EDC Training:
Rave Architect Lite

>>>>>>



ACKNOWLEDGMENTS

This version of this guide owes its development to Process and Training
Management (PTM).

Version 2.0
Document Date 30 Mar 11

Amendment History Original (Version 1.0) published 11/10/08

Note: The information in this guide applies to the PD and gRED
development process only. Processes and use of the Rave may differ in other

organizations within Roche.

Confidential and Proprietary

Copyright © 2011 Roche Group. This document is proprietary
and confidential. It remains the property of the Roche Group 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 the Roche Group.



CONTENTS

[ Acknowledgments ii
[] Contents iii
[J Class Preparation ix
[0 INTRODUCTION 1
1 Introduction to this Course 2
About the Rave Architect Module 2
Audiences for this Training 4
What You Will Learn in the Architect Lite Training 4
Training Prerequisites 4
Sample Project Used in this Training 5
2 Key Study Design and Build Concepts 6
Study Build Process 6
Clinical Programmer Responsibilities 6
Study Specifications for Building Studies 6
Relationships Between Study Specifications and Finished Studies in the Rave
EDC Module 7
3 Getting Started with Architect 8
Launching Architect 8
Architect Main Screen 10
Projects, Environments, and Global Library Volumes 11
Projects 11
Environments 12
Rave URLs Used at Roche 13
Global Library Volume 13
Navigating Architect 14
Exploring the Sample Project 15
Viewing a Project 15
Project Components 16
Viewing a Draft 17
Types of Items in a Draft 18
Viewing a Version 19
Studies 20

How These Study Components Are Related 21



Hands-On Exercise

4 Exploring Items in a Draft
Selecting Items to Explore
Viewing Forms
Viewing Folders
Viewing Dictionaries
Viewing Matrices
Viewing Edit Checks
Viewing Custom Functions
Viewing Derivations
Viewing Restrictions

Hands-On Exercise

5 Exploring Fields on a Form
About Fields
Selecting a Field on a Form
Previewing Fields on a Form
Viewing Field Properties
Viewing Variable Settings for a Field
Viewing Field Help Text
Viewing Field Edit Checks
Viewing Verification and Review Settings for a Field
Viewing View Restrictions for a Field
Viewing Entry Restrictions for a Field
Viewing Edit Checks for a Field
Viewing Derivations for a Field
Hands-On Exercise
Conclusion to Section 1
What You Have Learned in This Section
Where to Go from Here
Break

0 BUILDING STUDIES

6 Working with Projects, Environments, and Drafts
Working with Projects
Creating a Project

Editing Project Settings

21

22
22
23
24
26
28
30
32
33
36
38

39
39
40
41
42
47
48
48
49
50
50
51
51
52
53
53
53
53

55
56
56
56
56



Working with Environments

Creating an Environment

Editing the Environment Setup
Working with Drafts

Naming Conventions for Drafts

Ways to Create and Populate a Draft

Creating a Draft

Editing Settings for a Draft
Hands-On Exercise

Copying Items from the Global Library Volume
About Copying from the Global Library Volume
Running the Copy Wizard

Arranging eCRFs on the Forms Screen

Hands-On Exercise

Building Forms
About Forms (eCRFs)
Forms and Mock eCRFs
Naming Conventions for Forms
Form OIDs and Dataset Conversion
Form OIDs Ending in Numbers
Form OIDs Ending in a 'C' (Coded Forms)
Copying Forms from the Global Library Volume
Creating Forms
Editing Form Settings
Deleting Forms
Adding Fields to a Form
Fields and Mock eCRFs
Naming Conventions for Fields

Working with Dictionaries

Naming Conventions for Dictionaries and Entries

Dictionaries and Mock eCRFs

Copying Dictionaries from the Global Library Volume

Creating a Dictionary
Working with Variables

Naming Conventions for Variables

58
58
59
60
60
61
61
64
65

66
66
66
69
71

73
73
74
74
75
75
76
77
78
79
79
79
80
80
82
82
82
83
84
85
85



Creating a Variable

Associating Dictionaries with a Variable
Specifying Help Text for Forms and Fields

Help Text and Mock eCRFs
Hands-On Exercise

9 Creating Folders
About Folders
Folders and the Visit Form Matrix
Naming Conventions for Folders
Naming Conventions for Folder OIDs
Copying Folders from the Global Library Volume
Copying Folders from Another Study

Hands-On Exercise

10 Creating Matrices
About Matrices
Standard Matrices
Matrices and the Visit Form Matrix
Copying Matrices from the Global Library Volume
Modifying a Matrix
Creating a Matrix (Unscheduled Visit)
Hands-On Exercise

11 Testing Your Progress

Publishing a Version from a Draft
Naming Conventions for Versions
Publishing a Version

Pushing a Version to a Study

Reviewing Your Results

Making Subsequent Changes

Hands-On Exercise

12 Defining Restrictions
About Restrictions

Restrictions and User Roles in Rave

Restrictions and the View & Entry Restrictions Document

Implications of Restricted Forms and Fields

86
87
88
88
88

91
91
92
93
93
93
94

95

96
96
96
97
98
98
100
101

103
103
103
104
106
108
109
110

111
111
111
112
112



Configuring View and Entry Restrictions for a Form
Configuring SDV, Manual Reviews, and Default Values
Requires Verification
Manual Review
Default Values
Testing Restrictions

Hands-On Exercise

13 Defining Field Edit Checks
About Edit Checks
Field Edit Checks and SLACs
Configuring Field Edit Checks
Hands-On Exercise

14 Working with Edit Checks and Custom Functions
Working with Edit Checks
Roche Naming Conventions for Edit Checks
Check Steps and Check Actions
Available Check Actions
Edit Checks and SLACS
Copying Edit Checks from the Global Library Volume
Create an Edit Check
Testing Edit Checks
Using Custom Functions
About Custom Functions
Types of Custom Functions

Sample Custom Function Code in the Custom Function Module

Hands-On Exercise

15 Finishing Touches

Copying to the P2 Project for Your Study

Making Changes Late in the Development Cycle
Making Revisions Prior to Pushing to Production
Making Amendments After Pushing to Production

Hands-On Exercise

Conclusion to Section 2
Training Review

Where to Go From Here

113
114
116
116
116
117
118

119
119
120
120
122

123
123
123
125
126
127
128
128
133
134
134
134
135
136

139
139
140
140
141
141
142
142
142



Course Evaluation Form 142
O Glossary 143
0O Index 151

V| l l CONTENTS Rave Architect Lite



CLASS PREPARATION

Before the First Day of the Class
At least 72 hours before class, contact the EDC Help Desk to:

[J Ensure that the Arch Lite training environment has been refreshed since the last
training session, or that enough unused student studies are available to use for the
class. Refreshes occur monthly, on the first weekend of every month.

[J Reserve a training facility with:

U Instructor’s computer that is connected to an overhead projector

U Internet access from all attendees’ computers
[J Identify the block of Rave training user account to use for your training location.
[J Obrtain a sufficient number of copies of the following documents:

[T Arch Lite Instructor’s Guide

[J Arch Lite Participant Guide

[ Mock eCRFs / eCRF Help Text / Source Document Verify (SDV)

[J Obtain electronic copies of the following documents and load them on the
student computers for use during class:

O Study Configuration Document (SCD)
U Visit Form Matrix, including View & Entry (V&E) Restrictions
0 Study Logic and Check Specifications (SLACS)

Immediately After the Refresh

[ Confirm that you can view the Rave login screen by entering the training URL
(https ://rochetrn563.mdsol .com) into the browser address window.

[ Verify that you can log into Rave using the instructor’s user account
(casaal_1). This account gives you Lead CASA permissions to the instructor
demo study (DEMO2010_D) and to each of the site-specific leader studies.

[ Confirm that you can log into Rave with each of the user accounts that will be
used during the training. After logging in, make sure that each user account has
access to the correct studies and sites. Refer to the Training Accounts for PTIM
spreadsheet that shows which user accounts are linked to which projects in the
training environment. Each training site has 11 studies. The training site is
encoded into the study name (for example, NUT2025_D or WEL2049_D).
Each study has one user account assigned to it (for example, SSF2013_D is
assigned the user account casaal_13). Determines the set of user accounts to
use for the class, and then verify each one.

Delivery Time for the Class

The Rave Architect Lite training typically
requires 1.5 days to deliver in a
classroom setting. Although the material
is split into two main sections, the first
day typically ends after completing the
first two lessons in the second section
(through Lesson 7).

Site-specific Leader Studies

Each site has one leader study, which use
the naming pattern xxx2001_D, where
represents xxxthe site abbreviation
(such as BAS2001_D) for Basel).

User Accounts for the Class

Login user names, passwords, and
associated studies for the training
environment are defined in the Training
Accounts for PTIM spreadsheet.



On the Day of the Class

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

[J Dry erase agenda poster and pen

[J Participant name placards

[J Training Evaluation Forms

For each attendee:

[J From the instructor’s machine and each learner’s machine:

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

(https://rochetrn563.mdsol.com) into the browser address window.

[ Confirm that you can log into Rave with each of the user accounts that the
attendee will be using during the training.

[J Confirm that you can access the survey:

http://www.surveymonkey.com/s/B8Q3X 5K
U Copy the electronic handouts onto a local drive on each machine.

[J Assign a unique training user number to each participant. Write the number on
their placard. This number correlates with the user accounts that each attendee
will use to log into Rave and launch the Architect module.

[ Distribute the printed handouts—/Participant Guide and mock eCRFs.



INTRODUCTION

In this section of the training, you get introduced to the study building process for Roche-
sponsored EDC clinical trials, Medidata Rave’s Architect module, and the terminology
used to describe the system build process and Architect functionality.

Lessons in this section include:

U Introduction to this Course (see page 2)

00 Key Study Design and Build Concepts (see page 6

U Getting Started with Architect (see page 8)

U Exploring Items in a Draft (see page 22)

O Exploring Fields on a Form (see page 39)

All participants are required to complete Section 1 of this training. Completion of

Section 2, “Building Studies” on page 55, is required for certain roles (for example, Study
Data Managers, Data Acquisition Specialists, and Data Modeling Specialists), but optional

for others.

>>>>>>



Approximate Times for Section 1
About this Course (10 minutes)

Lesson 1, Introduction to this Course
(5 minutes)

Lesson 2, Key Rave Architect Concepts
(5 minutes)

Lesson 3, Getting Started with Architect
(20 minutes)

Lesson 4, Exploring Items in a Draft
(30 minutes)

Lesson 5, Exploring Fields on a Form
(30 minutes)

LESSON 1
INTRODUCTION TO THIS
COURSE

This lesson introduces the Rave Architect module. It covers the following topics:

[J About the Rave Architect Module (see page 2)

[J Audiences for this Training (see page 4)

[ What You Will Learn in the Architect Lite Training (see page 4)
[J Training Prerequisites (see page 4)

[J Sample Project Used in this Training (see page 5)

About the Rave Architect Module

Medidata Rave is the software that Roche uses in electronic data capture (EDC)
studies to capture, manage, and report on clinical research data. The following figure
shows the various modules (tools) in Medidata Rave:

Site Admin Reporter
User Admin EDC Report Admin
Lab Admin PDF
Generator
Query
Management

The Architect module (hereinafter referred to as Architect) is the tool that Clinical
Programmers at Roche use to create the EDC studies used in Roche-sponsored

clinical trials.

Rave Architect Lite



Architect provides Clinical Programmers with a comprehensive, full-featured
development environment in which to:

[J build electronic case report forms (eCRFs)

[J design all the elements on an eCRF, including fields, variables, data entry
controls, labels, lists, help text, SAS labels, and so on

[J write data logic for eCRF data, including data entry checks and edit checks that

can trigger queries, stickies, and other actions

construct visit folders and matrixes

specify role-based access to ¢CRFs and data using view and entry restrictions
configure eCRFs for Source Document Verification (SDV) and sign-off

write custom code for specialized operations

o 0O 0o o O

copy standard elements from the Global Library Volume (Global Volume
Integrated, or GVI)

[J create and manage separate development, testing, production, and training

environments

[ iteratively improve a study design by generating drafts, versions, and studies to test
and refine

For each Roche-sponsored clinical trial that uses EDC, Clinical Programmers create
two projects in Architect (one for development and one for production), copy in the
standard elements they need from the Global Library Volume, and then configure
the study according to the requirements of the study specifications associated with

the study protocol. The end result is a Rave study that study participants can access in
the Rave EDC Module.

Note: At Roche, a group of report developers—not Clinical Programmers—
use the Rave Reporter module to build reports. Report development is
outside the scope of this training.

Writing Effective Study Specifications

Clinical programmers (CPs) rely on study
specifications that are well written,
precise, and thorough. By having hands-
on experience with Architect in this
course, you will better understand the
necessity of properly-prepared study
specifications.



SDMs Must Complete Section 2

Prior to leading a team in the design of an
EDC system, SDMs will be required to
complete the entire course.

Audiences for this Training
This training is designed to meet the learning needs of two main audience groups:
[J Study Data Managers (SDMs) are the primary audience for this training.

[ Additional Clinical Data Management personnel—such as Data Acquisition
Specialists (DAS) and Data Modeling Specialists (DMS)—will benefit from
learning about the terminology, processes, and tools used to build EDC studies at
Roche.

What You Will Learn in the Architect Lite
Training

This training consists of two main sections:

[] Section 1, “Introduction” on page 1, provides a general introduction to the EDC

study build process for Roche-sponsored clinical trials, Architect, and the
terminology used to describe the system build process and Architect functionality.
All participants are required to complete this section.

[J Section 2, “Building Studies” on page 55, provides in-depth, hands-on experience
with using Architect to build a study. Only certain participants (such as SDMs)

are required to complete this section.

During the course, you will also learn—where relevant—about Roche standards,
naming conventions, Clinical Programmer best practices, design considerations, and
lessons learned. The purpose is to provide information that can be used to produce
better study specifications for Roche-sponsored clinical trials that use EDC.

Training Prerequisites

Before taking this training, participants must have completed the following trainings:
U Intro to EDC

[J EDC Business Process Training (online)

[ EDC Study Specification course (online)



Sample Project Used in this Training

This training uses a sample project that was created using the exercises in Section 2.

It consists of the following folders and eCRFs:

Visit Date

Physical
Measura-
mants

Vital Signs 1

Physical

Chemistry
Local

Visit Date

Physical
M

Vital Signs
Log

\ital Signs 1

Ongoing

Chemistry
Local

Vigit Date

menis

Vital Signs
Log

igit Date

Vital Signs
Log

Ongoing
Physical
Exam

Site
Training Site
¥
Subject
Identification
v ' ' v .

Screening Day 1 Week 2 and Unscheduled Concomitant

Week 3 Medications

Concamitant
Medications
Assessment

Concomitant

© Genentech, Inc.
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Handouts

At the beginning of this training, you will
receive handouts of these study
specifications.

Leader Note

Have participants open all of the
electronic handouts on their desktops.

KEY STUDY DESIGN AND
BuilLD CONCEPTS

This lesson briefly describes EDC study design and build concepts for Roche-

sponsored clinical trials. It covers the following topics:

[J Study Build Process (see page 6)

[0 Clinical Programmer Responsibilities (see page 6)
[ Study Specifications for Building Studies (see page 6)

[0 Relationships Between Study Specifications and Finished Studies in the Rave
EDC Module (see page 7)

Study Build Process

This section briefly describes the EDC study design for Roche-sponsored clinical
trials. For detailed information about the overall process, refer to the Study Start-Up
RACI and the EDC Business Process Flows, which can be found at:

http://shareweb.bas.roche.com/shareweb/
Tivelink?func=11&objId=60431418&0objAction=browse&fromExpand=TRUE

Clinical Programmer Responsibilities

Clinical Programmer responsibilities include:

[J Provide technical support for Clinical Data Management in clinical database
development and edit check programming

[J Serve as a study configuration expert to Clinical Data Management and
implement the study configuration in Rave, including study creating and

customization, data extraction and transformation, and reporting

Study Specifications for Building Studies
Clinical Programmers rely on the following study specifications to guide their efforts:
[ Mock eCRFs / e¢CRF Help Text / Source Document Verify (SDV) (printed)

[J Study Configuration Document (SCD) (electronic)

U View & Entry (V&E) Restrictions (electronic)

[J Study Logic and Check Specifications (SLACS), which include the Visit Form
Matrix (electronic)

These specifications are written in support of the study protocol.



Relationships Between Study Specifications

and Finished Studies in the Rave EDC

Module

The following elements in an implemented EDC system are based on the associated

study specification documents at Roche:

This Rave Element....
Forms

Edit Checks

Folders

Custom Functions

Patient calendar
Primary matrix

V&E Restrictions
Automated Sticky Notes

Comments on Audit Trail screen
(for Labs only)

TMS integration

Analyte

...Is Based on This Study Specification
Mock eCRFs

SLACS

Visit Form Matrix

SLACS and Custom Functions Specification Docu-

ment

Visit calendar in Study Configuration Document
Visit Form Matrix

View and Entry Restrictions

SLACS

SLACS

Study Configuration Document and Integration

Custom Functions Specification

Mock eCRFs, Study-specific matrices, and Visit

Form Matrix

Clinical Programmer Perspective

If you understand what a Clinical
Programmer sees in Architect:

[0 You will understand more about why
and how the study specifications are
written

O You will be able to more effectively
develop study specifications for your
study



Leader Note

This document provides a lot of detailed
technical information about using Rave
(navigation, field descriptions, etc.).

The intent is to provide this information
in the book for those who are
interested—not to overwhelm
participants with technical details.

Class time should focus instead on the
overall purpose of the course, which is to
help participants write more effective
study specifications based on their
experiences with trying to use the study
specifications to build a study in Rave.

It is up to the instructor to decide which
technical details to convey as applicable
and relevant to this overall training goal.

LESSON 3

GETTING STARTED WITH

ARCHITECT

This lesson shows you how to launch and navigate Architect. It covers the following

topics:

[ Launching Architect (see page 8)

[ Architect Main Screen (see page 10)
[ Projects, Environments, and Global Library Volumes (see page 11)

[J Navigating Architect (see page 14)

[0 Exploring the Sample Project (see page 15)

[ Studies (see page 20)
[ Hands-On Exercise (see page 21)

Launching Architect

To access Architect, you must first log into Rave using your Rave user account.

Log into Rave

1. Inyour browser, open the following URL:

https://rochetrn563. ndsol . com

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

Help 03)

Activate New Account
Forgot Password?

Passwords are case sensitive.
(Example: "AAA" is not the same as "aaa")

For technical support please contact the Roche-Genentech EDC Help Desk:
Telephone: +1-8858-489-9384 (Toll Free for US only, other International Toll Free
Mumbers can be found at : http://tollfree.mdsol.com

Note: For international Toll Free numbers Please dial GNE (4-6-3) at the prompt for
Roche-Genentech Dedicated Support.

Email: helpdesk@mdsol.com

Medidata Rave® 5.6.3.86

Copyright ©1999-2009, Medidata Solutions, Inc.

Patents Pending

[ medidata

& Rave:

omer Support Information

Rave Architect Lite



3. Enter the following information exactly as instructed (login is case sensitive):

Field Description

User Name Login name with sufficient permissions to access Architect.

Assigned by your instructor. Example: casaal_#

Password Login password. Example: password3

4. Click Enter to submit your entries.
Rave validates your user name and password and, if valid, displays the Rave opening page.

Messages [ My Profile Help 4 Hamne fay Logout _rl
User: CASAAL_1 Training

ArChIteCt Installed Madules . There have been no failed logins
MOdUIe A Architact Welcorme, CASAAL 1 Training 10 Mov 2010 Password Expires 69302 Days
Reporter
T POF Generator Study ’
? Query Hide Aux Studies
Management Studies
(& APCZ001_D (DEV)
() BAS2001_D (DEW)
() DEMOZ000g_D (DEY)
() NUT2001_D (DEV)
(& SSF2001_D (DEV)
(@ TCE2001_0 (DEY)
(& WELZ001_D (DEV)
Fage 1 <4<Page 1 0f 1555
lcon Key
Messages
Mo Megsages
medidata Click Here for Custorer Support Information
BB Rave:

Launch the Architect Module

1. In the Installed Modules box in the sidebar of the Rave Home page, click Architect.

Installed Modules

A Architect ——— Click to launch
the Architect module
Reporter
'@ PDF Generator
7 Query
Management

Rave launches the Architect module.

Note: The modules listed in the sidebar depend on the type of User Group you have been
assigned to. Common User Groups are: User, Developer, and Admin.

Access to Architect

Clinical Programmers are given access to
Rave Architect through their Rave user
accounts. In this training, you log into
Rave with a training account that has
access to the Rave Architect module.

Look for the Architect Module

The Architect Module appears in the
Installed Modules box.

Hands-On Demonstration

During the leader’s demonstration, follow
along on your computer and complete
each step.



Access to Projects

In this class, you have view-only access
to the DEM02010_D project and read-
write access (Lead CASA) to the study
assigned to you.

1 0 LESSON

Architect Main Screen

Sidebar
|

Projects

Global Library Volumes
\

hgche

Messages 5 My Profile He\p % Home fil Logout a
User: CASAAL_1 Training

ATEIEE Add New Project: Active Global Library Volumes
% Get Draf | $3 Add Project  Global Standard V1 19JUN08
Template

& Upload Draft

Active Projects

Global Standard V2

& Amendment APC2001_D Global Volume Integrated (GVI) V1
Manager BAS2001_D
Scheduler DEMOQZ2000g D
DEMO2010_D
Global Standard
NUT2001_D
SSF2001_D
TCS2001_D
WEL2001_D
T medidata Glick Here for Gustomer Support Information
= Rave- Copyright ©1999-2008, M

The main Architect screen has the following key areas:

Area
Sidebar

Projects

Active Global Library

Volumes

Description

Available tasks to execute and components to work with in the

current context.

List of active projects to which you have access (see “Projects”
on page 11), along with the Add Project box.

List of active Global Library Volumes to which you have

access (see “Global Library Volume” on page 13). This
training course uses Global Volume Integrated (GVI).

Rave Architect Lite



Projects, Environments, and Global Library
Volumes

This section describes important concepts for using Architect—projects,
environments, URLs, and the Global Library Volumes.

Projects

In Architect, a project is the equivalent of a study. A project contains the drafts,
environments, subject search configurations, and copy source definitions. When
Clinical Programmers begin constructing a new EDC study for a Roche-sponsored
clinical trial, they begin by creating a new project in Architect.

P1and P2 Projects

For each EDC trial, Clinical Programmers create two projects in Architect:

P1 Project P2 Project
DEMO2010_D DEMO2010

Development Integration
Testing and

Production

Type Description

P1 Project Initial project. Used for all system development, including building and
amending eCRFs, developing edit checks, and so on. User acceptance

testing (UAT) is performed on the P1 project.
P1 projects use the following naming convention:
ProtocolNumber D

where ProtocolNumber is the protocol number associated with the

study, such as DEMO2010_D.

