonstrate how to navigate using the
task list.

Leader Note

Demonstrate how to navigate using the
Subject Schedule.

Visit Calendar and Subject Schedule

The study protocol specifies the visits.
The Study Configuration Document
describes how the visit calendar
(subject schedule) is configured in
Rave.

Typically, the initial date (day 0) of the
subject schedule is based on the Visit
Date field on the Visit Date eCRF in the
Screening Visit folder. The Study
Configuration Document then specifies
how many days can elapse (after the
target date).

For greater accuracy, particularly with
long-term studies, the Study
Configuration Document may define a
calendar reset that allows for a new
reference point from which to calculate
overdue eCRFs.



Leader Note

Demonstrate how to navigate using the
Task Summary.

Access to the Subject Identification
Page

Users associated with the CRC or Pl
roles cannot see this page.

Task Summary

Task Summary: Subject Pages

[> 4k MonConformant Data 18
> 2 Open Queries irg
> (=) Overdue Data 08

The Task Summary shows any pending tasks (associated with the subject) to which
the logged-in user has access (based on role and user privileges). Pending tasks are
items needing attention right now, such as non-conformant data, queries, sticky
notes, overdue data, and other status information. For a description of these items,

see “Task Summary” on page 38.

Use the Task Summary to quickly navigate to a task you want to view or complete.
For more information, see “View ¢CRFs Via the Task Summary” on page 61.

Subject Identification Page

The Subject Identification page displays the following information about a subject:
> subject number

> subject initials

> subject identification (subject number + subject initials)

> responsible investigator

> subject status

Note: IVRS is the source system for this subject information. You cannot
make changes to this data in Rave—only in IVRS.

View the Subject Identification page
1. View a subject (see page 43).
2. On the Subject home page, click the Subject Identification link.

& Subject Identification



Rave displays the Subject Identification page for the selected subject.
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3. When finished, click Cancel to close this page.

Subject Page—Grid View

The Grid View displays subject folders and ¢CRFs in a grid format. This at-a-glance
perspective allows you to quickly find and display subject visits and associated
eCRFs, including the status of specific eCRFs. Status icons show whether the eCRF

is finished, outstanding, locked, has queries, and so on.

|:| Note: The Grid View allows authorized Rave users (CRA, PI, and DM role)
to quickly perform study closeout activities (verify, freeze, sign-off, and lock)
by processing multiple eCRFs at a time. For more information, see “Batch
Verify Using the Grid View” on page 162, “Batch Freeze Using the Grid
View” on page 167, “Batch Sign Off Using the Grid View” on page 172,
and “Batch Lock Using the Grid View” on page 176.

Display the Grid View

< On the Subject page, while the Calendar View is displayed, click the Grid View link in the
upper-right corner.

© Genentech, Inc.
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Rave displays information about the selected subject in a Grid View, as shown in the

following example.
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> Columns represent folders associated with this subject.

> Rows represent eCRFs associated with this subject. Rows are ordered
alphabetically (below the Visit Date).

Y Status icons in cells (the intersection of rows and columns) show the status of the

applicable eCRF associated with the visit.

|:| Tip! Each eCRF in the Grid View is represented by a status icon. The status
icon reflects the status of the data in the eCRF. For more information about

each status icon, see “Data Status Icons” on page 56.

The status of individual fields for a given eCRF can vary. For example, one

field can have an open query while another can contain non-conformant

data. Rave displays only one status icon per eCRF, selecting the status icon

that it considers to be the most important for that eCRF, based on Rave’s

own status precedence hierarchy and your logged-in role.

> Blank cells (no status icons) mean that the eCRF in that row does not apply to the

visit in that column.
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Display the Calendar View

< On the Subject page, while the Grid View is displayed, click the Calendar View link in the
upper-right corner.

Rave displays information about the selected subject in a Calendar View, as shown in
“Subject Page—Calendar View” on page 44.

Search for a Subject

On the Site page, Rave provides you with a variety of ways to find subjects for a site:
> Page through the Subject List on the Site page.

> Search using the search box or the advanced subject search.

> Click a recently-viewed subject in the Last 10 Subjects Quicklist.

These methods are particularly useful when the Subject list for a site is pages long.

Use the Search Box

Subject I r

The Site page provides a search box that you can use to find a particular subject.

View a subject using the search box on the Site page
1. View asite (see page 39), if applicable.

The subject identification consists of the five-digit subject number plus the subject’s initials
(for example, 12345 ABC).

2. In the search box, specify the entire subject identification or use the wildcard character
(asterisk).

> To search for subjects whose identification begins withrone or more characters, type the
first few characters of the study identification, followed by an asterisk (*). Rave matches
subject identifications starting from left to right.

For example, if you typed 1%, then Rave would list all subjects whose names begin with
the number 1; if you typed 12*, then Rave would list subjects whose names begins with
the numbers “12”; and so on.

> To search for subjects whose identification contains one or more characters, simply omit
the asterisk (for example, type 1) or use asterisks on both sides (for example, type
*1%).

> To search for subjects whose identification ends with one or more characters, precede it
with an asterisk. For example, to find all development studies, type *g.

> To show all subject identifications, specify no text (empty text box).

Searching for Subjects

You can also search for subjects on the
Site page by selecting Subject from the
Find drop-down list. To learn more, see
“Search for a Study” on page 37.
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|:| Tip! In general, the more characters you type, the more specific and restrictive
the search (possibly resulting in fewer matches). The fewer characters you

type, the more inclusive the search (possibly resulting in more matches).

3. Click the Search (,-) icon.

Rave displays the list of subjects matching the search characters you typed.
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4. Click the subject for which you want to view details.

Rave displays the Subject page for the selected subject in the main area.

Advanced Subject Search

If configured for your study, you can use the Advanced Subject Search to search for
subjects using other criteria, such as by subject identification, subject status, investi-
gator name, last visit date, and so on.

Perform an advanced subject search
1. Ona Study or Site page, click the Advanced Subject Search link.
Rave displays the Advanced Subject Search page.

D hittps:/pentrn’SS, mduol.com - Medidats Rave - Microsolt internet Explores x
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Subjrct Subfect Slatus Lot Visit Date

oo Ky -

G e

2. Type the search criteria (Subject Name, Subject Status, or Last Visit Date).
3. Click the Search link.
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Rave looks for matches and displays the search results, as shown in the following example.

R - Micrenalt Internet Exploser

tech

W AR IMERE FOR LIFE

Maseages =1 My Profils I Walp P Home @t Logout B
User CRC1

4. Click the subject for which you want to view details.

Rave displays the Subject page for the selected subject.

Last 10 Subjects Quicklist
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Rave displays a list of recently-viewed subjects (up to ten) in the sidebar.
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View a subject using the Last 10 subjects quicklist

1.
2.

Click the Home tab.

In the sidebar, find the Last 10 Subjects quicklist, and then click the subject whose details
you want to view.

Rave displays the Subject page for the selected subject.

Hands-On Exercise

1

Use the Search Box on the Study page to find the “TRN” subject for your class (for example,
subject 11021 TrN) in the college of Medicine Site.

Identify the various parts of the Subject page (Calendar View).

> Task List

> Subject Schedule

> Task Summary

For the “TRN” subject, go to the list of open queries in the Task Summary.
For the “TRN” subject. display the Grid View.

Identify the various parts of the Subject page (Grid View): visits / folders, eCRFs, and eCRF
status.

Using the Advanced Search on the Study page, find all subjects whose status is Randomi zed.
Using the Advanced Search on the Study page, find subjects by Last Visit Date.
Click the Home tab, then view the “TRN” subject by clicking in the Last 10 subjects quicklist.



VIEWING ECRFSs ASSOCIATED
WITH A SUBJECT

This lesson covers the following topics:

> About eCRFs (see page 53)

> eCREF Page (see page 54)

> View eCRFs (see page 58)

About eCRFs

An electronic case report form (eCRF) is a digital version of a printed case report
form (CRF) used in Genentech-sponsored clinical trials. Instead of manually filling
out paper CRFs, Rave users complete eCRFs online.

Genentech has created a company-wide Global Volume containing commonly-used
eCRFs that can be copied and adapted for individual trials. Examples include:
Subject Eligibility, Demographic, Medical History, Vital Signs, Physical Exam, Elec-

trocardiogram, Adverse Events, and so on.

As described in “Rave and Genentech EDC Studies” on page 7, the data entry screen

for an eCRF typically shows fewer fields than its corresponding paper-based CRF.
Only authorized users have access to the complete forms. Similarly, only certain users
have access to certain restricted eCRFs, such as the Electrocardiogram form. Finally,
some data entry fields or eCRFs are available only when certain data values are
present. For example, the Pregnancy Report form is available only if the Sex field on
the Demographics eCRF is female.

In Rave, subject visits are represented as a hierarchy of file folders, each of which

contains the set of eCRFs that are associated with the visit. For an overview of file

folders in the training sample study, see “Organization of Study Data” on page 29.
g p y



eCRF Page

The following figure shows the components of an example eCRF page
(the Demographics eCRF).
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The tab for the eCRF page displays the name of the associated eCRF.

Open Folder

Selected eCRF

eCRF History
(Subject +
eCRF Name)

> the access you have to the eCRF data, which depends on the permissions that are

configured for your user account

|:| Tip! Each eCRF in the folder is represented by a status icon. The status icon

reflects the status of the data in the eCRF. For more information about each

status icon, see “Data Status Icons” on page 56.

The status of individual fields for a given eCRF can vary. For example, one

field can have an open query while another can contain non-conformant

data. Rave displays only one status icon per eCREF, selecting the status icon

that it considers to be the most important for that eCRF, based on Rave’s

own status precedence hierarchy and your logged-in role.
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Key Elements on eCRF Pages
Each eCRF page has the following key elements:
> Form questions—Describe the data on the eCRF.

> Data entry fields—Such as text fields, which are either view-only or editable
(depending on the nature of the data, as well as your permitted access to the data).

Y Data Status Icons—Reflect the status of the data on the eCRF.

> Action Controls (icons)—Allow you to take action on the data, such as to edit the

data or learn more about it.

> Form- and Field-Level Help—Allows you to display information and instructions
for a particular field on the eCRF.

The following figure shows elements in an example Demographics eCRF.
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Leader Note

Talk about the data status icons and
action controls.
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Data Status Icons

The following table describes commonly-used status icons associated with data on
eCRF pages. For a complete list of all status icons, display the Icon Key, as described

in “Icon Key” on page 23.

Note: These icons are also displayed next to ¢CRFs in the Grid View to
indicate the overall status of an individual eCRF.

Table 6: Data Status Icons on eCRF Pages

Never Touched Data point has not been typed or submitted.

O

Not Conformant Invalid data point.

Out of Range Low  Data point is below the configured lower range

.Hp

value.

Query Open Open query exists for this data point.

Locked Data point or associated queries or sticky notes

cannot be changed.
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Action Controls on eCRF Pages

The following table describes commonly-used action controls on eCRF pages.

Table 7: Action Controls on eCRF Pages

e
h

© Genentech, Inc.
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Leader Note

Determine how much material you
want to cover in this section.

The point to make here is that Rave
provides you many ways to find and
view an eCRF—users can choose
their preferred method.
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View eCRFs

The rest of this lesson describes various ways in which you can find and view eCRFs
associated with a subject. Rave provides alternate paths to finding the data you need
to view or edit (if you have sufficient permissions), allowing you to choose the most
expedient manner in which to navigate the Rave user interface:

> View eCRFs Via the Task List (see page 58)

> View eCRFs Via the Subject Schedule (see page 60)
> View eCRFs Via the Task Summary (see page 61)
> View eCRFs Via the Grid View (see page 64)

View eCRFs Via the Task List
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The Task List in the sidebar of the Subject page provides an easy way to find and
view eCRFs for a particular subject. For an introduction, see “Task List” on page 45.

View an eCRF using the Task List
1. View a subject in the Calendar View.

2. Inthe Task List, click the folder associated with the eCRF that you want to view.

S, 10020 SMP
£2 Screening
£ Month 1
£% Manth 2

£% Concomitant
Medications

0 Adverse Events
£ Study Completion
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In the Task List, Rave displays the list of eCRFs associated with the selected folder.
Rave automatically displays the first form in the list.

In the following example, the Screening folder is selected and the Visit Date eCRF is
displayed.
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View eCRFs Via the Subject Schedule
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The Subject Schedule on the Subject page (Calendar View) provides an easy way to
find and view eCRFs for a particular subject. For an introduction, see “Subject

Schedule” on page 45.

View an eCRF using the Subject Schedule
1. View a subject in the Calendar View.

2. In the Subject Schedule, click the folder associated with the eCRF that you want to view.

Visit Date
[ Screening 01 Dec 2006
5 Maonth 1 31 Dec 2006
£ Manth 2 30 Jan 2007
£% Concomitant Medications 01 Dec 2006
[ Adverse Events 01 Dec 2006

In the Task List, Rave displays the list of eCRFs associated with the selected folder.
Rave automatically displays the first form in the list. To view an eCRF, click it in the list.
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In the following example, the Screening folder is selected and the Demographics eCRF is
displayed.
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View eCRFs Via the Task Summary
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The Task Summary on the Subject page provides an easy way to find and view

eCRFs that need special attention. The Task Summary organizes items by status—

such as non-conformant data, open queries, or overdue data. For an introduction, see

«

Task Summary” on page 46.

© Genentech, Inc.
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Use the Task Summary to find things that

require special attention.
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Expand a category in the Task Summary

% Click the right-pointing arrowhead next to the category you want to expand.

Task Summary: Subject Pages
Click Here (> 4k MonConformant Data 18
toExpand ——> (2} Open Queries irg

> (<) Overdue Data 0rg

Rave displays the list of tasks under that category.

Task Summary: Subject Pages
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Screening-Vital Signs
1
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Collapse a category in the Task Summary
% Click the down-pointing arrowhead next to the category that you want to collapse.

Rave hides the list of tasks under that category.

Open a task in the Task Summary
1. Click the Pop-Up () icon next to the category you want to view.

Rave displays the list of items for the selected category.
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Medidata Rave® Version 5.5.1.43
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2. Click the eCRF associated with the item that you want to view.



Rave displays the eCRF page for the eCRF and the associated item.
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View eCRFs Via the Grid View

The Grid View on the Subject page provides an at-a-glance overview of the ¢CRFs
for a particular subject. For an introduction, see “Subject Page—=Grid View” on

page 47.

View an eCRF using the Grid View
1. View a subject.

2. Display the Grid View (see page 47).
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3. Click the status icon of the eCRF that you want to view.
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Rave displays the selected eCRF.
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Higiony and Putse
Eazalna ? [=ia anierad iz net in tha .
Conditions. Log expeched fommat. Pleasa consul ‘l'lET wmin 4h F W
_— hidp beat for dinectons
f Fhyesl Exam Beeered To Bl {27 Aar 3007)
| Subject Elgibiity
Adseasmen Resgiration 18 Q F &
(2 Burgtry and .
Fraceduny Hislony Systolc blood pressune HWimmHg & F W
Azsessment )
(3 Sungtry and Diastolic blood pressure Baimmily & 7 W
Pracedure Histary . 5
Log Weaight kg™ & ¢ W
L Wital 5
e Huaght® 1#5em® & ¢ B
Printabls Version View POF  loon Hey
CRF Hisbory i GEE eraen 72 - Page Ges 33 vay zé'-u.' 654 8 Gregreeh Slandend Trs IEI i
B Rave
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View eCRFs Via the eCRF History

B s genten 55, kel com - Medidata e - Microsall bnborned Explorer FEE
Ple  [Ar  wew  Pgvocmer  Taskt  pels "
E‘r.E‘r.tEGh Messages =My Profile (L elp < Home @I Logout B
K OBUSIMESS FOR LITE User CRE1
MEETTET—E
~
S 10020 SMP Zrid View
A Sereening
3 Manth 1
3 Menth 3 Wisit Date Task Summary: Subjact Pagea
y A Screening 1 B b MenConkwmant Dala 1-8
R Cencomitam . ! B -
Machcaliorr N Manth 1 1 3 @ Open Qwsnes k!
D Adverse Events 3 Menth 2 B © Ovesdue Data oy
| Study Complation % Concomiam Madications 01
eCRF A Adverse Everis
HIStOI’y —f—1RF History
1086 S0P . Vil Sine
e s bt Add Evant v [Aa]
Fighiy AxsraTen!
10850 S0P . Vil Signe
keen Kay =
GIURONE  oeeicseneean

The ¢CRF History in the sidebar provides an easy way to find and view eCRFs.

The ¢CRF History displays the eCRFs that you have most recently viewed.

Each item in the list is identified by subject identification and ¢CRF name.

View an eCRF using the eCRF History
« Click the eCRF associated with the subject in the eCRF History list.

Hands-On Exercise
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Display the Subject page for the “TRN” subject for your class (for example, subject 11021
TRN) in the college of Medicine Site.

In the Subject Schedule, display the month 1 folder.
From the Task List, display the ongoing Physical Exam eCRF.

Go to the Subject page, display the Grid View, and display the chest x-rRay eCRF in the
month 2 folder.

Go to the Subject page and, using the Task Summary, display an eCRF associated with non-
conformant data.

Display an eCRF using the eCRF History.

EDC Training: Rave Basics for Development



LESSON 7
WORKING WITH ECRFs

This lesson expands on what you learned about eCRFs in the previous lesson.

It covers the following topics:

> Introducing Queries (see page 67)

> Introducing Sticky Notes (see page 69)
> View the Audit Trail (see page 71)

> Get Help for eCRFs (see page 73)
> Print eCRFs (see page 74)

Introducing Queries

As mentioned previously, a guery is a question about a data point on an eCRF.

A query is created in either of the following ways:

> system-generated by Rave or another Genentech system such as TMS when, for

example, there is an obvious problem with submitted data, or

> manually opened by a Clinical Site Manager (CRA role), Project Data Manager
(DM role), or Clinical Trial Manager (CTM role). Manual queries are initiated by
Genentech personnel to site personnel for clarification or correction on a

submitted data point.

The following figure shows an example open query on an eCRF page.

B ot Tgenten S5, madsed com - Medidata lave - Microsall Inberned Explorer

= B[]

Bt [ yew Fgvonter ook el
Er.Er.tEch Messages =My Profile (L elp < Home @I Logout B
B DUSIMESE FOR LIFE Usar CRC1
il | DTRN00%g | 2 College of Medicins | 2 10020 SMP | 5 Screening | 7 vital sm-
- -
Py
(1 Setaaning Subject. 10020 SMP -
v Wisit Date Page. Vital Sigrs - Screening ol
o Demagraghics Ware sny vilal signa collected o Ye: @ H
& Gianpml Madeal thig sisit?0 " L
Histony and
Basnine Wil sagns data 1DEC 006 & ¢/ W
Conditions
Assassmen Temperature? mic S HE
& Gennml Medcal
History and Puls
Basalne ‘7 Data entered is nat in the
Conditiorrs Log uxpisctid format. Floase ewDasta ol e -
& Physical Exam consull help text for e -
- directions
2 Subject Elgibiry Dpenas Ta Sie (37 Apr 2007)
Assessmen
& Surgary med - Respratian Womn G W
NN emsesnen

In this example, a system-generated query indicates that the Pulse field contains non-

conformant data (67—an alphabetic character in a numeric field).
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In the following example, a system-generated query indicates that the Temperature
field on the Vital Signs eCRF is missing required data—the unit of measure (c for
Centigrade) was not selected.

B it e - arichabn Raves - Micresedt beibarrst Exphorss CEE
Bl [ vew  Pgeacsse  Tosk  ealn &
E"‘.E‘rltem Messages 0 My Profite B melp § vome f1 Legout ]
N BUSINCSS FO®R LIFE o User CRC1
il | TR0 | 2 College of Medicine | 2, 10021 TRR | = Month 1] [ viea Sluu:-
* L]
otk 1
:?' Subsect 10021 TRN %
gy Visit Date Fage. Vital Sigrs - Month 1 la
(4 Chemisiry Local Wars 2
- vy vilal signa Colleched & -
(& Elacircaningam this wisit? Yes & 7R
'_c:" Hamatelogy Local wital sagns date® IrEB 0T & F
& Ongong Physical
Exarr Tlmporllurln
il vital Signe 7 Dula entered ia not in
tha axpectid lomal
Plagss senaul halp [Hew D RS I~ Open
‘taut for directions Q
Opened To S (27 Ape
) uery
Pulse SGmn 5§ W
: .I I. B V - p v
ke I

In the following example, the system-generated query pointing to the Temperature
field on the Vital Signs eCRF shows that the data point is out of range (the data falls
outside the pre-configured range of minimum and maximum values for this field).

B s pendrnS mdsel. com - Medidata Eave - Micresail nbernet Explorer
Bl [AE  yew Fgeackes  Jock (e
mmm Messages =My Profile (L elp < Home @I Logout B
W OBUSIMESS FOR LITE - Lser CRC]
il | DTRN00%g | 2 College of Medicis | 2 10022 DSC | < Month 1 [ vieal 5;...:-
- -
=% Menth 1
. Subject. 1022 DSC -
[ visit Data Page. Vital Siges - Mosth 1 s !
iﬁ' Shamigiry Local Ware sy wilal signa collected ot W, G H
(% Elaciracardingiam thig wsit? " L
e .
4 Hematslogy Local A
. Vial sgns date 14 AER 00T & ©
& Ongong Fhysical g G H
Eam Temperaters™
(3 vital Signs P Value entered is out of
eange. Enfer comecl valun :
2 artar vakd valug Hew Dola |28 AR Open
GRF Hisbory Crpaed T Sibe (33 May 2007
1003 ErSC . Vitad g [} Query
1083 BXSC . Vit Date
10850 SMP . Vsl Signa Pulse i & ¢ H
10520 SMP - Vist Dade
e — ... Rlitss por afion r g w
ﬂ Rave |
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The following example shows a manual query, created by the Clinical Site Manager,
that asks for a spelling correction.

N hatpsciipentrn® S mdsol .com - Medidata Rave - Microsolt Internet Dxplorer

Be B8t e Fgeetes [s peb i

enentech

HEPRINERE FOR LITIE

Macsapes = My Profie B0 melp 9 moma it Logout a
Uir CRET

1 | ITRN1001] 22 Cislage of Madiein | 2, 10020 S0P | = Caneomitant Madkeations | [ Concortart 'J;rd-:d‘.mx-

: -
o m Subgect 10020 SMP .
2 Concomilant Fage: Concomitant Medications - Concomitant Medicatsons? -1
o ] Cusmenily wwing kne 1 of 2
E.I;f:-:.:-u;l *-—LI Click havs b3 retum 1o “Comgplete View™ Aol to Recond )
i Concomitant Madie stionl
MeScations T Please vy med ricoded o
TLOVIESTATINT shoukd be enbered - -
ATE of provide = ™ E :
CRF Hisbery c”mw'm.c ingrechgrag. | [ew Data - o
R — Dperasi To Sea (51 Uy 797}
20 SF « O . o
v sl Sgea - 1
8. I

For instructions on how to create and respond to queries, see and “Using Queries” on
page 132.

Introducing Sticky Notes

A sticky note is an informal note, remark, or observation that is associated with a data
point on an eCRF. A sticky note can be system-generated (for example, in conjunc-
tion with an adverse event or local laboratory eCRF), or manually added by a Clinical
Site Manager (CRA role), Project Data Manager (DM role), or Clinical Trial
Manager (CTM role).

The following example shows a manually-created sticky note from the Clinical Trial

Manager to the Data Manager.

D Btprcpenirn 5. mduol. com - Medidata Rave - Micresalt Internet Exploner

Maseages =1 My Profils I Walp P Home @t Logout B
User D1

i1 | CITRNADA1g | 1 Calege of Medicine | 2L 10020 SMP | 3 Month 2| [ Chest r-ea._l

-~

ractas Pags

o o= i

&

: - Subject: 10020 SMP

¢ Chemisiry Locsl Page Chost X Bay - Month 2 30
& Chieit X-Flar,

& !

) Herratolegy Lecal

Was 3 chist Xy parformed? Yes ¥ &

& Oregoing Phyascal
Exam

ey da™
% Vil Signs The imvashgaior sgnatune i requined 1o Rl
[ inedecabe it thes form i compbete and @xa
accrate
CRF Heatary

Kerary rinl
1 | b confmed this value. Based on my
W, T QU 1 Tequited
i T Gririnen (T e 20T)
[ acinzmindge

0230 SMP . Crepd iy

Mormal 58 @

Printable Version View FOF  loon Key
CIF Vespies £T2 - Page Desermed (3 Uay 2007 175008 Gresrwich Stastast Tiee

[Save] [ Carcel

ﬂ Rave

Open Sticky Note

The following example shows a system-created sticky note for an Adverse Event
eCREF. This sticky note is updated every time information about an Adverse Event is
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Show what a sticky note looks like on an
eCRF.
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sent to Drug Safety via the Drug Safety Integration module (see “Drug Safety Inte-

gration” on page 13).

AE Repart has been sent to the Sponsor (auto-filled
after transmission of report was sent to the Sponsor;
the field will remain blank until report is sent. The sticky
note will provide transmission details)
Report generated and Transmitted to Sponsor on VEs @ H
14/DEC/2006 21:28:10 (GMT) - Follow Up #1
0B/DEC/2006 19:30:14(GMT) - Initial Report
Opened To Site (14 Dec 2006)

|
Sticky Note (View-Only and Permanent)

The following example shows system-generated sticky notes that allow authorized
users to enter comments for data points on a local lab form. For more information,

see “Submit Local Lab Forms” on page 114.

N hatpsciipentrn® S mdsol .com - Medidata Rave - Microsolt Internet Dxplorer EEE|

B"Erltech Maseages =1 My Profis B8 melp 9 some @ Logout )

WEPRINEES FOR LIFL Lisir CRC1

a1 | ITRN1001g] 45 Cslage of Madicin | 2, 10520 SMP | Y btersh 1] (Zhn-n'ir'ylrsr.ll_

[ Mosth 1
& W Sbject 10000 SIP
& :l: Date Lo Page: Chemistry Local - Monh 12 Lab w -
& Chamistry Loc
’ i &
& Elactrocandiagram Divarwe Dl oo &
i Hematology Locs Dats Rangs Statn Uit Rasge
i Ongong Physical St — -
- ] Conen

& Wital Sagns Gopsed To Sie (27 Ape 2007

Potaessaum 1 -

CRF History

0 BMP . Chamatry

Wik Dlwsy

@ Rave

Open Sticky Note

For instructions on how to acknowledge and create sticky notes, see “Using Sticky

Notes” on page 145.
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View the Audit Trail

Rave keeps track of changes to any data point on an eCRF. For any data point, you

can view its audit trail to learn the history of actions taken on the data point.

For every action taken on a data point in an eCRF, Rave tracks the following infor-

mation:
> action taken on the data point (submitted, verified, or locked the data)
> user who took the action

> date and time when the action occurred (shown in your time zone)

View the audit trail for a data point

1. On the eCRF screen, click the data status icon for the data.

Rave displays the Audit Trail for the selected data point.

3 batprcigentre s mchol com - Medidata Rave - Microoft lnternet Fxpleser

Maseages =1 My Profils I Walp P Home @t Logout B
User CRC1

Duta Poant - Mk ation

Farent Recesd - Concommbant Madcatons |1

S | Dife Pt - Usdeaton =

HAudit Usar Tawet:

Usar opened query Fleass wrfy med recorded as LOVISTATIC should be enbered s User 01 Mary 2007
LOVASTATINT o prowsde comect spelng'genenc ingredsents.” [Sde) CRA1 158315
Ulsay 01 Waryr 2007
CRC1 154550
A 2T Ape 20T

Lapsd B9

terad LOVISTATI reason for change: Mew Data

iered Lorvaesiaten

What Who made Date and time when
changed the change change was made

2. To return to the eCRF page, click its tab in the tab bar.
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Parents and Siblings—Data Points View the audit trail for a different data point
When viewing the Audit Trail screen < On the audit trail screen, click the Siblings drop-down and select the data point you want.

for a particular data point, a parent

3 batprcigentre s mehal com - Medidata Rave - Micrimaft nternet Fxpleser

refers to the eCRF to which the data fone Do U u
. 1. Maseages =1 My Profils I Walp P Home @t Logout B
point belongs, and siblings refers to ser CAC1
other fields on the same eCRF. s | 3 TR1031 = Cotege of Medicne 2. 16020 SMP | 2 Concomtam Madcations | ) Cancoméant Medsatons| O
Duta Poant - Mk ation
Farent Recosd - Concommiant Uescaions |1

Usar Tawet:
recoeded s LOVISTATI should be anbensd a3 Usar 01 Mary 2007
g genenc ingredsents” [Sde) CRA1 158375
Ulsay 01 Mary 2007
CRC1 154550
A 2T Ape 20T
Lapsd 183039

Usar emiered LINAETATI reason for change: Mew Data

Lisar emviened Lovasiatey

" CEF Vernes £T2 - Pape Geterated ) Moy 200T 1822 11 Greptrwich Rasdedd Time

Siblings Drop-Down

Rave displays the Audit Trail for the selected data point.

Parents and Siblings—eCRFs View the audit trail for an entire eCRF
When viewing the Audit Trail screen 1. On the eCRF screen, click the data status icon for the eCRF.
for an eCRF, a parent refers to the Rave displays the Audit Trail for the eCRF.

folder to which the eCRF belongs,
and siblings refers to other eCRFs in
that folder.

) batprcigentre s mehal com - Medidata Rave - Micrmaft nternet Fxpleser

Maseages =1 My Profils I Walp P Home @t Logout B

User CRC1
i | TRN1001g | 5 Cotege of Medicine | 2, 10020 SMP | (3 Concomatam Medcations | [ Concomitant Medications
& &
DoaPage - C Wscation A
Fare=! ridang : =t
Chidren Hpdesd - Cotbtemin~! Updealtrrs Saseasme=!
Audit User Vit
DatsPags crasted Sucridis Phstvchins 26 e 2007 225449
Evemiy
B3 SUP. Conctmtant | ST VETNES 4TI Page Geserased (0 U £ i Timg -

I e

2. To return to the eCRF page, click its tab in the tab bar.
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Get Help for eCRFs

Rave provides two levels of study-specific help for eCRFs:
> form-level help—describes an eCRF
> field-level help—describes a field on an eCRF

1 ]L:]mmmu] i Colage of Mud.:mnl = 10020 :im-'lf"ﬁ:;um-.ng[ | Frosical m-

rectvale Page

Form-Level Help
Subel 0O = @

Page: Physlcal Exam - Screening™ o F oo

Field-Level Help w,w e

Hyes. date of ecam® 1pEcmes GeE [ OO0

Printable Version View PDF  lcon Key
CRF Version 472 - Page Gaseealed 22 Uar 2009 07:00229 Greemaich Stansaed Trne

For each study, Genentech always provides the text required for each help topic.
This text is specific to each study and provides valuable knowledge about the data
being collected in the study.

|:| Note: Unlike eCRF help, which is tailored to Genentech-sponsored clinical
trials, Rave’s online help (see “Rave’s Online Help” on page 42) is generic to

the Rave software and is therefore not a reliable source for information about

using Rave.

Get form-level help on an eCRF

1. Click the Help () icon next to the form title.

Rave displays a help window with text that explains more about this form.

3 https:/fgentrn56. mdsol.com - CRFHelp ... r.._li'E'|m
Fhiysical Exam

Enti any nchinggsfcandifions on the Tangebed
Medical History and Baseline Conditions form R
the Genaral Medical History and Baseling
Coonddions Torm al the Scremng

Closie Help Window
5 ‘].I'\':Er!l

2. Click Close Help Window when finished.

Get field-level help on a data point in an eCRF
1. Click the Help () icon next to the field.

© Genentech, Inc.

Availability of Help Text

Help text is provided for many—but
not necessarily all—eCRFs or fields.
For example, help text might be
omitted for fields that are self-

explanatory or obvious.



Rave displays a help window with text that explains more about this data point.

ETHHICITY

HISPANIC OR LATING

A person of Cuban. Mexican. Puerto Rican, South or Central American. or other Spanish culture or angin,
mgamdlies ol ace

NHOT HISPANIC OF LATINO
A person il of "Hispame o Labing” ethmely

Naote: If the subject declines w salf report, and the Informaton ks not avallable In the subject’s
recard, select Mot Available,

RACE

AMERICAN INDIAN OR ALASKA NATIVE

A person hisang ongnes n any of the onginal peoples of Noth and South Amenca (includmg Centeal Aamencal
and who masntains tribal afiliation or community attachment.

ASIAN

A person having odging in avy of the cnginal peoples of the Far East, Southeast Asia, or the Indian
subcontinant. including for example, Cambedia, China, India, Japan, Koraa, Malaysia, Pakistan. the
Fhalappune lskands, Thisland, and Vietnarm

BLACK OR AFRICAN AMCRICAN

A person hisang ongunes i amy of thee black racil groups ol Adca

NATIVE HAWAIAN OR OTHER PACIFIC ISLANDCR
A person haing cnging in any of the enginal peoples of Hawan, Guam. Samoa, or other Paclic Islands

WHITE
A parson having onging in any of the cnginal peoples of Curope, the Middle East, or North Africa

RACE NOT AVAILABLE
I the sulbject declines to salf raport, and the informaticn is not available in the subject’s medical record,
sl Mot Assnlable

2. Click Close Help Window when finished.

Print eCRFs

Sites Should Not Print eCRFs You can create a paper-based version of an eCRF that has been submitted.

In general, sites should not print eCRFs Note, however, that the printed data will show the raw data but will not look like a

except when absolutely necessary. formal, paper-based CRF.

If anyone makes annotations on the

printed eCRF page, then the page IMPORTANT! Ifyou print an eCRF and make any annotations on the

zizzmiitg?g:f @il el seue: printed copy, the paper becomes source documentation for the clinical trial
’ and must be handled as such. Therefore, printing ¢CRFs is not

recommended unless absolutely necessary.
Don’t Print During the Training Print an eCRF
The computer that you are using during 1. While viewing the eCRF that you want to print, click the Printable Version link.

this class might not be set up to print.
Therefore, do not print unless your
instructor directs you to do so.
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2.

3.

4.

Rave displays a Print dialog, as shown in the following example.
(T 21 x]
Gérverdl | Dptions | Fa Oipsins |
Sebect Prirdet

&3d Frirger acrobat

¢ @& <& ¥ & -
ek FOI = Mcrosadt

Disliler Ofice Dex....

=
Staher  Ready [ Prink to fle
Lozt
Cormment. m |
Pags FRangs
(ol Hurbes of gopies: I =]
™ Cafard i~

Crages T | T S
[Erber evlhen & srighe page nuimbsy or 8 angle _Iu_?lﬂ_]l]—]
page sange. Fou peamgle, 512

Change print settings, if you want. Refer to your browser documentation for details.
Click Print to send the eCRF to the printer.

Rave prints the eCRF, as shown in the following example.

CRF Page 1 of |

Subgect 10020 SMP _"

Page: Vital Signs - Month 1 e
Were any vital sagres colliecied af ths sl Yes & 7 H
wital sigre date MDECH0E & ¢ H
Termperatured mec & W
Fulse 2mn QrH
Resgraton 1amn & ¢ B
Systohc blood pressune 145 immHg G £ W
Dhastolic bicod pressure aimmHg § F H
Weghe® Mok & ¢ H
Hegt® 1@5em G H

5»{'15”,;?-'5"‘!;»%35 T R T—— Save | [ Cancel |

Hands-On Exercise

mop owN

Using the Task Summary for the “TRN” subject for your class (for example, subject
11021 TRN), display an eCRF with an open query.

View the audit trail for the vital signs eCRF in the month 1 folder.

View the audit trail for every data point on the vital signs eCRF in the month 1 folder.

. View field-level help for fields on the vital signs eCRF in the Month 1 folder.

View form-level help for the chemistry Local €CRF in the Month 1 folder.
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JReview and Ad Hoc Reporting

Ad hoc reporting using JReview is
covered in a separate training class.

VIEWING REPORTS

This lesson covers the following topics:

> About Reports (see page 76)

> Start the Reporter Module (see page 76)

> List of Rave Reports (see page 78)

> Run Reports (see page 81)

About Reports

Rave reports provide different views of the data collected during a clinical trial.

In addition to the standard reports that come with the Rave software, Genentech has
added some Genentech-specific, custom reports that are available across all studies.
For certain users, Genentech also uses JReview, an ad hoc reporting tool that gener-
ates ad hoc and preconfigured reports from the data stored in the Clinical Views
(see “JReview—Ad Hoc Reporting” on page 15).

You see the reports that are available to you based on the configured permissions for
your user account and for your study. The list of available reports varies from role to
role.

Start the Reporter Module

You use the Reporter module to run Rave reports. Your user account must be config-

ured to have access to the Reporter module. If you are permitted to run the Reporter



module, you will see the Reporter in the Installed Modules list in the sidebar on the
Rave home page, as shown in the following example.

Reports Quicklist
nentech Mesaoges ST wy Profie et @ Home £ opes § a_? You can launch reports from the Reports
r (] L o . . . . . .
e quicklist if the Reports quicklist is
Reporter —— A displayed on your Rave screen. For more
. T W e # . . [
Module — |5 fue Wilouems. User CRE1 05-Jam 2009 Paskuted Lapeta. 26148 Sy information, see “Launch a Report from
Study / the Report Quicklist” on page 90.
Last 10 subjocts: -
Shudies
H 40020 SMP
2 TRN1001g
By 40001 AsA .
By m0032 DSC (3 TRH1002g
By 002 BEE L TRH103
By 20020 3MP I TRNtD0g
By 10006 EEE 2 TRN00S
By 10001 CCC I TRNI006;
By 10002 BEE il TRNMOGTg
By 10001 Asa @ TR0
B, 10020 SMP a TRNID05
(J TRHt010y
Pags 1 Page 1211
lesm My
Masuages
M Mdedsages
RN e
Start the Reporter module

< In the Installed Modules box in the sidebar of the Rave Home page, click Reporter.

Installed Modules

Reporter —— Click the
Reporter module

Rave launches the Reporter module and displays the My Reports page, as shown in the
following example.

Report Categories Reports List
|

muh Measages D0y Profle B melp F Home i Logow B
M BUSINESS FRR LITE User CRCA
{5 A0 Reperta ) Saandand Rapens 0 Ui Savedl Repoats O Comtom Rapots
Harma Deacsiption Buacaed O Lipelntied
" Bl Trad At Trad Rapert FIEI006 43039 AN D
;-'. wCAF Siates Repot wCRF Siabus Report ZAF00T G645 P D
| Ervoliment Ervoliment Repot SRI006 4.30: 79 An D
.J' JRwarn SRmaes BT EIR ISP O
'| Pags Status Pagés Status Ripoat S22 4301 AN D
] Chsry Dretasl Cuery Detad Repost SEHI006 4 30- 19 A0 D
T Oty States Rapen Outey Suatus Rapont 1ZNI00T B a2 02 P D
.J' SOV and Diats Estry S2stus Regon S0V asd Data Entry Statui Rigon 1222007 55T 43 P D
;-'. Subgeci Wik Siates Repoit Subgeci Vissi Siabus Repor WEA00T 80214 P D
B NG il
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How Current is Report Data?

Report data is updated in Clinical Views
virtually in real time.

Note: Rave displays the reports that you are authorized to view based on the

configured permissions for your user account.

Exit the Reporter module
% Click the Home tab.

List of Rave Reports

Rave provides three categories of reports.

Table 8: Types of Reports in Rave
Report Type Description

Standard Reports Medidata generic reports that can be used across all Genentech

studies. For a list of standard reports, see “Medidata Rave Standard
Reports” on page 79.

User-Saved Reports  Reports that you have saved explicitly.

Custom Reports Reports that have been developed and customized for use in
Genentech studies. These reports undergo a well-defined, rigorous
approval and validation process. Custom reports must be approved
by the study team and built by PDIT. For a list of custom reports
that have been created for use across Genentech studies, see

“Custom Reports” on page 80.

By default, all three report types are selectable via radio buttons on the My Reports
page. However, what you see in the reports list depends on the study, as well as on

the configured permissions for your user account.

IMPORTANT! At Genentech, it is recommended that you use custom
reports as your primary source of information, and standard reports as a
secondary source. Medidata standard reports, in some cases, may produce
poorly-formatted outputs or unpredictable results because they have not
been vetted with Genentech studies.

Filtering Reports

Filter the Reports list to display the type of report you want

< On the My Reports page, click the radio button next to the report type that you want to
display.

For example, to display custom reports only, select the Custom Reports radio button.

Al Regons {0 S1andard Repons 2 User Saved Repors ) Custom Reports



Rave displays the available custom reports only, as shown in the following example.
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Medidata Rave Standard Reports

Medidata provides the following standard reports. The configured permissions for

your user account determine which of these reports you are authorized to view.

Table 9: Medidata Standard Reports

Report Name

Page Status

Description

Opverall page statistics at the study level with drill down to site,

patient, folder, and form.

Query Summary ~ Shows query metrics by site and target group.

Query Details Shows details and status of each query.

Audit Trail Listing of all audit trail actions.

Sticky Note Shows a history of all stickies-outstanding and acknowledged.

Enrollment Shows enrollment for the study or at the site.

Site Lists the sites and their assigned site groups (State, City).

Administration

User Listing Provides detailed information about a user (such as users across
projects, roles, and sites).

Reports Listing Shows who has access to what reports.

Data Listings

Online data listing that is run against the warehouse.

Productivity Shows user activity (who is handling queries, entering data, and so
on).
Study Provides a summary of how the study was built in Architect by eCRF

Configuration

version.



Reports Available in this Training

In the training sample study, you see
only some of these reports. For your
study, however, you might see one or
more of these reports.

JReview

In the production environment, you
might see J-Review in the reports list.
JReview is an ad hoc reporting tool used
at Genentech by data managers (DM,
LDM, and SDM roles). If JReview is
displayed, then you have access to use it.

Custom Reports

In addition to Medidata’s reports, Genentech has created the following custom
reports. To view the list of Genentech’s custom reports, you click the Custom
Reports radio button. The configured permissions for your user account determine
which of these reports you are authorized to view. The list you see might not include

all of the reports in the following table.

Table 10: Genentech Custom Reports for Rave

Report Name

eCREF Status
Report

Subject Visit
Status Report

SDV and Data
Entry Report

SAS Architect
Report

Query Status
Report

AE Listing
Report

SAS Dataset

Structure Report

Missing Lab
Names/Ranges
Reports

Description

Provides information on a subject's received and outstanding CRFs,
and number of days outstanding if the CRF is not yet complete.
Allows CRCs, CRAs, CTMs, and DMs to monitor the scheduled date
for a subject's CRFs, and gives users the ability to easily identify those

who have missed it.

Provides information on a subject's visit status, including upcoming
visits, completion/discontinuation date, and number of days
outstanding if the visit is not yet complete. Allows CRCs, CRAs,
CTMs, and DMs to monitor subject visits, and gives users the ability

to easily identify those who have missed a scheduled visit.

Provides information on CRF completeness by visit and by form.
Allows CTMs, CRAs and DMs to monitor the Data Entry status and
Source Data Verification status by subject within a given visit date
range, and gives users the ability to identify CRFs that are Entered/
Not Entered, Verified/Not Verified, and Frozen/Not Frozen.

Assists Study Builders in verifying the structure and content of the
projected SAS dataset outputs based on the selected CREF version and

study environment.

Provides information on queries opened against forms and fields.
Allows DMs, CRAs, CRCs, Investigators and CTM:s to review
queries based upon their Open, Closed, or Answered status, as well as
the number of days queries remain open. Summarizes total queries by

status.

Provides a listing of Adverse Events/Serious Adverse Events collected
at the study site. Allows CTM:s to monitor AEs by date range, by

type, and across subjects.

Provides users a listing of the structure and content of the projected
SAS dataset outputs based on question definitions for all CRFs in a

study.

Provides a listing of CRF questions that are missing lab range and/or

name assignments.



Table 10: Genentech Custom Reports for Rave (Continued)

Report Name

Coding Query
Status Report

Study Defini-

tion Report

Global Study
Management

Report

Rave Account
Administration

Report
Study Compar-

ison Reports-
Forms and Edit
Checks Report

Description

Lists queries generated against TMS-coded terms so that Clinical

Coding and Dictionary Management can track their status.

Provides a definitional listing off all CRFs and questions in a study.
Allows users to perform a manual check of a study definition against
mock CREF specifications in order to ensure that they have been

defined according to specifications.

Provides a high level status of a study and its sites from the perspective
of CRFs entered, verified, locked, frozen, as well as total queries

against them.

Provides Rave user account information to Rave administrators.