P2 Project Used for integration installation testing (also called P2 testing). Created
just before the project is ready to be deployed in production and used

by study sites to enter clinical data. This is the production project.
P2 projects use the following naming convention:
ProtocolNumber

where ProtocolNumber is the protocol number associated with the

study, such as DEM32010.

EDC Study

In this training, the term £DC studyrefers
to a study-specific implementation of the
Rave EDC module for a Roche-sponsored
clinical trial.



Clinical Views

e two projects are neede 0 satis ocC C,S requirements fOI' C[i?’lifd[ views. In
The t t ded to satisfy Roch q

Rave, clinical views contain replicated copies of production data and are used to

support Roche standard reports, ad hoc reporting (using JReview), and for exporting

(for SAS integration). Both P1 and P2 projects are created on the Roche production

URL.

Environments

In Architect, an environment is a partitioned instance in the database for a particular

purpose. The name of the environment describes the context in which it is used. For

example, Clinical Programmers construct a study using Architect in the DEV

environment, and site users access the study’s EDC module in the PROD

environment. Roche policies determine the environments that can be used for P1 and

P2 projects. Roche uses the following naming conventions for Rave environments:

Environment

DEV

TEST

TRAIN

PROD

Description

Development environment in which Clinical Programmers create and
configure EDC studies. Data in this environment is sample data for
development purposes only. Other environments are copied from

DEV. P1 (but not P2) projects are deployed in the DEV environment.

Test environment in which SDMs and their project teams conduct
online eCRF reviews and formal user acceptance testing (UATSs) of
EDC studies. Data in this environment is sample data for test purposes

only. P1 and P2 projects are deployed in the TEST environment.

Training environment for system users. Data in this environment is
sample data for training purposes only. P1 (but not P2) projects are
deployed in the TRAIN environment.

Production environment in which the Rave EDC study is deployed live
and accessed by system users. Each project has a PROD environment
by default. Data collected in this environment is real clinical data gath-
ered from actual study participants and is submitted to the FDA.
Testing is never conducted in the PROD environment. P2 (but not P1)
projects are deployed in the PROD environment. This default environ-

ment is inactivated in P1.



Rave URLs Used at Roche

Environments exist within a Medidata Rave URL. The following figure shows the
URLs used at Roche to access Rave.

Study Study Study
Projects Projects Projects
L L o
P1 P2 P1 P2 P1 P2

PROD PROD PROD
TEST TEST TEST TEST TEST TEST
TRAIN DEV TRAIN DEV TRAIN DEV
DEV DEV DEV

v

URL Maintenance

v

URL Production

v

URL Training

Other URLs:

DEV — Product evaluation, discovery
and pre-validation activities,
PD Informatics

TEST - PD Informatics
Sandbox — Play Area

|:| Note: The Maintenance URL is used by PD Informatics for core and study-
specific system testing and troubleshooting, as well as for Study Migration
testing.

Global Library Volume

Roche has developed an extensive collection of standard EDC study components in
the Global Library Volume (currently Global Volume Integrated (GVI) in Architect).
These standard components are associated with the standard elements of the three
specification documents, the Mock eCRF, the SCD, and the SLACS. Rather than
build entire studies from scratch, Clinical Programmers can quickly assemble studies
using pre-built components copied from the Global Library Volume—standard
forms, dictionaries, folders, matrices, edit checks, derivations, custom functions, and
lab variable mappings.

Rave URLs for PD and gRED

The Roche Group owns multiple Rave
URLs. This training applies to the PD and
gRED development process only.

The pRED organization within Roche
uses a different Rave installation with
different URLs (and is not covered in this
class).

For the PD and gRED parts of the Roche
organization, Roche has separate URLs.
Each URL hosts multiple studies. Each
study includes two projects (P1and P2).
Projects are deployed in different
environments.

To avoid confusion due to naming
similarities, it’s important to be precise
when referring to Rave URLs and
environments. For example, be sure to
clearly distinguish between:

[0 the TEST URL and a TEST
environment

[0 the DEV URL and a DEV environment

[0 the Production URL and a PROD
environment

[0 the Training URL and a TRAIN
environment

Form Source in the Mock eCRFs

In the mock eCRFs, the Form Source
indicates the origin of a given eCRF—
Global Volume, another study, or new
(built from scratch).



Navigating Architect

Navigating the Architect module is very much like navigating the Rave EDC
module. Here are a few reminders:

[] 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. If you use any of the browser buttons, Rave will prompt you to re-

enter your password before you can resume using Rave.

[ If you are logged into Rave but remain idle (no mouse clicks or keystrokes) for a
period of time (45 minutes or more), 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. 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.

[J The sidebar provides easy navigation to tasks or components that are relevant in
the current context. For example, on the Draft page, the sidebar shows the types
of items in the current draft.

Draft Items:
& Forms
3 Folders
@ Dictionaries
Unit Dictionaries
27 Matrices
[& Edit Checks
§ Custom Functions
fio Derivations
@ Restrictions
L Lab Settings

On the Draft page, to work with forms, you simply click the Forms item in the
sidebar.



Exploring the Sample Project

This section takes you through a sample project that is the result of completing all of
the exercises in Section 2, Building Studies.

Viewing a Project

As described in “Projects” on page 11, a project in Architect is the top-level container
that includes all of the Architect components associated with a Roche-sponsored

clinical trial. For detailed information, see “Working with Projects” on page 56.

Select a project

< On the Architect main page, scroll the Projects list and click the name of a project (such as
the demo project for this course, DEM02010_D).

Architect displays the Project page for the selected project.

Project Items

Project Settings ~ Drafts Versions

Messages 5 My Profile B Help 9 Home &) Logout B}
User: CASAAL_1 Training

Project ltems Project Settings
B3 Define Co i
Sources Py Name Active :ﬂ:;ﬁﬁ‘ Description
i Studies DEMO2010_D v (D Study
Environment
o & Edit
Q
=) gg:%e;‘ Fields CRFDrafts: CRF Versions:
&5 Amendment Original-R1 DEV_R1_009_010CT10_DSS (514) &L Push
Manager 5 Add New Draft | DEV_R1_008_010CT10_DSS (613) &4 Push
( r
B EEIFVETS‘W Site DEV_R1_007_010CT10_CPS (612) Ih Push x
DEV_R1_006_29SEP10_CPS (607) L Push
DEV_R1_005_26AUG10_DSS (565) &L Push
DEV_R1_004_26AUG10_DSS (563) 44 Push
DEV_R1_003_26AUG10_DSS (561) &L Push
DEV_R1_002_26AUG10_DSS (560) 44 Push
DEV_R1_001_25AUG10_DSS (558) &L Push
medidata Click Here for Customer Support Information Medidata Raw
@ Rave- Copyight 1908:2009, Medidas

The Project page includes the following components.

Component  Description

Project Items Tasks that you can execute from the Project page.
Project Settings ~ Configurable settings for this project.

CREF Drafts List of drafts in this project.

CRF Versions  List of versions in this project.

View Access to DEM02010_D

You have view access to this study.

The instructor has Lead CASA access to
this study, which allows them to make
changes to the study. The instructor sees
an Edit () icon on Architect pages, but
you do not.



Project Components

In Architect, a project contains different levels that represent different stages of study
development:

Project

Draft

Y

Version

Y

h 4

Study

Component  Description

Draft Collection of items that Clinical Programmers edit while constructing a

study. A single project can contain multiple drafts.

Version Read-only snapshot of a draft. A single draft can generate multiple
versions.
Study Electronic casebook that users can access and navigate in the

Rave EDC module. A version can be pushed multiple studies.



Viewing a Draft

In Architect, a draft is the form of the project that Clinical Programmers can view
and edit. It contains all the elements of a study that a Clinical Programmer can
develop—eCRFs, fields and variables, folders, data validations, and so on. Clinical
Programmers devote a lot of time to working on drafts of a project. A project can
contain multiple drafts. For detailed information, see “Working with Drafts” on

page 60.

Select a draft

< On the Project page, scroll the CRF Drafts list and click the name of the draft (such as
Original-R1).
Architect displays the Draft page for the selected draft.

Draft Items

CRF Draft Settings  Draft tem Summary Publish (Versions)

Messages 5 My Profile B Help 9 Home &) Logout B}
User: CASAAL_1 Training

a1 | A Architect]| ( JDEMO2010_D| (7, 0riginal 1

Draft ltems: CRF Draft Settings Publish
[ Forms Draft Name Qriginal-R1 CRF Version
Folders Library Icon () Stud
a M 3 v Publish ta CRF Version
i\ Dictionaries Confirmation
essage Xistin ersions erwrite
Unit Dictionaries L Existing Versi Ovi i
¥ Matrices Signature | have reviewed the case report forms and find DEV_R1_009_010CT10_DSS (614) Overwrite
E{g Edit Check Prompt the data to be complete and accurate. DEV_R1_008_010CT10_DSS (613) Qverwrite
it Checks Brimary Form | Subject Identiication DEV_R1_007_010CT10_CPS (612) Overwrite
# Custom Functions Default Matrix Prima DEV_R1_006_29SEP10_CPS (607) Qvenawrite
Ji Derivations v DEV_R1_005_26AUG10_DSS (565) Overwrite
@ Restrictions @ Edit]| pEV_R1_004_26AUG10_DSS (563) Overwiite
DEV_R1_003_26AUG10_DSS (561) Overwiite
& Lab Settings Draft Summary / Download DEV_R1_002_26AUG10_DSS (560) Overwite
= i DEV_R1_001_25AUG10_DSS (558 Qverwrite
G\l.)bal Library Wizards ltem Count Updated gu[::\:]ndl\l:al: == = (558)
# Capy to Draft Forms 12 02 Oct 2010
# Propese Objects Fislds 101 12 Nov 2010
Variables 110 27 Aug 2010
Folders 6 26 Aug 2010
Edit Checks 115 05 Oct 2010
Valid Checks 115
Invalid Checks 0
Derivations 4 27 Aug 2010
Data Dictionaries 15 25 Aug 2010
Unit Dictionaries 0
Matrices 2 25 Aug 2010
Lab Variable
Mappings 0
Custom Functions 10 26 Aug 2010
[#] Protect Worksheets
[JExclude Validations
ﬂDuwnlaad
Upload Trail
ID User Action Date Restore Backup File
Daniel 26 Aug 2010
U osana  Mer9® 554199 G & 4 v
medidata Click Here for Customer Support Informatian Medidats Reve® &
@B Rave: T p—

Draft Names

The different drafts (Original R1,

Original R1.1, etc.) represent
development work done between each
go-live event. Unless issues are identified
during P2 testing, drafts will have whole
numbers associated with them. Decimals
are applied if an issue is identified during
P2 testing that requires the P2 draft to be
copied back to P1 for further
development. Each time this happens,
the decimal is increased by one.



Lab Settings

Activities for configuring Lab Settings are
handled by lab administrators. Lab
settings are outside the scope of this
training course.

The Draft page includes the following components.

Component  Description

Draft Items Types of items in this draft. Click an item to see a list of items of that

particular type. For example, click Forms to see the forms in this draft.

CREF Draft Configurable settings for this draft—Draft Name, Library Icon, Confir-

Settings mation Message, Signature Prompt, Primary Form, and Default Matrix
(see “Editing Settings for a Draft” on page 64).

Draft Item Count of the various items in this draft, along with the last update date.

Summary

Publish List of existing versions and the ability to publish a new version.

(Versions)

Global Library ~ Wizards that allow you to copy items from the Global Library Volume
Wizards or from other studies. In Section 2 of this training, you will use the

Copy to Draft wizard to copy items into your draft.

Upload Trail Related to the use of the Architect Loader tool. Out of scope for this

class.

Types of Items in a Draft

The Draft Items list includes the following types of items in a draft.

Draft tems:

[l Forms

5 Folders

@ Dictionaries

Unit Dictionaries
27 Matrices

[& Edit Checks

§ Custom Functions
Jio Derivations

@ Restrictions

L& Lab Settings

You will learn more about these types of items in “Exploring Items in a Draft” on
page 22.




Viewing a Version

In Architect, a version is a saved snapshot of a draft, including all of the study
elements that were configured in the draft at the time the version was created.
Versions are used to see how the study elements created in Architect will be displayed
to users in the EDC module.

To create a new version, a Clinical Programmer publishes a draft to the new version.
Once created, a version cannot be viewed or edited—it is an intermediate form in
Architect that a draft takes en route to becoming a study. Multiple versions can be
associated with a single draft. For detailed information, see “Publishing a Version

from a Draft” on page 103.

View a version

< On the Project page (not the Draft page), scroll the CRF Versions list and click the version
that you want to view.

Architect displays the Version page for the selected version.

Version Items

CRF Version Settings Version Item Summary

Messages 53 My Profile B Help % Home 4 Logout [y
User: CASAAL_1 Training

@ | A4 Architect | (IDEMO200 D (DEV_R1_009_010CTH0_DSS

ersion ltems CRF Version Settings

[ Forms Version Name DEV_R1_0§8_010CT10_DSS

5 Folders Library lcon () Study

wo Conf

[ Unit Dictionaries Message

¥ Matrices Signature | have régviewed the case report farms and find
) Prompt the daffa to be complete and accurate.

[& Edit Checks

%D . Primary Form  Subjgtt Identification
= Defvations Default Matrix ~ Primjary

# Custom Functions

Lock CRF

@ Restrictions Version

& Lab Settings & Edit
Version [tem Summary

Include in

Item Count Updated Download
Forms 12 02 Oct 2010
Fields 101 02 Oct 2010
Variables 110 02 Oct 2010
Folders 6 02 Oct 2010
Edit Checks 183 02 Oct 2010

Valid Checks 183
Invalid Checks 0

Derivations 4 02 Oct 2010
Data Dictionaries 15 02 Oct 2010
Unit Dictionaries 0
Matrices 2 02 Oct 2010
.
Custom Functions 10 02 Oct 2010

[¥]Protect Worksheets
[JExclude Validations

&Download

Click Hese for Customer Support Informaticn

Bie

Publish .
Draft » Version

Ongoing Changes to Drafts

Changes made to the draft after a version
has been published will not be reflected
in that version. To see the latest changes,
a new version must be published, then
pushed to a study.

Version and Draft Similarities

Notice that the Version and Draft pages
are very similar.



The Versions page includes the following components.

Component  Description

Version Items ~ Types of items in this version. Click an item to see a list of items of that

type. For example, click Forms to see the forms in this version.

CRF Version Configurable settings for this version.

Settings

Version Item Count of the various items in this version, along with the last update
Summary date.

In the EDC module, the version number appears on each form.

£ Dev Test Sitel.&m IﬁDay 1 [ [ wisit Date_

[Q | pEmozoto b

Subject: 101 B
Pape: Visit Date - Day 1 ER
Version Number Visit Date OxH
Mot Dane Ox &
Age @ w R
EI;Ln{faeels?orsesrgi-DQag\:g\;vnErEtEd: éiogdlé%xﬂ 145:58:59 Greenwich Standard Time

ort Information

Studies

In Architect, a study is the electronic casebook that users can access and navigate in

Push the Rave EDC module. The eCRF data entry screens display the version on which
Version »  Study

the study was based. To create a new study that can be used in the Rave EDC

module, a Clinical Programmer pushes a version to a particular environment. Once a



study is available in that environment, authorized users can access the study and enter
data.

How These Study Components Are Related

The following figure shows how these various study components are related.

Project
DEMO2010_D

e Y T

Draft Draft Draft
Original-R1 Original-R1.1 Original-R1.n...
<
5 ‘\H -\---\-_'-\-_
Publish &“"-x___ ~——_
~. T
Y S —
D;e;ii%g Version Version
_R1_001_ DEV_R1_002_ TEST_R1_003
01AUG10_EDC 18AUG10_EDC 20AUG10_EDC
" Push / |
el 4

DEV Environment TEST Environment

Study Study

XXXXX XXXXX

Hands-On Exercise

1. Launch Architect.
2. Open the DEM02010_D project.
3. Open the Original-R1 draft.

Question. Which form is the Primary Form (used to add subjects to the study) for this draft?
Please circle one.

O IVRS
[0 Subject Identification
0 Subject Enrollment

Instructions for Tasks in Exercises

Throughout this class, if you need
additional instructions to complete an
exercise, please refer to the preceding
material for the lesson in the Participant
Guide.

Answer

Subject Identification



Leader Note—Study Specifications

In this lesson, for each item, be sure to
refer back to the relevant study
specification.

EXPLORING ITEMS IN A DRAFT

This lesson shows you how to explore items in a draft. It covers the following topics:
Selecting Items to Explore (see page 22

Viewing Forms (see page 23)

Viewing Folders (see page 24)

Viewing Dictionaries (see page 26)

Viewing Matrices (see page 28)

Viewing Edit Checks (see page 30)

Viewing Custom Functions (see page 32)

Viewing Derivations (see page 33)

Viewing Restrictions (see page 36)

o 0o o o o o o o oo d

Hands-On Exercise (see page 38)

Selecting Items to Explore

On the Draft page, the Draft Items sidebar displays a list of item types in the selected
draft.

Draft tems:

[l Forms

5 Folders

B! Dictionaries

Unit Dictionaries
27 Matrices

[& Edit Checks

§ Custom Functions
Jio Derivations

@ Restrictions

L& Lab Settings

Explore items of a particular type
< On the Draft page, click the item type in the sidebar.

Architect displays the main page for that item type.

The rest of this lesson describes how to view item types used by Clinical

Programmers at Roche.



Viewing Forms

Electronic case report forms (eCRFs) are electronic representations of paper-based
Case Report Forms (CRFs). In Architect, eCRFs are simply called forms. At Roche,
forms are specified in the Mock eCRFs document, and commonly-used forms are

configured in the Global Library Volume. A form contains one or more fields—

places where data gets entered on an eCRF in the EDC module. For detailed

information, see “Building Forms” on page 73.

View forms

< On the Draft page, in the Draft ltems sidebar, click Forms.

Architect displays the Forms page for the selected draft.

Filter #~ Search
- Other Log Signature
Order Form Name olD Help Text #Fields Active Visit Direction Required Edit Fields
8 [ Subject PTID 3 v O O 2 ©
Identification
8 (A Visit Date VISIT 3 v O O &
4 A Demographics DEM 14 v O O @9 C
- [A Physical PHYMEAS1 7 v O Landscape [J @
Measurements
g (A Vital Signs 1 VTLS1 16 v O O @ C
+ (A Vital Signs Log ~ VTLS3 14 v O Portrait O @ C
8 A Chemistry Local 1 CHML1 Provide results o~ 10 ' O O @ C
g g) Concomitant MDA1 Concomitant medic.. 1 v O O 7 [
Medications
Assessment
g g) Concomitant MDA Concomitant medic... 18 v O Portrait O 7 [
Medications
8 ) Concomitant MD1C 1 ' O Partrait O @ C
Medications -
Coded
8 (A Physical Exam  PE1 Enter any finding.. 2 ' O O @ C
4 (A Ongaing Physical PE2 Enter any newor... 2 v O O 0 G
Exam
o Add Form

Click Hese for Customer Support Information Medidata Rave® Vers

Copyright ©1999-2009, Medidata Soluti

The Forms page displays a list of forms in the current draft, along with the following

information about each form:

Column

Form Name

OID

Help Text

# Fields

Description

Name of the form. Must comply with Roche naming conventions, as

described in Naming Conventions for Forms (see page 74). Specified at
the top of the page on the mock eCRFs.

Object Identifier (OID) of the form. Must comply with Roche naming

conventions. Specified as Form OID on the mock eCRFs.

Help text for the form. Specified as eCRF Help Text on the mock
eCRFs.

Total number of fields that this form contains (calculated).

Leader Note

Cover the following points:

[0 Form = what Architect calls electronic
case report forms (eCRFs)

[ Specified in the Mock eCRFs

[0 Standard forms that have been
validated via UAT are available in the
Global Library Volume

00 A form contains one or more fields—
places where data gets entered on an
eCRF in the EDC module

Standard Forms

Currently only standard forms are
configured in the Global Library Volume.
The items here have been validated via
UAT. There are other commonly-used
forms available from other studies, but
these do not have the pre-validated
designation.

Edit Icon

Whenever you see an Edit (&) icon on
an Architect page, it means that you can
edit the properties of a project
component. On the Forms page, for
example, you can edit the settings for a
form by clicking the Edit (&) icon on the
form row. In Section 1 of this course, you
do not see this icon because you have
view-only (VIEW-1) access to the
DEMO02010 study. Editing project
components is covered in Section 2.

Meaning of the Yellow Triangle

A yellow triangle to the left of the form
name indicates that the form has been
edited (updated).



Leader Note

Cover the following points:

O

Folder = mechanism for organizing
eCRFs into logical groups, such as by
subject visit

[0 Specified in the Visit Form Matrix

O Can contain eCRFs and other folders

[J Folders represent visits specified in

the study protocol.

Each visit has its own folder in Rave
that contains all the necessary forms
associated with that visit.

Unscheduled events that are not
associated with a particular visit—
such as Adverse Events—have their
own unique folders.

Column Description

Active Specifies whether this form is active (selected) or not.
Template Specifies whether this form is a template (selected) or not.
Other Visit Whether the form shows previous visit data (selected), or not.

Log Direction  For log forms, specifies whether it is a portrait log form or a landscape
log form. Specified as Layout on the mock eCRFs—Ileave unchecked for

a Single Form, or select mixed form, portrait log form, or landscape log

form.
Signature Specifies whether the form requires an electronic signature (selected) or
Required not. If required, then the PI must sign off on the form during study
close-out.
Fields Click the Expand button to see fields for this form.

In the EDC module, forms appear below their associated folder in the subject
sidebar.

7 Day 1

Yisit Date

Physical Measurements
[% “ital Signs 1

[ “ital Signs Log

[3] Chemistry Local 1

[1] Cngoing Physical Exam

|_|L

7 &7

View fields for a form

% In the Fields column on the Forms page, click the Expand () icon next to the form
containing the fields you want to view.

Viewing Folders

In Architect, a folder is a mechanism for organizing eCRFs into logical groups, such
as by subject visit. A folder can contain eCRFs and other folders.

At Roche, folders represent visits specified in the study protocol. Each visit has its
own folder in Rave that contains all the necessary forms associated with that visit.
Unscheduled events that are not associated with a particular visit—such as Adverse

Events—have their own unique folders. Study forms are defined in the Visit Form

Matrix. For detailed information, see “Creating Folders” on page 91.



View folders

< On the Draft page, in the Draft Items sidebar, click Folders.

Architect displays the Folders page for the selected draft.