Lists user roles, user groups, study access and last log in date.

Provides a listing of all differences between 2 different studies or
between 2 versions of the same study. Allows users to see where study

versions differ and where they are the same.

> Forms comparison shows changes within Forms and Fields

between versions.

> Edit Checks comparison shows changes within edit checks and

derivations between versions.

Run Reports

If you can see a report displayed on the My Reports page, then you are authorized to

run it.

Report Parameters

After selecting a report to run, Rave prompts you to select report parameters, which

enable you to focus the output of your report. When you select report parameters,

you select the study (if applicable) and tell Rave what information to include in the

report. Information that is not selected will not appear in the report.

For example, suppose you wanted to print an audit trail report for just one subject.

To do so, when specifying report parameters, you would select just one subject—the

one you want to include—and not select any other subjects.

Leader Note

Log in as a DM user and walk through the
following reports:

> Query Detail Report
> Audit Trail Report
> Enrollment Report

Poll attendees to determine which
reports are the most relevant to them,
and then walk through them.



Report Access By Role

The following table describes who has access to a particular report by assigned role.

Report

AE Listing

Coding Query Status
eCRF Status

Global Study Management
Missing Lab Names
Missing Lab Ranges
Query Status

Rave Account Administration

SAS Architect

SAS Dataset Structure

SDV and Data Entry

Study Comparison Report - Edit Checks
Study Comparison Report - Forms
Study Definition

Subject Visit Status

User Saved Reports

Roles With Access to This Report
DM, CRA, CTM, SDM, VIEW
SDM, VIEW

CRA, CRC, CTM, DM, PI, SDM, SPA,
VIEW

DM, CRA, CTM, VIEW
LDM, CRC, CTM, VIEW
LDM, CRC, CTM, VIEW

CRA, CRC, CTM, DM, LDM, PI, SDM,
SPA, VIEW

N/A - Access granted to individual users
DM, SPA, CASA, VIEW

SPA, CASA, VIEW

CRA, CTM, DM, SDM, SPA, VIEW
DM, CASA

DM, CASA

LDM, CASA, DM, VIEW

CRA, CRC, CTM, DM, LDM, PI, SDM,
SPA, CASA, VIEW

You can save any reports that you want to run again later. This can be particularly

useful for your regularly-scheduled reports, such as weekly, monthly or quarterly

reports. User-saved reports appear in the Reports list on the My Reports page when-

ever All Reports or User Saved Reports is selected.

Select a report

1. Start the Reporter module (see page 77).

2. Filter the Reports list to display the type of report you want (see page 78), if needed.

3. Click the report name, or click the Parameters () icon to the right of the report.



Rave displays the Report Parameters page for the selected report, as shown in the following
example.
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By specifying parameters, you are defining the data that is included or excluded from the
report output. In the above example, you must select one study. Studies that are not
selected are excluded from the report. Similarly, you must make certain selections in order
to configure other parameters. In the above example, in order to include only certain
subjects in the report, you must first select the site associated with those subjects.

Specify report parameters

On the Report Parameters page (see “Report Parameters” on page 81), for each

parameter that you want to specify:
1. Click the right-pointing arrowhead to display selection details for the parameter.

Rave displays the option(s) for the selected parameter, as shown in the following example.
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2. Do one of the following:

© Genentech, Inc.

Required Parameters

Parameters that are displayed in a bold
font or have an accompanying asterisk
(*) must be specified. In some cases, a
default value might be provided
automatically.
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Saving Report Settings, Not Data

When you save a report, you are saving
the report settings only— 70t a snapshot
of the data. When you subsequently run
the saved report, the output will reflect
the state of the data at the time when the
report was run—not when the report was
saved.

> Ifalist of values is displayed, check the check box next to any item that you want to
include in the report. Any item that is not checked will be excluded from the report. In
the following figure, Rave prompts you to select one or more principal investigators to
be included in the report.

Principal reatigaton. 7

O Imvestigator Hame  Site Hams

O Ireestigatar, CH Community Hospita
] imvestigator, G Colisge of Madicing
O Imeatigaton, CMC  County Madical Center

L Imestigator, PMG  Private Madical Group

[ imestigator. M5 Uniersity Medical School
1

To select all check boxes, click the check box next to the column title.

> By default, the Reporter module generates only a summary report. If you also want to
see a detail report, expand the Print Summary Only parameter and select No.

Prist Summary Onhy30rHE TH

Yoa/Ne

T [

> Ifacalendar is displayed, either type the date or select it from the calendar, as shown in

the following example.
= Start Date
e.g. 31 Jan 2004
< January 2007 £
HBun Mo Tue Wed The Fr Hal
k| 1 F 3 4 -] B
I ] 9 10 1 12 13
14 15 16 17 18 19 20
b I - R i R I R 1)
280 29 W N 1 2 3
1 5 6 T ] 9 10
& End Date

> To search, type the text to match in the search box, and then click the Search (=) icon.

Clear all parameters

< On the Report Parameters page, click the Clear All Parameters link to clear all report
parameter settings (even default settings will be set to blank).

Reset all parameters

< On the Report Parameters page, click the Reset All Parameters link to reset all report
parameter settings to their default values.
Save a report

Consider saving a report if you plan to run it with the same or similar parameters
again in the future.



1. Select a report (see page 82).

Specify report parameters (see page 83).

Under Create User Saved Report, type a meaningful report name and description.

Fow N

Click Save to save your changes.
Rave adds the save reports to the Reports list on the My Reports page. Saved reports
will be listed when the User Saved Reports radio button is selected.

Generate a report
< On the Report Parameters page, click the Submit Report button.

Rave generates the report with the selected parameters and displays it in the ReportViewer,
a separate browser window, as shown in the following example.

H Expent T | POF I —
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The first page shows the summary report.

Navigate a report
< Use the ReportViewer toolbar to navigate to different pages or to change the scaling.

Previous Last Total # of Pages

Scale \
First — ‘ OM 1L ‘

/2 Main Report » 100% %

Next Go To Page #

Time to Generate Reports

You might experience a slight delay while
Rave generates the report depending on
the amount of data.

On-demand Report Generation

Areport is executed “on demand,” which
means that the data retrieved is current
as of the time the report is submitted.
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|:| Tip! It is recommended that you immediately export the report output to

either PDF or Excel.

Navigate to the Detail Report
< While viewing the summary report, click the Next button on the ReportViewer toolbar until

you see the Detail Report.
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Navigate to the parameter selection summary

< Click the Last button on the ReportViewer toolbar to display the parameter selection

summary for the report.
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Export report data to a file

The recommended action for reviewing reports is to immediately export the output
to either PDF or Excel - data only.

1. On the ReportViewer page, click the Export To list.

v| Expand Al

Export To:

Excel - data only

2. Select the report format you want to use (PDF, Excel, or Excel - data only).

It is recommended that you choose Excel - data only instead of Excel. The Excel option
copies pre-formatted data to the Excel file, which makes the report difficult to read.

The ReportViewer prompts you to open or save the file.
Filer Darwnilnasd EJ

Dir you ward 1o open or save Lhis lile™

i | Marma.  a'Viewer gl
s Type: Adehe Arrohat 7.0 Dnoument
From: ganentedh-reportng. mdsal.com

[ oeen || Sewe || Cancel |

While filns frem thae Intemint can be usefid, snme filss can potentially
hamn your compuber, Fyou do nof frust the scurce, do ok Goen o
eave this lie. il s the sgh?

© Genentech, Inc.

Exporting to PDF

In order to export a report to a PDF file,
your computer must have Adobe Acrobat
Reader installed.

Exporting to Excel

In order to export a report to an Excel
file, Microsoft Excel must be installed on
your computer.



> Click Save to save the file to disk. The ReportViewer displays the Save As dialog box.
Type a meaningful file name, change the target directory (if you want), and click Save.
The generated file contains a snapshot of the data at the time you exported.

Save As rﬂm
Saveinc | [ ReveRepoderklSFies “* O : A
5
ad
by Recent
Documents
Destiog
Ky Decumerts
8
My Computar
Y Fie name: eridewer da b
by Hpgwork Save as hypa. Meemsaft Fured VWorksbest e Cancsl

> Click Open to open the file instead. The ReportViewer generates the file (a snapshot of

Mac Users
) h he tim X n nsitin A Acr r Microsoft Ex
e G ek B 2T st the datq at the time you exported) and opens it dqbe c gbato crosoft Excel as
appropriate. If you want, you can save the generated file to disk.
EDC Training: Rave Basics for Development
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Format an Excel spreadsheet after exporting

After you have exported the data to an Excel spreadsheet, you will probably need to

re-format.

© Genentech, Inc.
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Launch a Report from the Report Quicklist

You can also launch a report from the Reports quicklist at the bottom of the Study

page.

Available
Reports in the
Reports List

[£] Page Status - Page Status Report

[£] Query Detail - Query Detail Report

[ Audit Trail - Audit Trail Report

[£] Enrollment - Enrollment Report

[1& J-Review - J-Review

[4& Query Status Report - Query Status Report

[14 eCRF Status Report - eCRF Status Report

[14 SDV and Data Entry Status Report - SDV and Data Entry Status Report
[ Subject Visit Status Report - Subject Visit Status Report

Find B P
Advanced Search
B site Group z':'
[“lInclude Sub Site Groups
Site Site Group
& College of Medicine CA, San Diego
e Community Hospital GA, Atlanta
C% County Medical Center GA, Atlanta
cﬁ Private Medical Group GA, Atlanta
C% University Medical School OM, Toronto
Fage 1 Fage 1 of 1
lcon Key
Reports

Launch a report from the Reports quicklist

1. Select a study (see page 37).

2. On the Study page, scroll to the bottom to display the Reports quicklist.

Reparts

['] Page Status - Page Status Report
] Guery Detad - Query Detal Rieport
1] Audit Trail - Auckt Trad Repar

7] Encollmant - Enrcliment Repart

[ J-Reew - J-Rewew
(3 Query Status Repart - Query Status Repart

[ & eCRF Status Repor - eCRF Status Report

[& S0V and Data Entry Status Report - S0V and Data Entry Status Report
(3 Subgect Visit Stalus Repord - Subject Vist Status Report

3. Click a report.

LESSON 8
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> If other report parameters are required, Rave prompts you to provide them, using the
currently-selected study as the default for the Study parameter.

Genentech
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Specify report parameters (see page 83) and then click Submit Report to see the

report.

> If no other report parameters are required, then Rave displays the report.

4. Navigate a report (see page 85), if you want.

5. Export report data to a file (see page 87), if you want.

Hands-On Exercise

1. Start the Reporter module (see page 77).

2. Filter the reports list to display only custom reports.

3. Select the Query Status Report, select a study, generate the report, export the data to PDF
format, and navigate the report using Adobe Acrobat Reader.

4. Save the report on your desktop.

5. Launch a report directly from the Study page for your study.

© Genentech, Inc.
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CLASS PROJECT #1

Complete the following tasks:

1.
2.
3.

Log out of Rave.

Log into Rave.

Find the following eCRFs for the “TRN” subject in the College of Medicine site:
> Screening folder—Subject Eligibility Assessment

> Month 1—Vital Signs

> Concomitant Medications

> Adverse Event

View several reports.

Log out.



CONCLUSION TO SECTION 1

What You Have Learned in This Section

In this section, you have learned how to:

>

v

VOV VO

Understand the following key Rave concepts:

> Rave and Genentech EDC studies

> Rave architecture: EDC and related modules
> Rave security and access rights

> Integration with other Genentech systems, such as IVRS, CTMS, and Drug
Safety

Activate your Rave user account
Log into Rave with that user account

Navigate the Rave interface, including clicking tabs and customizing your Rave
settings

Find and view studies and sites
Find and view subject information, including the Subject Identification Form
Navigate task summaries and the Subject Schedule

Find and view eCRFs associated with a subject, including getting help and
printing eCRFs

Find, view, and navigate reports of clinical study data

Where To Go From Here

Where you go from here depends on your role in Genentech-sponsored EDC clinical
trials:

>

If you will be modifying data, then you can proceed to Section 2: Working with
Clinical Data.

> Ifyou are a view-only user, you are finished with the training,

a. Complete the Course Evaluation Form that the instructor provides.

b. Apply for your Rave account, as described in “Obtain a Rave User Account” on page 16.

u IMPORTANT! Be sure to sign the group training record and fill out a course

evaluation before you leave.
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WORKING WITH
CLINICAL DATA

In this section of the training, you master the tasks of working with study data in Rave.
At the end of this section, you will complete a class project that reinforces the skills you

gained along the way. Lessons in this section include:

Clinical Data Life Cycle (see page 96

Submitting Clinical Data (see page 100

Using Log eCRFs (see page 118)

Reporting Adverse Events in Rave (see page 124)

Using Queries (see page 132)

Using Sticky Notes (see page 145)

Inactivating eCRFs (see page 150)

Verifying Data (see page 159)

Freezing Data (see page 164)
Signing off Data (see page 169)
Locking Data (see page 173)

VOV V V V V V V V VvV VvV
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Study Closeout

The final phases (freeze, sign-off, and
lock) are associated with studyy closeout
activities. To learn more, refer to
CDM.SOP.203: Electronic Data Capture
(EDC) Study Database Closeout.

Data Status Icons

The data status icons (see the icon key
and the discussion in “Data Status Icons”

on page 56) indicate the progress of an
individual data point through this cycle.

CLINICAL DATA LIFE CYCLE

This lesson covers the following topics:

Verify Phase (see page 97)

Freeze Phase (see page 98)

Sign-Off Phase (see page 98)

vV OV V V VvV VvV

Lock Phase (see page 98)
Summary of Requirements (see page 99)

Overview of the Clinical Data Life Cycle (see page 96)

Submit Phase (see page 97)

Overview of the Clinical Data Life Cycle

In Rave, clinical data goes through a series of distinct phases, each of which involves

different members of the study team (associated Rave roles are in parentheses).

Submit

Site Coordinater (CRC)
Principal Investigatar (PI}
Other Clinical Data Providers (such as Reading Centers)

Verify

Freeze
(if applicable)

} Sign Off

Clinical Site Manager (CSM)

Clinical Site Manager (CSM)
Project Data Manager (POM)

Principal Investigator (PI)
Other Clinical Data Providers (such as Reading Centers)

Lock Project Data Manager (POM)




Submit Phase

In this phase, sites submit clinical data for subjects by completing eCRFs in Rave.
Site Coordinators (CRC role), Principal Investigators (PI role), and other clinical

data providers, such as Reading Centers (RC role), are authorized to submit eCRF
darta in the system. For details, see:

«

> “Submitting Clinical Data” on page 100
> “Using Log eCRFs” on page 118

> “Reporting Adverse Events in Rave” on page 124

The process of adding, updating, and cleaning clinical data can also involve
queries and sticky notes (interactive questions and comments) about specific data
points on eCRFs. For details, see:

> “Using Queries” on page 132

> “Using Sticky Notes” on page 145

If an eCRF is no longer needed (for example, the subject terminated participation
early), then the Clinical Site Manager (CRA role) or Project Data Manager
(DM role) can inactivate it after completing the Study Completion / Early Discon-

tinuation eCRF, as described in “Inactivating eCRFs” on page 150.

Verify Phase

After clinical data has been submitted and cleaned in Rave, verifying the data—via the
Source Document Verification (SDV) process—ensures that what’s entered in Rave
matches exactly the written record of data collected from a subject (patient charts, lab
reports, notes, and other paper-based records). Verification can begin before all data
has been submitted. The Clinical Site Manager (CRA role) is authorized to conduct
the SDV. Genentech requires that all data points (100%) be verified against source
documents at a frequency specified by the Clinical Site Manager. For details, see

“Verifying Data” on page 159.



Freezing Data

Depending on the study protocol, certain
studies might not use the freeze phase
during the conduct of the study.

Freeze Phase

Freezing the data prevents any further data entry edits to all data points that have
been frozen. In the Rave software, freezing is sometimes referred to as placing an entry
lock (or a soft lock) on the data point. A data point can be frozen prior to being veri-
fied; however, before an eCRF can be frozen, all of its data points must be verified.
A data point cannot be frozen if any queries are open against it. Once frozen,
however, manual queries and sticky notes might be opened subsequently, and the
status icon for the eCRF might change to reflect open queries or sticky notes.

In order to change a frozen data point, to open queries or sticky notes against it, or to
verify it, the data point must first be explicitly unfrozen. The Clinical Site Manager
(CRA role) or Project Data Manager (DM role) are authorized to freeze and unfreeze

data. For details, see “Freezing Data” on page 164.

Sign-Off Phase

After all clinical data in a study has been frozen, signing offis the act of approving
the data in its current state. Genentech requires that Principal Investigators (PI role)
or other clinical data providers, such as Reading Centers (RC role), submit their pass-
word to electronically sign-off on the clinical data for a given subject. By submitting
their signature, these users attest that the subject data have been reviewed and

deemed accurate. For details, see “Signing off Data” on page 169.

Lock Phase

After all clinical data in a study has been signed off, locking completely locks the clin-
ical data for a trial. In the Rave software, locking is sometimes referred to as a placing
a hard lock. Locking data prevents users from making any further changes to the data
point. Once the data is locked, it cannot be unlocked except under extraordinary
circumstances. Genentech requires that the Project Data Manager (DM role) lock

data. For details, see “Locking Data” on page 173.



Summary of Requirements

The following table summarizes general requirements for each phase of the clinical

dara life cycle.

Note: These requirements might not accurately reflect every study scenario.

Refer to the study protocol for study-specific requirements.

Table 11: Field Types on Rave eCRFs

Phase Requirements
Submit > Data points must be added, updated, and cleaned in Rave.
> Manual and automatic queries and sticky notes might be opened against
specific data points.
> Unused forms and folders can be inactivated.
Verify > Data points must be entered in Rave before they can be verified.
> SDV can begin before all data points have been submitted.
> Queries and sticky notes might be opened against specific data points.
> 100% of all data points must be verified against the source documents.
> Frozen data points must be unfrozen before they can be verified.
Freeze > Prior to freeze, all queries on the data point must be closed, and data
must undergo Data Listing Review.
> Data points can be frozen before they are verified. However, before
freezing an eCRF, all data points in the eCRF must have been verified.
> For discontinued subjects, unused forms and eCRFs should be inacti-
vated.
> After a data point is frozen, new queries and sticky notes might be
opened on it.
Sign-off > All data points in a study need to be entered.
> All queries must be resolved.
> All appropriate fields need to be verified and frozen.
Lock > Data point is signed off and final.
> No further changes allowed except in extraordinary circumstances.
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SuUBMITTING CLINICAL DATA

This lesson covers the following topics:

> About Submitting Clinical Data in Rave (see page 100)

> Adding Subjects (see page 104)
> Steps for Submitting eCRF Data (see page 106)

> Submit ¢CRF Data for a Subject (see page 109)

> Add Events (Unscheduled Visits) (see page 113)

|:| Note: This lesson uses eCRFs from the training sample study to show you
how to submit eCRF data for a subject in Rave. You might encounter many
other eCRFs in the clinical trial(s) with which you will be working,.
The principles you learn in this lesson apply to those eCRFs as well.

About Submitting Clinical Data in Rave

In Rave, eCRFs contain the core clinical data that will be subsequently analyzed.

In Genentech EDC clinical trials, Rave is the system of record for eCRFs. This means
that the eCRF data stored in Rave is the authoritative electronic version of the clinical
trial data.

Submitting Data in a Timely Manner

Sites should submit clinical data in Rave as soon as possible after the visit, and as
required by any Genentech-sponsored clinical trial in which they are participating.

eCRFs Are Automatically Added When a Subject is
Created

When a new subject is created in Rave, the Task List is created automatically—all
folders (visits) and eCRFs are generated by the system. Therefore, except for
unscheduled events (see “Add Events (Unscheduled Visits)” on page 113), you do
not create a new eCRF—you simply edit those that already exist for the subject.




Types of Fields on Rave Pages

To accommodate the various formats and characteristics of clinical data captured in

eCRFs, Rave supports the following types of fields:

Table 12: Field Types on Rave eCRFs

Field Type
Text

Long Text

Date / Time

Check Box

Drop-down List

Radio Buttons

Signature

Calculated Fields

Description Example Appearance

Horizontal text box that defines the maximum length of the data to
be typed. Typically used for supplying succinct text, such as a
subject’s initials or number. Can be up to 1799 characters long, but
the actual length for a Text field on a particular eCRF is usually

shorter and is based on study-specific requirements.

Rectangular text box with a vertical scroll bar for typing data. Typi-
cally used for entering more free-form, descriptive text. Can be up to
1799 characters long, although the actual length for a Long Text field

on a particular eCRF is based on study-specific requirements.

Date and time data. Rave displays separate fields for each portion of
the date / time (year, month, day, hours, minutes, seconds, and so
on). The user typically enters the day of the month, selects the month

from a drop-down list, and then types the year last.

Box that can be checked / unchecked to indicate one of two possible
choices (such as True / False, Yes / No, On / Off, and so on).

Pre-defined list of possible choices, from which a user can select one w ~

or none. To display the list, the user clicks the down arrow and then Advarss avant
[lith

Loat to follow-up
Physician dacision
Subgec! dicision
Sponzor decision

clicks an item from the list.

Horizontal list of possible choices, from which a user must select one.
To select, the user clicks the circle to the left of the preferred option.

Once a user clicks a radio button in the set, at least one of the radio
) O Male O Female
buttons in the set must be selected—they can no longer be all blank.

Special control for submitting a password.

| sulbsiral tht the dsla Sré Complets asd SOMECT. - A Training

Read-only. A field that is calculated based on values submitted in

Age KB

other fields. For example, a subject’s current age can be calculated

@ &

from their birth date (as shown on the Demographics eCRF).

The nature of the data to be submitted determines the field type used. For example:

> Text data are stored in a Text or Long Text field, depending on whether the text is

succinct or more free-form.

2> Date or time values are stored in date/time fields.

> A check box is used when only one of two answers is possible (binary): yes/no,
on/off, enabled/disabled, true/false, and so on.

10



Edit Checks

Edit checks are configured on a per-study
basis as defined in Study Configuration
Documents. The SLACS (Study Logic and
Check Specifications Document) specifies
all of the edit checks defined for a study.

10

> For a defined set of possible values (such as ethnicity), a series of radio buttons or
a drop-down list is used.

Edit Checks

After you submit data in an eCRF, Rave performs edit checks on some or all of the

values you submitted. Edit checks catch typing errors or aberrant data to help ensure
that the submitted data are valid. You cannot rely entirely on edit checks to prevent
all data errors, but they do provide a safety net, and—along with visual confirmation
of the data and other precautions—they support an environment in which data errors

are minimized.

Common types of basic edit checks include:

Table 13: Basic Edit Checks on Data Entry Fields
Type Description

Required Value You must type a value in this field—it cannot be blank.
For example, on the Demographics eCRF (see “Submit the
Demographics eCRF” on page 112), the Date of Birth, Sex,

and Echnicity fields are all required.

Non-Conformant Data  You must type a value that matches the format of the field.
For example, you cannot submit alphabetic characters that
were typed into a numeric field, such as the Temperature field

on the Vital Signs eCREF.

Future Date You must type a date that precedes, or is the same as, the
current system date. For example, on the Visit Date eCRF (see

“Submit the Visit Date eCRE” on page 109), Rave prevents

you from submitting a visit date that is in the future.

Out-of-range Data You must type a number that is within a preconfigured range.
Rave alerts you if you specify values that are too high or too
low (outside the range). For example, on the Vital Signs
eCREF, upper and lower limits are configured for the Tempera-
ture, Pulse, Respiration, Systolic Blood Pressure, Diastolic

Blood Pressure, Weight, Height, and BSA fields.

Other, more advanced edit checks and programmed business logic can provide a
sophisticated analysis of the data and take a specific action in response, such as
opening a query, placing a sticky note, sending a message to a user or group of users,
requiring data verification, flagging the data as non-conformant, adding forms,
making fields visible, and so on.



The following figure shows an example query (Temperature value out of range) that
resulted from a failed edit check. For more information, see “Using Queries” on

page 132.
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Restricted eCRFs and Fields

Permissions associated with your user account (via the configured user group and
role) determine whether you can modify, verify, or view a particular field on an
eCREF, or the entire eCRF. These are called restricted fields and restricted eCRFs,
respectively, because certain unauthorized users are prevented from accessing them.
For example, access to the Electrocardiogram eCREF is typically restricted to the
Project Data Manager (DM role), Lab Data Manager (LDM role), and other clinical
data providers, such as Reading Centers (RC role). Users who do not have that role

associated with their user account cannot see the Electrocardiogram eCRF.

Data-Dependent eCRFs and Fields

The existence of certain eCRFs or fields on an eCRF might depend on the value in
another field. For example, if a subject’s gender is changed to female, Rave might add
the Pregnancy Report eCRF or Reproductive History and Reproductive Status eCRF
to the subject’s schedule.

Calculated Fields

A calculated field is a read-only field that is calculated based on the value(s) specified
in other field(s). For example, on the Demographics eCRF (see “Submit the Demo-
graphics eCRF” on page 112), the Age field is calculated based on the entered Birth

Date. Similarly, on the Adverse Event eCRF (see “Submit an Adverse Event” on

page 126), Rave automatically assigns the value in the AE Number field.

Leader Note

Discuss examples of restricted eCRFs
and restricted fields on an eCRF.

Access to Restricted eCRFs

In this training (only), your role has
been configured so that you can see
the Electrocardiogram eCRF.
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Leader Note Adding Subjects

IVRS is used by most Genentech
studies. For phase | studies and for
non-randomized studies, the study
team may receive a waiver if there is a

For non-IVRS studies, sites must manually add subjects to Rave. Only users with the
CRC or PI roles can add subjects.

strong business rationale, such as a Add a subject
small number of sites or subjects, or
single treatment arms. 9 Add Subject

1. Loginto Rave (see page 19), if applicable, using an account with sufficient privileges to add
subjects to a study.

2. Select a study (see page 37), if applicable.

3. View a site (see page 39), if applicable.

If you are authorized to add a subject to the study, you’ll see the Add Subject link, as shown
in the following example.

Add Subject Link

/
Genentech Messages C2sy Frofie [ el 4§ Home &1 Logout Y
M BUSINESS FOR LIFE User CRCA00
—,_ ]I '_'Iil'-'mIDD?'g[ f: Community Hospital

& Task Summary: Site Subjects

Subgect s

Advanced Search W Add Subgect
Sulbject

B 70001 ARA

My TOMZ BEE

By T GoG

i TO004 DOD

By To00s ABC

Page

leon Ky

B I

4, Click Add Subject.

Rave displays an empty Subject Identification page.

1 04 LEsson 10 EDC Training: Rave Basics for Development
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5. Select the Responsible Investigator for this subject.

6. Enter the Subject Initials (three characters).
If the subject does not have a middle name, then use a hyphen (such as A-B).
7. Enter the Subject Number, which is a five-digit, Genentech-assigned number.

8. Click Save.

\?‘J Are you Sre you wish in save this subject?

Lo J[ cmd |

9. When prompted, click OK to confirm adding this subject.

Rave adds the subject, creates their default folders and eCRFs, and displays the Subject
page for the new subject.
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10. Click Subject Identification to confirm that this subject was added correctly.

© Genentech, Inc.

Leader Note

At the onset of the study (post waiver),
the study Biostatistician assigns blocks
of subject numbers for each study site.
This information is communicated to
the site staff (Pl and CRC) by Clinical
Operations.
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Rave displays the Subject Identification page for this new subject. Notice how Rave created

the Subject Name by combining the Subject Number and Subject Initials.

Subject Name
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Subject Narra ez @R H

Prirtabls Virtson View PDF  boon Ky ‘T i

A iprmion 4TH . Puge Garaepiest &5 fan 3006 04 $1 33 Gesanwich Sinncied Tme |5 | ool

B I it

11. If you want, you can edit the Subject Initials and Subject Number, then click Save to save
your changes.

Steps for Submitting eCRF Data

In general, when submitting eCRF data, you complete the following steps.

Submit data in an eCRF
1. Select a study (see page 37), if applicable.

2. View asite (see page 39), if applicable.

3. View a subject (see page 43).

The following example shows the subject screen for a newly-added subject.
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4. Display the eCRF that you want to fill in for the subject, as you learned in “Viewing eCRFs
Associated with a Subject” on page 53.

Rave displays the empty eCRF. In this example, the empty Visit Date eCRF is displayed.
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Note: Rave displays the fields that are available to you for viewing or editing.
The eCRF might have additional fields that your user account (and its
associated role) does not authorize you to view.

5. Fillin the eCRF, providing the appropriate data, making selections, and so on.
> Use the keyboard to type into text, long text, and date / time fields.

> Use the mouse to click check boxes or to select values from drop-down lists and radio
buttons.

> Use the mouse or TAB key to move between fields.

|:| Tip! Click the Help () icon next to any field about which you have
questions. The help text will describe the field and might also provide data
entry rules, guidelines, and hints. For more information, see “Get field-level

help on a data point in an eCRF” on page 73.

6. Submit the eCRF by clicking Save to save your changes (if you don’t want to save the eCRF, Saving eCRFs and Edit Checks

click Cancel to abandon your changes). Edit checks are fired whenever you save

changes to an eCRF. If you view an empty
IMPORTANT! If you attempt to leave a page before saving your changes, eCRF and do not want to make any
Rave prompts you to save them. If you forget to save changes and leave the changes, be sure to click the Cancel
unsaved eCRF up on your screen, you will lose your changes if Rave button to exit the screen. If you click Save

instead, then you might see system-

4. generated queries resulting from edit
page 34) checks for missing data.

encounters a time-out due to a period of inactivity (see “Time-outs” on

7. Rave displays the completed form.

© Genentech, Inc. LessoN 10 1 07



For certain fields, Rave performs edit checks on the data that you submitted (see “Edit
Checks” on page 102). Rave automatically creates system-generated queries that prompt
you to fix any detected data errors (for details, see “Using Queries” on page 132).

8. Fix the data as requested (see “Edit a submitted eCRF” on page 108), and then click Save to

save your changes (or Cancel to abandon them).

9. Rave displays the completed form.

Edit a submitted eCRF
1. Display the eCRF that you want to edit.
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2. Edit the field(s) that you want to change
> Click the Edit (#) icon at the top of the form to edit all fields on the eCRF.

> Click the Edit (#) icon next to any field containing a data point that you want to edit

individually.
3. Change data points in the field(s) you want to edit.

For each field, Rave prompts you to select a reason for the change to this data point.

Rave will store this information in the field’s audit trail.

Wisil date Hew Data LA EL Do ™ | 2005 & E
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D higar

ega 0 @1

Select one of the following reasons:

Field / Data Description

New Data Data has not been entered before.
Transcription Error Error with the previously-entered value.
Other Any other reason.

4. Click Save to submit your changes.
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Submit eCRF Data for a Subject

This section walks through the process of submitting data for some of the ¢CRFs in
the training sample study:

> Submit the Visit Date eCRF (see page 109)

> Submit the Demographics eCRF (see page 112)

Submit the Visit Date eCRF

The Visit Date eCRF (in the Screening folder) records the date on which the initial
screening visit or subsequent visit occurred. If the visit did not occur, then this fact
must be recorded in the Visit Date eCRF instead.

Complete the Visit Date eCRF
1. View a subject (see page 43),

2. In the Screening folder, view the Visit Date eCRF, as described in Viewing eCRFs Associated

with a Subject (see page 53).

An empty Visit Date eCRF is displayed, as shown in the following example.
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3. Supply the requested data in the eCRF. The Visit Date eCRF contains the following fields:

Field / Data Description
Visit Date Enter the complete date in dd MMM yyyy format.
Not Done Select (check) this check box if the visit did not occur.

4. Click Save to save your changes.

Note

The chronology for submitting eCRF
data in this training might differ from
what you might expect in a typical
production environment. However, the
Rave Basics training is designed to
teach you how to navigate the Rave
software, so it “jumps around” the Task
List to demonstrate certain Rave
functionality in a logical classroom
sequence.

Adding and Editing Data

This topic takes you through the initial
data entry screen for a Visit Date eCRF,
then shows you how to go back and
edit data points on the eCRF.
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Rave displays the completed eCRF.
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Edit a Completed Visit Date eCRF
1. View a subject (see page 43),

2. In the Screening folder, view the Visit Date eCRF, as described in Viewing eCRFs Associated
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with a Subject (see page 53).

The existing Visit Date eCRF is displayed, as shown in the following example.
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3. Click the Edit (#) icon next to the Visit Date field.
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Rave prompts you to edit the Visit Date field, as shown in the following example.
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L1t
Ble  [AE  yew Pgeonbie  Jask el il

Er.mtem HMessages =My Profie B Heip < Mome & Logout B

W BUSINESS FO® LirE r: User CRC1

il | CTRNT001 | A2 Callege of Madicing | 2, 10020 SMP | £ Marah 1 [ visit Dul.e-

3 Mo "|1 Subject 10020 SMP .
(£ Via& Do Page: Visit Date - Manth 1 i ¢
[ Chamisiry Leeal - .
_.f, Electnscandiogiam st st mm V|2I Duc [ |2008 * a FHE
J;‘} Hematalogy Local Wieil Mot Done & rH
(& Cngoing Physical

Excam Age S 9

2 vital Signs Printable Version View PDF  loon Ky 7
§ ¥ Swa || Cancel
CRF iersion 472 - Page Gasernie: OT Way 2007 17.55:17 Greenwich Staasard Tme L

CRF Histery -
IR ooemieiesenenn

4, Select areason for the change.

Visil date Hew Data =21 Doc =|2006 =& ¢ H
Mew [1sta

iesit Mot Done Tennsznphan Emee [+ |
ihar

Age LI |

5. Make your changes to the data point.
6. Click Save to save your changes.

Rave displays the edited eCRF.

3 It/ penirn S 2 mnleed. com - Medidata Rave - Micreselt Internet Explaner

L1t
Ble  [AE  yew Pgeonbie  Jask el il

E".Er.tem HMessages =My Profie B Heip < Mome & Logout B

W BUSINESS FO® LirE r: User CRC1

it | CATRNTD01 | £ Cabege of Medicine | 2 10020 3 | = Marnh 1] [ visi Duh:-
- Delta

Menih 1
L Subject 10020 SMP 3§ Icon
(& vias Date Page: Visit Date - Manth 1 =
i Chamistry Local Visit date Neec e O r o

_.f, Electnscandiogiam
| Hermatology Local Wisil Mot Done & W

& Gngoang Physical
Exam Age G PuE
& vital Signs Prirtable Version View PDF  loon Ky =
e | | Cancsl
CRF Version 472 - Page Ganersied 0T May 2007 18:00:12 Greemaich Stancend Time L ] [ — ]

CRF Histery w
GIURO oomscnen

Notice the Delta (--) icon next to the data point, indicating that this data was changed.

7. To see how your change appears in the audit trail, click the Data Status (&) icon next to the
Visit Date field and view the audit trail entry for this change, as shown in the following

example.
Audit User Time
User entered 31 Dec 2006 reason for change: User 07 May 2007
Transcription Errar CRC1 18:00:32

Notice that the “reason for change” matches the reason you selected.
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Submit the Demographics eCRF

The Demographics eCRF in the Screening folder collects demographic information

about a subject, such as date of birth, gender, ethnicity, and race.

Complete the Demographics eCRF
1. View a subject (see page 43),

2. View the Demographics eCRF for a subject, as described in Viewing eCRFs Associated with a

Subject (see page 53).

An empty Demographics eCRF is displayed, as shown in the following example.

3. Supply the requested data in the eCRF.

W s pentrn S, mudsel, com - Medidata Rave - Micreselt Inbermset Explorer r: Irﬁlr’_ﬂ
Pie  [AF  wew  Pgvoeter  [ack  peln ax
E".Er.tem Messages =My Profile (L Heip < Home &I Logout B
K OOUSIMESS FOR LIFE User CRC1
il | DTRNA00g | 4 Community Hospital | 2 10000 ABG | =3 Screening| [ Beuluglaphlcu.
Y
™ Sereeni
~ " Subpect. 10000 ABC
- Visit Data Page. Demographics - Screening
] Cemagraphics Ol of bisth B & O ¢ H
| Gangesl Meseal :
Hisiony and M
Easaling o @1 R
Gondiions - -
Assessman Sex CrMabe O Female O ¢ B
Fhysical Exam Ethnicity™ | or®
Subjuct Elagbiity
_ fa3saamam Race (Solect all that apply)
Surgary ol
Frocsdurs Holery Amarican Indian or Alaska 0 orR
Agaanaman Hatree
Y Wital Siges Asian 0O OfH
Black oo African American [ D F
CRF History -
18803 A8E - Matree Hawasian or Cther M ) ¢ H
Demespaphes Pacific lshandar —
138663 ABE - Viad Dabs
Wbl a5
15020 NP - Derbprazhics " Cl rd
10030 58P - Vit Date on
18031 THY . Winl Date
1055 B . Damagrashicn Fot, Forasl abie O QrHE
BT ERE mt Bate Pritable Viersion View PDF  lcon Hay ";zm][ Cancel ]
10020 SNP - Visk Daie CRF Vernion 472 = Page Genaraied: DT May 2007 18:12:15 Gresnwich Sisdard Time 12
13028 TRH = ddverss w
B Rave —

If you need more information about a particular data point, click the Help (#) icon next to

the field, if available.

4. Click Save to save your changes.
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Rave displays the completed eCRF, as shown in the following example.

EIEE

-

N BUSINESS FOR LIFEL
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[ Subject Ehgbiily Hatres:
Agaanaman Anlam
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Aaananmani
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Frocedurs Halgry Pacific lshander
L
L Wehiti
Ll Vital Signs
R
CRE Hisbory Het fesailabile
16030 5P - Deragrashcs
10550 SMP . Vit Date Primable Version View PDF  lcon Key
st Al CAF Vienion 472 - Page Gerarsied” 07 Way 200

il | DTRNA00g | 2 College of Medicine | 2 10020 SMP | 5 Screening| [ Demograptics .
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mae & ¢ H
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& rHE
& HE
& HE
&rH
v G H

L
T 180208 Creevwich Ciassiars Time E

Add Events (Unscheduled Visits)

Add Event | -

v| [Add]

When a new subject is added in Rave, the default Task List is created automatically
(see “Task List” on page 45). If your study is configured to enable users to add new

events—such as unscheduled visits (folders) or eCRFs—to a subject, then the Add

Event link will appear on the Subject page, as shown in the following example.

i, Iy

ternt Eapsluner

A=
r

Hessages =10y Profils B welp P Mome @t Logout B
User CRC]

-
S 10020 518 Gord View
£ Serwaring
£ Marth 1
3 Manth 2 Wit Diate Task Summary: Subject Pages
£ Concomiart f Sererng B 4 MonConformant Data 1.8
Hade atizm o8 Month 1 B @ Open Ousres i
0 Adrse Bvents o3 Month 2 B O Overdes Dats b0
23 Svudy Complation 3 Concomitant Madatons
B Adarse Bvnls
AddEvent CRF History
. 500 ABC
Link e Akt Event, | I . (]
10000 ADC .« Wit Dude
45278 SUF . [emographicn
BE32 SUP . Vel Dude koom Hey
et Cate
f——
o ey
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Note

The Unscheduled folder contains the
same eCRFs as the Month 2 folder.

10

Add an event to a subject

1
2.

View a subject (see page 43) for whom you want to add an event.

On the Subject page, click the Add Event drop-down list.
Add Event | ... v

Rave displays a list of event types that were configured for your study, as shown in the
following example.

vﬁ_,

Add Event | --

egnancy Report

lcon Key Unscheduled

Select the event you want to add for this subject (for example, unscheduled).

. Click Add.

Rave adds the event to the sidebar and Subject Schedule, possibly with a number (in
parentheses) as well, to indicate that it has been added, as shown in the following example.

S\ 10021 TRN
£2 Screening
£ Month 1
£% Manth 2

£% Concomitant
Medications

0 Adverse Events
& Study Completion

£% Pregnancy Report
i1
(3 Unscheduled (1}>—— Newly-Added Event

Submit Local Lab Forms

For local lab eCRFs (such as the Chemistry Local and Hematology Local eCRFs),
submitting data is a two-step process: sites first complete and submit the eCRF, and

then they can submit comments for analytes on the eCRF.

Submit a local lab eCRF

1
2.
3.

View a subject (see page 43),
Display the local lab form that you want to complete.

Fillin the local lab form, if it has not already been submitted, and click Save to submit your
changes.



After a local lab form is submitted, Rave displays a system-generated sticky note below any
data point that is eligible for commenting.

B Merclicalia Rarvis - Micrersall Inboreed Explarer

e Bt vew Fpanbe  Jook  Hel i
enentech Hetesges KMy Brodln Bimep 9 Hore G Logout BY
N BUSINCSS FOR LIFE User CRC1
i | LD TRNA0105 | 24 Cabiege of Medicine | 2 10121 TRH| (SiMenth 1| [ Chemistry Luual_
1 Menth 1
% Visi Dot Sutject WA TRN B .
Er VIER LHRR #age: Chemisiry Locad . Maneh 18 -9 i v
|y Chemisiry Local a
(& Elacirocamiogam LA IFEB 20T G § W
& Hamatclogy Locsl Osta  Fangs Stahas Unil  Enge
% Ongoing Physical Eodium 12 OrH
Exam [ Comnrent
A1 vilal Siges pened To Sie (27 Apr 20T}
15 OrHE
CRF History :
10730 THN - Chomary ! =
Prnats « POF  lean Key — T
(= ar vay Jl:lﬂ.' 16 08 34 Gresrrach Slandard Tes EI
|||||||||| i T T w
ﬂ Rave

Comment Sticky Notes for Analytes

These sticky notes are generated (by an edit check) after the Draw Date field is populated

and submitted. For any sticky note, you can add a comment about the analyte or results, as

in the following examples:

> Specimen hemolyzed

> Sample quantity not sufficient for the assay
> Test repeated for confirmation

> Test Repeated

Each generated sticky note remains with the data point, even if a comment has not been
added.

4. For each analyte to which you want to add a comment:

> Click the data status icon next to the data point for which you want to add a comment.

© Genentech, Inc.
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Rave displays the Audit Page and a data entry field into which you can type a comment.

Bie Lot

entech

W BURINELR FON LIFE

D Medicata Rawe - Microsoft Intermet Explorer
Vew Fgvortes Tools e

ctia By watc 4 Home £ oot By
Usar CRC1

‘et Dlwde

iz Wi Dl

ﬂ Rave

> Click Submit.

i | (D TRR010g | 2 Cobaga of Madicine | 2 10121 TRH| I Menth 1| [ Chemstry Local | :-:-..:ns-

Data Fomt - Sodum

Parget Broced - Dhgmmitry Locw

Sibinge | Dot Pont . Satus [

Audit [ Tima

Sticky nofe Cormment placed e Ste Gy 2T A 2007 20 16 £5

Sticky nefe Comenant placsd fo Sip Sywam 2T Age 2007 20:15°34

Liner entered 17 Jenndar Haumann 2T Age 00T 2015735
T

0 g 481 - Pugh\Gesarmed 0T by J007 14 L1408 Gresawich Stardard Time

Type the comment here.

Rave saves the comment, updates the audit trail for this data point, and displays the
comment on the eCRF page.

[l Comment
Opened To Site (25

Apr 2007)

Edit a comment on a local lab form

1. Click the Edit link next to the comment that you want to edit.

Rave prompts you to edit the comment text.

[] Comment

Opened To Site (25 Apr 2007)

a |Test comment entered f0r| [ inactivate

2. Change the text of the comment.

3. Click Save.

Remove a comment on a local lab form

1. Click the Inactivate check box next to the comment that you want to inactivate.

2. Click Save.

Rave removes the comment from the analyte data point.
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Hands-On Exercise

b
o

Log in using an account associated with the CRC role.

2. Go to the subject who is assigned to you.

3
4

. Open the Screening folder.

. Complete and submit the following forms:

>
>

>
>

Visit Date

Demographics (select Female)

Note that, when you select Female, the Pregnancy Report eCRF is automatically added.

Physical Exam

Vital Signs

You might encounter some system-generated queries (see “Using Queries” on page 132)
if you enter any data point that fails an edit check. Please ignore these for now.

>
>
>
>
>

Open the Month 1 folder.

Complete and submit the following forms:

Visit Date

Ongoing Physical Exam
Vital Signs

Chemistry Local

Hematology Local

For the Chemistry Local eCRF In the Month 1 folder, enter and edit comments for all of the

analytes.