I

Draft ltems

) Farms

3 Falders

@ Dictionaries

Unit Dictionaties
7 Matrices

[& Edit Checks

# Custom Functions
Jia Derivations

@ Restrictions

B iave

Messages My Profile He\p 4 Home fiy Logout }a
User: CASAAL_1 Training

i I AV Architect II “JDEMOZ010_D | L4 Original-R1 [ﬂ Folders

Name oI Parent Folder Access Start Target End Overdue Close Reusable Edit
2 (A Screening SCREMN - Mo Parent Folder 1] 1 O &
2 (A Day1 D1 Mo Parent Folder 1 7
T Week 2 WEEK2 Mo Parent Folder 14 7
B Week 3 WEEK3 Mo Parent Folder 21 7

Mo Parent Faolder

& () Concomitant Medications MD
% (3 Unscheduled
a2 Add Folder

Oooooaod
S O0008

UNSCH Mo Parent Folder

The Folders page displays a list of folders in the current draft, along with the

following information about each folder:

Component

Name

OID

Parent Folder

Access

Start

Target

End

Description

Name of the folder. Must comply with Roche naming conventions as

described in “Naming Conventions for Folders” on page 93.
Object Identifier (OID) of the folder.

Name of the parent folder, if applicable. Rarely used at Roche. Parent
folders allow a nested folder arrangement to be used in a study. In one
study where they were used, the parent folders were named Cycle 1,
Cycle 2, and so on, while the child folders were named Cyclel-Day1,
Cycle 1-Day 8, Cycle 2-Day 1, Cycle 2-Day 8, and so on, respectively.

Number of days that must elapse before the folder becomes available for

data entry. Not typically used at Roche.

Number of days before the Target during which data is expected to be
entered into this folder. Not typically used at Roche. Specified by the
Visit Calendar in the Study Configuration Document.

Target date, which projects when ideally each scheduled visit should
take place. Specified by the Visit Calendar in the Study Configuration

Document.

Acceptable end date for that visit, based on the number of days after the
Target. Not typically used at Roche. Specified by the Visit Calendar in
the Study Configuration Document.

Unscheduled Folders

The name comes from the fact that these
forms can cross multiple visits—not that
they were somehow visits that were not
previously scheduled. True unscheduled
visits are handled using Add Event.



Leader Note
Cover the following points:

[J Dictionary = set of values that are
associated with a single data point

O Also called data dictionary
[0 Specified in the Mock eCRFs

[0 Appear as drop-down list on a formin
the EDC Module

[0 Example: YES_NO dictionary contains
two entries (values):
YES and NO

[0 Associated with a field on a form.
Multiple fields on multiple forms can
be associated with a single dictionary

Mention other “dictionaries” not used at
Roche (see below).

Unit, Coding Dictionaries Not Used

Although yourll see references to these
features, they are not used at Roche.

O unit dictionaries—text labels are
used instead

[0 coding dictionaries—TMS
integration is used instead

Component  Description

Overdue Acceptable date by which the subject’s data should have been entered

into the system.
Close Not used at Roche.

Reusable Specifies whether the folder can be re-used (selected) or not, such as the
Unscheduled folder. Currently not used at Roche.

In the EDC module, the folders for a subject appear in the sidebar.

55 Mew Subject
3 Screening
£ Day 1

£ YWeek 2

£ YWeek 3

£ Concarmitant
Medications

Viewing Dictionaries

In Architect, a dictionary (also called a data dictionary) is a set of values that are
associated with a single data point. For example, the YES_NO_V1 dictionary
contains two values:

U YES
0 NO
Each value is called an enzry.

A dictionary is associated with a field on a form—such as the “Was physical exam
performed?” question on the Physical Exam form. Multiple fields on multiple forms
can be associated with a single dictionary. In the EDC module, when a user selects
that field, they can select among the values specified in the dictionary. For detailed
information, see “Working with Dictionaries” on page 82. Dictionaries are specified
in field descriptions in the mock eCRFs for a study.



View dictionaries
< On the Draft page, in the Draft Items sidebar, click Dictionaries.

Architect displays the Dictionaries page for the selected draft.

| @1 | v acchitect | JDEMO2010_D| 17y Orginal-R1 | @iDictionaries _

A

Number of

Hame Enitries Edit Entries
[ ASIAN_SPECIFY_V1 2 >
) DOSE_FORM_V1 16 & >
(3 DOSE_UNIT_ V1 13 ] G
) ETHHICITY_V1 4 & >
() FREQUENCY_V1 15 g >
() POSITION_VA 1 ]
) ROUTE WA 20 ] >
() SEX V1 2 o -
[ SITE_V4 3 g b
() TEMP_METHOD_V1 4 3 >
£ TIME_V1 2 ] G
(2 YES_NO 2 ] [
YES_MO_EXAMND 3 g >
£ YES_NO_W1 2 5
() YES NO w4 3 ] > |
| &9 Add Dictionary v

Click Hese for C « Support Information

Copyright ©1999 2009, Medidsats

The Dictionaries page displays a list of dictionaries in the current draft, along with
the following information about each dictionary:

Component  Description

Name Name of the dictionary. Must comply with Roche naming conventions,
as described in “Naming Conventions for Dictionaries and Entries” on
page 82.

Number of Calculated. The number of values currently defined for the dictionary.

Entries

Edit Button Edit the settings for the selected dictionary.

Entries Display entries for the selected dictionary. Entries are the list of values

associated with the dictionary.

In the EDC module, a dictionary displays a list of items to choose from.

Hispanic or Latino
Mot Hispanic or Latino
Mot reported
Unknown

View entries for a dictionary

< In the Entries column on the Dictionary page, click the Expand (5>) icon next to the
dictionary whose entries you want to view.



Leader Note
Cover the following points:

[0 Matrices define which forms belong
in which folders

[0 Specified in the Visit Form Matrix

[0 Primary Matrix - contains all the
folders and forms that are
automatically added when a new
subject is entered into Rave

[0 Other Matrices — added for specific
purposes—such as an Unscheduled
Visit

Primary and Unscheduled Matrices

[0 Primary matrix—Default matrix or
the one that shows up initially when
the subject is created.

[0 Unscheduled matrix—Can be any
other matrix used in the study that is
added dynamically (Add Event drop-
down in the Subject home page). The
Allow Add check box must be
selected.

Master Matrix in the SLACS
Spreadsheet

The Master Matrix tab in the SLACS
spreadsheet provides:

O alist of forms in the project
O the final eCRF Rave display order

[0 whether the form is a subject-level
form (a form exists outside of any of
the folders)

The purpose of the Master Matrix is to
provide a list of all the unique forms used
in the study and their ordinal order. It is
used during e-filing for a study as a way
to extract an annotated set of blank
CRFs, and also at the beginning of a
study, to provide the sites with a blank
set of CRFs for their reference. These CRF
sets are produced using the Rave PDF
Generator module.

Viewing Matrices

In Architect, a matrix defines which forms belong in which folders in a study.
A matrix implements the specifications in the Visit Form Matrix. For detailed

information, see “Creating Matrices” on page 96.

Every study has a primary matrix, which contains all the folders and forms that are
automatically added when a new subject is entered into Rave. You can also define
additional matrices for specific purposes—such as an unscheduled visit matrix—that
can be added to an existing subject. In the SLACs spreadsheet, these appear on the
Allow Add Matrices tab. It is common for multiple matrices to be in use in studies
with complex multi-arm or multi-treatment design options.

View matrices

< On the Draft page, in the Draft Items sidebar, click Matrices.

Architect displays the Matrices page for the selected draft.

I o I /v Architect I [::]DEMO2U1U_D I l]jOriginaI-FM [ 27 Matrices _

Name OID Allow Add Max  Edit Folder Forms
) Primary PRIMARY O 0 o >
g] Unscheduled UNSCH v 999 & >
&) Add Matrix

Click Here for Customer Support Information Medidata Raves

Copyright ®1999-2009, Medidata

The Matrices page displays a list of matrices in the current draft, along with the
following information about each matrix:

Component  Description

Name Name of the matrix. Must comply with Roche naming conventions.
For more information, see “Standard Matrices” on page 96.

OID Object Identifier (OID) for the matrix.

Allow Add Specifies whether the matrix can be added to a subject as an Add Event.

Max Maximum number of times that this matrix can be added.

Folder / Forms  Click the Expand icon to display the folders and forms associated with a

given matrix.



In the EDC module, at the start of the study, the Primary Matrix determines which
forms are associated with which folders in the subject sidebar. As the study

progresses, study-specific matrices can be used to conditionally add folders and forms
to the sidebar.

£ Day 1

[ “isit Date

[} Physical Measurements
[% “ital Signs 1

[ “ital Signs Log

[3 Chemistry Local 1

[1] Cngoing Physical Exam

View folders and forms for a matrix Study-specific Matrices

+ In the Folder Forms column on the Matrices page, click the Expand () icon next to the

Most studies also have study specific
matrix for which you want to view folders and forms.

matrices. More will be covered on this

Architect displays the Matrix page for the selected matrix. el St ol 2

a1 | A Architect | [ CJDEMO2010_D | U7 Original-R1 | ¥ Matrices | CT Primary
El [ l [ [ I

S Bemr I1:lay.r Week Week |Concomitant

Unscheduled

2 3 Medications

Subject Identification Subject Identification
Visit Date v v | ' Visit Date
Demographics Demographics
Physical Measurements Physical Measurements
Vital Signs 1 Vital Signs 1
Vital Signs Log Vital Signs Log
Chemistry Local 1 Chemistry Local 1
Concomitant Medications Concomitant Medications
Assessment Y Assessment
Concomitant Medications Concomitant Medications
Concomitant Medications - Concomitant Medications -
Coded Coded
Physical Exam Physical Exam
Ongoing Physical Exam Ongoing Physical Exam

Subject Screening Elay ‘;Veek ‘;VBEK E,g;?co;?i‘;igt Unscheduled

Click Here for Customer Support Information Medidata R

Copyright @19 09. Medidata

In the Matrix page, each row represents a form, each column represents a folder, and
a check mark (or other symbol) indicates that the form in that row appears under the
folder in that column.



Leader Note

Cover the following points:

[0 Edit checks catch entry errors or

aberrant data to help ensure that the
submitted data are valid (safety net)

Perform other actions - firing queries,
making forms appear, setting the
calendar, and other operations

Specified in the Study Logic and
Check Specifications (SLACS)

Leader Note

Cover the following points:

U
U

Edit Check = Condition + Action

Condition (if statement) =
One or more check steps

Action (then statement) =
One or more check actions to take
if the edit check condition is true

Viewing Edit Checks

In the EDC Module, edit checks catch data entry errors or aberrant data to help
ensure that the submitted data are valid. Users 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. For detailed information, see “Working with Edit

Checks and Custom Functions” on page 123.

Edit checks are defined in the Study Logic and Check Specifications (SLACS) for a
Roche-sponsored clinical trial.

In Architect, an edit check consists of two parts:
O a condition (if statement), and
O an associated action (then statement) to take if the condition is true

In an edit check, the condition consists of one or more check steps, and one or more
check actions can be taken if the edit check condition is true. The following example
uses Infix, the natural language notation that Architect uses to summarize the logic of
an edit check:

[J condition (check step): If PTID in Subject Identification IsNotEmpty then...

O action (check action): set the subject name using the data in PTID in Subject

Identification
In the SLAC::
[J The condition is specified in the Check Description column.

[J The check action is specified in the Check Action, Action Field, and Response
Box and Manual Close columns.



View edit checks Edit Checks

< On the Draft page, in the Draft Items sidebar, click Edit Checks. In addition to catching data entry errors

Architect displays the Edit Checks page for the selected draft. and aberrant data, edit checks have a
variety of other uses. For example:

i | /v Architect | [ JDEMOQ2010_D | (4 Original-R1 | [ Edit Checks i
O firing a query

) 0 making a form appear
Search 0

Forms | ... v Checks
setting the calendar based on the Visit

Filter | All " Date form in the Screening folder

Show Field Edit Check
- Show Field Edit Checks [ setting the Study Completion/Early

Search Results Discontinuation form to require a
Name & Byﬂgss During , . e Check Signature (Se‘t Form Requires
igration Steps Signature action)
EA W2 FORMS O v O ©
EA W3 FORMS O v G
(A GE_BPS_GREATER_BFD O v © G
GE_BPS_GREATER_BPD_UAT O v O ©
[ A GE_CHML1_SET FORM NAME O v o G
() GE_COLD GLUC_STICKY | v O G
() GE_MDBD_ON_BEFORE_MDED O v O G
() GE_MDBD_PARTIAL O v O G
() GE_NOTDN_BLAMK_MEAS BLANK PHYMEAS1 O v G
() GE_NOTDN_CHECKED_BPD_EXISTS a v O G
[ A GE_NOTDN_MEAS BOTH COMPLETED PHYMEAST O v O G
GE_PED_COMPLETE O v & G
GE_PEREC_NO_PED_EXIST O S O ©C
[ A GE_PEREC YES PED BLANK O v O G
GE_PEREC YES PED BLANK PE2 O v @ G
() GE_RACE_MAND O v o ©
[ A GE_SET DP AGEU O v O G
() GE_SET DP_MDTYP_MD1 | v o G
(A GE_SUBJECT_ID O v o G
() GE_VISD_NOTDN_BOTH_BLANK O v O ©

o Add Check
12

Click Here for Customer Support Information

The Edit Checks page displays a list of edit checks in the current draft.

In the EDC Module, an edit check flags data entry errors, as shown in the following
example (GE_BPS_GREATER_BPD):

Systolic blood pressure
? Systolic blood pressure is less than or equal
to the Diastolic blood pressure. Please New Data v |80 mmHg 2 7 Bl

review your entries.
Opened To Site from System (25 Oct 2010)



Edit Check Summary

The Summary describes what the check
steps and check actions do using Infix
(natural language) notation.

Leader Note

Cover the following points:

0

Custom function = Script written in
the C# programming language

Provides specialized functionality
that is unavailable elsewhere in
Architect

[0 Written by Clinical Programmers

[0 Specified in the study’s integration

Custom Function Design Document

Used when the logic available in an
edit check alone is insufficient to
perform a particular check

Never creates or changes clinical data
that is being entered and collected

Custom Functions at Roche

Custom functions at Roche never create
or change clinical data that is being
entered and collected.

View check steps and check actions for an edit check

% In the Check Steps column on the Edit Checks page, click the Expand (>) icon next to the
edit check for which you want to view check steps and check actions.

Architect displays the check steps for the selected edit check.
lLk | A+ Architeet | (2 DEMO2010_D | (7 riginal-r1 | [ Edit Checka[@GE_BPS_GREATER_EIPD_

<l Go Back
Quick Edit
If BPS IsLessThanOrEqualTo BPD And BPS IsNotEmpty And BPS IsMNotEmpty then... open a query to Site from System on Summary
BPS, displaying "Systolic blood pressure is less than or equal to the Diastolic blood pressure. Please review your entries.”
Check Steps
Type Step Edit
8 Data Value _» > >BPS» > > >MNone 8 Check Step
9 Data Value r.p »BPD>. > > >None o
9 Check Function IsLessThanOrEqualTo o
9 Data Value rp »BPS» > > >None o
9 Check Function IsNatEmpty o
9 Data Value rp »BPS» > > >None o
9 Check Function IsNatEmpty o
9 Check Function And o
9 Check Function And o
a7 Add Check Step
Check Actions
Data Point Action Edit
> > »BPS>. > > QOpen Query: Site from System: Systolic blood pressure is less than or equal to the Diastolic 25 Check Actlon

blood pressure. Please review your entries.
& Add Check Action

Click Here for Customer Support Information

Viewing Custom Functions

In Architect, a custom function is a script, written in the C# programming language,
that provides specialized functionality that is unavailable elsewhere in Architect.

At Roche, custom functions are written by Clinical Programmers in Architect and
used when the logic available in an edit check alone is insufficient to perform a
particular check. Custom functions are specified in a study’s integration Custom
Function Design Document. For detailed information, see “Working with Edit
Checks and Custom Functions” on page 123.

View custom functions

< On the Draft page, in the Draft Items sidebar, click Custom Functions.

Architect displays the Custom Functions page for the selected draft.



IQ | A Architect| (IDEMO2010_D | (7, OriginalR1| # Custom Functinns_

[ Show All

Name Language Edit
(D > Aways_true CSharp o

> GCF_DERV_PTHNUM CSharp v
(D (> GCF_DUPLICATE_SUBJECTS_STUDY CSharp %
(J > GCF_GET_PGREP CShap @
(D (> GCF_LABS_DEM_VISIT_MISSING CSharp v
(D (> GCF_LRTST_YES_LAB_ADD_NO_INACTIVE CSharp &
(3 B GCF_NOT_C1D1 CShap @
(D (> GCF_SET_RESET_CALENDAR CSharp S
(D (> GCF_SET_SUBJECT_STATUS CSharp S
(D (> INT_CF_SUBJECT_EXTERNALID CSharp &

a Add Customn Function

Click Here for Customer Support Information Medidats Raw

Copyright 152935 9, Medidata So

The Custom Functions page displays a list of custom functions in the current draft,
along with the following information about each custom function:

Component  Description

Name Name of the custom function. Must comply with Roche naming

conventions. For more information, see “About Custom Functions” on

page 134.
Language Programming language used (C#).
Source Code Script that executes when the custom function is called.

Viewing Derivations

In Architect, a derivation is a calculated value that is derived from one or more
existing data points on a form. For example, on the Demographics form, the Age
field is derived from two data points: the subject’s birth date and the enrollment date.
On the Visit Date form, the Age field is derived from the subject’s birth date and the
visit date. Derivations are also used to support integrations with other Roche systems.
Derivations are specified on the Rave Checks tab in the SLACS spreadsheet.

For naming conventions, see “Roche Naming Conventions for Edit Checks” on
page 123.

A derivation consists of two parts:
[J one or more existing data points, and

[J one or more associated actions (calculations) to take on the value(s) of the data

point(s)

When Custom Functions Are Used

[0 when the logic needed for an edit
check cannot be easily provided by
the available Check Function options,
OR

[0 when the action needed for an edit
check can not be easily provided by
the available Check Action options

Leader Note
Cover the following points:

[0 Derivation = calculated value that is
derived from one or more existing
data points on a form

[0 Consists of:
one or more existing data points
+
one or more associated actions
(calculations) to take on the value(s)
of the data point(s)

[0 Specified in the Rave Checks tab in
the SLACS spreadsheet

[J Also used to support integrations
with other Roche systems

[0 Never creates or changes clinical data
that is being entered and collected

Derivations at Roche

Derivations at Roche never create or
change clinical data that is being entered
and collected.



View derivations

< On the Draft page, in the Draft Items sidebar, click Derivations.
Architect displays the Derivations page for the selected draft.

I fres l A Architect l (JDEMO2010_D l ([ Original-R1 [ﬁn Derivations _

Forms | .. hd Derivations O Search
Filter | All v

Search Results

Name & B“m;fa?i'ﬂ“g Active Apply To Variable Edit gf;:a‘f“""
Oeocmmrperers 0 v e o ©
 co_pmio_emiu M v I-HZEILiIT?JCEa?Dn>F’TID>F'TID>[]>___>___ ¥ G

ERE AL i VoA e
(2 GDX_BRTHD_VISD v v _>Visit DateAGEAGE>0> > 2 ©

57 Add Derivation

Click Here for Customer Support Information Medidsta Rave®

Copyright 81993-2009, Medidata Solutions, Inc.

The Derivations page displays a list of derivations in the current draft, along with the
following information about each derivation:

Component Description

Name Name of the derivation. Must comply with Roche naming conven-
tions.

Bypass During Specifies whether to bypass the derivation during migration

Migration (selected) or not.

Active Specifies whether the derivation is active (selected) or not.

Apply to Variable = Variable to which the derivation applies. Includes the path to the
variable (folder, form, and field). Derivations always perform calcula-

tions on a variable—not a field.

Derivation Steps  Click the Expand icon to display the derivation steps for a deriva-

tion.

In the EDC Module, the Visit Date form uses the GDX_BRTHD_VISD derivation
to calculate the patient age at the time of the visit.

Subject: 104

Page: Visit Date - Screening & 7
Wisit Date 240072010 % 5 W
Mat Done VIR
Age B2 @ % R

Derivation /



View derivation steps for a derivation

< In the Derivation Steps column on the Derivation page, click the Expand (&>) icon next to
the derivation for which you want to view derivation steps.

Architect displays the derivation, with its data values and step functions.

O A data value is a data point (field or variable, including the folder and form to
which it belongs) used to construct the derivation step.

O A step function is a calculation used in the derivation step.

I_r._'\._ I /v Architect I [JDEM0O2010_D I (1 Original-R1 I i Derivations [,}&1 GDX_BRTHD_VISD

<] Go Back

Type Step Edit
g Data Value Screening=Demographics>BRTHD>=BRTHD=>0=0=0>None &
: Data Value =Visit Date=VISD=VISD=0>__>_>None &
2 Step Function  Age @

oy Add Derivation
Step

Click Here for Customer Support Information Medidata Rave® YVersion

Copyright ©1929-2009, Medidata Soluti



Leader Note

Cover the following points:

[0 Restrictions control the degree to
which a given EDC role has access to
a form or a field

[0 Specified in the View & Entry
Restrictions spreadsheet

[0 Types of restrictions:
- form restrictions
- field restrictions
- global field restrictions

Leader Note
Cover the following points:

[0 Form restrictions specify which EDC
role(s) can:
- View the form
- Edit the form

Viewing Restrictions

In Architect, a restriction refines the permissions of specific User Roles to control the
access a given role has to a form or a field—for example, to enter data in a form or to
view a field on a form. For detailed information, see “Defining Restrictions” on

page 111.

Architect supports three types of restrictions:

Component Description
Form Restrictions For a given form, which EDC role(s) can:
» view the form
» edit the form
Field Restrictions For a given field on a form:
» whether the field requires verification
»  whether the field requires manual review
m  which EDC role(s) can view the field
= which EDC role(s) can edit the field
»  default value for a field
Field restrictions override any global field restrictions.
Global Field Restrictions For all fields on all forms:
»  whether the field requires verification
»  whether the field requires manual review
= which EDC role(s) can view the field
»  which EDC role(s) can edit the field

Global field restrictions provide the ability to set all fields

on a form to have a given restriction.



To view restrictions for a draft

On the Draft page, in the Draft ltems sidebar, click Restrictions.

Architect displays the Restrictions page for the selected draft.

IQ I f\eArchitectl[DTCSZDS?_DIlEOriginal-m [@Restrictions_

Farms | ... hd

Faorm Restrictions

Field Restrictions

Global Field Restrictions

er Support Information

Click the Forms drop-down list and select a form.

Architect displays restrictions settings for the selected form.