8. Add an unscheduled visit and Pregnancy Report using the Add Event feature.

10



LESSON 11
USING LOG ECRFs

This lesson covers the following topics:

> About Log eCRFs (see page 118)
> Submit Data for Log ¢CRFs (see page 120)

> Inactivate a Log Line (see page 122)

About Log eCRFs

A log eCREF is used to add multiple instances of the same eCRF, such as separate
entries for a subject’s medical history or concomitant medications. Log ¢CRFs are
displayed in two different modes: Landscape and Portrait.

Landscape Mode

Each log line is displayed in a single, horizontal row. Each row represents a separate
record (such as an individual medication in the Concomitant Medications eCRF).
The following figure shows an example log eCRF in landscape mode (the General
Medical History and Baseline Conditions Log - Screening eCRF).

3 batprcigentre s mehal com - Medidata Rave - Micrimal? Internet Fajhoner

Meesges 1 My Profily 0 el

J.n-l '_':'IFHI'IEIJIgl 'Eoll-goulm-d-cm].‘} 10020 SW]’:S:mmm_ | Ganaral Wadcal Hesiory and Baselne Cond I

5 -
Serpanng
5 \ Subgect 10030 SMP
£ Viga Cme Page Gerral Medical asory and Dasoling Cosdisions Lo - B
& Damagraphecs Screening
2 General Medical & | Dhagnoss® Cionditicn eumently sctive? Orset date™ Orset dabe uninown™
Festory ard 1 | HYPERTERSION Yes 7] &
11
e 7 | COROMARY HEART [ISEASE (CHD) Yas ) 7] o
ASSa SNt Add a new Lag Ine Insctrate
. Priniable Verson View POF oo Kay _—
= ::;::r::l:::dwc” CiF vermes & b Chesarmbind 0T Wiy 200T 180158 Sriivrwich Siasdasd T |Save | | Cancel |
= -
RO 00 ommeiemene
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Portrait Mode

For editing, each line is displayed in a vertical format. The following figure shows an

example Adverse Events eCRF in portrait mode for editing.

rall Interned Explorer

Be [t yew Fportes Toch  Heb E"

tech

Maseages =1 My Profils I Walp P Home @t Logout B
User CRC1

i1 | CITRNAD01g | % Calege of Medicine | 2L 10020 SMP | 3 Adverse Events | ) actverss Events .I

-~

@ e Subgect 10020 SMP
D) Adwares Eviens Page Adwerss Events - Adverse Evesss? o i
Cumenthy varwing kne 1 ol 1
Ll Chck hare b returm ba “Complete View” el o

AE Kumber 1 G5
Frimary Adwrae Bt desenption® Ao G
Oreant data™ 15 FEB 2007 G
Ranshstion datal 15FEB 20T (D J
Salact d waant is ongoeng of the bime &
of wperting ™
AE mensityd Woderabe !

AE uipected 10 be coused by study

Dther Suspacted Causes [alect

all that apphy J 3
ore® &S
Dvsaase Under Study® [
Concument MressD o

e Qa

Concoméant Medwation®

F
Q@ Q@
HE 8 8 8 8 5B B 8 8 5 5 &5 5

Actin taken wih shudy Shug du 18
) Hara ! |

Bxoc I |

However, once saved, the log forms are displayed in a row-wise, horizontal format, as

shown in the following example:

rall Interned Explorer

.
Maseages =1 My Profils I Walp P Home @t Logout B
User CRC1
i |L-}TRN'INI9| o wuml_ﬁ: 10020 Mljmml advrse Events -I
~
"‘:a' e Subgect 10020 SMP .
) Adwes Evets Fage Aversn Everts - Arversi Fvamts a s
# AE8 apl DT.-_,""SE rl:ffuﬁ onc crape® RELATEDS CALSES nonel 08B winess? conmend
CRF Histary
. 15FEB 12
TR0 P - hpewrne 11 |AnGes ? FEE Medurath Mo =
Teamty BT | oo -
L Dt Add 3 rw Log b nactivate
- Pritabsds Vierisen View POF  k2on Kary
D22 SMF - Concominni CEF iprnioe T3 . Pagh Gesaratet 07 Uay ST 1530/08 Grasrwich Standars Tims |g_“| Iﬂl
(L A TR T
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Submit Data for Log eCRFs

This section describes how to submit data for portrait mode log ¢CRFs using the
Subject Eligibility Assessment eCRF as an example.

Note: Your study might have log ¢CRFs that can be entered in landscape
mode. However, landscape mode data entry is not implemented in the
training sample study.

Submit data for a portrait mode eCRF
1. View a subject (see page 43),

2. Open the Screening folder.
3. Inthe Task List in the sidebar, click Subject Eligibility Assessment.

Rave displays the selected eCRF.

3 batgrsipenton s mehel. com - Medidata Rave - Micrmoft Internet Explores

Be [t yew Fpooies [ade  Heo o
ner ItE{:h Flasanges =My Profile Bl welp 9 Home 1 Logoet Y
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i | '_'J'I'l‘-'m'lﬂ'lﬂql * University Medical Sclool | 2L 10198 5. ""'_,Stmm[ | Subsect Ebgibaty As :¢:smcﬂil
-
Seripring
ﬁ. — Suspect 10113 XY
Vil Dt Fage Subject Liigibilitg Assessment . Soreening
e h
e Diate signed prosscsl infemed consent® - y r E
& Cmral Medical
Heatiary and ' Y . ) .
™ Do sulbject meet all sbgubsbity criteria?® Y OHe O F &
Condiions Erininble Verson View EOF  loos Ky i
AR iaTRrn CHF verses B 1 - Bade Gererated 37 Wiy 2307 153 42 Geoprwch Shirsird Trea -‘5"] L e J
Chomeral Mahical -
RN oo

4. Specify the date on which the subject signed the protocol consent form.
5. In response to the prompt Did subject meet all eligibility criteria?, click No.

6. Click Save.
Rave adds the Subject Eligibility Log eCRF to the Task List.
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Rave also adds a note to the Subject Eligibility Assessment - Screening eCRF.

Q | [ )Tmmmgl 2 Unimrssty Madical wl 5101149 I-‘r||j$c.rm|g| | 7 Guiegaet Engibiley Aerpaamant

Subjact 10119 X.¥ M
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[ Log Form that has ben added 1o the e ¢ W Note
folder
Frntable Vermon View POF  loon Key
CRF Version 451 - Pape Ganerated: 07 May 2007 19:40:29 Greenwich Standard Time IE

7. Inthe Task List, click Subject Eligibility.
Rave displays an empty Subject Eligibility Log eCRF.

8. Fillin the eCRF.

If you need help, click the Help () icon next to a field on the eCRF.
9. Click Save.

Rave displays the completed Subject Eligibility Log eCRF in a horizontal format, as shown in

the following example.
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10. To add additional rows, click the Add a new log line link below the list, fill in the eCRF, and
then click Save.

Inactivate a Log Line

Site coordinators (CRC role) can inactivate log lines if, for example, a log line was
entered in error. Any data for an inactivated eCRF are excluded from reports, data
export, and so on. Log lines cannot be deleted—only inactivated. If you inactivate a
line in a log eCRF, you cannot subsequently edit or reactivate it—you must add a
new line instead.

|:| Note: If you want to inactivate multiple rows, you need to repeat this
procedure for each row.

Inactivate a log line
1. Display the log eCRF.

) |.'Jrnr|1uu1;,| Collsge of M..um..[ 2 10037 DEC | ) Sermenng | [[] Ganeral Madieal Histany and Bassbng Cond I

Subject: 10022 DSC
Fage. General Medical History and Baseline Comditions Loy -
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1 DABETES e 1 88 2004 a &
2 HYPERTENSIOM Yeaa 1.0 2002 \f‘ [
3 HYPOTHYROIDEEM Yos 100N 1537 \‘j [

Inactivate link

2. Click the Inactivate link.

Rave prompts you to specify the number of the line that you want to inactivate.

|.u| 1 II!N1D€I'I_q| Calage ol Madsing
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Select the line number

3. Click the drop-down list and select the line number to inactivate.
4. Click Inactivate.

Rave displays the inactivated line number with strike-through text.
5. Click OK.
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Inactivated line (strike-through text)

Hands-On Exercise

1

In the Screening folder for your subject, fill in the General Medical History and Baseline
Conditions Assessment eCRF and at least one General Medical History and Baseline
Conditions Log eCRF.

In the Screening folder for your subject, fill in the Subject Eligibility Assessment eCRF and at
least one Subject Eligibility Log eCRF.

In the Concomitant Medications folder for your subject, fill in the Concomitant Medications
Assessment eCRF and at least two Concomitant Medications Log eCRFs.

Inactivate the second line of the Concomitant Medications Log eCRF.
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Adverse Events in Study-Specific
Training

This course provides a general
introduction to reporting adverse events
in Rave. Sites will receive additional
training on reporting adverse events for
their particular study.

Deadline for Expedited Reportable
Adverse Events

Adverse events that are reportable must
be submitted to Genentech within

24 hours from the time the site learned
about the adverse event. Once a
reportable adverse event is entered in
Rave, the system will—within 24 or 48
hours (as configured per the Study
Configuration Document)—automatically
submit the information onto Genentech
Drug Safety if it has not already been
sent. This process applies to newly-
entered adverse events as well as
updates to the adverse event
information.

12

REPORTING ADVERSE
EVENTS IN RAVE

This lesson covers the following topics:

> About Adverse Events (see page 124)

> Business Process for Serious Adverse Event Reporting (see page 125)

> Adverse Events Folder in Rave (see page 125)

> Submit an Adverse Event (see page 126)

About Adverse Events

Rave is the digital system of record (authoritative electronic source) for adverse

events.

> An adverse event is an untoward medical occurrence detected in a person who is
enrolled as a subject in a clinical trial. Examples include an abnormal lab finding,
unfavorable symptom, unintended condition, illness, death, and so on.

The investigational treatment may or may not be the cause of the adverse event.

> A serious adverse event (SAE) is an event that meets one of the following
seriousness criteria: life-threatening, or results in death, inpatient hospitalization
or prolongation of existing hospitalization, a persistent or significant disability/
incapacity, or a congenital anomaly/birth defect. Other important medical events
that do not result in one of the above outcomes may be considered serious, if,
based on appropriate medical judgment, they may jeopardize the subject and may
require medical or surgical intervention to prevent one of the above outcomes.

> A reportable adverse event is an adverse event that needs to be reported to the
sponsor within 24 hours from the time that the site learned of the adverse event.
This does not necessarily mean that the adverse event is also reportable to a
regulatory authority. Reportable adverse events typically include all SAEs and,

optionally, non-serious, expedited adverse events.



Business Process for Serious Adverse Event
Reporting

Business Process for Serious Adverse Event Reporting

> The investigational site is responsible for completing and submitting the Adverse Event
¢CREF for a patient in Rave. The investigator site marks the serious adverse event (SAE)

for submission to Genentech Drug Safety.

> Whether the reportable adverse event is new or an update to a previously-submitted
serious adverse event, the Rave-Drug Safety Integration automatically generates an SAE
Report in PDF format with pre-defined patient information relevant to the SAE
Report. The SAE Report pulls data from the Adverse Event eCRF as well as other
¢CRFs for that subject.

> The PDF file is transferred through a secure mechanism from Rave over the Internet to

Genentech.

> The Rave-Drug Safety Integration at Genentech receives the file and electronically

distributes it to Genentech Drug Safety and/or any other pre-defined recipients.

> Genentech Drug Safety uses their existing workflow to process the report in its Adverse
Reaction Tracking System (ARTS)—Genentech's drug safety system for the collection,

processing and reporting of adverse events.

> In Rave, a “permanent” sticky (note) is displayed on the adverse event eCRF showing

when notifications were sent out.

> For business continuity in the event that the Rave system is temporarily unavailable, the
Genentech business process is to provide sites with a paper Serious/Expedited Adverse
Event Report Form and fax cover sheet (to be used instead if the Rave system is tempo-
rarily unavailable). Once the Rave system is available again, the adverse event data must

be entered into Rave.

Adverse Events Folder in Rave

The Adverse Events folder contains any Adverse Events eCRFs that have been added
for a subject. The Adverse Events eCRF is a Rave log form in which each log line
corresponds to one different Adverse Event raw term. Each adverse event is recorded

as a separate entry in the log form.

Drug Safety Reporting Using Rave

The procedure for reporting serious
adverse events is automated and well-
defined. For Genentech-sponsored
clinical trials using Rave, this is the only
way to process SAEs.

For this training, the automated
integration between the training sample
study and Genentech Drug Safety is not
enabled.

SAE Reporting Summary PDF

The SAE Reporting Summary PDF
contains the adverse event data, as well
as key information from the Investigator/
Site, Demographics, and Vital Signs
eCRFs.
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Study-Specific Adverse Event eCRF

The fields and instructions for your
particular study likely differ from what is
covered in this training. Where
differences exist, be sure to comply with
the Adverse Event eCRF procedures that
are defined for your study.

1 26 LEssON 12

Submit an Adverse Event

Complete the Adverse Event eCRF

1. View a subject (see page 43),

2. Open the Adverse Events folder.

> Ifthis is the first adverse event for this subject, then Rave displays an empty Adverse
Event eCRF, as shown in the following example.
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> If other adverse events exist for this subject, then Rave displays a list of completed
Adverse Event eCRFs (as shown in the following example), in which case you must click
the Add a new Log line link to display an empty Adverse Event eCRF.
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3. Fillin the Adverse Event form.
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The following table provides instructions for fields on the Adverse Event eCRF provided in

the training sample study.

Data

Adverse Event Number

Primary Adverse Event

Description

Onset Date
Resolution Date
Select if event is ongoing

at the time of reporting

AE Intensity

AE suspected to be caused
by study drug?

Description

Read-only field. The number is automatically generated
by the system and is unique across all Adverse Events for

one subject.

Record one primary medical term or condition in this

field. If known, a diagnosis term is preferred.

A primary event is the first or foremost sign, symptom or
diagnosis to which others may be secondary or occur as

complications.

Record the full Onset Date (DD-MMM-YY) of the first
signs or symptoms of the adverse event.

Record the full Resolution Date (DD-MMM-YY) when
the serious adverse event was resolved.

Select (check) this option if the event is ongoing at the
time of reporting.

Select the adverse event intensity based on the following

three-point scale:

> Mild: Transient or mild discomfort (less than 48
hours): no interference with the subject's daily activi-

ties; nonmedical intervention / therapy required.

Y> Moderate: Mild to moderate interference with the
subject's daily activities; no minimal medical inter-

vention / therapy required.

> Severe: Considerable interference with the subject's
daily activities; medical intervention / therapy

required; hospitalization possible.

Select Yes only if the AE is suspected to be caused by the
study drug.

12



Serious or Non-Serious?

The seriousness criterion define whether
the event is serious or not; the
seriousness criteria are stated in the
protocol.

Reportable to Genentech?

The criteria that define whether an
adverse event is reportable or not is
defined in the study protocol.

12

Data Description
Other Suspected Causes Select all that apply:

> None—No other suspected causes of SAE can be
identified.

> Disease Under Study—Disease or condition for

which the study drug is being studied.

> Concurrent Illness—SAE caused by concurrent

illness other than disease under study.

> Concomitant Medication—SAE caused by concomi-

tant medication taken other than study drug(s).
Action taken with study Select one of the following:
drug due to SAE/AE > None
> Drug Permanently Discontinued
Treatment for AE Select all that apply:
> None—No treatment given for the SAE.

> Medication—The event required treatment with
medication(s).
> Procedure/Surgery—The event was treated with a

particular procedure and/or surgery.

> Subject Discontinued from Study—The event

resulted in subject being discontinued from study.

4. Click the appropriate radio button to specify whether this adverse event is non-serious or
serious.

5. Click the appropriate radio button to specify whether this adverse event qualifies for
expedited reporting to the sponsor as per the protocol.

Clicking Yes means that the information in the Adverse Event eCRF will be sent via the
Adverse Event Report to the sponsor. After a transmission of the report has been sent to
the sponsor, Rave will select Yes for the AE Report has been sent to the Sponsor field.



6. Complete the following fields only if the AE is serious or is a non-serious expedited adverse

event as defined in the protocol.

Data

Dose of last study drug

administered

Date of most recent dose
of study drug prior to AE

onset

Route of study administra-

tion for study drug
Frequency of study drug
Lot number of study drug
Additional case details

and/or reason for down-

grade

List all relevant diagnostic
tests and results. If no rele-
vant diagnostic tests were

performed, indicate None.

Description

Specify the dose of the most recently-administered study

drug.

Enter the date of the most recent does of the study dug

prior to the AE onset.

Specify the study administration route.

Specify the study drug frequency.
Specify the lot number of the study drug.

Specify additional information about the case and/or the

reason for downgrade.

Specify all relevant diagnostic tests and results, or None

(if appropriate).

7. Complete the following fields only if the adverse event is a serious adverse event as defined

in the protocol. Check the check box next to the applicable fields.

Data

It resulted in death

It was life-threatening

It required or prolonged

inpatient hospitalization

Description

Select (check) this check box if the adverse event resulted
in the death of the subject. If selected, complete the

following fields:
> Date of death
> Autopsy performed? Select Yes, No, or Unknown.

Select (check) this check box if the adverse event was life-

threatening.

Select (check) this check box if the adverse event required
or prolonged inpatient hospitalization. If selected, specify

the admission date.
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Drug Safety Not Notified in Class

In the training sample study, the
integration between Rave and Drug
Safety is not hooked up. Therefore, Rave
will not send anything you enter in this
class to Drug Safety.

12

Data Description

It was disabling Select (check) this check box if the adverse event was
disabling.
It is a congenital anomaly/ ~ Select (check) this check box if the adverse event was a

birth defect in offspring of  congenital anomaly/birth defect in an offspring of the
study subject subject.

It does not meet any of the  Select (check) this check box if the adverse event does
above serious criteria, but  not meet any of the above criteria but may jeopardize the

may jeopardize the subject  subject

8. If this is a reportable adverse event, Rave asks you whether the Adverse Event is ready to

be submitted to Genentech. What happens next depends on the answer you provide.

> Ifyou answer Yes, the Rave-Drug Safety Integration automatically generates the SAE
Report PDF and sends it securely to Genentech for processing.

> If you answer No, Rave does not immediately submit the Adverse Event to Genentech
Drug Safety.

IMPORTANT! Even if you answer No, if a reportable adverse event has not
been submitted within 24 or 48 hours of being entered into the system
(depending on how the study is configured), then Rave automatically
submits it to Genentech Drug in its current state.

9. Click Save to submit your changes.

Rave displays the completed form as a log line in the Adverse Events folder.

Each time an SAE Report PDF is sent to Genentech (either initially or after the Adverse
Event eCRF is updated), Rave displays an informative, read-only, permanent sticky note in
the AE Report has been sent to the Sponsor field, as shown in the following example:

AE Report has been sent to the Sponsor (auto-filled
after transmission of report was sent to the Sponsor;
the field will remain blank until report is sent. The sticky
note will provide transmission details)

[0 Report generated and Transmitted ta Spansor an:
14/DEC/2005 21:28:10 (GMT) - Follow Up #1
0B/DECA2006 19:30:14(GMT) - Initial Report
Opened Ta Site (14 Dec 2006)

YES 98 H

The SAE Reporting Summary PDF provides the following information about the SAE:
SAE number, study number, report date, investigator and reporter details, patient details,



suspect (medication) details, AE details, seriousness criteria, intensity, causality and other
suspected causes, treatment, diagnostic tests, and other information.
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IMPORTANT! Adverse event data needs to be inactivated rather than
deleted or blanked out (see “Inactivate a Log Line” on page 122). If you

inactivate a log line, Rave appropriately generates and sends a PDF update to
Drug Safety. If instead the data in the Adverse Event eCRF is deleted, Rave
still generates and sends a PDF update to Drug Safety, but the Site

Coordinator will receive a query to re-enter the data and then inactivate the

eCREF.

Hands-On Exercise

1. Go to the Adverse Events folder for your subject.

2. Submit a serious, reportable adverse event for this subject.
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USING QUERIES

This lesson covers the following topics:

> About Queries (see page 132)

> Respond to Queries (see page 136)

> Open Manual Queries (see page 138)

> Cancel Manual Queries (see page 141)

> Handle the Query Response (see page 143)

About Queries

As mentioned in “Introducing Queries” on page 67, a query is a question about a data
field on an eCRF. A query is a “flag” to which others need to pay attention. Queries
come from two primary sources:

> System-generated queries are generated automatically by the Rave software, such as
a data point that fails an edit check.

> Manual queries are created explicitly by a Rave user who is authorized to do so.

When a query is added to an eCRF, its existence is reflected in the Task Summary.
A query requires an explicit response from one member of the group to which the
query was directed (usually, the Site group, which consists of users associated with the
CRC or PI role). All activities associated with a query—open, response, cancel, close,
re-query—are recorded in the audit trail for that data point.

IMPORTANT! A subject cannot be signed off until any associated open
queries are closed (see “Signing off Data” on page 169). Similarly, the data in

a study cannot be frozen or locked until all open queries are closed

(see “Freezing Data” on page 164).




System-generated Queries

Rave generates a query automatically when a data point in an eCREF triggers the query
process. The system-generated query process can be triggered, for example, when a
data point fails an edit check (see “Edit Checks” on page 102), such as a value that is

out of range, a required field that is left blank, a future date, non-conformant data,
and so on. After you submit data, when edit checks determine that the data is not
valid, you get one or more system-generated queries, as shown in the following figure

(where the entered Temperature value is out of range).

In the following example, the system-generated query pointing to the Temperature
field on the Vital Signs eCRF shows that the data point is out of range (the data falls
outside the pre-configured range of minimum and maximum values for this field).
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The system-generated query process could also be triggered because the data fails
some other pre-configured business rule associated with that data point, such as a
visit date that precedes—or a consent date that follows—the enrollment date for a

subject, a “pregnant” male subject, and so on.

Similarly, a system-generated query could result from the omission of the correct raw

term—or the use of an incorrect raw term—in a coded field such as a symptom

description field (see “Thesaurus Management System (TMS) Integration” on

© Genentech, Inc. LESsSON 13 1 33



page 13), as shown in the following figure. Depending on the specific issue, however,
a manual query might be created instead to flag this problem.
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Business Process for System-Generated Queries

If Rave generates a query automatically due to a data anomaly:

> The site reviews the query and then updates the data and/or responds to the query (if
the query provided a response box).

> If a manual review is required, the Project Data Manager reviews the site response to

determine whether the response is sufficient.
> If the response is sufficient, the Project Data Manager closes the query.

> If the response is insufficient, the Project Data Manager opens a manual query.

For details, see “Open Manual Queries” on page 138.




Manual Queries

Manual queries are created by Genentech personnel in response to a perceived
anomaly in a data point. For example, during Source Document Verification (SDV),
the Clinical Site Manager (CRA role) might identify a discrepancy between the
source document and the Rave data for a given a data point, as shown in the

following example.
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Upon creating a query for a given data point on an eCRF, the user sends it to other
users (a distribution list, or group)—usually the Site group—for their attention and
response. Only one member of the target group needs to respond.

Business Process for Manual Queries

If a data point on an eCRF has a perceived data anomaly:
> A Clinical Site Manager (CRA role) or Project Data Manager (DM role) determines
whether the data point is frozen and, if so, unfreezes the data. For details, see “Unfreeze

Data” on page 166.

> A Clinical Site Manager (CRA role), Project Data Manager (DM role), Lab Data
Manager (LDM role), or Coding Specialist (SDM role) opens and submits the query to
the appropriate target group (such as the Site group). For details, see “Open Manual

Queries” on page 138.

> The site reviews the query and then updates the data and/or responds to the query.

© Genentech, Inc.

Groups for Queries

Genentech has defined the following
groups for queries:

> Site—Site Coordinators (CRC)

> DM—Project Data Manager (DM)
> Clin Ops—Clinical Operations

> SDM-—Safety Manager (SDM)

> Genentech (Clin Ops + SDM)

Queries for Sites

Queries are always opened by Genen-
tech personnel and directed to sites.
Sticky notes—not queries—are used in
communications among Genentech

personnel.
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Business Process for Manual Queries (Continued)

> The appropriate Genentech user (Clinical Site Manager, Project Data Manager, Lab
Data Manager, or Coding Specialist) reviews the site response to determine whether the

response is sufficient.

> If the response is sufficient, then the appropriate Genentech user closes the query. For
details, see “Close a manual query” on page 143.

> If the response is insufficient, then the appropriate Genentech user resends the query,

For details, see “Re-query a manual query” on page 143.

Respond to Queries

Queries require timely responses. Only one member of the target group needs to
respond to the query. The target group is typically Site Coordinators (CRC role) or
Primary Investigators (PI role). If you see a query on your screen, then you should
answer it.

The response you provide depends on the nature of the query.

> If the query asks for modifications to a data entry field, then you need to make the
requested modifications.

> If the query asks a question, then you need to provide a response—Dby typing text
in the text box, or by selecting the response from a drop-down list, as appropriate.

Rave handles responses according to the type and nature of the query:

> System-generated queries remain open until all data is corrected and/or a
satisfactory response is provided (if a response is required). If you correct a system-
generated query, then Rave closes the query automatically.

> Ifyou respond to a manual query, then Rave forwards the response to the
appropriate person (such as the initiator of the query)—a Clinical Site Manager
(CRA role) or Data Manager (CRA role)—who will review the response and
determine the next course of action. At this point, there is nothing more you need
to do for that query, although you might see a follow-up query if additional action
is required.



Respond to a query

1. Open the eCRF with which the query is associated, either by navigating via the Task

Summary or by selecting the appropriate subject, folder, and eCRF.

The following figure shows an example query on an eCRF.
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The data entry field is open for editing.

2. If prompted, type a response in the text box.

Systolic blood pressune
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Ul \
Type Your Query Response Here

3. Select areason for the change.
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o

4. Make the requested change(s) to the data point.

5. Click Save to save your changes.

© Genentech, Inc.
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Open Manual Queries

Leader Note

For site trainings, demonstrate how to A Clinical Site Manager (CRA role), Project Data Manager (DM role), Lab Data

open a manual query. Manager (LDM role), or Coding Specialist (SDM role) can open a manual query.
Avoid Redundant Queries Create a manual query on an eCRF
If a system-generated query already 1. Login with a Rave user account that has the appropriate privileges (CRA, DM, LDM, or SDM
exists for an issue, a manual query role).

should not be opened on that same
issue. For example, if TMS integration
generated a system query in response 3. View a site (see page 39).
to an incorrect or missing term in a field,
the Clinical Site Manager should not
open a redundant manual query 5. Display the eCRF to which you want to add a manual query, as you learned in “Viewing
enquiring about the same problem. eCRFs Associated with a Subject” on page 53.

2. Select a study (see page 37).

4. \/iew a subject (see page 43).
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6. Click the Comments (i) icon next to the data point to which you want to add the query.
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Rave displays the Comments data entry pane.
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7. In the Type drop-down list, choose open query.

8. In the Group drop-down list, choose the group to which you want to direct this query
(usually site).

9. In the text area, type the question for the query (up to 1799 characters).
Open Query (= | il ¥ ETROKE
Aside from high cholestersl, what L] RISH ﬂ‘ L ﬂ

other stroke risk factors are presegt? L

L MC]LARY NEMEpCIG

For suggestions on how to write an effective query, see “Best Practices for Writing Queries”

on page 141.
10. Check the Require Response check box if you want to require a response to your query Query Responses
(typically, yes). Query responses are not extracted as

part of the data set. Responses are only

If you select this check box, then you are requiring users to provide an explanation when
visible on the eCRF in Rave.

they edit data in a field associated with this query. If a query response is required, then
Rave prompts the user with a text box into which they must type a comment about the data
change.

11. Click Save to save your changes.
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The query appears on both the your screen and on the screen of any user who belongs to
the target group to which this query was directed.
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Best Practices for Writing Queries
When writing queries, consider the following suggestions:

2> Write query questions that are clear, succinct, explicit, and courteous (“Please
query q

provide...”).

> Refer to items on the eCRF page using the same wording that appears on the

eCRF.
> Abbreviate only when necessary to save space. Use unambiguous abbreviations.

> Ask for a resolution by providing guidance without telling the site exactly what to
change.

> Direct the site to provide enough information on the correction/clarification form
to clearly describe the change(s) that is (are) needed to resolve the problem.
Do not use language that refers to changing the eCRF page itself.

> Use “subject” and not “patient.”
> Do not enclose questions in quotation marks.

> Ask for missing information directly instead of stating that a field is blank or
missing. If a blank field depends on the answer to another question, let the site

decide whether or not the information will be provided. In this case, you will need

to state that the field is missing.

> If the field in question has a finite list of answers (for example, YES/NO/
UNKNOWN), indicate that the answer should be provided “from the choices
given on the eCRF page.” It is not necessary to provide the acceptable answers in
the message.

> Write dates in DD-MON-YYYY format.

> When possible, use descriptive words instead of symbols or mathematical
comparisons. For example:

> Use IS or MATCHES instead of “=” or “equal to”

> Use BEFORE instead of “<” or “less than”

> Use AFTER instead of “>” or “greater than”

> Use DOES NOT MATCH instead of “<>” or “is not equal to”

Cancel Manual Queries

A Clinical Site Manager (CRA role), Project Data Manager (DM role), Lab Data
Manager (LDM role), or Coding Specialist (SDM role) can cancel a manual query.
You might want to cancel a manual query to retract it for any reason—for example, a
manual query that was entered in error.

Group-specific Best Practices

Your group might have its own writing
best practices for the types of manual
queries with which your group works.

Canceling Another’s Query

Only the Project Data Manager (DM role)
can cancel another user’s query.

13
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You can cancel a query that is no longer applicable as long as:

> you have sufficient permissions to cancel it

> the query does not require a response, or

> if the query requires a response but no response has yet been given

Cancel a manual query

Log in with a Rave user account that has the appropriate privileges (CRA, DM, LDM, or SDM
role).

Open the eCRF with which the query is associated.
Check the Cancel check box.
Indication

7 Aside from high cholesteral, what
other stroke risk factors are present?

Opened To Site (07 May 2007) Cancel

STROKE RISK (2} & &

Cancel Check Box

Click Save to cancel the query.

Rave removes the query from the eCRF.



Handle the Query Response

A Clinical Site Manager (CRA role), Project Data Manager (DM role), Lab Data
Manager (LDM role), or Coding Specialist (SDM role) can close or re-query a
manual query. Query originators are responsible for closing their own queries.

D Tip! Use the Task Summary to quickly navigate to Answered Queries.

If a member of the target group has responded to a query, then you will see the
response when you open the eCRF associated with the query, as shown in the

following example:

Indication®
? Aside from high cholesterol, what

other stroke risk factors are present?
Opened To Site (07 May 2007} STROKE RISK @) & OO

Response ———&-—none known

T

Query

At this point, you need to review the response and determine whether to close the
query (the response is satisfactory) or to re-query the site (following up with an addi-
tional request).

IrndstantsonD

T Aside from high cholestenol, what

other stroke rigk factors are prezent? .
Opened Ta Sie (07 May 2007) STROKE RISK @ & & EINE]

D nona known

L

DalBICIose Quary

Action —— R luiEy LAk oo

Close a manual query
1. Click the query drop-down list and select close Query.
2. Click Save to save your changes.

The query is no longer displayed. However, the Rave records the query closure in the audit
trail. A log is also displayed on screen, as shown in the following example.

Details®

? Diabetes | or I?
Opened To Site (07 May 2007)

© Diabetes Type Il

DIABETES TYPE I® % & &

Re-query a manual query
1. Click the query drop-down list and select Re-qQuery.

2. Fillin the query text box as described in “Open Manual Queries” on page 138.

3. Check the Require Response check box if you require a response.

4. Click Save to save your changes.

Closing Your Own Queries

If you initiated a query, then you will
need to handle the response to it.
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Hands-On Exercise

4
5.
6.
7.
8
9

Log in with the user account associated with the CRC role.

Edit the Visit Date eCRF in the Month 1 folder, change the value of the Visit Date field to a
future date, and click Save. Fix the system-generated query.

Edit the Vital Signs eCRF in the Month 1 folder. Enter data that is incorrect: out-of-range
temperature and non-conformant data in other fields, and click Save. Fix all of the system-
generated queries. Finally, review the audit trail for these data points.

. Log out.
. Log in with the user account associated with the CRA role.

. Go to an eCRF for your subject.

Create a new query and direct it to the Site group.

. Verify that the query appears on the eCRF and also in the Task Summary.

. Cancel this query.

10. Go to an eCRF for your subject.

1.

Create a new query, require a response, and direct it to the Site group.

12. Verify that the query appeared on the eCRF and also in the Task Summary.

13.

14

Log out.

. Log in with the user account associated with the CRC role.

15. Respond to the query you just created.

16

. Log out.

17. Log in with the user account associated with the CRA role.

18. Go to the query you just responded to, and then close the query.

19. Look at the audit trail for this data point to see how the history of the query was tracked.



LESSON 14
USING STICKY NOTES

This lesson covers the following topics:

> About Sticky Notes (see page 145)

> Acknowledge a Sticky Note (see page 146)

> Add a Sticky Note (see page 147)

About Sticky Notes
As mentioned in “Introducing Sticky Notes” on page 69, a sticky note is an informal

note, remark, or observation that is associated with a data point on an eCRF. A sticky
note is a “flag” to which others need to pay attention.

The following figure shows an example sticky note.
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ﬁ Rave

Sticky Note

Clinical Site Managers (CRA role) and Project Data Managers (DM role) can create
a sticky note and direct it to other Genentech users (a distribution list, or group) for

their attention and acknowledgment. Only one member of the target group needs to
acknowledge the sticky note. When a sticky note is added to an eCRE, its existence is
reflected in the Task Summary.

Sticky notes are used for the following purposes:

> Enable reminders and informal communications among Genentech users.
One user creates the sticky note, while another (a member of the group to which it
was directed) acknowledges having read it. For example, a Project Data Manager

might notice something peculiar in a data point on an eCRF, and then send a

© Genentech, Inc.

Groups for Sticky Notes

Genentech has defined the following
groups for sticky notes:

> DM—Project Data Manager (DM)
> Clin Ops—Clinical Operations

> SDM-—Safety Manager (SDM)

> Genentech (Clin Ops + SDM)

More Examples

For more examples of sticky notes, see
“Introducing Sticky Notes” on page 69.
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Finding Sticky Notes Quickly

You can quickly find open sticky notes
via the Task Summary by clicking the
Pop-Up () icon next to the Sticky
Notes category, then clicking the eCRF

on which the sticky note appears.

14

sticky note to the Clinical Site Manager or Safety Manager asking them to review
the data point and return an acknowledgment.

> For reportable Adverse Events (see “Reporting Adverse Events in Rave” on

page 124), every time an Adverse Event eCRF is submitted to Genentech, sticky
notes are automatically added to it, displaying when notifications were sent to
Genentech. These sticky notes are “permanent” in that users never acknowledge
them (and, therefore, they never disappear). Their function is to act as an at-a-
glance notifications log. The following figure shows an example of this kind of
sticky note.

AE Report has been sent to the Sponsor (auto-filled
after transmission of report was sent to the Spansor;
the field will remain blank until report is sent. The sticky
note will provide transmission details)

] Report generated and Transmitted to Sponsor on:
14/DEC/2006 21:28:10 (GMT) - Follow Up #1
OB/DECA2006 19:30:14(GMT) - Initial Report
Opened To Site (14 Dec 2006)

YES G E N

> Used with Local Labs (see “Submit Local Lab Forms” on page 114) to trigger the

ability to add comments. These sticky notes are “permanent” in that users are not
allowed to acknowledge them and they remain visible even after the comment has
been entered.

Users who have access to a sticky note will be able to view it in the Task Summary or
on the eCRF. Activities associated with sticky notes—creating and acknowledging
them—are recorded in the Audit Trail associated with the data point.

Acknowledge a Sticky Note

Except for automatic sticky notes associated with Adverse Events and Local Labs,
sticky notes require acknowledgment. Only one member of the target group needs to

acknowledge the sticky note to close it.

D Note: If you see a sticky note in your Task Summary or on an eCRF page,
then you are a member of the target group and are therefore authorized to

read and acknowledge it.

Acknowledge a sticky note
1. Log in with a Rave user account that has access to sticky notes.

2. Find the eCRF with which the sticky note is associated.



Rave displays the eCRF page for the eCRF and the associated sticky note, as shown in the

following example.
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3. Read the text of the sticky note, take any appropriate action as needed, and then click

(check) the Acknowledge check box when finished.
4. Click Save.

Rave removes the sticky note from the eCRF and the Task Summary, and records the
acknowledgement in the audit trail.

Add a Sticky Note

Clinical Site Managers (CRA role), Data Managers (DM role), and Clinical Trial

Managers (CTM role) are authorized to add a sticky note to a data point on a
subject’s eCRF.

Add a sticky note to an eCRF

1. Login with a Rave user account that has the appropriate privileges (CRA, DM, or CTM role).

2. View the eCRF to which you want to add a sticky note.

3. Click the Comments (17) icon next to the data point to which you want to add a sticky note.

© Genentech, Inc.
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Rave displays the Comments data entry pane.
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4. In the Type drop-down list, select Place Sticky.

Diagnoziall

HiCH )
cHolEsTERoL @ R E 1 O

Flace Shcky K .('1I!rII'II|.I'!:h L

5. In the Group drop-down list, select the group to which you want to direct this sticky note.

I:Iia[;ﬂu;rsarﬁ'3
: HIGH —
r!: ' [
gce Sticky | Canentech CHOLESTEROL o X & O
Condation cum Yes o oE O

6. In the text area, type the comment for the sticky note (up to 600 characters).
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cHoLesTEROL o * &
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7. Click Save to save your changes.

The sticky note appears on both the your screen and on the screen of any user who belongs
to the target group to which this sticky note was directed.

[ "'I.'Iglll!il!'-a
[ What weee the results of the lipid
profile tests in support of this
diagnosis? Total. HDL. LOL, and HIGH CHOLESTEROL Q% &l |
Inglycendes?
Qpened To Genenbech (0T May

20a7) [ |.l".ub.||u'ﬂ'b.|uu-
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Hands-On Exercise

b
o

® N & wm op oW N

Log in using an account associated with the DM role.

Go to your subject.

Go to any eCRF and add a sticky note. Direct it to the Genentech group.
Log out.

Log in using an account associated with the CRA role.

Go look at the eCRF on which you added the sticky note.

Acknowledge the sticky note that you created.

Look at the audit trail for this data point to see how the history of the sticky note was
tracked.

14



Leader Note

Depending on the needs of the
attendees, determine whether to teach
this as an instructor demo or a hands-on
lesson.
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INACTIVATING ECRFs

This lesson covers the following topics:

> Inactivate eCRFs and Folders (see page 150)

> Subject Administration (see page 151)

> Inactivate and Activate Folders (see page 152)

> Inactivate and Activate eCRFs (see page 153)

> Add Forms and Folders (see page 156)

Inactivate eCRFs and Folders

Authorized users can inactivate eCRFs or entire folders for a subject if, for example,
the subject’s participation in the clinical trial were discontinued early, or if an ¢CRF
were entered in error. For example, if a subject terminated after Month 1, then all
empty or incomplete eCRFs for subsequent folders/visits can be inactivated—that
way, overdue flags will not appear for these eCRFs. Except for the Subject Identifica-
tion form and lines in log form eCRFs (see “Inactivate a Log Line” on page 122, only
the Clinical Site Manager (CRA role) or Project Data Manager (DM role) can inacti-

vate an eCRF or a folder. Site Coordinators (CRC role) can inactivate line a log line
in a log form eCRF.

IMPORTANT! If a subject has terminated early, any incomplete eCRFs
associated with the subject must be inactivated before the study data can be

locked.

An inactive eCRF cannot be edited. Any data for an inactivated eCRF are excluded
from reports, data export, and so on.



Subject Administration

Navigate to the Subject Administration page

1
2.
3.
4.
5.

Log in with a Rave user account associated with the CRA or DM role.

Select a study (see page 37).

View a site (see page 39).

View a subject (see page 43).

On the Subject page, click the Subject Administration link.

Subject Administration Link
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Rave displays the Subject Administration page, as shown in the following example.
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Inactivate and Activate Folders

Inactivate a Folder

1.
2.
3.

Navigate to the Subject Administration page (see page 151) for a subject.

Click the folder that contains the eCRF(s) that you want to inactivate.

On the Subject Administration page, uncheck (clear) the check box next to any active
folder(s) that you want to inactivate.

Click Save.

Rave removes the inactivated folder(s) from the Subject page.

Click the Subject tab

In the following example, the inactivated Month 2 folder no longer appears in the Task List
or Subject Schedule.
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Rave maintains a record of when an folder is inactivated in the Audit Log.

Activate an inactive Folder

1. Navigate to the Subject Administration page (see page 151) for a subject.

2. On the Subject Administration page, check (select) the check box next to any inactive
folder(s) that you want to activate.

3. Click Save.
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The activated folder(s) are displayed on the Subject page. In the following example,
the activated Month 2 folder appears again in the Task List and in the Subject Schedule.
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Rave records in the Audit Log when a folder is activated.

Inactivate and Activate eCRFs

As described in “Inactivate eCRFs and Folders” on page 150, only the Clinical Site
Manager (CRA role) or Project Data Manager (DM role) can inactivate an eCRF so
that it cannot be edited. If a Site Coordinator (CRC role) inactivates a line in a log
eCREF, they cannot subsequently reactivate it—they must add a new line instead.

Inactivate an eCRF from the Subject Administration page

1. Navigate to the Subject Administration page (see page 151) for a subject.

2. On the Subject Administration page, click the folder that contains the eCRF(s) that you want
to inactivate.

Rave displays a list of eCRFs in the selected folder (Month 2, in the following example).
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3. Uncheck (clear) the check box next to any active eCRF(s) that you want to inactivate.

4. Click Save.
5. Go to the folder containing the inactivated eCRF(s).

© Genentech, Inc. LESsSON 15
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6. Open one of the inactivated eCRFs.

Rave flags the inactivated eCRF(s) as inactive with an icon and strike-through text.
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Inactivated icon Strike-through text

Rave maintains a record in the Audit Log of when an eCRF is inactivated.

Activate an inactive eCRF from the Subject Administration page

1. Navigate to the Subject Administration page (see page 151) for a subject.

2. On the Subject Administration page, click the folder that contains the inactive eCRF(s) that
you want to activate.

3. Check (select) the check box next to any inactive eCRF(s) that you want to activate.
4, Click Save.

The icon changes and the strikethrough text is removed for the activated eCRF(s) on the
Folder page. In the following example, the activated Physical Exam eCRF appears as normal
in the Month 2 folder.
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Rave records in the Audit Log when an eCRF is activated.

1 54 LEsSsON 15 EDC Training: Rave Basics for Development



Inactivate an eCRF on the eCRF page

1. Login with a Rave user account associated with the CRA or DM role.

. Select a study (see page 37), if applicable.

. View a site (see page 39), if applicable.

2
3
4. \iew a subject (see page 43).
5

. Open the eCRF (see “View eCRFs” on page 58) that you want to inactivate.
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6. At the top of the page, click the Inactivate Page link.
Rave prompts you to confirm inactivation.
Confirm |:|

7. Click the Confirm checkbox.
8. Click Save.

Rave displays the inactivated eCRF with strikethrough text.
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|:| Note: If you inactivate a log ¢CREF, all log lines are inactivated. Only Site

Coordinators (CRC role) can inactivate individual lines in log eCRFs, as
described in “Inactivate a Log Line” on page 122.

then add an entirely new folder.

Add Forms and Folders
The Clinical Site Manager (CRA role) or Project Data Manager (DM role) can add

individual forms or entire folders to a subject. This is useful if, for example, the site

entered data in the Month 1 folder for the wrong subject. Rather than go back and
fix the already-entered data (which could be many data points), the Clinical Site
Manager or Project Data Manager could simply inactivate the Month 1 folder and

|:| Note: Adding forms and folders differs from the Add Event feature (see “Add

an event to a subject” on page 114). Add Event is used to add optional

folders that are subject-dependent.

EDC Training: Rave Basics for Development



Add a form to a subject

1. Navigate to the Subject Administration page (see page 151) for a subject.

2. On the Subject Administration page, select a form in the Add Form list.
3. Click the right arrow button.

Rave displays the added form in the Activate/Inactivate list with a checkmark next to the
folder name.

Activate/Inactivate

[ Screening

[ COMonth 1

O @@Month 2

(7] C@Manth 2

ﬁConcnmitant Medications

¥ Adverse Events

[ C3Study Completion

Elvisit Date Newly-added form

Save Cancel

Add a folder to a subject

1. Navigate to the Subject Administration page (see page 151) for a subject.
2. On the Subject Administration page, select a form in the Add Folder list.
3. Click the right arrow button.