Forms | Visit Date 3

Form Restrictions

Restrict View Restrict Entry Edit
Batch Upload. INT-1, INT-DS1 )

Field Restrictions

Name Requires Verification Manual Review Restrict View Restrict Entry Default Value Edit
VISD 4 &
NOTDN &
AGE m} CRCA1I, P11, View-15 &

Global Field Restrictions

Requires Verification Manual Review Restrict View Restrict Entry Edit
m| I Reviewer [Batch Upload [JLDM-1 [Batch Upload [CJLDM-1 Add To All Fields &
[ cASA- Opr-1 COcasad P11 Remove From Al Fields &9
CcrA-1 OP-I CIcra-1 P
CJCRA-1A Opi2 CIcrA-1A Ori2
CICRA-2 ORec- CIcraz Rc-
cre1 CRc-1A Ccre-1 CIRC-1A
Ccre-l ORrc-1Bs Ccre-l [IRC-1Bs
[JcRre-2 Osom-1 [Ccre-2 [1spm-1
et OsPa-B1 Cctm-1 [IsPAB1
OctM-1R OspPa-U1 CctM-1R [IsPa-U1
COom-1 O View-1 CIom-1 O view-1
[Opss-1 Oview-1Aud| | CJDSS-1 [ view-1Aud
CINT-1 O View-18 CIINT-1 [view-15
CJINT-DSA CJINT-DS1

Click Here for Gustomer Support Information Medidata Ravel

Gopyright ©1 9, Medidata

Leader Note
Cover the following points:

O Field restrictions specify:
- whether the field requires
verification
- whether the field requires manual
review
- which EDC role(s) can view the field
- which EDC role(s) can edit the field
- default value for a field

O Global Field Restriction = all fields in
all forms

[ Field Restriction = one field on a form
(overrides global field restrictions)

Leader Note

Manual Review gives the study team the
ability to track in Rave those situations in
which a manual medical review of a given
data point may be required.

For example, in an oncology trial where
at screening biopsies are required, and
subjects with a certain cell type require
specific medical review, the field
triggering the review can be set up to
require Manual Review in order to track
this activity within Rave. Note that this is
very rarely used at Roche.



Hands-On Exercise

1. Open the Forms page for this draft.
Review the Form OIDs and other form settings.
Answer Question. Which form has the form OID value of PE2? Please circle one.
[ Ongoing Physical Exam [J Physical Exam
[0 Ongoing Physical Exam
[0 Subject Identification
2. Open the Folders page for this draft.
Review the list of available folders.

Answer Question. For which folders have no target values been assigned?

Please circle all that apply.
0 Unscheduled

) o [0 Screening
0 Concomitant Medications

O Day1

O Week2

O Week3

O Unscheduled

O Concomitant Medications

3. Open the Matrices page for this draft.

Review the list of available matrices. Display and review the folder forms associated with

the Primary Matrix.
Answer Question. Which folders have the Visit Date form specified in the Primary Matrix?
. Please circle all that apply.
[0 Screening
[0 Screening
O Day1
[0 Week 2 Day1
[0 Week 3 Week 2

U

U

0 Week3
O Unscheduled
U

Concomitant Medications



EXPLORING FIELDS ON A
FORM

This lesson shows you how to explore items in a draft. It covers the following topics:

About Fields (see page 39)

Selecting a Field on a Form (see page 40)
Previewing Fields on a Form (see page 41)

Viewing Field Properties (see page 42)

Viewing Variable Settings for a Field (see page 47)
Viewing Field Help Text (see page 48)

Viewing Field Edit Checks (see page 48)

Viewing Verification and Review Settings for a Field (see page 49)
Viewing View Restrictions for a Field (see page 50)
Viewing Entry Restrictions for a Field (see page 50)
Viewing Edit Checks for a Field (see page 51)
Viewing Derivations for a Field (see page 51)
Hands-On Exercise (see page 52)

o o o o o0 o o0 oo o0 ogo o

About Fields

As mentioned in “Viewing Forms” on page 23, a field is a place on a form where data
gets entered on an eCRF in the EDC module. A data point is a piece of data that gets

put into a field, such as a date, description, selection from a drop-down list, and so
on. Field properties are specified in the Mock eCRF document. For detailed

information, see “Adding Fields to a Form” on page 79.

As you will soon learn in this lesson, fields are highly configurable in Architect, with
many available options to govern how users interact with the forms and provide data

in the EDC Module.

Leader Note

Cover the following points:

(I Fields = place on a form where data
gets entered on an eCRF in the EDC
module

[J Data point - piece of data that gets
put into a field

O date, description, selection from a
drop-down list, etc.

[ Specified in the Mock eCRFs

[] Field properties are highly
configurable

[0 Govern how users interact with the
forms and provide data in the EDC
Module



Leader Note

Both Variable OID and Field OID values
show up on some Rave reports. This is
the reason participants need to know
about them.

Selecting a Field on a Form

To select a field on a form
1. Select a project.

2. Select a draft in that project.
3. View forms for that draft.
4

. In the Fields column on the Form page, click the Expand (=) icon next to the form
containing the fields you want to view.

Architect displays the Fields page and highlights the first field in the list.

Fields List Field Property Groups
[u | A architpet| (IDEMO2010_D | 7y 0riginal-R1 | (3 Forms | S vig Date_
Visit Date /7 Preview &2 Save & Cancel < Go Back % Delete
Num Name Label Format Active [> Variable
+ VISD  Visit Date  dd MMM yyyy 7 B> Field
+ NOTDM Mot Done 1 v 13

[> Field Help Text

- AGE  Mge 4 v 7

& Add N [> Field Edit Checks

dd New

[> Verification and Reviews
> View Restrictions
[> Entry Restrictions
[> Edit Checks
[> Derivations

& Save & Cancel < Go Back = Delete

Click Here for Customer Support Information Mex s Raves

Copyright &1 edidata ¢

The Fields page consists of a list of fields and the following properties (or groups of
properties) for each field:

Component  Description

Num If specified, displays a number to the left of the Field Label for this field.
Name Name of this field. Corresponds to the Field OID on the mock eCRFs.
Label Label for this field. Corresponds to the Field Label on the mock eCRFs.
Format Format for this field. Corresponds to the Format on the mock eCRFs.

For example, dates could have the following format: dd- MMM yyyy.
» dd- (with the hyphen) allows users to enter UNK if the day of the

month is unknown; otherwise, an empty value would be flagged as

non-conformant
= MMM enables the month drop-down list
For numeric results, lab analyte fields accept ND for not done.

Active Indicates whether this field is active (appears on the eCRF) or not.



Component

Variable

Field

Field Help
Text

Field Edit
Checks

Verification

and Reviews

View Restric-

tions

Entry Restric-

tions

Edit Checks

Derivations

Description

Variable associated with this field. Variables are used to identify the data
points within edit checks and to link to data dictionaries. Variables are
uniquely linked to specific dictionaries where applicable, with variable

lengths and format. They can be reused across forms, however they will
have the same length, format, and dictionary attached everywhere they

are used. For more information, see “Viewing Variable Settings for a
Field” on page 47.

Properties for this field, such as the field name, OID, label text, and
other settings. For more information, see “Viewing Field Properties” on
page 42.

Help text for this field. For more information, see “Viewing Field Help
Text” on page 48.

Field-level edit checks that can fire queries. For more information, see

«

Viewing Field Edit Checks” on page 48.
Verification and review settings for this field. For more information, see

“Viewing Verification and Review Settings for a Field” on page 49.

View restrictions for this field. For more information, see “Viewing

View Restrictions for a Field” on page 50.

Entry restrictions for this field. For more information, see “Viewing

Entry Restrictions for a Field” on page 50.

Edit checks for this field. For more information, see “Viewing Edit

Checks for a Field” on page 51.
Derivations for this field. For more information, see “Viewing Deriva-

tions for a Field” on page 51.

For instructions on editing field properties, see “Adding Fields to a Form” on

pag / 2

Previewing Fields on a Form

On the fields page, you can preview a form to see how the form, with its current form

and field configuration settings, will appear to users in the EDC Module.

Preview a form

1. Navigate to the Form page for the form that you want to preview.

Leader Note

Have participants look at a form in the
mock eCRFs and compare it to what they
see in Rave Architect. Have them identify
where the following are specified on the
mock eCRF and in Rave:

O
O
O
O
O
O
O

Form OID
Field Label
Field OID
Format
Dictionary
Header Text
SAS Label



Previewing a Form

Form preview shows you only how a
form will look in the EDC module.
Although you can enter data, click check
boxes, display lists, and so on in the
Form Preview window, the fields and
command buttons are not hooked up to
anything. In order to test a form—
including edit checks and custom
functions—you need to publish the draft
to a version, push the version to a study,
and then conduct testing in the EDC
Module.

Preview Link

|
[Q | A Architect | (IDEMO2010_D| (Py0riginal-R1 | (5 ’Zorms[%\ﬁsit Date_

Visit Date # Preview & Save & Cancel < Go Back x Delete
Num Name Label Format Active [> Variable
- VISD  Visit Date  dd MMM yyyy i B> Field
8 NOTDMN Mot Done 1 v F
= [> Field Help Text
v AGE  Age 4 v 13
[> Field Edit Checks
a2 Add New
[> Verification and Reviews
[> View Restrictions
[> Entry Restrictions
[> Edit Checks
[> Derivations
< Save & Cancel < Go Back % Delete

Click Here for Customer Support Information Medidata

2. On the Form page, click the Preview link.

Architect displays the Preview window for the selected form.

Subject: Subject b e g

Page: Visit Date Q¢ OooOog
Visit Date 2 QOfEBODOOO
Nat Done O QorEa0DO0
gas orEBDDODODO

Printable Version lcon Key

CRF Draft 557 - Page Generated: 23 Sep 2010 03:30:17 Greenwich Standard Time

3. When you have finished previewing the form, click Close Preview.

Viewing Field Properties

Field properties define the core settings of a field, such as its field name, OID, label

text, and so on. For detailed information, see “Adding Fields to a Form” on page 79.

View field properties for a field
< On the Fields page, expand the Field category.

Architect displays the field properties:



W Field
Field Name:

Field OID:
Field Num:

Indent Level:

Active

VISD

0 W

[JLog data entry

[ Requires Translation Is visible field

[can Set Record Date [JCan Set DataPage Date
[¥]Can Set Instance Date [JCan Set Subject Date
[ Show Previous Visit Values

Header Text:
Field Label:

Fixed Unit:

Control Type:

Lab Analyte:

Default Value:

SAS Label:
SAS Format:

Visit Date

DateTime v

[1Use current Date Time

Visit Date
Dated.

The following table describes these properties:

Table 1: Field Properties

Field

Field Name

Field OID

FieldNum

Description

Name of this field. Usually the same as the Field OID name.

Must comply with Roche naming conventions, as described in

«

Naming Conventions for Fields” on page 80. This is the SAS
name in the SAS output file. Corresponds to the Field OID on

the mock eCRFs.
Object Identifier (OID) for this field. Same as the SAS Name.

Must comply with Roche naming conventions. Corresponds to

the Field OID on the mock eCRFs.
If specified, displays a number to the left of the Field Label for

this field. Useful for numbered fields, such as a numbered series

of questions.



Table 1: Field Properties (Continued)

Field

Indent Level

Field Switches

Active

Requires Translation
Can Set Record Date

Can Set Instance Date

Show Previous Visit

Values

Log Data Entry

Is Visible Field

Can Set DataPage
Date

Can Set Subject Date
Header Text

Field Label
Fixed Unit

Description

Indents the Field Label text by the specified level. If the field in
the Mock eCREF is indented, then specify an indent level of 2.
For example, on the Demographics form, the options for Race

are indented. On the mock eCRFs, the indent level is implied.

Specifies whether the field is active (appears on the eCRF). Inac-
tive fields might appear in SAS datasets. If, after a form is
amended, a field is no longer being used but still contains data

entered previously, then the field must be inactivated.

Not used at Roche.

Not used at Roche.

This is marked for the Visit Date field (VISD) on the Visit Date

form only. It is the mechanism for applying that visit date to all
CREFs contained in the associated folder. This date appears in

both extracts and in reports.

If selected, the field will display values from a previous visit to
the left of the entry field. Currently validated for use at Roche
but not typically used.

If selected, displays the field as a log field so that multiple
instances of data can be recorded. This should be selected for all

log-style form fields.

Seldom used at Roche due to known bugs and other difficulties.
If selected (default), displays the field on the form. A field must
be visible for edit checks to fire. Once a field is visible, it should
never be set to invisible. Therefore, to configure field visibility

based on roles, use View Restrictions instead.

Selected for the Collection/Draw Date field on local and central
lab forms.

Not used at Roche.

Text that appears as the header in the landscape view of a log
form. Typically shorter than the field label used in the portrait
view of the form. Corresponds to the Header Text on the mock
eCREFs.

Text that appears alongside the entry field for a variable.

Displays a fixed unit next to the field. For display purposes

only—the unit is not captured in the database.



Table 1: Field Properties (Continued)

Accept Files with Typically not used at Roche.

Extensions

© Genentech, Inc.
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Viewing Variable Settings for a Field

In Architect, a variable is used to identify the data points within the system. Variables
are used in conjunction with edit checks and dictionaries. Variables are often study-
specific implementations and are commonly used with different dictionary versions
in which different choices might be available depending on the visit. For detailed

information, see “Working with Variables” on page 85.

View variable settings for a field
< On the Fields page, expand the Variable category.

Architect displays the variable settings:

W Variable
WarQID: Find MNew
Format: dd MMM yyyy
Dictionary: Sl
Unit Dictionary: | ... Sl
Coding Dictionary: | ... “ |Apply Variable

The following table describes variable settings:

Field Description
VarOID Object Identifier (OID) for this variable. Defaults to the Field

OID. Must comply with Roche naming conventions as

described in “Naming Conventions for Variables” on page 85.
Corresponds to the Field OID on the mock eCRFs.

Format Format for this variable. Required field. For format options,
see the Architect online help system. Corresponds to the
Format on the mock eCRFs.

Dictionary Dictionary to be used with this variable, if applicable. Corre-
sponds to the Dictionary on the mock eCRFs.

Unit Dictionary No longer used at Roche. Fixed Units are used instead and
added to the SAS Label. Might still be seen in ongoing older

Roche-sponsored clinical trials.

Coding Dictionary Not used at Roche.

Leader Note

Cover the following points:

[0 Variables are used to:
- identify data points within system
- link to data dictionaries

(I Differ from fields in that:
- field represents data entered in a
specific location on a specific form
- variable can be used in multiple
places, including other forms, edit
checks, and dictionaries.

0 Have same length, format and
dictionary attached everywhere

[0 VarOID = unique set of variable
properties

Fields and Variables

Both fields and variables are data points.
However, they have different uses and
properties:

[0 Afield represents data that is entered
in a specific location on a specific
form.

[0 A variable, on the other hand, can be
used in multiple places, including
other forms, edit checks, and
dictionaries. A variable keeps the
same format and dictionary settings
everywhere it is used.

VarOIDs

VarOIDs represent a unique set of
variable properties. If a variable requires
slightly different property settings on
different forms or dictionaries, or even
within the same form or dictionary, then
each set of property settings must have a
different VarOID.



Leader Note
Cover the following points:

O Field help is displayed when, in the
EDC Module, a user clicks the Help
icon next to the field on the form

[0 Specified in the Mock eCRFs

Leader Note
Cover the following points:

[ Field edit checks = used to trigger
queries for a field when
- no data was entered in a required
field
- data is non-conformant
- a future date was entered in a date
field
- data is out of a specified range

[0 Designed to catch data entry errors

O Differ from edit check, which can
catch entry errors, aberrant data, or
perform some other action

Field Edit Checks and Edit Checks

Although similarly named, these check
for different things to help ensure that
the submitted data are valid.

O A field edit check is a system check
designed to catch data entry errors.

[0 An edit check is a programmed check
designed to catch entry errors or
aberrant data, or to perform some
other action, such as adding a form or
calculating the visit calendar.

Mark Non-Conformant Data Out of
Range

Not used at Roche. Marking this box
would result in an out of range value
being marked as non-conformant, as well
as firing a query, which would exclude
the field from the SAS dataset extract.

Viewing Field Help Text

In Architect, field help text is the text that is displayed when, in the EDC Module,
a user clicks the Help (@) icon next to the field on the form. Field help text is

specified in the mock eCRFs. For detailed information, see “Specifying Help Text for
Forms and Fields” on page 88.

View field-level help text for a field
< On the Fields page, expand the Field Help Text category.

Architect displays the field help text:

WV Field Help Text

Help Text: |15 ve= is selected, -~
complete the rest of the
form. b

Viewing Field Edit Checks

In Architect, a field edit check is a system check used to trigger queries for a field
when:

[J no data was entered in a required field
[J data is non-conformant

[J a future date was entered in a date field
[] data is out of a specified range

Field edit checks are specified in the SLACS. For detailed information, see “Defining
Field Edit Checks” on page 119.

View field-level edit checks for a field

< On the Fields page, expand the Field Edit Checks category.
Architect displays the field edit check settings for the selected field:

W Field Edit Checks

[l Auto-Query for required data entry
[¥] Auto-Query for non-conformant data
[¥] Auta-Query for future date/time
Low High
Auto-Query for data out of range

Mark non-conformant data out of range



Viewing Verification and Review Settings

for a Field

In Architect, you can configure whether a field requires

O wverification—whether to include the field in the Source Document Verification

(SDV) process

0 manual review—whether the field must undergo a manual review (although this is

rarely used at Roche)

For detailed information, see “Defining Restrictions” on page 111.

View verification and review settings

< On the Fields page, expand the Verification and Reviews category.

Architect displays the verification and review settings:

W Verification and Reviews

[“] Requires Verification

[]Require Manual Reviews

The following table describes these settings:

Field

Requires Verification

Requires Manual

Reviews

Description

Selected for all fields except instruction text, default fields, and
coded fields. Refer to the Source Document Verify document

for the study.

SDV is the process of verifying that the data entered in Rave
matches exactly the written record of data collected from a
subject (patient charts, lab reports, notes, and other paper-

based records).

Rarely used at Roche. Provides a means to track when a
specific data point has undergone a manual review. This has
been used at Roche for study-specific purposes only. In one
outsourced study, for example, the SAE coding was also
outsourced. The internal team wanted a way to ensure that
each SAE record was looked at by the CRO, so this function-

ality was used.

Note: The Roche check box below refers to the Review Group
that would be doing the manual review if it is enabled for a
study. The Roche review group is the only group available

with our current configuration.

Leader Note

Cover the following points:

00 Verification = whether to include the
field in the Source Document
Verification (SDV) process

[0 Manual Review = whether the field
must undergo a manual review
(rarely used at Roche)



Leader Note
Cover the following point:

[0 View Restrictions identify roles in
Rave that are prevented from viewing
that field

Leader Note
Cover the following points:

[0 Entry Restrictions identify roles in
Rave that are prevented from editing
that field

[0 EDC roles with entry permissions in
production: CRC, PI, and RC

[0 EDC role with entry permissions in
DEV / TEST only: CASA-1

EDC Roles with Entry Permissions

At Roche, the following EDC roles have
entry permissions in production:

O CRC
0 Pl
O RC

The CASA role also has entry
permissions but is only used in the DEV
and TEST environments for testing
purposes. It should never have
restrictions applied to it.

Viewing View Restrictions for a Field

In Architect, field-level view restrictions identify roles in Rave that are prevented from

viewing that field. For more information, see “Viewing Restrictions” on page 36.

View the view restriction settings for a field

< On the Fields page, expand the View Restrictions category.

Architect displays the Rave roles defined at Roche. Any selected Rave role is restricted from
viewing this field.

[ Batch Upload CJCTM-1R [JRC-1
CIcasa- Oom-1 CJRCA1A
CcrA-1 0pss-1 [ORC-1Bs
CICRA-1A OINT-1 OSDM-1
CcrA-2 OINT-Ds1 O SPAB1
CCRE-1 OLom-1 OsPaUd
Ccre-l P O View-1
CcRe-2 Or-1 OView-1Aud
CcTm-1 Opl-2 OView-18

Viewing Entry Restrictions for a Field

In Architect, entry restrictions identify Rave roles that are prevented from entering

data into a field. For more information, see “Viewing Restrictions” on page 36.

View entry restriction settings for a field

< On the Fields page, expand the Entry Restrictions category.

Architect displays the Rave roles. Any selected Rave role is restricted from entering data
into this field.

[Batch Upload [JCTM-1R [JRC-1
ClcASAA Oow-4  ORC-1A
CICRA-1 O0pss-1 [ORC-1Bs
CICRA-1A OINT-1 - O SDM-1
CICRA-2 OINT-DS1 I SPA-B1
CICRC-1 OLom-1 CIsPA-UA
Ccre CIPI1 O View-1
CICRC-2 Or-1 OView-1Aud
et P2 O View-1S




Viewing Edit Checks for a Field

In Architect, edit checks are programmed checks used to catch entry errors or aberrant
data in the EDC Module, or to perform certain dynamic actions. For more
information, see “Viewing Edit Checks” on page 30.

View edit checks for a field
< On the Fields page, expand the Edit Checks category.

Architect displays the edit checks:

W Edit Checks

GEC_SET_CALEMDAR_DAY0
GE_VISD_NOTDN_BOTH_BLANK
GE_VISD_NOTDN_BOTH_COMPLETED
GEA_SCRM_FORMS
GEA_D1_FORMS
GEA_UNSCH_FORMS
SYS_NC_VISD_VISIT
SYS_FUTURE_DT_VISD_VISIT
EA_W2_FORMS
EA_W3_FORMS

5@ Add New

Viewing Derivations for a Field

In Architect, derivations are calculations based on existing source data. For more

information, see “Viewing Derivations” on page 33.

View derivations for a field

< On the Fields page, expand the Derivations category.
Architect displays the derivations associated with the field.

%W Derivations

GDX_BRTHD_VISD
&) Add New

Leader Note—SYS Edit Checks

Edit checks whose names begin with
SYS_ are auto queries with system-
assigned names. An example is an
autoquery that checks whether the
entered date is a future date. Although
auto queries appear on certain Rave
reports, these do not show up in the
SLACS. Instead, auto queries in the
SLACS document are blank.



Leader Note

Decide whether to complete these
exercises together with the class, or to
have learners work through them
independently.

Answer (1a)
dd- MMM- yyyy

Answer (1b)
No
Answer (1c)

Yes

Answer (1d)
2

Answer (2a)

True

Answer (2b)

Yes

Answer (2c)

False

Answer (2d)

False

Answer (3a)
False - no edit checks on this field
Answer (3b)

True

Answer (3c)
False

Ask why there would not need to be
entry restrictions on this defaulted field.

Reason: The site cannot see the field. If
they can not see it, they cannot enter or
edit the field.

Hands-On Exercise

1. Display fields on the Chemistry Local (CHML1) form.

For the Draw Date (COLD) field, display and review its settings, and then answer the
following questions.

Variable—Notice the VARIABLE OIDs and other settings.

Questior What is the correct format for this variable? Please circle the correct one:
dd MMM yyyy

dd- MMM- yyyy

dd- MMM yyyy

dd MMM- yyyy

Field—Notice the Field OIDs, SAS Label, and other settings.
Question: s this field a log field as it is currently configured (Yes or No)?

Field Help Text
Question. Does help text exist for this variable (Yes or No)?

Field Edit Checks
Question. How many Field Edit Checks are set up for this variable?
(circle one of the following: 0 1 2 3 4 5)?

2. Display fields on the Vital Signs 1 (VTLS1) form.

For the TEMP field, review the following settings:

Edit Checks
Question: s the following statement True or False?
The only edit checks listed begin with 'SYS' (system auto queries).

Verification and Reviews (SDV)
Questiorr Will this variable be source document verified (Yes or No)?

View Restrictions
Question: s the following statement True or False?
There are View Restrictions set on this field.

Entry Restrictions
Question: s the following statement True or False?
There are Entry Restrictions set on this field.

3. For the TEMPU field, review the following settings:

Edit Checks
Question:. s the following statement True or False?
The only edit checks listed begin with 'SYS".

View Restrictions
Question:. s the following statement True or False?
There are View Restrictions set on this field.

Entry Restrictions
Question:. s the following statement True or False?
There are Entry Restrictions set on this field.



Conclusion to Section 1

Section 1 provided a general introduction to the EDC system build process, the
Architect module, and the terminology used to describe the system build process and
Architect functionality.

What You Have Learned in This Section
In this section, you have learned how to:
[J Describe the following Architect concepts:
U Rave Architect module
U Global Library Volume - Global Volume Integrated (GVI)
0 Study design specifications for Roche EDC studies

U Key study components in Architect, including P1 and P2 projects,

environments, drafts, versions, and studies

[ Key project components, such as forms, folders, dictionaries, matrices, edit

checks, custom functions, derivations, and restrictions
Log into Rave and launch Architect.
Navigate the Architect interface using the sample study.

Find and view projects, environments, drafts, and versions.

o 0o o o

Find and view project components, such as forms, folders, dictionaries, matrices,
edit checks, custom functions, derivations, and restrictions.

[J Find and view field configurations on a form, including field properties, variables,
field help text, field edit checks, verification and review settings, view and entry
restrictions, edit checks, and derivations.

Where to Go from Here
Where you go from here depends on your role in Roche-sponsored clinical trials:

[] Study Data Managers (SDMs) are required to proceed to Section 2, which
provides in-depth, hands-on experience with using the Architect module to build
a study.

[J For other Rave roles, you are finished with the training. Please fill out the Course
Evaluation Form for Arch Lite Session 1 at:

http://www.surveymonkey.com/s/B8Q3X5K

Break
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BUILDING
STUDIES

In this section of the training, you use Architect to build and test a study. It provides
g Y y-1tp
hands-on experience to reinforce concepts introduced in Section 1, “Introduction” on

page 1.

Lessons in this section include:

Working with Projects, Environments, and Drafts (see page 56

Copying Items from the Global Library Volume (see page 66

Building Forms (see page 73)

Creating Folders (see page 91)

Creating Matrices (see page 96)

Testing Your Progress (see page 103)

Defining Restrictions (see page 111)

Defining Field Edit Checks (see page 119)

Working with Edit Checks and Custom Functions (see page 123)
Finishing Touches (see page 139)

Conclusion to Section 2 (see page 142)

o o o o oo o o g ogo o

Audience for Section 2

Study Data Managers are required to
complete this section of the training.
Other participants—such as Data
Acquisition Specialists, Clinical
Programmers, and Clinical Coding
Specialists—have the option to complete
this section of the training.

>>>>>>



Approximate Times for Section 2

Lesson 6, Working with Projects,
Environments, and Drafts (15 minutes)

Lesson 7, Copying Items from the Global
Library Volume (45 minutes)

Lesson 8, Building Forms (45 minutes)
Lesson 9, Creating Folders (15 minutes)

Lesson 10, Creating Matrices
(20 minutes)

Lesson 11, Testing Your Progress
(20 minutes)

Lesson 12, Defining Restrictions (20
minutes)

Lesson 13, Defining Field Edit Checks (25
minutes)

Lesson 14, Working with Edit Checks and
Custom Functions (45 minutes)

Lesson 15, Finishing Touches (20
minutes)

Leader Note

Demonstrate this by adding the P2
project here and having the class follow
along.

WORKING WITH PROJECTS,
ENVIRONMENTS, AND DRAFTS

This lesson shows you how to work with projects, environments, and drafts in

Architect. It covers the following topics:

[ Working with Projects (see page 56)
[ Working with Environments (see page 58)
[ Working with Drafts (see page 60)

Working with Projects

This section describes how to create and edit projects. For an introduction, see

“Projects” on page 11.

Creating a Project

Add a new project

1. In the Architect main window, type a name in the Add New Project field.

Add New Project:
=7 Add Project

The project name must comply with Roche naming conventions for projects, which are
described in “P1 and P2 Projects” on page 11.

2. Click the Add Project () icon.

Architect adds the new project and displays it in the Active Projects list.

Editing Project Settings

Edit project settings

1. Inthe Architect main window, select the project in the Active Projects list, scrolling the list if
necessary.

Architect displays the project page for the selected project.



Messages B2 My Profile Help %) Home @ Logout a
User: CASAAL 57 Training

Project ltems
B Define Copy
Sources

ﬂ Studies
Environment
Setup

8, Subject Fields
Config

BBl medidata

Rave:

Y i A ] 7oz [

Project Settings

Name Active :_ihrary Description
con
TCS2057 D v () Study
< Edit
CRFDrafts: CRF Versions:
No CRF Drafts No CRF Versions

<7 Add New Draft

port Information

2. Click the Edit (&) icon.

Architect displays the edit page for the selected project.

Messages B My Profile Help % Home X Logout Fq
User: CASAAL_S57 Training

Project ltems
B Define Copy
Sources

& studies
Environment
Setup

2 Subject Fields
Config

fE medidata

Rave:

Project Settings

Name Active Library Icon Description

TCS2057 D ) study

&2 Update &9 Cancel

CRFDrafts: CRF Versions:
No CRF Drafts No CRF Versions

<7 Add New Draft

port Information

3. Edit any of the following values:

Field

Name

Active Library Icon

Description

Description

Name of this project. Must comply with Roche naming
conventions for projects, which are described in “P1 and P2
Projects” on page 11.

Icon used to show that this is an active project. Do not

change.

Title of the study.

4. Click the Update (:2) icon.

Architect displays the project in the Project page with the saved changes.

© Genentech, Inc.
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Leader Note

Demonstrate this operation by adding
the TEST environment for the P2 project.
Tell participants that this has already
been done for them for their P1 projects.
There is an account linking step that
needs to be done between the time the
project and environment are created and
when a version can be pushed to it.

Working with Environments

This section describes how to create and edit environments. For an introduction, see

«

Environments” on page 12.

Creating an Environment

After you create a new project, you need to add the appropriate environments. For a
list of standard Roche environments, see “Environments” on page 12.

Add a new environment

1. In the Project ltems list, click Studies Environment Setup.

Project ltems

B3 Define Copy
Sources

A& studies
Environment
Setup

9, Subject Fields
Config

Architect displays the Environment Setup page.

IQ I ,"SJArchitectl[:ITCSZUST_D[[DEnw’ronment Setup_

Environment Active Modify Locked DataPoints Enrollment Target Start Date Edit

Prod v O v
DEV vy O o
o Add New

Click Here for Customer Support Information Medidata Rave® Versi

Copyright ©1993-2009, Medidata Solutio

2. Click the Add New () icon.
Architect displays the Environment Setup edit page.
ArTeEETreEm—

Edi

odify
Environment Active Locked Enroliment Target Start Date
DataPoints

Prod v a &
DEV v a o
0 9

3. Specify the following information.



Field

Description

Environment Name of this environment. Must comply with Roche naming
conventions, which are described in “Environments” on
page 12.

Active Specifies whether this environment is active (checked) or not.

Enrollment Target ~ Optional. Number of subjects that can be enrolled in the study.

Start Date Optional. Enrollment start date. At Roche, this is a house-
keeping field that is commonly used to record the date when the

environment was created.

4. Click the Update (2) icon.

Architect displays the Environment Setup page with the saved changes.

Environment Active Modify Locked DataPoints Enrollment Target Start Date Edit
Prod \/ O &
DEV L O &
TEST L O &
& Add New

Click Here for Customer Support Information

Medidata Rave® \

Copyright ©1995-2009, Medidst

Editing the Environment Setup

To edit the environment setup:

In the Environments list, click the Edit (&) icon next to the environment that you want to
edit.

~

Modify
Environment Active Locked Enrollment Target
DataPoints
Prod ~ O
DEV v O
TEST ] =
< >

Click Here for Customer Support Information

Medidata

Copyright ©1898-20

Architect displays the edit page for the selected environment.
Edit the fields that you want to change.
Click the Update (:2) icon.

Architect displays the Environment Setup page with the saved changes.

Linking Sites and Users to
Environments

Each study-environment combination
must be linked to a site in the Site
Administration module before a version
can be pushed.

The user accounts must be linked to the
study-environment combination and the
site in the User Administration module
before the user can see the study and/or
site in the EDC module.



Why Naming Conventions for Drafts?

These naming conventions were adopted
because they help simplify the task of
maintaining different drafts, and because
Architect does not provide an audit trail
for drafts.

Numbering of Drafts

A draft version named with a decimal
designation (such as Original-R1.1)
represents a draft that has been created
after a push to P2. The decimal value is
incremented by one each time this
happens.

60 LESSON 6

Working with Drafts

This section describes how to create and edit drafts. For more information, see

“Viewing a Draft” on page 17.

Naming Conventions for Drafts

At Roche, draft names comply with the following naming conventions:
Status-Release

where

) Status is either Original (for the first go-live) or Amendment (for every
subsequent go-live)

) Release is the release number, which uses the following pattern:
O First release: R#, where # is a sequential number.

[J Subsequent releases if there is a change in a study after it goes to P2 but before
go live: R#.#, where #.# is a sequential number. The decimal point increments
the number of times this has happened, such as R1.1, R1.2, and so on.

For example, the first draft in a project is always Original-R1. A draft named
Amendment_R2 represents revision 2 of the study. If P2 testing uncovers some issues
prior to go live, and there are multiple pushes from P1 to P2 in order to update and
test integrations, the decimal numbering is incremented, as in Amendment_R2.1,
Amendment_R2.2, and so on.

Before Initial "Go Live" After Initial "Go Live"

Original-R1.x—— Original-R1.x

Amendment-R2 4—/
|—. Amendment R2

Amendment-R3 ,_‘
|— Amendment-R3

Original-R1 —— Original-R1

Original-R1.1 ,_l
\—» Original-R1.1

Rave Architect Lite



Ways to Create and Populate a Draft

Architect provides different ways to create and update a draft. Clinical Programming

best practices determine which method is used.

Method
Build the draft

from scratch
Copy from Pre-
Existing Project

Version

Copy from
Global Library

Description

Start with a blank draft and build it from scratch.

Used to create the P2 project from a P1 project. Best used when an
existing version contains the study structure and the majority of the
items that you want to use. Unlike the Copy Wizard, where you can
select item(s) to copy, this option copies everything from the version.
You can subsequently use Architect Loader to modify the draft and
the Copy Wizard to copy more items.

Used for the P1 project as the first step in creating a new study. Stan-
dard elements must always be copied from the Global Volume (GVI

or most current version). For more information, see “Copying Items

from the Global Library Volume” on page 66.

Once created, use the following methods to populate the draft:

Method
Copy Wizard

Architect Loader

Build items from

scratch

Description

Use the Copy Wizard to selectively copy items from the Global
Library Volume and from any studies that have been identified as

copy sources. For more information, see “Copying Items from the
Global Library Volume” on page 66.

Best used for editing and removing items from an existing study.

Create blank items and configure them individually.

Creating a Draft

Add a draft

1. Navigate to the Project page.
2. In the CRFDrafts box, click the Add New Draft () icon.

CRFDrafts:
Mo CRF Drafts

o2 Add Mew Draft

Architect displays the Add New Draft page.

P1 and P2 Creation

The typical study build for P1 starts with
ablank project. Items are copied into it or
created as necessary based on the study
specification documents. The P2 draft is
copied from a project version— the
version of the P1 study that passes UAT.

Leader Note

Direct learners to now work on P1. Note
that they will come back to P2 at the very
end of the course.



& | A Architect | (3TCS2087_D | £ Add New Drat _

Add New Draft:

@ Blank Project Draft 0 DD’;\ “; Draft Mame
O From Project Yersions
O From Global Library Versions Drat M
raft Message

Create Draft

Clisk Here for Customer $uppart Information

3. Select one of the following options.

Option Select to....

Blank Project Start building a project draft from scratch. Used at the start of a

Draft study build for a P1 study. You will use this option in the exer-
cise at the end of this lesson.

From Project Start with an existing project version with a similar structure

Versions and a majority of items that you need for the new draft. This is

used to create the P2 study.

From Global Start with using standard items from the Global Library
Library Versions Volume. Before the Global Volume Integrated (GVI) was avail-
able, this was sometimes used at the start of a study. Because this

is an all-or-none copy process, it is rarely used at Roche.

4. Do one of the following:
[0 If you selected Blank Project Draft, then skip to the next step.
O If you selected From Project Versions, Architect prompts you to specify the source
project and CRF version.

@ From Project Yersions

O From Global Library Yersions
Project TCS2057 D v
CRF “ersions: |«

O If you selected From Global Library Versions, Architect prompts you to specify the
Global Library and CRF version.

@ From Global Library Yersions
Global Library | Glohal Wolume Integrated (GWl) W1

CRF Yersions: : Gv|_24A1JG10 (5561

5. Specify the following information.



Field
Draft Name

Description

Name of the new draft. Must conform to Roche naming

conventions as described in “Naming Conventions for Drafts”
on page 60.

Draft Message Not used at Roche.

6. Click Create Draft.

Architect creates the new draft and displays the Draft page.

Messages [ My Profile B Help €3 Home g3 Logout ]
User: CASAAL_S? Training

_ o | /N Architect [ [ ATCS2057_ D I\EOngma\-W

Draft ltems

@ Forms

5 Folders

[l Dictionaries

[ Unit Dictionaries
¥ Matrices

[& Edit Checks

§ Custom Functions
iy Derivations

@ Restrictions

& Lab Settings

Global Library Wizards

# Copy to Draft
# Propose Objects

Rave'

|CRF Draft Settings Publish
Draft Hame Criginal-R1 CRF Versian |
|y eon O sty Publish ta CRF Yersian

Confitmation Message
Signature Prompt

Primary Form None Available
| Default Matrix None Available
& Edit

Draft Summary / Download
Item Count Updated Include in Download
Forms ]
Fields 1]
| Wariables i}
Folders ]
Edit Checks 1]

Walid Checks O

Invalid Checks O
Derivations a
Data Dictionaries i]
Unit Dictionaries ]
Matrices o
Lab Variable Mappings 0
Custorn Functions 0

Pratect ‘Worksheets
[ Exclude Validations

FDownload

7. Navigate to the Project page to see the new draft in the CRFDrafts list.

Messages [ My Profils He\p % Home gy Logout a
User: CASaAL 57 Training

I = o= -

Project ltems

B3 Define Copy
Sources

ﬂ Studies
Enviranment
Setup

.9. Subject Fields
Config

R medidata

& Rave:

Project Settings

Name Active :_ihrary Description
con
TCE2057_D v (D Study
& Edit
CRFDrafts: CRF Versions:
OriginakR1 Mo CRF Yersions

& Add Mew Draft

port Informition

8. To complete the process, edit draft settings according to the instructions in the next section.

© Genentech, Inc.
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Editing Settings for a Draft

Edit draft settings
1. On the Project page, click the draft that you want to edit.

CRFDrafts:
Criginal-R1
27 Add New Draft

2. On the Draft page, in the CRFDraft Settings box, click the Edit () icon.

CRF Draft Settings

Draft Name Criginal-R1
Library lcon () Study
Confirmation Message

Signature Prompt

Primary Form MNaone Available

Default Matrix MNaone Available

< Edit
Architect prompts you to change draft settings.

CRF Draft Settings
Draft Name Criginal-R1
Library lcon ()| | Study

Confirmation Message

Signature Prompt

Primary Form hd
Default Matrix v

o/ Save &3 Cancel

3. Specify the following settings:

Field Description
Draft Name Name of the draft. Must conform to Roche naming conventions

as described in “Naming Conventions for Drafts” on page 60.

Library Icon

Confirmation

Message

Do not change.

Not used at Roche.



Field Description
Signature Prompt ~ All Roche EDC studies use the following text:

I have reviewed the case report forms and find the data to be

complete and accurate.

Primary Form All Roche EDC studies use the Subject Identification Form. For
non-IVRS studies, the primary form should be configured to

Require Verification so that it undergoes Source Document

Verification (SDV).

Default Matrix All Roche EDC studies use the Primary Matrix with a Matrix
OID of PRIMARY.

4. Click the Save (2) icon.
Architect displays the Draft page with the saved changes.

CRF Draft Settings

Draft Name Original-R1

Library lcon (2 Study

Confirmation

Message

Signature | have reviewed the case report forms and find
Prompt the data to be complete and accurate
Primary Form None Available

Default Matrix None Available
) Edit

Hands-On Exercise

1. Create a new P2 project. This mimics the study build process.

a. Use the project naming pattern assigned to your user account, and comply with Roche
naming conventions by removing the “_D” at the end of your project name. For example,
if your P1 project were named BAS2002_D, then your P2 project would be BAS2002.

b. Add a new environment (TEST) to this P2 project.

2. Open the P1 training project that was assigned to your user account. For example, if your
training user account is casaal_2, then you would open the project named BAS2002_D.
You have the Lead CASA role on this project. Ask your instructor if you are not certain.

|:| Note: You will be using this project for the remainder of this course.

3. Look at the Studies Environment Setup. For the P1 study, you will use DEV.

4. Create a new draft named Original-R1 using the Blank Project Draft option. Leave all other
settings blank.

5. View draft settings. Notice that the Count column contains zeros (0).

6. Edit the draft settings for your draft Note that the Edit icon is available because you have
CASA-1 access to this project. Change the signature prompt to the standard Roche signature
prompt:

I have reviewed the case report forms and find the data to be complete and accurate.

You will come back in a later exercise to select the Primary Form and Default Matrix.

Primary Form and Default Matrix

You can select the Primary Form and
Default Matrix only after they have been
added to a project. Be sure to update the
draft settings after they have been
added.

Leader Note

Creating a P2 project mimics the study
build process.

Leader Note

This is the same signature prompt across
all studies in Rave.



Importance of Study Specifications

In this lesson, acting like a Clinical
Programmer, you begin to implement the
training study specifications in Architect.
This will help you better understand the
value of well-written specifications and

the consequences of errors or omissions.

Global Library Volume and UAT

The Study Comparison report compares
a built study with the Global Library
Volume. If there are no differences, then
UAT is not required.

COPYING ITEMS FROM THE
GLOBAL LIBRARY VOLUME

This lesson shows you the first step in building a study—copying standard items
from the Global Library Volume into your draft. It covers the following topics:

[0 About Copying from the Global Library Volume (see page 66)

[0 Running the Copy Wizard (see page 66)
[J Arranging eCRFs on the Forms Screen (see page 69)

About Copying from the Global Library
Volume

As described in “Global Library Volume” on page 13, the Global Volume Integrated
(GVI) contains a collection of Roche standard items that you can copy rather than

build from scratch.

Running the Copy Wizard

Run the Copy Wizard to select and copy items from the Global Library Volume
1. On the Project page, select the draft to which you want to add items.

2. On the draft page, in the Global Library Wizards box, select Copy to Draft.

I,J’-;‘n, II-BArchitect I [TCS2057_D I (04 Original-R1 [f Library Wizard _

Select from a Global Library Volume or a Project to copy to draft 'Original-R1’
Search /

# & Global Library

+ :'BProjecls

Click Here for Customer Support Information

Copyright &

3. Expand the Global Library node until you see the Global Standard draft from which to copy.



[@ | 3 architect | () s5F2001_D| (7 riginalR1 | # Library Wizarg _

-
Select from a Global Library Volume or a Project to copy to draft 'Original-R1’

Search| | >~

= ® Global Library
= Global Volume Integrated (GVI) V1
8 lEDraﬁs
| (D Global Volume Integrated 24AUG10
&Prujects

Click Here fo ymer Support Information

4. Click the check box next to the draft you want to copy from.

I@ IaﬂArchitectl[DTCSZDS?_DIlEOriginal-m [}"Lihrary Wizard_

Select from a Global Library Volume or a Project to copy to draft 'Original-R1’

= % Global Library
= Global Yolume Integrated (GY1) Y1
= (D Drafts

D Global Volurme Integrated Z4AUG10

83Projecls

it Information

5. Click Next.

Architect displays a set of tabs representing the types of items that you can copy.
The Forms tab is selected by default.

~
| Copy from Global Volume Integrated 24AUG10 To Original-R1 Kty

& Checka‘_ﬁu Deri'\ratmmsl & LahslnaD Custom Fum:tmmsl

B Fnrms|§| Diata Distinnaries| g Unit Dictionariss| ) Folders] .* Matrices

Sean:h"l ’

= [ ClForms
=N DAdverse Event Assessment (AEDEA)
® [ ) Adverse Events - Coded (AEDEC)
® [0 [ agverse Events (AEDE)
® [ B Alcohal Use History (ALHX)
80 Anthroporetric Measurements (ANTWMEAST)
N Chemistry Local 1 (CHML1)
# [ L] Chemistry Local 2 (CHWLZ)
N Coagulation Local 1 (CGLLT)
8 Coagulation Local 2 (CGLL2)
® [ B Concomitant Medications - Caded MD1C)
# [ ] Concomitant Medications (MD1)
® [ Bl Concomitant Medications Assessment (MDAT)
808 Demographics (DEM)
N mE| Diagnostic Procedures (DIAGP1)
80 D DNA/RCR Research Sample Informed Gonsent (RSICT)
® [] £ DNA/RCR Ressarch Sample Withdrawal of Informed Consent (Unscheduled) (RSIC2)
8 Drug Safety Integration (DS)
R mfE| Electrocardiogram (ECG) (ECG1)
@0 Electrocardiogram (ECG) Log (ECGZ)
& [ Bl Employment Status (EMPLOY)

6. Click the tab containing the item(s) that you want to copy.

For example, click the Matrices tab to select matrices to copy.
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Copy from Global Volume Integrated 24AUG10 To Original R1

0 Furms|§| Data D\ctmmaries@ Unit D\ctmmar\ea‘ﬂ Fu\dersl," Matr\cesl&) Checksl,ﬁn Derwalinna‘a Laha‘fm Custom Funclinna‘

Search 4

= [ & Matrices
[ &7 DNA or RCR Research Sample Cangent Change (REIC)
[ &7 Early Term (ET)
[ &7 Master Form (MASTER)
[ & Optinnal Ressarch Sampls Consent Changs (ORSC
2 pl 9
mp Pregnancy Report (FREG)
[ & Primary (PRIMARY
v
O ¥ Unscheduled (UNSCH)
[ & Unzcheduled Local Labs (USLLAR)

7. Select the item(s) that you want to copy.
Expand the Item List Completely
Expand the item list and scroll as needed, then click the check box next to any item that you

Be sure to expand the list completely want to copy. You can select multiple items from multiple tabs.

below an item. This is especially true of

forms so that you can see all the fields it For example, on the Forms tab, you can find the Subject Identification (PTID) form and
contains, compare the list with the list of expand it to show the fields on this form.

fields in the Mock eCRFs, and select only

the fields you need to copy into your =08 Subject Identification (PTID)
A [ = PTNUME (PTNUME)

[ S PTNUM (PTNUM)
O =PTID (PTID)

Note that, in addition to the form name, the form OID appears in parentheses. Fields are
represented by their field OIDs.