Rave displays the added folder in the Activate/Inactivate list with a checkmark next to the
folder name.

Activate/Inactivate

[¥1C3Screening

[ C3Month 1

CJE@Month 2

[¥1C&Month 2 Newly-added folder
ﬁCUncumitant Medications

[Vl Adverse Events

[#1C3Study Completion

Save Cancel
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Hands-On Exercise

b
o

8.
9.

N g wm o p w N

Log in with the user account associated with the CRA role.

In the Month 1 folder of your subject, open the Physical Exam eCRF.
Inactivate this eCRF.

Reactivate this eCRF.

Log out.

Log in with the user account associated with the CRC role.

Open the Concomitant Medications folder of your subject.

If this eCRF is not available, go to the Concomitant Medications Assessment in this folder
and answer Yes to the question Were there any medications taken?

Add two lines to the Concomitant Medications log eCRF.

Log out.

10. Log in with the user account associated with the CRA role.

11. Inactivate one of the lines that you added.

12. Add a new form from the Subject Administration page.



VERIFYING DATA

This lesson covers the following topics:

> About Data Verification (see page 159)

> Verify Data (see page 160)

> Unverify Data (see page 161)

> Batch Verify Using the Grid View (see page 162)

About Data Verification

IMPORTANT! Data must be entered into Rave before it can be verified.
Verification can begin on already-submitted data points while waiting for
other data points to be submitted.

Source Document Verification (SDV) occurs during the monitoring of the study to
ensure that what's entered in Rave matches exactly the written record of data
collected from a subject (patient charts, lab reports, notes, and other paper-based
records). Data points can be verified even while other data is being submitted on the
study. In Rave, the Clinical Site Manager (CRA role) can mark the data as verified.
If you are authorized to verify data, you will see the Verify () icon on the eCRF

page.

Business Process for Source Document Verification (SDV)

Genentech requires that the Clinical Site Manager (CRA role) conduct the SDV and that
all data points (100%) be verified against source document at a frequency specified by the

Clinical Site Manager.
To verify a data point in an eCREF:

> A Clinical Site Manager determines whether the data point is frozen and, if so,
unfreezes the data. For details, see “Freezing Data” on page 164.

> The Clinical Site Manager compares the data point with the written record.

> If the written record matches the data point in Rave, then the Clinical Site Manager
checks the Verify check box next to the data point. For details, see “Verify Data” on
page 160.

> If the written record does not match the data point in Rave, then the Clinical Site
Manager makes sure that the Verify check box next to the data point is not checked.
The Clinical Site Manager would typically then send a query to the site asking them to
change the data.

For more information, refer to COP.SOP.003 Site Monitoring Activities.

Leader Note

Depending on the needs of the
attendees, determine whether to teach
this as an instructor demo or a hands-on
lesson.

Data Verification

The process of verifying data can occur
before all data has been submitted in a
study.
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Data that Requires Verification

Not all data points require verification—
only those that the study requirements
identify as such. This is determined on a
study-by-study basis.

Task Summary: Subject  Pages

B @ Open Quenes e
[ & Answerad Quesias [
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Requiring Verification

If you log in with the CRA role, the
Task Summary displays a Requiring
Verification category that allows you to
quickly find data to verify.
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Verify Data

|:| Note: Any frozen data points must be unfrozen before verifying the data.

For details, see “Unfreeze Data” on page 166.

Verify data on an eCRF

2
3.
4
5.

Log in with a Rave user account associated with the CRA role.

. Select a study (see page 37), if applicable.

View a site (see page 39), if applicable.

. View a subject (see page 43).

. Open the eCRF that you want to verify, as you learned in “Viewing eCRFs Associated with a

Subject” on page 53,

Rave displays the eCRF with the Verify () icon and a check box next to any field that needs
verification, as shown in the following example.
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6. Compare the data in the eCRF with the corresponding written record. Once the data are

verified, check the check box next to it on the eCRF.

Note: Instead of checking each check box individually, you can check all
fields on the eCRF by checking the check box immediately below the Verify

(m) icon, and then clicking Save.

7. When you have finished verifying data points on this eCRF, click Save to save your changes.



Unverify Data

Only the Clinical Site Manager can unverify any verified data on an eCRF. Unveri-

fying simply means unchecking the Verify check box next to the applicable field on
an eCRF.

|:| Note: Any entry or hard locks must be removed before unverifying the data.

Unverify data on an eCRF

1.

2
3.
4

Select a study (see page 37), if applicable.

. View a site (see page 39), if applicable.

View a subject (see page 43).

. Open the eCRF that you want to unverify, as you learned in “Viewing eCRFs Associated with

a Subject” on page 53,

Rave displays the eCRF with the Verify (=) icon and a check box next to any field that needs
verification.

If a checked check box is editable, then you are able to uncheck it.

Uncheck the check box next to any data point on the eCRF that you want to unverify.

Note: Instead of unchecking each check box individually, you can uncheck all
fields on the eCRF by unchecking the check box immediately below the
Verify () icon, and then clicking Save.

When you have finished unverifying data points on this eCRF, click Save to save your
changes.

Automatic Unverification

Verified data is automatically unverified
whenever it is changed—whether the
change is made by a user on the eCRF
page or by a data integration update
process.
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Batch Verify Using the Grid View

The Grid View allows CRA users to quickly verify multiple e¢CRFs at a time—all
¢CRFs in a folder, or all eCRFs for a subject.

Note: The Genentech business process for verifying data governs the use of

this feature.

Verify all eCRFs in a folder
1. Display the Grid View (see page 47) for a subject.

2. Click the folder name at the top of the column.

The column for the selected folder turns gray, and the Verify check box is displayed.
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3. Do one of the following:

> To verify all eCRFs that are ready to be verified, select (check) the Verify check box and
click Set.

> To umverify eCRFs that have already been verified, select (check) the Verify check box
and click Clear.

4. Click Save.



Verify all eCRFs for a subject
1. Display the Grid View (see page 47) for a subject.

2. Click the All column.

All folder columns for this subject turn gray, and the Verify check box is displayed.
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3. Do one of the following:

> To verify all eCRFs that are ready to be verified, select (check) the Verify check box and
click Set.

> To urverify eCRFs that have already been verified, select (check) the Verify check box
and click Clear.

4. Click Save.

Hands-On Exercise

1. Login with a Rave user account that has CRA access.
2. In the Screening folder for your subject, go to the Demographics eCRF.
3. Verify all the data points that can be verified on the Demographics eCRF.

Try clicking each check box individually, as well as clicking the check box immediately
below the Verify (=) icon to check all verification check boxes on the eCRF.

4. Unverify all the verified data points on the Demographics eCRF.

Try unchecking each check box individually, as well as unchecking the check box
immediately below the Verify () icon to uncheck all verification check boxes on the eCRF.
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Leader Note

Depending on the needs of the
attendees, determine whether to teach
this as an instructor demo or a hands-on
lesson.

Freeze Omitted in Some Studies

Depending on the study protocol, certain
studies might not use the freeze phase
during the conduct of the study.

Study Discontinuation

If a subject is discontinued, all
unnecessary folders and forms should be
inactivated before freezing the data.
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FREEZING DATA

This lesson covers the following topics:

> About Freezing Data (see page 164)

> Freeze Data (see page 165)

> Unfreeze Data (see page 166)

> Batch Freeze Using the Grid View (see page 167)

IMPORTANT! Data must have undergone Data Listing Review prior to
freeze. Data points can be frozen before they have been verified (see

“Verifying Data” on page 159). However, all data points on an eCRF must

have been verified before the eCRF can be frozen.

About Freezing Data

Freezing clinical data for a trial prevents any further edits or additional data entry.
Users cannot make any changes to a frozen data point or frozen eCRF. A data point
or eCRF cannot be frozen until all open queries and sticky notes against it are closed.
Once frozen, new queries or sticky notes can be opened against the data point, and
the status icon for the eCRF might change to reflect open queries or sticky notes.

In order to edit a frozen data point or verify it, the data point must first be unfrozen
(see “Unfreeze Data” on page 166).

Note: In the Rave software, freezing is sometimes referred to as placing an
entry lock.

Rave displays a Freeze (@) icon to indicate that a data point can be frozen.

IMPORTANT! Time points at which to freeze data are based on enrollment

and vary from study to study. Refer to the study-specific timeline.

Business Process for Freezing Clinical Data

Genentech requires that the Clinical Site Manager (CRA role) or Project Data Manager
(DM role) freeze data. To learn more about freezing data, refer to CDM.SOP.202 Elec-
tronic Data Capture (EDC) Study Query Management and Data Freezing.




|:| Note: Adverse Events should not be frozen until the final database lock to
allow the coding to be rerun when a MedDRA version upgrade is performed.
Similarly, forms for which data is uploaded in cumulative batches (central
lab forms) should not be frozen, as freezing these forms will prevent later
data to be uploaded in the system.

Freeze Data

Freezing data requires logging in with a user account that is associated with the CRA
or DM role.

Freeze data on an eCRF
1. Login with a Rave user account that has CRA or DM access.

2. Select a study (see page 37), if applicable.

Task Summary: Subject  Pages

3. View a site (see page 39), if applicable. E :ﬁ E;‘::;f::g“:em g =
4. View a subject (see page 43). B O Sticky Notes 609
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5. Open the eCRF associated with the data that you want to freeze, as you learned in “Viewing B @ Ready for Enlry Lock 22 78]
eCRFs Associated with a Subject” on page 53, Ready for Entry Lock
Rave displays the eCRF with the Freeze (&) icon and a check box next to any field that If you log in with CRA or DM access, the
needs to be frozen, as shown in the following example. Task Summary displays a Ready for

Entry Lock category that allows you to
quickly find data to freeze.
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6. Check the check box next to any data point that you want to freeze.

Note: Instead of checking each field individually, you can check all fields on
the eCRF by checking the check box immediately below the Freeze (&) icon,
and then clicking Save.

7. When you have finished freezing data on this eCRF, click Save to save your changes.
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Unfreeze Data

In order to change a frozen data point or open queries or sticky notes against it,

the data must first be unfrozen. Unfreezing data requires logging in with a user
account that is associated with the CRA or DM role.

Unfreeze Data on an eCRF

1.

2
3
4.
5

Log in with a Rave user account that has CRA or DM access.

. Select a study (see page 37), if applicable.
. View a site (see page 39), if applicable.

View a subject (see page 43).

. Open the eCRF associated with the data that you want to freeze, as you learned in “Viewing

eCRFs Associated with a Subject” on page 53,

Rave displays the eCRF with the Freeze () icon and a check box next to any field that can
be unfrozen.

Uncheck the check box next to any data point that you want to unfreeze.

Note: Instead of unchecking each field individually, you can uncheck all
fields on the eCRF by checking the check box immediately below the Freeze
() icon, and then clicking Save.

When you have finished unfreezing data on this eCRF, click Save to save your changes.

Rave displays the eCRF with your changes.



Batch Freeze Using the Grid View

The Grid View allows CRA and DM users to quickly freeze multiple eCRFs at a
time—all eCRFs in a folder, or all eCRFs for a subject.

Note: The Genentech business process for freezing data governs the use of
this feature.

Freeze all eCRFs in a folder

1. Display the Grid View (see page 47) for a subject.

2. Click the folder name at the top of the column.

The column for the selected folder turns gray, and the Freeze check box is displayed.

EETTEEETE———
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3. Do one of the following:

> To freeze all eCRFs that are ready to be frozen, select (check) the Freeze check box and
click Set.

> To urfreeze eCRFs that have already been frozen, select (check) the Freeze check box
and click Clear.

4. Click Save.
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Freeze all eCRFs for a subject

1
2.

3.

4.

Display the Grid View (see page 47) for a subject.

Click the All column.
All folder columns for this subject turn gray, and the Freeze check box is displayed.

EETTEEETE———
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Freeze
check box

Do one of the following:

> To freeze all eCRFs that are ready to be frozen, select (check) the Freeze check box and
click Set.

> To urfreeze eCRFs that have already been frozen, select (check) the Freeze check box
and click Clear.

Click Save.

Hands-On Exercise

1.

2.
3.

Log in with a Rave user account that has CRA access.
In the Screening folder for your subject, go to the Demographics eCRF.

Verify all the data points that can be verified on the Demographics eCRF and save your
changes.

Freeze all the data points that can be frozen on the Demographics eCRF and save your
changes.

Unfreeze all the data points on the Demographics eCRF and save your changes.

View the Audit Trail for the Demographics eCRF.



SIGNING OFF DATA

This lesson covers the following topics:

> About Electronic Signatures (see page 169)
> Sign Off Subjects (see page 170)

> Sign Off Individual ¢CRFs (see page 171)

> Batch Sign Off Using the Grid View (see page 172)

IMPORTANT! Before clinical data can be signed off, all data points in a
study need to be entered, all queries must be resolved, all appropriate fields
need to be verified (see “Verifying Data” on page 159) and frozen (see

«

Freezing Data” on page 164).

About Electronic Signhatures

Principal Investigators (PI role) or other clinical data providers, such as Reading
Centers (RC role), provide their password to electronically sign-off on the clinical
data for a given subject. By submitting their signature, these users attest that the
subject data have been reviewed and deemed accurate. Rave displays a Signature (&)
icon next to any eCRF or subject that requires a signature.

|:| Note: Once an eCRF or subject has been electronically signed,
any subsequent changes to the data—including updates from the Batch
Uploader—will break the signature. Any changed data points will need to be
re-signed before they can be locked (locking prevents any further changes).

The Task Summary has a category for items requiring signature (as shown in the
following figure), which allows you to go directly to those items.

Business Process for Signing Off Clinical Data

Genentech requires that the Principal Investigators (PI role) or other clinical data
providers, such as Reading Centers (RC role), electronically sign-off data. To learn more
about signing off data, refer to CDM.SOP.203 Electronic Data Capture (EDC) Study

Database Closeout.

Leader Note

Depending on the needs of the
attendees, determine whether to teach
this as an instructor demo or a hands-on
lesson.
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Automatic Unsigning

The signature for signed-off data is
automatically broken whenever it is
changed—whether the change is made
by a user on an eCRF page or by a data
integration update process.

Ta=k Summary: Sibe Subjiects
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Requiring Signature

If you log in with Pl access, the Task
Summary displays a Requiring Signature
category that allows you to quickly find
data that requires a sign-off.
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Sign Off Subjects

When you sign off a subject, you sign off all eCRFs associated with that subject.
You must first display the Grid View for the subject and sign off the entire batch of

eCREFs.

Sign off a subject
1. Select a study (see page 37).

2. View a site (see page 39).

3. View a subject (see page 43).
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5. In the text field, type the same password that you use to log into Rave.

6. Click Sign to save your signature.

Once a subject is signed, the status of all individual fields for all fields across all forms
within the folder changes to a Signed status. Rave records the signing in the Audit
Trail, capturing the change to a Signed status, the name of the user who made the
signature, and the date/time when the signature was made.
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Sign Off Individual eCRFs

Depending on study-specific requirements, a Genentech-sponsored clinical trial that

uses Rave might require sign-offs on individual eCRFs.

Sign off an eCRF Leader Note
1. Select a study (see page 37). The Chest X-Ray eCRF in the Month 2
2. View asite (see page 39). fglder prompts for an electronic
signature.
3. View a subject (see page 43).
In the Subject Schedule, any eCRFs displayed with the Signature (#) icon require a
signature.
4. Select an eCRF for which you want to provide an electronic signature.
D hittps:iigentrnsS. mdsol.com - Medidata Rave - Microsolt Internet Explorers r__!Elﬁ!
Ble Edt Yew Fgvorites Ioocks Help "
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“ r:f:-.nn s ar requered Lo mdicale that 0 JAN 2007 2 5 B
% Uhis form 13 complele and
L# Vital Signes .
CRF History Xeray result MNormal 2 § T
12020 SLP . Cheat '.Ray
@ Rave
Message Enter Sign-Off Password Here
5. Read the verification message on the form.
| have reviewed the case report forms and find the data to be complete and accurate.
- UserPl1: || |
6. In the text field, type your password.
7. Click Save to save your signature.
Once an eCREF is signed, the status of all individual fields for this e€CRF changes to a
Signed status. Rave records the signing in the Audit Trail, capturing the changed
status, the name of the user who made the signature, and the date/time when the
signature was made.
© Genentech, Inc. LEsson 18
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Batch Sign Off Using the Grid View

The Grid View allows PI users to quickly sign off all eCRFs for a subject.

Note: The Genentech business process for signing off data governs the use of
this feature.

Sign off all eCRFs for a subject
1. Display the Grid View (see page 47) for a subject.

2. Click the All column.

All folder columns for this subject turn gray, and the Sign-off password prompt is displayed.

BETEm—gmem
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All Column

Sign-off
password
prompt

3. In the text field, type your password.

4, Click Save to save your signature.

Hands-On Exercise

1. Log in with a Rave user account that has Pl access.

2. Make sure that all data for your subject is complete—all queries are resolved and all
applicable fields are verified and frozen.

3. Sign off on your subject.



LOCKING DATA

This lesson covers the following topics:

> About Locking Data (see page 173)
> Lock Data (see page 174)

> Unlock Data (see page 175)

> Batch Lock Using the Grid View (see page 176)

IMPORTANT! All data points in a study need to be signed off (see “Signing
off Data” on page 169) before you can begin locking data.

About Locking Data

After all clinical data in a study has been signed off, locking completely locks the clin-
ical data for a trial. Locking data prevents users or integrations from making any
further changes to the field data. Once the data is locked:

> no queries can be placed against it
> it cannot be updated, either in the Rave screens or via the Batch Uploader

> it cannot be unlocked except under extraordinary circumstances (only the DM
role can unlock it)

Genentech requires that the Project Data Manager (DM role) lock data.
Rave displays a Lock (&) icon to indicate data points that need to be locked.

Note: In the Rave software, locking is sometimes referred to as placing a hard
lock on the data.

Business Process for Locking Clinical Data

Genentech requires that the Project Data Manager (DM role) lock data. To learn more
about locking data, refer to CDM.SOP.203 Electronic Data Capture (EDC) Study Data-

base Closeout.

Leader Note

Depending on the needs of the
attendees, determine whether to teach
this as an instructor demo or a hands-on
lesson.

Locked Data Cannot Be Changed

Once data is locked, it cannot be
updated—whether by a user on an eCRF
page or by a data integration update
process—without unlocking it first.

19



Lock Data

Locking data requires logging in with a user account that is associated with the DM

role.

Lock data on an eCRF

Log in with a Rave user account that has DM access.

2. Select a study (see page 37), if applicable.

3. View a site (see page 39), if applicable.

4. \/iew a subject (see page 43).

Task Summary: Subject  Pages

E.: ﬁ fu'?f:ﬁ'::':f:m,“ E_: 5. Open the eCRF associated with the data that you want to lock, as you learned in “Viewing
B [ Sticky Notes 6o eCRFs Associated with a Subject” on page 53,

= & Readyfor Entry Lock 2200

B+ @ Readyfor Data Lock 190 Rave displays the eCRF with the Lock (&) icon and a check box next to any field that needs
Ready for Data Lock to be locked, as shown in the following example.
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6. Check the check box next to any data point that you want to lock.

Note: Instead of checking each field individually, you can check all fields on
the eCRF by checking the check box immediately below the Lock (&) icon,
and then clicking Save.

7. When you have finished locking data on this eCRF, click Save to save your changes.

1 74 LESSON 19 EDC Training: Rave Basics for Development



Unlock Data

Unlocking data requires logging in with a user account that is associated with the
DM role.

IMPORTANT! While functionally possible to unlock data points in the
Rave software, this action is governed by internal Genentech guidelines.
For details, refer to CDM.SOP.203 Electronic Data Capture (EDC) Study

Database Closeout.

Unlock data on an eCRF

1

2
3
4.
5

Log in with a Rave user account that has DM access.

. Select a study (see page 37)., if applicable.
. View a site (see page 39), if applicable.

View a subject (see page 43).

. Open the eCRF associated with the data that you want to unlock, as you learned in “Viewing

eCRFs Associated with a Subject” on page 53,

Rave displays the eCRF with the Lock (&) icon and a check box next to any lockable field.

Uncheck the check box next to any data point that you want to unlock.

Note: Instead of unchecking each field individually, you can uncheck all
fields on the eCRF by unchecking the check box immediately below the
Lock (&) icon, and then clicking Save.

When you have finished unlocking all data on this eCRF, click Save to save your changes.

Rave displays the eCRF with your changes

19
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Batch Lock Using the Grid View

The Grid View allows DM users to quickly lock multiple eCRFs at a time—all
¢CRFs in a folder, or all eCRFs for a subject.

|:| Note: The Genentech business process for locking data governs the use of this
feature.

Lock all eCRFs in a folder

1.
2.

Display the Grid View (see page 47) for a subject.

Click the folder name at the top of the column.

The column for the selected folder turns gray, and the Lock check box is displayed.

EETTEEETE———
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Do one of the following:

> To lock all eCRFs that are ready to be locked, select (check) the Lock check box and click
Set.

> To urlock eCRFs that have already been locked, select (check) the Lock check box and
click Clear.

. Click Save.

Lock all eCRFs for a subject

1

Display the Grid View (see page 47) for a subject.

2. Click the All column.

All folder columns for this subject turn gray, and the Lock check box is displayed.
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3. Do one of the following:

> To lock all eCRFs that are ready to be locked, select (check) the Lock check box and click
Set.

> To urlock eCRFs that have already been locked, select (check) the Lock check box and
click Clear.

4. Click Save.

Hands-On Exercise

1. Login with a Rave user account that has DM access.

2. In the Screening folder for your subject, go to the Demographics eCRF.
3. Lock all the data that can be locked on the Demographics eCRF.

4, View the Audit Trail for the Demographics eCRF.

© Genentech, Inc.
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CLASS PROJECT #2

Complete the following tasks

1.

® ® N o w p w N

Log in with a Rave user account associated with the CRC role.

Go to your subject.

Complete any incomplete eCRFs in the Screening folder.

Complete any incomplete eCRFs in the Visit 1 folder.

Complete any incomplete eCRFs in the Visit 2 folder.

Report an adverse event.

View various report(s) to see how the new / updated eCRF data is reflected there.
Log in with a Rave user account associated with the CRA role.

Add a sticky note on an eCRF and address it to the DM group.

10. Log in with a Rave user account associated with the DM role.

1.

Confirm the existence of the sticky note in the Task Summary.