8. Select the check box next to the item(s) that you want to copy into your draft.

Visible But Unavailable Items
For forms, do one of the following:
If an item does not have a check box next

to it, then it is not available for copying.
For example, if an edit check is not O To copy only certain fields, click the check box next to any field that you want to copy.
available, this means that the associated )

components—such as form(s) and Click Next.

field(s)—do not yet 9Xi5t in your study. In Architect displays a summary of the item(s) that you have selected.
order to copy the edit check, you must

first add the form(s) and field(s) on i | Barchiect | es2057_0] 2 0riginakR1 | # Library Wizara [

which the edit check depends.

[ To copy all fields in this form, click the check box next to the form name.

©

Copy from Global Volume Integrated 24AUG10 To Original-R1 [ < Back ][ Finish ][ Cancel ]

+ Dl 10 Forms
+ i|13 Data Dictionaries

Click Here for Customer Support Information

10. Click Finish.

Architect copies the selected item(s) into your draft.

11. On the Draft page, note that the item(s) have been added to the Draft Item Summary.



Draft Summary / Download

Item Count
Forms 10
Fields 134
“ariables 106
Folders 0

Edit Checks 1B

Yalid Checks 116
Inwalid Checks 0O
Derivations 0

Data

Dictionaries 13

Unit Dictionaries

Matrices

Wlappings
Custom Functions

Arranging eCRFs on the Forms Screen

0
0
Lab “ariable 0
0

Updated

22 Mow 2010
22 Mow 2010
22 Mow 2010

22 Mov 2010

22 Mov 2010

[l Pratect Waorksheets
[ Exclude validations

Include in
Download

&

&

BEEE

E ®

FOownload

After copying forms into a draft, Clinical Programmers use the best practice of

rearranging them so that they are easier to work with. The Visit Date form should
appear at the top, and all other forms should be listed in alphabetical order (by Form

Name). You can rearrange the forms just prior to P1 testing.

Rearrange forms

1. Navigate to the Forms page.

[ ] s ] v o

Filter

Order 2

o
9
0
0
0
o
o
o
o
-
+

1

(Click Hers for Customer Support Information

Form Name
() Chemistry Local 1

4~ Search

0ID
CHMLT

() Concomitant Medications Assessment MDA

() Concomitant Medications
(D Concomitant Medications - Coded
() Demographics
() Physical Measuramarnts
(2) Subject Identification
() Wisit Date
() Wital Signs 1
() Wital Signs Log
Add Form

MD1
MD1C
DEM

Help Text
Praovide resulis o
Concomitant medic. .

Concomitant redic. .

PHYMEAST

FTID
WISIT
VTLS1
WTLS3

#Fields Active Other Visit Log Direction Signature Required Edit

7
1

18
11

v

L U O N S N SR

[m]

OoooooooooD

Portrait
Portrait

Landscape

Portrait

2. Click the Move (@) icon next to a form that you want to move.

Architect displays a drop-down list.

[m]

OoooooooooD

&

CCO0COCOOC

Fields

L
L
[
L
:
L
L
L
L
L

Order of Forms

Arranging eCRFs on the Forms screen is
part of the build process. This explains
how the forms are listed on some of the
early UAT reports. The final order for the
forms is based on the order specified in
the Master Matrix for the study.



[Tl e - I

Filter # Search
a Other Log Signature
Order Form Name olp Help Text #Fields Active Visit Direction Required Edit Fields
8 Chemistry Lacal 1 CHML1 Provide results 0. 27 v O O @ 0O
0 Concomitant MDA Concamitart medic... 1 v m} m} 9 O
Wedications
Assessrment
o Concomitant hD1 Concomitant medic... 18 v O Portrait m} @ O
Wedications
D Concomitant MO1C 1 v a Portrait a & O
hedications -
Coded
0 Demographics DEM 14 v m} m} o B
8 Physical PHYMEAS1 7 v m] Landscape [ @ 0O
hleasurements
0 Subject PTID 3 v m} m} o B
Identification
- - Wisit Date WISIT 3 e m] m] @
o “ital Signs 1 WTLSH e v m] m] @ 0O
8 Vital Signs Log VTLE3 23 v m] Portrait [m] @ 0O
L+ Add Form

3. Click the drop-down list.

Top

Chemistry Local 1

Concomitant Medications Assessment
Concomitant Medications
Concomitant Medications - Coded
Demographics

Fhysical Measurements

Subject Identification

Yisit Date

Yital Signs 1

Yital Signs Log

Bottam

4. Select the form after whichyou want to insert the selected form. You can also move the
form to the Top or Bottom of the list.

Architect moves the form to the specified location.

oo

Filter 4 Search

Order & Form Name 0ID Help Text #Fields Active Other Visit Log Direction Signature Required Edit Fields
g [ A Visit Date VISIT 3 v O O @ D
o (D Chemistry Local 1 CHMLT Provide results o 2 v [m] O o 0O
o () Concomitant Medications Assessmeant MDAT Concomitant medic... 1 v O O @ 0O
8 () Concomitant Medications MD1 Concomitant medic... 18 v [m] Portrait O @ 0O
8 (D Concomitant Medications - Coded MD1C 11 v O Portrait O @ 0O
D () Demographics DEM 14 v m} O o 6
8 () Physical Measurements PHYMEAST 7 v (] Landscape O @ 0O
8 (D) Subject Identification PTID 3 v o O @ ©
D () vital Signs 1 WTLST i v m} O o O
D (2 ital Signs Log YTLS3 23 v m] Partrait m} o 6
-+ Add Form

ort Information

5. Repeat until all of the forms have been rearranged, with Visit Date at the top, and all other
forms in alphabetical order according to Form Name.

Rave Architect Lite



Hands-On Exercise

For this exercise, refer to the Mock eCRFs handout. Be sure to copy only those
variables and dictionary values that are specified on the Mock eCRFs.
1. Open the draft named Original-R1.

2. Copy the following forms from the Global Standard Volume into your Original-R1 draft:

IMPORTANT! Copy only the elements from each form that are specified on
the Mock eCRFs—do not copy in extra elements or omit required elements.
You might not see all fields from the Mock eCRFs in the Global Library
Volume. For example, for the Concomitant Medications (MD1) form,
you’ll add the MDNOTES field in a later exercise.

O Chemistry Local (CHML1)

00 Concomitant Medications - Coded (MD1C)

00 Concomitant Medications (MD1)

00 Concomitant Medications Assessment (MDAT1)

0 Demographics (DEM) (be sure to select BLUET - Instruction Text)
O Physical Measurements (PHYMEAS1)

O Subject Identification (PTID)

O Visit Date (VISIT)

O Vital Signs 1 (VTLS1)

O Vital Signs Log (VTLS3)

Verify that all of the forms have been copied properly. Note that Architect also copied any
data dictionaries that the selected forms required.

Click Finish

Ig I:-}}Amhnem[lﬁ':)Tcszus?_D I (4 Criginal-R1 [f Library Wizard

Copy from Global Volume Integrated 24AUG10 To Original-R1 [ < Back ][ Finish ][ Cancel ]

# 2110 Forms
# {113 Data Dictionaries

Click Here for Customer Suppart Information

u IMPORTANT! Remember to click Finish to complete the copy.

The Draft Item Summary should be updated.

Follow the Mock eCRFs

To copy only the fields that are required
in Mock eCRFs, expand the list of forms
within the Global Library Volume for each
form, and select only the fields specified
in the Mock eCRFs. Although this activity
might become tedious, it is still much
faster than adding and configuring the
fields from scratch.

Single and Log Forms

The Vital Signs (VTLS1) form is the single
version of the standard Vital Signs form.
It is included in the DEM02010_D study
as a reference item. Optionally, raise the
comparison between forms as a class
discussion or in response to participant
questions.

Mock eCRF Forms Not in Global Library

The Physical Exam (PE1) and Ongoing
Physical Exam (PE2) forms are specified
in the mock eCRFs but do not exist in the
Global Library. These are study-specific
forms that you will build in a later
exercise.

Leader Note—Instruction Text Fields

Be sure to select instruction text fields
(Form OID BLUE1, BLUE2, and so on) to
copy into your project. Instruction text
fields are display-only instructions that
appear on a form. They have a Field OID
but no VarOID. The Mock eCRFs specify
the text for instruction text fields and
display INSTRUCTION TEXT instead of a
Form OID.



Rearranging Forms

Forms should be arranged in this manner
during this stage of development.

Leader Note

The first day of the class typically ends
here, although this varies from session to
session.

3. Copy the GE_SUBJECT_ID (GESUBJECTID) edit check from the Global Volume and verify that

it was added to your draft. You will use this edit check later on the Subject ID Form.
Click Finish

Ig I&}Amhnemlichszua_D I (4 Criginal-R1 [f Library Wizard

Copy from Global Volume Integrated 24AUG10 To Original-R1 [ < Back ][ Finith ][ Cancel ]

# [£51 Checks

for Custemar Suppart Information

4, Copy the GD_PTID_PTNUM derivation from the Global Volume and verify that it was added

to your draft. You will use this derivation later on the Subject ID form.
Click Finish

I@, I&}}AmhitemIDTCSQDSF_D I [ Crriginal-R1 [}' Library Wizard

Copy from Global Volume Integrated 24AUG10 To Original-R1 [ < Back ” Finish “ Cancel ]

+ J 1 Derivations

for Customer Support Information

5. Edit the draft settings for your draft and change the Primary Form to Subject Identification.

6. Open the Forms screen and make sure that the eCRFs are arranged so that the Visit Date

form appears at the top, with all other forms appearing below—in alphabetical order—by
Form Name.

[ w5 o

Filter | /' zearch

Order 2 Form Name oD Help Text #Fields Active Other Visit Log Direction Signature Required Edit Fields
8 [ visit Date VISIT 3 v [m] [m] @ O
o (3 Chemistry Local 1 CHMLT Provide results o 27 v m} m} @ O
8 () Goncomitant Medications Assessment MDA1 Concomitant medic... 1 v (] (] @ 0O
o () Concomitant Medications MD1 Concomitant medic... 18 v [m] Portrait ] @ 0O
o () Concomitant Medications - Coded MD1C " v (] Portrait (] @ 0O
8 (D Demographics DEM 14 v O [m} @ O
o () Physical Measurements PHYMEAS1 7 v (] Landscape (] @ 0O
8 (D Subject Identification PTID 3 v [m] [m] © O
o () \ital Signs 1 WTLS1 27 b (] (] @ O
3 (D vital Signs Log VTLS3 23 v O Portrait [m] & O
L+ Add Farm

1

Click Here for Custamer Support Information

7. Open and view the Concomitant Medications form. Next, open and view the Concomitant

Medications - Coded (MD1C) form. What differences do you notice? Coded forms are used
for integration with other Roche systems.



BUILDING FORMS

This lesson shows you how to build forms in Architect. It covers the following topics:

[J About Forms (eCRFs) (see page 73)

[0 Copying Forms from the Global Library Volume (see page 77)
[J Creating Forms (see page 78)

[ Deleting Forms (see page 79)

[J Adding Fields to a Form (see page 79)

[ Working with Dictionaries (see page 82)

[ Working with Variables (see page 85)

[ Specifying Help Text for Forms and Fields (see page 88)

[0 Hands-On Exercise (see page 88)

About Forms (eCRFs)
As described in Viewing Forms (see page 23), eCRFs are simply called forms in

Architect. At Roche, forms are specified in the Mock eCRFs document, and
commonly-used, pre-validated forms are configured in the Global Library Volume.

A form contains one or more fields—places where data gets entered on an eCRF in
the EDC module.



Form Names and Datasets

In form names, the inclusion of a number
with a root or a 'C' affects how the
datasets are combined when the Clinical
Views and SAS datasets are created.

Forms and Mock eCRFs

The following figure shows some of the associations between the form specification

in the Mock eCRFs, the form configuration screen in Architect, and the form page in
the EDC module.

th[<1e

Form OIDNVISIT

Form Soure Global Volume | [ Modified Global Volume | O New [ Study.

Layout B Siqgle Form [ Mixed Form [ Portrait Log Form [ Landscape Log Form Mock ecRFs
\Qem Label Field OID Format Dictionary SAS Label

Visit Date VisD WNWW NA Visit Date

Not Done o NOTDN 1 NA Not Done

Age AGE 4 NA Age

Form OID Layout

Form Name

I@ I N Architect Iw “JDEMO2010°)] | 1 Original-R1 [ ) Forms.

£ Search

Order & Form Name o Help Text #Fields Active Other Visit Log Direction Signature Required  Edit Fields
: (A Subject Identification PTID 3 v o o o 0O
: (A Visit Date: VISIT 3 v o @ 0O
o LA Demographits DEM 14 v [m) o O
8 (A Physical Meadyrements PHYMEAS1 7 v o Landscape O @ ©
: (R Vital Signs 1 VLS 16 v o o o 0O
- : (A Vital Signs Log VILS3 14 v o Portrait o @ ©
AI‘Ch itect 8 (A Chemistry Local 1 CHMLY Provide results o 10 v o o @ ©
0 () Concomitant Medicatiog Assessment  MDAT Concomitant medic... 1 v o o @ ©
: () Concomitant Medications: MD1 Concomitant medic... 18 v o Portrait o o 0O
: ) Concomitant Medications - MD1C " v o Portrait o @ 0O
o (A Physical Exam PE1 Enter any finding. 2 v o o O
o (A Ongoing Physical Exam PE2 Enter any new or 2 v o o © O
o Add Form
I Gl I [ JDEMOZ010_D Dev Test Site I 2,104 I [ Screening [ [ wisit Date _
Inactivate Page
Subject: 104 B¢
Fage: Visit Date - Screening
Wisil Date 240cT200 & ¢ ®
Mot Done [V
Age 2 @xm EDCModule

Printable Version Yiew PDF  lcon Key
CRF Version 565 - Page Genersted: 25 Oct 2010 09:54:59 Greenwich Standard Time

Naming Conventions for Forms

Each form in Rave has a unique, descriptive name that indicates its purpose.
At Roche, form names are specified in the Mock eCRFs. For examples of standard
Roche form names, see the forms in the Global Library Volume.

Roche uses the following guidelines for form names:

[J Forms names must be unique.

[J Form OIDs must be unique and are up to six characters long (including digits).
[J Studies must use standard form OIDs—OIDs cannot be changed.

[J Forms with a similar purpose have the same root OID. For example, the OIDs for
Vital Statistics forms are VILS1, VTLS2, and so on.



[J For coded forms, the Form OIDs have the same root as the form it is coding, such
as AEDEC.

Form OIDs and Dataset Conversion

During the conversion of Rave Datasets to SAS Datasets, the structure of the datasets
is combined under the following conditions:

[0 a Form OID is used more than one time, and

O the value ends in either a number or 'C' (for coded forms)

Form OIDs Ending in Numbers

Datasets from form OIDs with numbers are merged upon extract to produce a single
dataset, named the same as the root but without the number. The combined dataset
will have the same number of columns but more rows (records) than either of the
originals. For example:

PE1 + PE2 = PE

A B C A B & D A B & D
data | data | data data | data | data | data data | data | data | Null
data | data | data data | data | data | data data | data | data | Null
data | data | data data | data | data | data data | data | data | Null
data | data | data data | data | data | data data | data | data | Null
data | data | data | data data | data | data | data
4 rows, 3 variables data | data | data | data
5 rows, 4 variables data | data | data | data
data | data | data | data
data | data | data | data

9 rows, 4 variables

In this example, both PE1 and PE2 need to have the same fields and Field OID:s.
The SAS Labels applied to the combined dataset will be the ones in the PE1 form.

With this type of merging, SAS labels behave in the following manner. Data sets are
merged initially according to the dataset number (VTLS1, VTLS2, VTLS3, etc.)—
not according to visit date. When merging the data, Rave will use the SAS label for
the header in the SAS dataset from the first dataset it comes to that contains the field.
The data may be reordered according to a date field for display, but the label will

remain according to this rule.

Dataset Conversion

The clinical data from various forms in a
study are consolidated to simplify and
optimize data analysis.

Form OIDs and Dataset Conversion

This topic is important to consider before
creating Form OIDs that end in a number.

Vital Signs Forms

This issue often arises for Vital Signs
forms.



Form OIDs Ending in a 'C' (Coded Forms)

Datasets from form OIDs with 'C' are joined to the corresponding dataset without
the 'C' to produce a single dataset, named without the 'C'. The combined dataset will
have the same number of rows as each of the originals but more columns. For

example:
HX + HXC - HX
A B (] D E F A B (o] D E F
data | data | data data | data | data data | data | data | data | data | data
data | data | data data | data | data data | data | dafa | data | data | data
clata | data | data data | data | data data | data | dafa | data | data | data

This functionality is part of our coding integration with TMS.



Copying Forms from the Global Library
Volume

When building a study, start by copying forms from the Global Library Volume

according to the instructions in “Running the Copy Wizard” on page 66. Click the
Forms tab to see the list of available forms in the Global Library Volume.

5 Furms@ Data D\ctmnanes‘ Unit chtmnaﬂes|ﬂ Fnlders‘,‘" Matrlces“i-’) Checksuﬂ Derwatmns| & Labs|nDD Custom Functmns‘

Search 4

=0 [l Ferms
® ] (2] Adverse Event Assessment (AEDEA)
S| [2) Adverse Events - Coded (AEDEC)
# [ [ Adverse Events (AEDE)
S| [ Alcohol Use History (ALHX)
= DAnthrnpumetnc Measurements (ANTMEAST)
* B Chemistry Local 1 {CHML1)
# [ [ chemistry Local 2 (CHML2)
# [ [ Coagulation Lacal 1 {CGLL1)
#0B Coagulation Local 2 (CGLL2)
* [ concormitant Medications - Coded (MD1C)
a [3 concomitant Medications (MD1)

Expand the form to select from the list of fields that are already defined for the
standard form.

B Forms|§| Data Dict\onaries| Unit D\ctionanes‘ﬁ Folders|," Matrices‘ﬁa Check5|fx| Denvation5|£} Labs‘u':'D Custom Functions

Search 4

= [ £ Forms

E [ [ Adverse Event Assessment (AEDEA)
H [ [ Adverse Events - Caded (AEDEC)
= [ Bl Adverse Events (AEDE)

[ = AENUM (AENUM)

[ S AERAW (AERAW)

[1=0LT (OLT)

1= CORG (CORG)

[ = NYHA (NYHA)

[[] = PATHGN (PATHGN)

[ B PATHCD (PATHCD)

Important to Select Fields Carefully

When selecting fields on a form, be sure
to select only the fields you need (refer
to your mock eCRFs). It is harder to
remove extra fields (once you’ve added
them) than it is to go back and add more
fields.



Forms in Alphabetical Order

When building studies, Clinical
Programmers typically make sure that
forms are kept in alphabetical order so
that they are easier to find in the list.

Creating Forms

Add a form
1. Navigate to the Forms page.
2. Inthe Forms page, click the Add Form () icon.
+ Add Form
Architect prompts you to select where to insert the form.
Form Name
Add Form | --- ™
3. Click the Add Form drop-down list.
Add Farm ..
1
Top
Wisit Date
Chemistry Local 1
Concormitant Medications Assessment
Concormitant Medications
Concormitant Medications - Coded
Demographics
Fhysical Measurements
Subject Identification
ital Signs 1
“ital Signs Log
Bottom
4. Select the form after whichyou want to insert the new form. You can also add the form to

the Top or Bottom of the list.

Architect adds an empty form in the specified location.

[aTAwamT e ol w5 o I

Filter 4 Search
Other Log Signature
Form Name oD Help Text #Fields Active Template Visit Direction Required DDE Edit
Visit Date WVISIT 3 v a (] a o
Chemistry Local 1 CHMLT Pravide results o. 7 v a [} a o
Concarnitant Medications MDAT Concomitant medic. 1 v a (] a o
Assessment
Concomitant Medications MD1 Concomitant medic. 18 ¥ m) O Porrait [m] ]
Concomitant Medications MD1C " ¥ m) O Porrait [m] ]
- Coded
0 O m] O Ops persite */ Update & Cancel

O Always

© hever
Demographics DEM 14 v O O o o
Physical Measurements  PHYMEAST 7 ¥ a [} Landscape [ o
Subject ldentification PTID 3 ¥ a (] a o
Vital Signs 1 VTLS1 Z v a [} a o
Vital Signs Log VTLS3 3 v O O Pomait O )

Fill in the form information.

At a minimum, specify the Form Name and Form OID according to the Mock eCRFs. For a
description of form properties, see “Viewing Forms” on page 23.

Click the Update (2) icon.

Architect saves changes to the new form.



Editing Form Settings

Changing a Form OID Value
If you are trying to change the Form OID

Edit form settings value, you must first create a new form
1. Navigate to the Forms page. with the new value, then inactivate the
. . . . old form.
2. Click the Edit (&) icon next to the form that you want to edit.
Architect displays the form row with editable fields.
[ETA ooz sl Semmrn] o ror-
Filter # Search
Other Log Signature
Form Name oI Help Text #Fields Active Template Visit Direction  Required DDE Edit
Visit Date VISIT 3 a O (] Ops perste Update & Cancs
C Always
@ Never
Chemistry Local 1 CHMLT Provide results o. 7 v a ] ] o
Cancamitant Wedications MDAT Caoncomitant medic, 1 v a (m] (m] 7]
Assessment
Concomitant Medications D1 Concomitant medic, 18 v a ] Portrait ] -]
Concomnitant Medications - MD1C " v a (] Portrait (] o
Coded
Demographics DEM 14 v =] [m] [m] ]
Physical Measurements PHYMEAZ1 7 N a (] Landscape O -]
Subject Identification PTID 3 v a ] ] o
Wital Signs 1 VTLST 2 v a (m] (m] 7
Wital Signs Log VTLS3 s} v =] [m] Portrait [m] ]
1
3. Edit the fields that you want to change.
For example, if you wanted to inactivate a form, you would simply clear (uncheck) the
Active check box.
4. Click the Update (:2) icon.
Architect saves changes to the form.
Deleting Forms
At Roche, once a study has gone live, a form can not be deleted—it must be
inactivated instead if it will no longer be used in the study.
Adding Fields to a Form Field OIDs and “Ghost OIDs”

As mentioned in “About Fields” on page 39, a field is a place on a form where data If you delete a field and then proceed to
add a new field and use the search filter,

the name of the deleted field appears in
the list. It will show up in the clinical view
tables for the data set where it was
originally defined. This is the reason for
P1and P2.

gets entered on an eCRF in the EDC module. Fields and field properties are specified
in the Mock eCRF document.



Leader Note

Describing the details of the field OID
naming rules is optional. Consider
skipping these naming rules unless

participants ask for more information.

This material is provided here for
reference purposes only.

Fields and Mock eCRFs

The following figure shows some of the associations between the field specification in

the Mock eCRFs, the field configuration screen in Architect, and the EDC Module.

Visit Date

Form OID: VISIT

Form Source: [ Global Volume | [ Modified Global Volume | O New [ Study.

Layout [ single Form [ Mixed Form [ Portrait Log Form [ Landscape Log Form Mock eCRFS
Field Label Field 0ID Format Dictionary SAS Label

Visit Date VISD | damuM NA Visit Date

Not Done o NOTDN 1 NA Not Done

Age AGE 4 NA Age

Field Label Format

Field OID

Find New
V@
Coding Dictionai Apply Variable
V Field

Field Name visD
Field OID
Field Num
Indent Level 0 v
[ Active [Log data entry
equires Translation s visible field

[CIcamget Record Date [Ican Set DataPage Date

Archltect [Can Selgtance Date [ICan Set Subject Date
[Show Previoud(sit Values

Header Text

Field Label [visit date

I‘L‘l. l[:]DEMOZEHELD - Dev Test SltEI&WDAIﬁSUE

Inactivate Page

Subject: 104

Page: Visit Date - Scry B¢
Wi (el 240072000 & ¢ W
Mot Done VER
g 22 @%H

EDC Module
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Naming Conventions for Fields

Each field in Rave has a unique, descriptive name that indicates its purpose.

At Roche, field names are specified in the Mock eCRFs. For examples of standard
Roche field names, see the fields associated with forms in the Global Library Volume.
With the exception of the SAE Summary Report form, Field OIDs and Field Names

are always the same.
For field OIDs, Roche uses the following naming rules:

[J If a question has a dictionary attached, the Field OID must not exceed 7
characters, with a 34-character SAS Label. '(space),std' '(space), U' gets appended
to the SAS Label for dictionary questions creating a 40-character SAS Label.

[J If a question is a date question, the Field OID must not exceed 7 characters and
must end in 'D’, with a 33-character SAS Label. '(space)(RAW)' gets appended to
the SAS Label for dictionary questions.



[J All other questions, the Field OID must not exceed 8 characters, with a 40
character SAS Label.

Add a field to a form
1. Navigate to the Form page.

2. In the Fields column on the Form page, click the Expand (>) icon next to the form for which
you want to add a field.

3. At the bottom of the fields list, click the Add New (&) icon.

At the bottom of the Name column, Architect prompts you to select where to insert the
field.

MEAS
MSUMIT

4. Click the drop-down list.

MEAS
MSUNIT

v

e
Top

NOTDN

ASMD

MSTYPE

SITE

LOCAT

MEAS

MSUNIT

Bottom

5. Select the field after whichyou want to insert the new field. You can also add the field to the
Top or Bottom of the list.

Architect prompts you to specify the properties for this new field.

WV Variable
VarOID: Find MNew
Format:
Dictionary: v | &3
Unit Dictionary: | ... v | &3
Coding Dictionary:| ... | Apply Variable
V Field
Field Name:
Field OID:
Field Num:
Indent Level: 0 -
[ Active [Log data entry
[IRequires Translation [#1s visible field

[[IShow Previous Visit Values
Header Text:

Field Label-

Fixed Unit:

Control Type: Text v

6. Enter the properties for this field according to its definition in the Mock eCRFs.

Specifying Field Properties

The typical sequence for defining field
properties on a form is as follows:

1

Enter or select the Variable OID from
the search list.

. Add the format type, if needed.

Select the dictionary, if applicable.

. Select Apply Variable—if applicable—

to bring in the field OID and name, or
else type in the appropriate value.

Add the field label, control type,
SAS label, and any other relevant
attributes (log check box, indent
values, default units, and so on).

Click Save.
Add Help text.
Click Save.



Leader Notes

O

Demonstrate how to re-use variables
by clicking New to create a new field,
then licking Find to find a field already
used.

Describe when you need to have a
unique variable OID.

Using the Chemistry Local 1 (CHML1)
form, edit the Glucose (GLUC) field
and show the list of pre-defined
analytes that are available for lab
forms. Explain that analytes are
configured using the Rave Lab
Administration module.

For information about field properties, see “Exploring Fields on a Form” on page 39.

7. Click the Save (:2) icon.

Working with Dictionaries

As described in “Viewing Dictionaries” on page 26, a dictionary is a set of values

(entries) that are associated with a single data point. Dictionaries and their entries are
defined in the Mock eCRFs.

Naming Conventions for Dictionaries and Entries
At Roche, data dictionary names consist of:

DescriptiveName_V#

where

O DescriptiveName is a brief name that indicates the purpose of the dictionary
[ _V# is the version number of the dictionary being used

Dictionaries in the Global Volume will always be V0. When a dictionary subset is
used in a study, it will be renumbered (V1, V2, V#, etc.) for each version of the
dictionary that is used.

Dictionary entries use:

[J User Data Strings: Mixed case and any keyboard characters. The values displayed
on the screen in the EDC module in Rave.

[ Coded Values: All-uppercase characters and no punctuation. Avoid special
characters of any kind in coded values. Coded Values are what is stored. Coded
values are what will be seen on Data Listing Reports, J-Review queries, or any
other report that accesses the data.

Dictionaries and Mock eCRFs

The following figure shows some of the associations between the dictionary
specification in the Mock eCREFs, the field dictionary screen in Architect, and the
EDC Module.



Mock eCRFs

Ethnicity
< Hispanic or Latino
< MNotHispanic or Latino
+ Notreported
< Unknown

ETHNIC $22

ETHNICITY_

V1

|~

Ethnicity

I@ I N An:miel:tl LDDEMOZD1D7D| (7 Original-R1 [i\ Dictionaries

Name Number of Entries

ASIAN_SPECIFY_/1
DOSE_FORM_V1
DOSE_UNIT V1
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Architect POSITION_V1

EDC Module

Edit  Entries der_|User Data String Specify | Coded Data Edit
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3 o O ) d Entry

n 2 o

Hispanic or Latino
Mot Hispanic or Latino
Mot reported
Unknown

Copying Dictionaries from the Global Library Volume

When building a study, start by copying standard dictionaries from the Global

Library Volume according to the instructions in “Running the Copy Wizard” on

page 66. Click the Dictionaries tab to see the list of available dictionaries in the

Global Library Volume.

[£] Forms| flll Data Dichonaries| Unit D\ctionanes‘@ Folders|," Matrices‘ga Check5|ﬁx| Denvation5|& Labs‘nan Custom Functions

Seach |/

=0 TlData Dictionaries
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O WAE_EXPEDITED V0 (AE_EXPEDITED_V0)
O iAE_EXF’ED\TED_W (AE_EXPEDITED_V1)
L iAE_INTENS\TY_VO (AE_INTENSITY_W0)
O WA _INTENSITY V1 [AE_INTENSITY V1)
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Creating a Dictionary

Add a dictionary

. Navigate to the Dictionaries page.

2. On the Dictionaries page, click the Add Dictionary (&) icon.

Architect prompts you to specify a name for the dictionary.

w

. Enter a dictionary name.

4. Click the Save (2) icon.

Architect adds the dictionary to the list.

Configure entries for a dictionary

1. Navigate to the Dictionaries page.

7 & [Delete

I@ [ NAmhuemIDTCSQDE?_D[tﬁ,ongina\-m [ilnmmnanea_

Q
&]
9
&]
9
&]
9
&]
9
&]
9
&]
9
+

2. On the Dictionaries page, click the Entries (>) icon next to the dictionary you want to edit.

Name
ASIAN_SPECIFY_W1
DOSE_FORM_v1
DOSE_UNIT_W1
ETHNICITY V1
FREQUENCY_W1
POSITION_W1
ROUTE_¥1

SEX_V1

SITE 4
TEMP_METHOD 1
TIME_W1
YES_NO_W1
YES_NO W4

Add Dictionary

Number of Entries

WO R W R

Edit
&

CO00CO0COCOCOCOCOO0COC0O

Entries

VOVLULLLLLVLLLVLLVLY

Architect displays a panel where you can configure dictionary entries.

L+

Name Number of Entries Edit  Entries
ASIAN_SPECIFY_\1 2 o &
DOSE_FORM_V1 1B o D
DOSE_UNIT VI 18 o >
ETHNICITY V1 4 0 o
FREQUENGY_V1 15 ) )
POSITION V1 11 & >
ROUTE_V1 n o &
SEX_VI 2 o D
SITE V4 3 o &
TEMP_METHOD V1 1 ) &
TIME_\1 7] )
YES_NO_V1 2 o o
YES_NO_v4 3 ) )

Add Dictionary

Reorder User Data String Specify  |Coded Data Edit
) % [&] % )
2 Ampule(s) O AMPULE ]
B Capsule(s) O CAPSULE )
2 Drop(s) [u] GTT @
s Gram(s) [&] G o
2 Grain(s) O GRAIN o
B 1UGs) [&] [
s Microgram(s) O UG o
) Miligram(s) [&] MG )
2 Militerts) O ML ]
B Pufils) O PUFF )
2 Inhalation(s) [u] INHALATION @
s Spray(s) [&] SPRAY o
2 Tablespoon(s) O TBSP o
B Tablet(s) [&] TABLET )
s Unit(s) O UNIT o
) Unknown [&] UNKNOWN )
2 Other O OTHER ]
o Add Entry




3. Click the Add Entry (&) icon.
Architect prompts you to specify properties for this entry.

User Data String Specify Coded Data Edit

| 7 & [Delete

4. Enter the following information:

Field Description

User Data String String that the user sees in the EDC Module.

Specify Not used at Roche.

Coded Data Data that gets saved in the Rave database. Consists of all-upper-

case characters and any keyboard characters except commas and

semicolons.

5. Click the Save (&) icon.

Architect adds the entry to the dictionary.

Working with Variables

As described in “Viewing Variable Settings for a Field” on page 47, a variable is used

to:
[ identify the data points within edit checks
[ link to dictionaries

Variables can be derived.

Naming Conventions for Variables

At Roche, Variable OIDs and Field OIDs are usually the same (except for the SAE
Report Summary form). However, Variable OIDs must be unique when two (or
more) fields on different forms have the same field OID but

00 different formats, or
00 different dictionaries

The following table shows the example described in the leader note at left.

Form OID Field OID VarOID Format
RSP OTHSP OTHSP_RSP $100
DEM OTHSP OTHSP_DEM $200

Coded Data vs. Coded Fields

Dictionaries used the coded data
property to specify how user data strings
are stored in the Rave database.
Dictionary entries are not to be confused
with codled fields that are special fields
associated with TMS integration.

Variables Based on Field OIDs

At Roche, the field OID and format
specified in the Mock eCRFs is what the
builder uses to build the variable in
Architect. For examples of standard
Roche variable settings, see the variables
associated with fields in the Global
Library Volume.

Leader Note

For example, if the variable PEREC is
found twice in the Mock eCRFs, but it is
$3 on one form (Physical Exam, and $13
on another (Ongoing Physical Exam),
these two will need to be built with
different VarOIDs. The Field OID should
always exactly match the Field OID on
the Mock eCRF.



In the following example, the variable SITE is found twice in the Mock eCRFs, but
the dictionaries used are different. They need to be built with different VarOIDs to
support the use of different dictionaries and ensure that the variable is uniquely

named.
Form OID Field OID VarOID Dictionary
ST SITE SITE1 SITE_V1
TT1 SITE SITE2 SITE_V2

Creating a Variable

Variables can be used across multiple forms. If the variable is changed in one location
(such as a change to its length or dictionary name), the change is reflected globally, in
all forms where the variable is used. If a variable needs to have slightly different
settings in different forms, then you need to create separate Variables OIDs
(incrementing the Variable OID name) for each unique collection of settings—even
though the Field OIDs (SAS Names) may still be the same.

Add a variable
1. Navigate to the Fields page.

2. On the Fields page, select the field associated with the variable you want to add.

W/ Variable
WarOlD: Find Mew
Format: 340
Dictionary: w | g
Unit Dictionary: | ... % | &2
Coding Dictionary:| ... * Apply Variable

3. Click New.

Architect prompts you to specify property settings for the variable.

W/ Variable
VarDID: | Find MNew
Format:
Dictionary: w | g
Unit Dictionary: | ... % &2
Coding Dictionary:| ... * Apply Variable

4, Specify the properties for this variable.



For a description of variable properties, see “Viewing Variable Settings for a Field” on
page 47.
5. Click Apply Variable.

6. Click the Save (2) icon.

Architect saves the field settings.

Associating Dictionaries with a Variable

Associate a dictionary with a variable
1. Navigate to the Fields page.

2. On the Fields page, select the field associated with the variable you want to edit.

3. Click the Dictionary drop-down list.

CETHMICITY A1 v

ASAN_SFECIFY_ W1
DOSE_FORM_W1
DOSE_LUIMIT_ %1
ETHMNICITY %1
FRECQLEMNCY %1
FOSITION_1
ROUTE_1

SER_W1

SITE_ W4
TEMF_METHOD_1
TIME_1
YES_MO_WT
WES_MO_WY

4. Select a dictionary in the list.
5. Click the Save (2) icon.

Architect saves the field settings.



HTML Tags Embedded in Text

In Architect, you might see embedded
HTML tags in text fields. field help text,
form help text, and field labels only (not
in any other kinds of fields). Clinical
Programmers use these tags to format
screen text. You do not need to learn
how to use or specify HTML tags.

Leader Note for Step 1

Have participants put the mock eCRFs for
PE1 and PE2 side-by-side and compare
them. Help the class identify the
following points:

[0 The forms will be merged (the form
OID has a number).

O The Field OIDs are the same on both
forms.

[0 The PEREC has different dictionaries
and different formats (field lengths).
It will need unique Variable OIDs
when it is built.

[0 The PED field is identical between the
forms. This field can be reused.

Specifying Help Text for Forms and Fields

The Form Level Help section in the Mock eCRFs specifies the help text to use in
forms and fields. Fields are identified by the Field OID.

Help Text and Mock eCRFs

The following figure shows the association between the help text specification in the
Mock eCRFs, the form configuration screen in Architect, and the EDC Module.

Subject Identification - eCRF Help Text

Mock eCRFs [ .. oo

eCRF Help Text

SelectIndicate if subject is enrolled or randomized to generate a subject number for

EIRONE non-IVRS study. |

Architect 7 Field Help Text

Help Text: |se1ect <b>Indicate if »
subject is enrolled or
randomized to generate a b

EDC Module

&) CRFHelp, - Windows Internet Explorer
£ | https mdsal.com %

Indicate if subject is enrolled/randomized to ge{erate a subject number for non-IVRS studyt

Select Indicate if subject is enrolled or randomized to generate a subject number for
non-IVRS study.

Close Help Window

@ Internet

Hands-On Exercise
For this exercise, refer to the Mock eCRFs handout. Be sure to add only those

variables and dictionary values that are specified on the Mock eCRFs.

1. Refer to the mock eCRFs for the PE1 and PE2 forms to be built in this exercise. Put them
side by side. Compare and analyze them. From what we have learned, what is alike and
what is different?

2. Create a dictionary named YES_NO_EXAMND.
Add three values: Yes, No, and Not Done.

Be sure to comply with Roche conventions described in “Naming Conventions for
Dictionaries and Entries” on page 82.




Name Number of Entries Edit  Entries Reorder |User Data String Specify |Coded Data |Edit

[ ASIAN_SPECIFY_v1 2 o ) s Yes O YES &
[ DOSE_FORM_v1 18 o ) s Ma 0 N P
(3 DOSE_UNIT_v1 18 & L B Not Done a NOTDONE |«
[ ETHMICITY W1 4 o ) = Add Entry

[ FREQUENCY 41 15 o >

[ POSITION_ 41 1 o »

[ ROUTE_V1 0 o )

D 8B W1 2 G )

(D) SITE_v4 3 o [

[ TEMP_METHOD_V1 4 o )

[ TIME_w1 2 & )

| YES_NO_EXAMND 3 o C

[ YES_MO W1 2 o >

[ YES_MO_ W4 3 o »

o2 Add Dictionary

3. Following along with the instructor, build the Physical Exam Form (PE1) from scratch
according to the Mock eCRF handout. Enter the fields in the same sequential order as they
appear on the mock eCRF. Be sure to specify:

U
U
O

Form settings—Form OID and Form Level Help.
Attributes for all fields—Field OID, Field Label, Format, SAS Label, and Field Level Help.

Associate the PEREC variable with the YES_NO_V1 dictionary that was automatically
copied over from the Global Library Volume. For the Control Type, click DropDownlList.

For the PED date field, select the DateTime Control Type, and specify the following SAS
format value: ‘Date9.’ Be sure to include the period as part of the value. This will not be
specified in the Mock eCRFs but is part of the build convention at Roche.

Specify an Indent of 2 (this is the convention at Roche for indenting labels).

Save your changes and preview the form. The preview appears in a separate browser
window.

4, Build the Ongoing Physical Exam form (form OID is PE2) using the same form settings and
field OIDs as in the instructor demo.

U
U

Change the label of the PEREC field to the specifications on the Mock eCRF.

Create a new variable (variable OID: PEREC2) for the PEREC field.

Note: Use PEREC for the field OID. This is because the dictionary used here differs from
the dictionary used in PE1, and because the field is longer. Any attribute that is different
between a re-used field OID in a study will require a new variable OID to be used.

Be sure to review your build of the PE1 form to ensure that you did not accidentally
change the dictionary associated with the PEREC field on that form.

Associate the PEREC2 variable with the YES_NO_EXAMND dictionary.

[0 For the Control Type, click DropDownList.

For the PED field, add the PED variable by finding and selecting it. Click Find, select the
Physical Exam form, select the PED field, select the PED variable, and click Select. This
date requires the following SAS format (include the period): Date9.

5. Preview the form. The preview appears in a separate browser window.

Renaming the Variable OID

In step 2, you rename a variable OID but
reuse the field name and field OID. This is
because renaming the variable OID will
make the variable unique within the Rave
system. Reusing the Field OID will affect
how the data appears upon extract. This
can be important if the intent is to merge
the data between forms.

Example of a Study-specific Form

The Physical Exam (PET) form is an

example of a study-specific form, which

is why you are building it from scratch.

Variables and Dictionaries

We use different variable OIDs for fields

that have the same variable name
because the dictionary attached to a

variable is one of its attributes. The same
dictionary must be used in every place
where the variable is used in a study. If
you try to change the dictionary in one
place where the variable is used, it will
change the dictionary every place that
variable is used. This is why different
variables are needed.
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6. Edit the Concomitant Medications (MD1) (Log) Form.

a. Add a Notes (MDNOTES) field according to the specifications on the Mock eCRF
Leader Note handout.

Ask the class: If they add a field to a b. Preview the form.
standard form, what are the

to their UAT plan? c. For the MD1 form, change the Log Direction to Landscape, then preview the form. What
consequences to their plan?

is the difference in how it is displayed? Change it back to Portrait to match the mock
eCRFs.



CREATING FOLDERS

This lesson shows you how to create folders using the Folders module in Architect.

It covers the following topics:

[J About Folders (see page 91)

[ Copying Folders from the Global Library Volume (see page 93)

[0 Copying Folders from Another Study (see page 94)

About Folders

As described in “Viewing Folders” on page 24, a folder in Rave is a mechanism for

organizing eCRFs into logical groups, such as by subject visit. At Roche, folders
represent visits specified in the study protocol and defined in the Visit Form Matrix.

Each visit has its own folder in Rave that contains all the necessary forms associated
with that visit. Unscheduled events that are not associated with a particular visit—
such as Adverse Events—have their own unique folders. A folder can contain eCRFs
and other folders.

Where are Folders Specified?

Folders are specified in the Primary
Matrix and Allow Add Matrices tabs in
the SLACS spreadsheet. A
comprehensive list is specified in the
Visit Calendar and Add Events section of
the Study Configuration Document.



Folders and the Visit Form Matrix

The following figure shows the association between the folder specification in the
Mock eCRFs, the Visit Calendar in the Study Configuration document, the folder
configuration screen in Architect, and the EDC Module.
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Naming Conventions for Folders

Each folder in Rave has a unique, descriptive name that indicates its purpose.
At Roche, folder names are specified in the Visit Form Matrix. For examples of
standard Roche folder names, see the folders in the Global Library Volume.

Roche uses the following guidelines for folder names:

[J Folder names have a maximum length of 50 characters and can have both upper

and lower case characters.

[J Folder names cannot contain underscores, but may contain spaces or dashes.
No more than one space or one dash is allowed between text characters. No spaces

should be placed around dashes. No other special characters are allowed.

[J If word abbreviations are required to conform to the 50 character limit, use

abbreviations that are recognizable to others.

[J Refer to the Table of Standard Abbreviations and a Table of Standard Folder
Names and Folder OIDs in the Biometric Global Process Library. Double-check
the standard to see whether the folder name has already been approved.

Naming Conventions for Folder OIDs

Each folder has a unique folder object ID (OID) that is brief but descriptive.
At Roche, folder OIDs are specified in the Visit Form Matrix. For examples of
standard Roche folder OIDs, see the folders in the Global Library Volume.
Roche uses the following guidelines for folder OIDs:

[J Folder OIDs have a maximum length of 10 characters and must contain all upper
case text. Folder OIDs cannot contain underscores, spaces, dashes, or any other

special characters. General conventions for new folder OIDs:

[ Use the first letter of the event name followed by the number of the event.
Example: Week 1 Day 3 would be W1D3.

U If the event is a single word it can be abbreviated.
Example: Unscheduled would be UNSCH.

[ If the event is multiple words, use the first letter of each word.
Example: End of Study would be EOS.

O Refer to the Table of Standard Folder Names and Folder OIDs in the Biometric
Global Process Library.

Copying Folders from the Global Library
Volume

When building a study, start by copying standard folders from the Global Library
Volume according to the instructions in “Running the Copy Wizard” on page 66.

Click the Folders tab to see the list of available folders in the Global Library Volume.

Conventions for Folder OIDs

Refer to the reference documents in the
Biometrics Global Library for the most
recent version of the naming conventions
for folder OIDs.



Copying Items From Other Studies

When you copy a folder or other item
from another study, you also copy the
settings for that item. Those settings
might differ from the settings in your
study specification documents. After
copying, be sure to change any settings
that do not match your study
specification documents.