12. Create various queries, directing them to the Site group.

13.

14

Log in with a Rave user account associated with the CRC role.

. Respond to these queries.

15. Log in with a Rave user account associated with the CRA role.

16. Verify all data for your subject.

17. Freeze all data for the subject.

18. Log in with a Rave user account associated with the Pl role.

19. Sign off the subject.

20.Log in with a Rave user account associated with the DM role.

21. Lock all data for the subject.



CONCLUSION TO SECTION 2

Training Review
In this section, you have learned how to:
> Add subjects and update subject information

> Understand eCRF editing concepts, such as edit checks, restricted eCRFs and
fields, data-dependent fields, and so on.

Submit data in eCRFs, including log eCRFs

Add an event (unscheduled visit) to a subject

Respond to system and manual queries and create manual queries

Create and acknowledge sticky notes associated with data points in eCRFs
Inactivate and reactivate eCRFs

Verify and unverify data

Freeze and unfreeze data

Lock and unlock data

VOV VOV VYV YV Y

Sign off data using electronic signatures

Where To Go From Here

Now that you understand how to use Rave in your job:
1. Complete the Course Evaluation Form that your instructor provides.

2. Apply for your Rave account, as described in “Obtain a Rave User Account” on page 16.

u IMPORTANT! Be sure to sign the group training record and fill out a course

evaluation before you leave.

19
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GLOSSARY

access rights

Permission to access certain Rave data or a particular Rave feature
based on a user’s login name, associated user group, and any associ-

ated roles.
adverse event (AE)

An untoward medical occurrence detected in a person who is
enrolled as a subject in a clinical trial. Examples include an
abnormal lab finding, unfavorable symptom, unintended condition,
illness, death, and so on. The investigational treatment may or may
not be the cause of the adverse event. See also serious adverse event
(SAE), reportable adverse event.

analyte
A substance that is undergoing analysis, such as blood or urine.
audit trail

History of actions taken on a particular piece of data. Includes the
action taken on the data (entered, verified, or locked the data), the
user who took the action, the date and time when the action
occurred, and the original data before the change. To view the audit
trail for a field or eCRF, users click on the associated Data Status

icon.
auxiliary environment

Any environment that is not the live environment for a study. A
project can have multiple auxiliary environments created for
different purposes—building, testing, training, demos, and so on.

See also environment and live environment.

blinded data
Data that is designated as blinded by the protocol and or study
team. Access to blinded data is restricted to only certain users of the
system. See also restricted field.

calculated field

Read-only field that is calculated based on the values in other fields.
For example, when you add a subject, the Subject Identification
field is derived by combining the subject’s initials, a space, and their

subject number



Calendar View

Clinical Views

View on the Subject main page that displays the Subject Schedule
by site visit date. See also Grid View.

Up-to-date subject data that is represented in tabular format for easy
data access. Clinical Views provide a mechanism for ad hoc
reporting (using JReview) and exporting (for SAS integration). Each
eCRF has two associated clinical views: one for all eCRF data, and

one for conformant data only.

coding dictionary

Standard drug or medical dictionary that is used to provide coded

values in a selection list.

conformant data

CRF

Data that is in the expected format, such as a date field with a
month numbered 12 (but not 13 or XX, both of which would be

non-conformant). See also non-conformant data.

Case Report Form. A standard form used for recording pertinent
information about a participating subject during a Genentech clin-
ical trial. CRFs collect the required information as defined in the
study protocol. See also ¢CRF.

data-dependent eCRF

data lock (lock)

data point

eCREF in which the form or fields on an eCRF depend on the value
in another field. For example, if a subject’s gender is changed to
female, Rave might add the Reproductive History and Reproductive
Status eCRFs to the subject’s schedule.

Locks the clinical data for a trial, preventing any further changes,
including queries or sticky notes.

Piece of data that gets put into a field, such as a date, description,

selection from a drop-down list, and so on.



eCRF

EDC

EDC Module

edit check

Electronic case report form. An online version of a printed case
report form (CRF) used in Genentech-sponsored clinical trials, such
as a Physical Exam, Subject Eligibility, or Visit Date form. Instead
of manually filling out printed CRFs, Rave users complete eCRFs
online. See also CRF.

Electronic Data Capture. Process of collecting and distributing clin-
ical trial data electronically using an EDC application such as Rave.

Component of Medidata Rave that enables users to enter, view, and

manage data electronically for clinical trials.

When a user submits changes to a form, Rave performs edit checks
on some or all of the entered changes to catch typing errors or aber-
rant data, helping ensure that the entered data are valid. Rave identi-
fies any data that fails the edit checks and takes corrective action,
such as generating a query or adding more eCRFs.

electronic signature

The electronic equivalent of a hand-written signature. Authorized
users provide their password to electronically sign-off on the clinical
data for a given subject. By submitting their signature, these users

attest that the subject data have been reviewed and deemed accurate.

entry lock (freeze)

environment

event

Locks the clinical data for a trial, preventing any further edits or
additional data entry. Authorized users can still create and respond
to queries and sticky notes, as well as to verify the data.

Context within which users access a study in the EDC module.
Each study can have one live environment (production, or actual
operations) and multiple auxiliary environments (non-production
environments, such as development, testing, training, and so on. See

also live environment and auxiliary environment.

A folder or eCRF that can be added to the Task List for a subject.
When a new subject is added in Rave, their default Task List is
created automatically. Rave allows you to add folders (such as

unscheduled visits) or eCRFs to the Task List as needed.



field

folder

form

freeze data

A place where a data point gets entered on an eCRF. A mechanism
for entering data into Rave. Rave provides the following kinds of
controls: text, long text, date/time, check box, radio button, drop-

down list, and electronic signature / password.

Mechanism for organizing eCRFs into logical groups, such as by
subject visit. A folder can contain eCRFs and other folders. Folders
appear in the sidebar.

An electronic representation of the paper-based Clinical Research
Form (CREF). Also referred to in this training as an electronic CRF
(eCRF).

See entry lock (freeze).

Global Standard

Global Volume

Grid View

group

hard lock

CREF that is a Genentech Medical Affairs standard CRF.

Central repository of Genentech standard, pre-built eCRFs that can
be copied and configured for individual studies.

The Grid View displays subject folders and eCRFs in a grid format.
This at-a-glance perspective allows users to quickly find and display
subject visits and associated eCRFs. In the Grid View, rows repre-
sent eCRFs, columns represent visits (folders) and other informa-
tion (such as adverse events), and status icons in cells (the
intersection of rows and columns) show the status of the applicable
eCREF associated with the visit. See also Calendar View.

A distribution list of users. When a user creates a query or sticky
note, they direct it to a target group. Members of the group will see
it if they open up the eCRF with which it is associated.

Locks the clinical data for a trial, preventing any further edits or
additional data entry, including any associated queries, sticky notes,
and data verification.



hidden data

Icon Key

investigator

Data that is captured to perform some function in the system or is
necessary to be stored for analysis, but which is either not needed or
not useful to most users. This type of data will be accessible only to
those uses with specialized roles in the study.

Window that displays a picture and brief description of commonly-
used icons in the Rave interface. Accessed by clicking the Icon Key
link on amy page.

Each investigator is uniquely identified by its Genentech-assigned,
five-character investigator number that applies across all studies,

sites, or organizational affiliation.

live environment

log eCRF

manual query

My Profile

Production environment for a study. The live environment is the
one in which study users enter and view actual study data. By
default, each study has only one live environment. See also environ-

ment and auxiliary environment.

Type of eCRF that is used to add multiple instances of the same
eCREF, such as the Concomitant Medications eCRF or the Adverse
Event eCRF. Log eCRFs are displayed so that each log line is a sepa-
rate, horizontal row. When editing a log eCRF, the landscape mode
displays the editable fields in a row, while the portrait mode displays
editable fields on a page, stacked vertically. See also single eCRF
(non-log eCRF)

Query that an authorized Rave user creates in response to a piece of

data in an eCREF. See also query and system-generated query.

The My Profile page displays personal Rave settings for a given user
account. Users can customize such settings as their login password,
time zone, user information (such as name, address, e-mail address,

and phone number), and the number of lines displayed per page.



non-conformant data

pagination

Data that is not in the expected format, such as a date field with a
month numbered 13, or an alphabetic character in a number field.
On an eCRF page, a Not Conformant icon indicates data that is

non-conformant. See also conformant data.

Number of items per page. Configured using My Profile.

reportable adverse event

query

quicklist

A reportable adverse event in the context of this training is an
adverse event that needs to be reported to the sponsor. This does not
necessarily mean that the adverse event is also reportable to a regula-
tory authority. Reportable adverse events typically always include all
SAEs and, optionally, non-serious, expedited adverse events. See
also adverse event (AE), serious adverse event (SAE).

An electronic question about a piece of data on an eCRF. Queries
come from two primary sources: system-generated queries are gener-
ated automatically by the Rave software or by a Rave integration,
and manual queries are created explicitly by a user who is authorized
to do so. A query requires an explicit response from the person(s) to
whom it was directed. A subject cannot be sign off until any associ-
ated open queries are closed. Similarly, the data in a study cannot be
frozen or locked until all open queries are closed. See also system-
generated query, manual query.

Area of the Rave user interface that lists the most recently accessed

subjects.

raw (verbatim) term

Term that has a precise meaning from a coding perspective. Coding
requires the use of clinical terms that are precise and accurate,
particularly with adverse event reporting. Verbatim terms are typi-
cally grouped by body system.

restricted eCRF

An eCREF for which access (view, modify, or verify) is restricted to a
smaller number of authorized users. For example, only certain users

can view the Electrocardiogram or Hematology Local eCRF.



restricted field

role

A field on an eCRF for which access (view, modify, or verify) is

restricted to a smaller number of authorized users.

A set of permissions to perform certain actions and access particular
data within the Rave EDC module. Roles determine what a user
sees and has access to in the Rave EDC module, including eCRFs,
reports, clinical views, and so on. When a user logs in, Rave grants
them access to Rave features and data based on the permissions
configured for their associated roles. Each user account is assigned

just one role.

serious adverse event (SAE)

sidebar

An adverse event that is life-threatening or results in death, inpatient
hospitalization, or prolongation of existing hospitalization, persis-
tent or significant disability/incapacity, or a congenital anomaly/
birth defect. Other important medical events that do not result in
one of the above outcomes may be considered serious if, based on
appropriate medical judgment, they might jeopardize the patient or
subject and the patient requires medical or surgical intervention to
prevent one of the above outcomes. See also adverse event (AE),

reportable adverse event.

Area of the Rave user interface that lists the Task List, summary,
and eCRF history.

single eCRF (non-log eCRF)

site

site group

The way that most eCRFs appear. Compare with log eCRF.

The physical location where subjects are seen. Each site is uniquely
identified by its Genentech-assigned, six-digit character site

number, that begins with the letter “S”. See also size group and
world.

A logical way to classify sites within a study. At Genentech, site
groups are used to organize sites by state and city, such as

“NY, New York” and “CA, Los Angeles”. All sites belong to a single
world (called world).



sticky note

study

subject

Task List

An informal note or comment that is associated with data point on
an eCREF. Sticky notes are used for reminders and informal commu-
nication between Genentech users only. One user creates the sticky
note, while another acknowledges it. Permanent sticky notes are
added to reportable SAEs to indicate what has been sent to Genen-
tech Drug Safety. See also query.

Any systematic trial of investigational or approved products in
human subjects pertaining to the efficacy and/or safety of the
product. Each study is uniquely identified by its Genentech-
assigned study number.

A participant in a study. Each subject in a clinical trial is uniquely
identified by a Genentech-assigned subject number. This number

may not contain leading zeros.

Area of the Rave user interface that displays a set of forms and
folders associated with the selected subject.

system-generated query

Task Summary

time-out

user

Query that Rave generates automatically when a piece of data in an
eCREF triggers the query process—in response to a pre-configured
business rule associated with that piece of data. See also query,

manual query.

Area of the Rave user interface that shows—for a given study, site,
or subject—any pending tasks to which the logged in user has access
(based on role and user privileges).

Occurs when a user is logged into Rave but idle (no mouse clicks or
keystrokes) for a given period of time. If a time-out occurs, then
Rave locks the user out of the system and prompts them to re-enter
their password or log in before they can resume using Rave. This
security feature is designed to protect the privacy of patient data.

Anyone who can log into the Rave software. Each user has an associ-
ated user account that defines their login name, password, and other
identifying information. A user is assigned to a single user group



user group

world

(which determines which Rave modules the user can access) and can
be assigned to multiple roles (which determine the user’s access to

specific Rave data and features).

A logical grouping of one or more user accounts. Each user account
is associated with just one user group. The user group determines

which Rave modules are available to users who are members of the

group.

A logical way to classify and organize sites within a study. In Genen-
tech EDC clinical trials, only one world (called world) is used. This
world is the parent of—and encompasses—all site groups. See also

site and site group.
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INDEX

Symbols

* character (search wildcard) 49

2 icon (help) 73
A

access rights 181
acknowledging a sticky note 146
activating your Rave account 16
Adobe Acrobat 15
advanced subject search 50
Adverse Event eCRF 124
adverse events
defined 181
reportable 186
AE Listing Report 80
analyte 181
Audit Trail Report 79
audit trails
Audit Trail Report 79
defined 181
viewing 71
auxiliary environment 181

B

Back button 34
Batch Uploader Utility 13
blank eCRFs, printing 74
blinded data 181
browser
Back button 34
Home button 34
printing 36
Refresh button 34

C

calculated data 103
calculated fields
about calculated fields 101
defined 181
Calendar View
components of 44
defined 182
canceling manual queries 141

Cannot Edit icon 57
case report forms (CRF) 182
Central Labs integration 12
check boxes 101
class projects

class project #1 92

class project #2 178
Clinical Trial Management System

(CTMS) 11

Clinical Views

defined 182

integration 15
closing manual queries 143
coding dictionary 182
Coding Query Status Report 81
Comments icon 57
Completed icon 56
concepts 7
CREFs, defined 182
CTMS integration 11
custom reports 78
customer support 5

D

data
blinded data 181
dependent data 103
eCREF data, entering 100
edit checks 102
exporting 15
freezing 164
hard locking 173
hidden data 185
integration with other systems 11
unverifying 161
verifying 160
data entry
eCRFs 106
guidelines for 100
Data Listings Report 79
data locks 182
data points, defined 182
data-dependent eCRFs



about data-dependent eCRFs 103 Entry Lock icon 56

defined 182 entry locks, defined 183
date / time fields 101 environments
Demographic eCRF 112 auxiliary environments 181
drop-down lists 101 defined 183
Drug Safety integration 13 live environment 185
errors 36
E events
¢CREF page 54 adding 113
eCRF Status Report 80 defined 183
c¢CREFs exporting
about eCRFs 53 data 15
adding 156 reports to Adobe Acrobat (PDF) 87
Adverse Event cCRF 124 reports to Microsoft Excel 87
blank, printing 74
data entry steps 106 F
data-dependent eCRFs 103 fields
defined 183 calculated fields 181
Demographic eCRF 112 defined 184
eCRF Status Report 80 edit checks 102
log eCRFs 118 restricted fields 103
printing 117 types, list of 101
restricted eCRFs 103 folders
signing off (electronic adding 156
signatures) 171 defined 184
single e€CRFs 187 representing subject visits 7
status icons 56, 57 visits 32
subject schedule, finding in 60 forms, defined 184
Vital Signs e¢CRF 109 Freeze icon 57
EDC freezing data 164
about EDC 2
defined 183 G
EDC Module 183 Global Standard, CRFs 184
edit checks Global Study Management Report 81
about edit checks 102 Global Volume 184
defined 183 glossary 181
Edit icon 57 Grid View
electronic data capture components of 47
about electronic data capture 2 defined 184
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electronic signatures defined 184
about electronic signatures 169 sclecting 139, 148
defined 183 H
eCRFs 171

hard locking data 173

subjects 170
hard locks 173, 184

Enrollment Report 79



help 73

Help Desk 5
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hidden data 185

hierarchy 29

Home page
about the Home page 22
Icon Key 23
logged-in user 22
navigation tabs 24
sidebar 23
toolbar 25

Icon Key
about the Icon Key 23
defined 185
icons 56, 57
integration
about integration 11
Batch Uploader Utility 13
Central Labs integration 12
Clinical Views integration 15
CTMS integration 11
Drug Safety integration 13
IVRS 12
SAS integration 15
SODA integration 12
T™MS 13
interaction time-out 35
Interactive Voice Response System
(IVRS) 12

J
JReview 15
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key concepts 7

L

last 10 subjects quicklist 51
learning objectives 3

live environment 185

Lock icon 57

Locked icon 56

log eCRFs

about log eCRFs 118
defined 185
inactivating 122
portrait mode 120
logged-in user 22
logging in
described 19
help with problems 21
logging out 28
long text fields 101

M

manual queries

about manual queries 132

canceling 141

closing 143

creating 138

defined 185

requerying 143

responding to 136
Medidata Batch Uploader Utility 13
Medidata Rave, overview of 2
Microsoft Excel 15
Missing Lab Names/Ranges Reports 80
My Profile

defined 185

using 25

N

navigation

tabs 24

tips 34
Never Touched icon 56
non-conformant data 182, 186
Not Conformant icon 56

O
online help 73

Overdue icon 56

P

Page Status Report 79
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eCRF page 54
Home page 22
Icon Key page 24
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My Profile page 25

Site page 41
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Subject page 44
password time-out 35
passwords
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new password, selecting 17
portrait mode 120

architecture 8

help 73

Home page 22

integration with other systems 11
login 19

modules 8

navigating 34

security 9

standard reports 79

support 5

User Account Request Form 16

prerequisites 5 Rave Account Administration

printing Report 81
blank eCRFs 74 raw terms, defined 186
eCRFs 117 Refresh button 34
screen 36 reportable adverse events 186
problems 36 reports
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Q

queries
about queries 132
defined 186
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Query Details Report 79
Query Status Report 80
Query Summary Report 79
responding to 136
system-generated queries 132
writing best practices 141
Query Details Report 79
Query Open icon 56
Query Status Report 80
Query Summary Report 79
quicklist
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using 51
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radio buttons 101
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about Rave 2

activating your account 16
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access to 82
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exporting 15

exporting to Adobe Acrobat
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Study Definition Report 81
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Subject Visit Status Report 80
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user-saved reports 78, 82
viewing 81
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requerying manual queries 143
responding to queries 136
restricted eCRFs
about restricted eCRFs 103
defined 186
restricted fields
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roles
about roles 10
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S

sample study 5
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SAS Dataset Structure Report 80
SAS integration 15
saving changes 35
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search box
about the search box 37, 39
using 49
searching
advanced 50
subject search 49
security 9
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signing off
eCRFs 171
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single c<CRF 187

Site Administration Report 79
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defined 187

scrolling 40
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sites
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hierarchy 29
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Study Configuration Report 79
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support 5
system-generated queries
about system-generated queries 132
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Task Summary
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Subject page 46
using 61
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Thesaurus Management System
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interaction time-out 35
password time-out 35
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toolbar 25
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troubleshooting 36
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unscheduled visits 113
unverifying data 161
User Account Request Form 16
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Verify icon 57

verifying data 160

visits 32

Vital Signs e¢CRF 109

w

Web session time-out 35

wildcard 49
worlds 29, 189






EDC Training: Rave Basics for Development [revised 5 Oct 091 © Genentech, Inc.




	Instructor Information
	Rave Roles
	Rave User Groups

	Introduction
	About Medidata Rave
	What You Will Learn in the Rave Basics Training
	Sample Study Used in this Training
	Training Prerequisites
	EDC Help Desk

	Key Rave Concepts
	Rave and Genentech EDC Studies
	Rave Architecture: EDC and Related Modules
	Integration with Other Genentech Systems

	Getting Started
	Obtain a Rave User Account
	Log Into Rave
	Rave Home Page
	Customize Your Rave Settings
	Log Out of Rave

	Basic Navigation
	Organization of Study Data
	Navigation Tips
	Select a Study
	Study Page
	View a Site
	Site Page
	Rave’s Online Help

	Viewing Subject Information
	About Subjects
	View a Subject
	Subject Page-Calendar View
	Subject Page-Grid View
	Search for a Subject

	Viewing eCRFs Associated with a Subject
	About eCRFs
	eCRF Page
	View eCRFs

	Working with eCRFs
	Introducing Queries
	Introducing Sticky Notes
	View the Audit Trail
	Get Help for eCRFs
	Print eCRFs

	Viewing Reports
	About Reports
	Start the Reporter Module
	List of Rave Reports
	Run Reports

	Class Project #1
	Conclusion to Section 1
	What You Have Learned in This Section
	Where To Go From Here

	Break
	Clinical Data Life Cycle
	Overview of the Clinical Data Life Cycle
	Submit Phase
	Verify Phase
	Freeze Phase
	Sign-Off Phase
	Lock Phase
	Summary of Requirements

	Submitting Clinical Data
	About Submitting Clinical Data in Rave
	Adding Subjects
	Steps for Submitting eCRF Data
	Submit eCRF Data for a Subject
	Add Events (Unscheduled Visits)
	Submit Local Lab Forms

	Using Log eCRFs
	About Log eCRFs
	Submit Data for Log eCRFs
	Inactivate a Log Line

	Reporting Adverse Events in Rave
	About Adverse Events
	Business Process for Serious Adverse Event Reporting
	Adverse Events Folder in Rave
	Submit an Adverse Event

	Using Queries
	About Queries
	Respond to Queries
	Open Manual Queries
	Cancel Manual Queries
	Handle the Query Response

	Using Sticky Notes
	About Sticky Notes
	Acknowledge a Sticky Note
	Add a Sticky Note

	Inactivating eCRFs
	Inactivate eCRFs and Folders
	Subject Administration
	Inactivate and Activate Folders
	Inactivate and Activate eCRFs
	Add Forms and Folders

	Verifying Data
	About Data Verification
	Verify Data
	Unverify Data
	Batch Verify Using the Grid View

	Freezing Data
	About Freezing Data
	Freeze Data
	Unfreeze Data
	Batch Freeze Using the Grid View

	Signing off Data
	About Electronic Signatures
	Sign Off Subjects
	Sign Off Individual eCRFs
	Batch Sign Off Using the Grid View

	Locking Data
	About Locking Data
	Lock Data
	Unlock Data
	Batch Lock Using the Grid View

	Class Project #2
	Conclusion to Section 2
	Training Review
	Where To Go From Here

	Glossary
	Index