Copied Folders and UAT

If you copy a folder from a study that has
been User Acceptance Tested (UATed),
then there is no need to repeat UAT for
the folder.

Target and Overdue Values

The Target and Overdue values are
brought in when you copy from another
project, but not when you copy from the
Global Volume. These values are always
considered to be study specific.

Copy from Global Volume Integrated 24AUG10 To Original R1

0 Furms|§| Data D\ctmmar\ea@Uml D\ctmmar\ea‘ﬂ Fu\dersl," Matr\cesl[e}) Checksl,ﬁn Derwalinna‘a Laha‘fm Custom Funclinna‘

Search 4

= [ Folders
[ 63 Adverse Events [AE)
[J & Concomitant Medications (MD)
OB Day 101
[J 1 DM or RCR Ressarch Sample Consant Change (RSIC)
oa Early Term (ET)
O E VRS (VRS)
O ﬁOpt\ona\ Research Sample Consent Change (ORSC)
[J £ Pregnancy Report (PREG)
O ﬁS:reemng (SCRM)
[ E5itudy Drug or Study Phass Comp or Early Dise (DISC1)
[ B Unscheduled (UNSCH)
[ ElUnzcheduled Local Labs (USLLAR)

Copying Folders from Another Study

You can also copy folders from another study. Study-specific folders are any folders
that are not found in the Global Library Volume but are specified in the study
protocol and defined in the Visit Form Matrix.

Copy a folder
1. On the Project page, select the draft to which you want to add items.

2. On the draft page, in the Global Library Wizards box, select Copy to Draft.

IQ IE-BArchitect I [TCS2057_D I (04 Original-R1 [f Library Yizard _

Select from a Global Library Volume or a Project to copy to draft 'Original-R1’

Search #

* & Global Library
+ E‘BProjecls

3. Expand the Projects node and select the draft that will provide the forms you will copy.

Select from a Global Library Volume or a Project to copy to draft 'Original-R1’

Search #
# & Global Library
= E‘B__Prujects

= (JDEMO2010_D

= lEDra_ﬁs
(D original-R1

Click Next.
On the Folders page, select the folder(s) you want to copy.

Click Next.

N o wn s

Verify the selected folders, then click Finish.

Architect adds the selected folders to your project.



Hands-On Exercise

1. Copy the following folders from the Global Volume Integrated (GVI) into your draft:
00 Concomitant Medications (MD) folder

O Day 1(D1) folder

O Screening (SCRN) folder

0 Unscheduled (UNSCH) folder

u IMPORTANT! Remember to click Finish to complete the copy.

Click Finish

IQ I@ArchitectI[j:JTcszuS?_DItbonginen-m [} Library Yizard

Copy from Global Volume Integrated 24AUG10 To Original-R1 [ < Back ][ Firlish ][ Cancel ]

# 14 Folders

Click Here for Cust:

pport Information

Verify that the folders were added to your draft.

. Copy the following folders from the DEM02010_D study into your draft (these are study-
specific folders that are not in the Global Volume):

0 Week 2 (W2)
0 Week 3 (W3)

u IMPORTANT! Remember to click Finish to complete the copy.

Click Finish

IQ I@ArchitectI[j:JTcszuS?_DItbonginen-m [} Library Yizard

Copy from Original-R1 Te Original-R1 [ < Back ][ Firlish ][ Cancel ]

# (12 Folders

Click Here for Customer Support Information

. Set the target and overdue dates for the folders according to the Visit Calendar in the Study

Configuration Document handout (settings that were carried over from the DEM02010_D
study might not match your study specifications).

Leader Note

This exercise is an example of copying
objects from different copy sources (the
Global Volume and another study).

Mention to participants that you can
reduce UAT time and effort by copying
elements from an existing study that has
already gone live. If an element has
already undergone UAT, then you do not
need to repeat UAT on that element after
copying it into a new study.

When preparing the study specifications
for a study that is very similar to an
existing study, you can refer to the
existing study as a copy source for
specific elements so that the Clinical
Programmer knows to copy them from
that study.

Order of Forms

Forms should be reordered according to
the SLACS spreadsheet, with the
Unscheduled (UNSCH) folder at the end.



Where are Matrices Specified?

Matrices are specified in a study’s Visit
Form Matrix and documented as tabs in
the SLACs spreadsheet.

Matrices in Every Study

Every EDC study for a Roche-sponsored
clinical trial has the following standard
matrices:

O Primary Matrix
[0 Unscheduled

[0 DNA Research Sample Consent
Change

[J Early Term
[0 Pregnancy Report
[1 Master Matrix

Most studies have additional study-
specific matrices added by the system
through form logic and edit checks.

Leader Note—Master Matrix

For the master matrix, compare system-
generated PDF eCRFs to old hand-written
annotated paper CRFs. The system
generates both blank and annotated
versions for the study records.
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CREATING MATRICES

This lesson shows you how to create and configure matrices using the Matrix module

in Architect. It covers the following topics:

[ Copying Matrices from the Global Library Volume (see page 98)

[ Creating a Matrix (Unscheduled Visit) (see page 100)

About Matrices

As described in “Viewing Matrices” on page 28, a matrix defines which folders

belong to which forms in a study. At Roche, matrices are built according to the
study’s Visit Form Matrix and documented in the SLACS spreadsheet.

Standard Matrices

Matrices at Roche consist of the following standard types:

Matrix Type  Description

Primary Default matrix that is automatically created when a new subject is
added.

Add Event Allows for adding more folders upon request, such as for unscheduled

visits (sites can add visits manually from a drop-down list). The matrix
should be configured to “allow add” and have a minimum of one (if the

folder should be added only once per subject) or a maximum of 99.

Used to generate blank eCRFs and PDF files for annotated CRFs. Spec-
ifies the display order and identifies subject-level forms. The GVI

Master matrix

includes a Master Form matrix.

Study-specific ~ Used when you have two different cohorts in a single study. Each

Matrices cohort uses a different matrix. Typical situations for using study-specific

matrices include:
= multi-arm study designs with a matrix for each treatment arm

= very long studies, such as oncology studies where subject survival is
the end point. Visits can be added in blocks as subjects progress

throughout the study rather than all at once.

Study-specific matrices do not exist in the Global Volume—if specified
in the SLAC:s spreadsheet for a study, they need to be created by the

Clinical Programmer.



Matrices and the Visit Form Matrix

The following figure shows the association between the Primary Form matrix Build Order in the Visit Form Matrix
specification in the Visit Form Matrix, the matrix configuration screen in Architect,

The eCRF Build Order column in the Visit
and the EDC Module.

Form Matrix specifies that the folders

N SR should be defined first, then the matrices.
Visit Form . o AN
ii 23 I 5 | & | & | ¢ |&E Indicators on the Visit Form Matrix
 |Form Name T |FormoD 7| | — / — —
il e I L The Visit Form Matrix indicates whether
e | m | / a given form needs to be added to the
e w | [/ matrix in Architect.
—— - [0 X =eCRF is created when the Subject

— / — record is created (at enrollment)
sty Lol / A O A=eCRFis added when the Visit

o e | foun x Date Form is submitted (at time of
10 |Concomitant Medications MD1 MDA1 Visit)

/ - 0 C=eCRFisadded when a Central Lab
/ . submits data

O FormOID= eCRF is added by an edit

S

Architect !

I@, I /N Architect _:)DEMDZMUJ[I@Ongma\m I " Matrices/ (T Primary .
Subject Screening | Day 1|Week 2 | Week 3| Concomitant Medications | Unscheduled CheCk on the form deSIgnated by the
Subject dengffication Subjgct Identification FOI'm OID.
Visit Date v ¥ N v Visit Date
Demographics Demographics
Physical Measurements Physical Measurements
Vital Signs 1 Vital Signs 1
Vital Signs Log Vital Signs Log
Chemistry Local 1 Chemistry Local 1
G I v Concomitant Medications Assessment
Concomitant Medications Concomitant Medications
Concomitant Medications - Coded Concomitant Medications - Coded
Physical Exam Physical Exam
Ongoing Physical Exam Ongoing Physical Exam

Subject| Screening | Dy 1| Week 2 |Week 3| Concomitant Medications | Unscheduled

Click Here for Customer Support Information

% Day 1

Ej Wisit Date

El Physical Measurements

B vital Signs 1 EDC Module
El Wital Signs Log

El Chermistry Local 1

El Ongoing Physical Exarm

10



Copying Matrices from the Global Library
Volume

When building a study, start by copying matrices (particularly the Primary Matrix)
from the Global Library Volume according to the instructions in “Running the Copy
Wizard” on page 66. Click the Matrices tab to see the list of available matrices in the
Global Library Volume.

E Fnrma‘i\ Data Diclinnaries‘@ Unit Diclinnarieslﬁ Fnldera‘.,v Malricea@ Checka‘j&] Derivatmmsl & Lahslngn Custom Fum:tmmsl

Copy from Global Volume Integrated 24AUG10 To Original R1

Search ’

= [ < Matrices
O & DMA or RGR Research Sample Consent Change (RSIC)
[ & Early Term (ET)
O ¥ master Form (MASTER)
[1 & Optional Research Sample Consent Change (ORSC
2 P 9
oW Pregnancy Report (PREG)
1 & Primary (PRIMARY
¥
O ¥ Unscheduled (UNSCH)
[ & Unscheduled Local Lahs (USLLAR)

Modifying a Matrix

After a matrix is created or copied, you then edit the matrix to assign forms to folders.

Modify a matrix
1. Navigate to the Matrices page.

2. Click the Expand () icon in the Folder Forms column next to the matrix that you want to
modify.

Architect displays the matrix.

i | A Architect | (TCS2057_D| (R Original-R1 | .7 Matrices Primar
_ il ¥

Subject| Screaning ?ay \é’\leek \3NEEk Concomitant

Unscheduled

Medications
isit Date o v | o Wisit Date
Chermistry Local 1 Chermistry Local 1
Concomitant Medications v Concomitant Medications

Assessmant
Concomitant Medications

Concomitant Medications -

Coded

Demographics

Ongoing Physical Exarn
Physical Exam
Physical Measurements
Subject Identification
“ital Signs 1

Wital Signs Log

Subject Screening

ort Information

Day |Week ‘Week |Concomitant

1

2

3

Medications

Unscheduled

Assessment
Concormitant Medications

Concomitant Medications -
Coded

Dermographics

Ongoing Physical Exam
Physical Exam
Physical Measurements
Subject ldentification
Wital Signs 1

Wital Signs Log

DEdit

3. Click the Edit (&) icon.

Architect displays the matrix with check boxes in each cell.



IU [ N Architectll_:)TCSIS?_D [ (P Original-R1 I =2 Matrices[ﬁaprimary _

Subject Screening T

isit Date v v | v
Chernistry Local 1

Concomitant Medications
Assessment

Concomitant Medications

Concomitant Medications -
Coded

Demographics

Ongoing Physical Exarn
Physical Exam
FPhysical Measurerments
Subject ldentification
Wital Signs 1

Wital Signs Log

Subject | Screening " 3

Day |Wesk ‘Wesk
2

Day |Week ‘Week |Concomitant
2

Wisit Date
Chermistry Local 1

Concomitant Medications
Assessment

Concomitant Medications

Concomitant Medications -
Coded

Demographics

Ongoing Physical Exam
Physical Exam
Physical Measurements
Subject ldentification
Wital Signs 1

Wital Signs Log

DEdit

Select (check) the checkbox that is the intersection between the Subject ID form row and

Subject column.

. Configure folder-level assignments for forms according to the Visit Form Matrix for your

study.

O To assign a form to a folder, select (check) the checkbox that is the intersection between

4. Configure the Subject Identification form for subject-level assignment.

the form row and folder column. Be sure to select only those forms with an “X”.

0 To remove an assignment, clear (uncheck) the checkbox.

. Click the Update (2) icon.

Architect saves changes to the matrix.

Subject-level Assignment

A form assigned at the subject level is
not associated with a specific visit.
Typically the Investigator Search form
and Investigator and Site Information
form are assigned at the subject level.
This is occasionally used during eCRF
review for convenience, in finding forms
that would otherwise be added
dynamically, but rarely are studies
configured this way in production
because of the effect this arrangement
has on the SAS datasets (some of the
key variables do not get applied during
the extracts, which can cause problems).

Online eCRF Review (UAT)

As part of the study build process, after
an eCRF is built and prior to a publish and
push the first time, it must undergo
online review—a UAT step that is
conducted by someone other than the
Clinical Programmer. During online
review, the Primary Matrix is edited and,
in the Screening folder, all of the study
forms are femporarily selected in order
for these forms to show up in the UAT.
After UAT, the form selections are
changed back to match the Visit Form
Matrix. This intermediate step is required
in order to QC the build.

10



Matrices Typically Copied

Matrices are typically copied from the
Global Library or another project rather
than created from scratch.

10

Creating a Matrix (Unscheduled Visit)

Adding an Add Matrix
1. Navigate to the Matrix module, as described in “Viewing Matrices” on page 28.
2. On the Matrices page, click the Add Matrix (&) icon.

Architect prompts you to specify properties for the matrix:

al A s 5[ et v

Name ol Allow Add  Max Edit
Frimary PRIMARY O ] &
Unscheduled UMSCH v 999 &
Fi 0 S Update &0 Cancel [ Delete

Click Here far Custemer Suppart Information

3. Enter the matrix properties according to the Visit Form Matrix.

Field Description

Name Name of the matrix. Use a descriptive name.

OID Matrix OID.

Allow Add Selected for Add Event matrices only. If selected, this matrix will

appear in the Add Event drop-down list on the subject home

page. These matrices can be added at the discretion of the site.

Max Number of times that this matrix can be added. For Add Event
matrices, specify 99 unless this matrix will be added only a spec-

ified number of times, such as 1 for once.

4. Click the Update (2) icon.
Architect adds the newly-added matrix to the list.
In the EDC Module, the Add Event drop-down list shows the Unscheduled matrix.

Add Event "

Unscheduled :



Hands-On Exercise

For this exercise, refer to the Visit Form Matrix handout.
1. Copy the following matrices from the Global Library Volume:
O Primary (PRIMARY) matrix
0 Unscheduled (UNSCH) matrix

u IMPORTANT! Remember to click Finish to complete the copy.

Click Finish

IQ IE}'jArchitectI[j:JTcszuS?_DItt,onginaLm [} Library Yizard

Copy from Global Volume Integrated 24AUG10 To Original-R1 [ < Back ][ Firlish ][ Cancel ]

W .
+ 72 Matrices

Click Here for Customer Support Information

Verify that the matrices were added to your draft.

2. Edit the draft settings for the Original-R1 draft. Make sure that the Default Matrix is set to
the Primary Matrix.

3. Modify the Primary (PRIMARY) matrix and assign forms to folders. Mimic the UAT online
review step here by temporarily marking all forms in the Screening column. Match the
entries on the Visit Form Matrix handout for the Visit Date row. (You will go back and
change this later in the course.)

Note: Only forms marked with X on the Primary Visit Form Matrix should =

be assigned to the primary matrix. All other forms will be added to the Mention that they should not select the
Subject Identification or Concomitant

appropriate folder via an edit check.
Medications forms.

10
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Im [ A Architectll_:)TCSmSI’_D [ Ly Criginal-R1 I =] Matrices[ﬁﬁprimary _

Day |Week ‘Veek |Concomitant
2

Subject Screening T

Medications
isit Date v | v
Chernistry Local 1
Concomitant Medications y

Assessment
Concomitant Medications

Concomitant Medications -
Coded

Demographics

Ongoing Physical Exarn
Physical Exam
FPhysical Measurerments
Subject ldentification
Wital Signs 1

Wital Signs Log

CIO[O O[OS O8] L (L]«

Day \2-’\u‘eek Week |Concomitant Unscheduled

Subject Screening 1 3 Medications

Unscheduled

Wisit Date
Chermistry Local 1

Concomitant Medications
Assessment

Concomitant Medications

Concomitant Medications -
Coded

Demographics

Ongoing Physical Exam
Physical Exam
Physical Measurements
Subject ldentification
Wital Signs 1

Wital Signs Log

DEdit

4. In the Unscheduled (UNSCH) matrix, verify the maximum number of times that this object

may be reused (999).

5. Modify the Unscheduled (UNSCH) matrix and verify that the Visit Date form has been added

to the Unscheduled folder.

[@ I AN Archnect[t':)Tcsmﬁ_DIlﬁ,onginal-m [ /7 Matrices [@Unscheduled _

Day Week Week Concomnitant
2 3 Medications

Visit Date v
Chermistry Local 1

Subject | Screening Unscheduled

Concomitant Medications
Assessment

Concormitant Medications

Concomitant Medications -
Coded

Dermographics

Ongoing Physical Exam
Physical Exam
Physical Measurements
Subject ldentification
Wital Signs 1

Wital Signs Log

Day Wesk Week Concomitant

Subject | Screening ] 2 3 Medications

Unzcheduled

“isit Date
Chermistry Local 1

Concomitant Medications
Assessmant

Concomitant Medications

Concomitant Medications -
Coded

Demographics

Ongoing Physical Exarn
Physical Exam
Physical Measurements
Subject Identification
“ital Signs 1

Wital Signs Log

Edit




TESTING YOUR PROGRESS

This lesson shows you how to iteratively review your progress by publishing versions
and push studies in Architect. It covers the following topics:

[0 Publishing a Version from a Draft (see page 103)
[J Pushing a Version to a Study (see page 106)

[J Reviewing Your Results (see page 108)

[0 Making Subsequent Changes (see page 109)

Publishing a Version from a Draft

Publish

Draft Version

A4

As described in “Viewing a Version” on page 19, a version is a snapshot of a draft,
including all of the study elements in the draft at the time the version was created.
Versions are used to see how the study elements created in Architect will be displayed
to users in the EDC module.

Naming Conventions for Versions
At Roche, CRF versions are named according to the following conventions:

CCC_R#.#_###_ddMMMyy_AAA

where:
Token Description
ccc Environment where the version will be pushed (DEV, TRN, TST, or
PRD). For environment names, see “Environments” on page 12.
R#.# Draft from which the version was published.
### Sequential number of versions published on that date.
ddMMMyy Date on which the version was created,
AAA Initials of the Clinical Programmer who created the version.

For example: DEV_R1_001_21SEP10_ABC

Underscores are used to separate these different parts of the version name. When new

versions are created in Rave, they are assigned a Version number by the system. This

Version Names

Architect does not provide an audit trail
for versions. Roche version naming
conventions were therefore developed in
order to encode important historical
details in the name— such as who
created the version, date when it was
created, draft from which it was created,
and so on—for future reference.

11



number becomes the identifier within the system for each published version of a

study, with the most recent version listed at the top.

Publishing a Version

CRF Draft Settings Publish

Draft Mame Original-R1 CRF Version Enter the

Library lcon () Study name Of the
) !

Confirmation version tO

Message .

Signature I hawve reviewsd the case report farms and find pUthh

Prompt the data to be complete and accurate

Primary Form  Subject Identification
Default Matrix  Primary
2 Edit

Draft Summary / Download

Item Count Updated B‘;\I;I:l::;
Forms 12 22 Nov 2010
Fields 139 22 Mow 2010
Wariables 110 22 Nov 2010
Folders [ 22 Mow 2010
Edit Checks "7 22 Nov 2010
Valid Checks 117
Invalid Checks 0O
Derivations 1 22 Now 2010
Data Dictionaries 14 22 Mow 2010
Unit Dictionaries 0
Matrices 2 22 Nov 2010
Lab ‘ariable
Mappings o

]

Custom Functions 0

[FProtect Worksheets
CExclude Validations

&Ooumload

Publish a version

1. Navigate to the Draft page.

2. Inthe CRF Version field of the Publish area, enter the name of the version that you want to
publish.

Publish
CRF “ersion

Pubklish to CRF “ersion

Overwrite 3. Click Publish to Version.

The Overwrite link is not frequently used Architect displays the new version.
at Roche. It allows you to overwrite an

existing CRF Version with the contents of Publish

an existing CRF Draft. After overwriting, if
necessary, you can restore the draft to its
original state (under a different name).

CRF “ersion

Publish to CRF Version |

More frequently, each time you publish

changes, a new, separate version is Existing Versions Overwrite
created. DEY_R1_001_220CT2010_EIC (527) Overwrite

11



The number in the parenthesis "()" is the system-assigned CRF Version number. This is the
number referred to in migration processes and documentation.

4. Navigate to the Project page.

[Tl oreez=r -

Project Settings

Name Active :_ihrary Description
con
TCS2057_D v () Study
« Edit
CRFDrafts: CRF Versions:
Original-R1 DEY_R1_001_220CT2010_EIC {B27) H Push x

g2 Add Mew Draft

art Information

5. In the CRF Versions box, click the name of the version you just created.

6. Review the results.

I.@ I f\eArchitectI[DTCS2DS?_D[lEDE\»’_R1_DD1_22OCTQD1D_EICI

CRF Version Settings

Yersion Mame  DEY_R1_001_220CT2010_EIC
Library lcon () Study
Confirmation

Message
Signature | have reviewed the case repaort forms and find the
Prormpt data to be complete and accurate.

Prirmary Form  Subject ldentification
Default Matrix  Primary

Lock CRF
Yersion
o Edit

Version ltem Summary
Item Count Updated I[;];‘I':ﬂeoa'g
Forms 12 22 Naov 2010
Fields 139 22 Nov 2010
Yariables 110 22 Mov 2010
Folders B 22 Nav 2010
Edit Checks 17 22 Nov 2010

Yalid Checks 117

Irnvalid Checks 0
Derivations 1 22 Nav 2010
Data Dictionaries 14 22 Mov 2010
Unit Dictionaries 0
Matrices 2 22 Naov 2010
Lab “ariable
Mappings 0
Custom Functions 0

[l Pratect YWorksheets
[ Exclude Yalidations

HDownload



Pushing a Version to a Study

. Push
Version

Study

A4

As described in “Studies” on page 20, a study is a snapshot of a version that users can
access and navigate in the Rave EDC module. To create a new study that can be used
in the Rave EDC module, a Clinical Programmer pushes a version to a particular

environment. Once a study is available in that environment, authorized users can
access the study and enter data.

Pushing a version

1. Navigate to the Project page.

CRF Versions:

DEV_R1_001_220CT2010_EIC (B27) B Push =

2. In the CRF Versions box, click Push.

Architect prompts you to select the study environment.

@ I /Ay Architect I (JTCS2057 D [(131DEV_R1_DD1_2200T201D_E|C _

Push CRF Version: DEY_R1 001 220CT2010_EIC (527)

To Study: | v|

To Sites: @® Al Sites

O Select Site(s):
O Select Site Groupls)

FPush

3. Select a study environment.

= I A Architect I (JTCE2057 D [CEDEV_R1_DD1_22CJCTQD‘ID_EIC_

Push CRF Version: DEY_R1_001_220CT2010_EIC (527)

ToStudy: o T
To Sites: Prod

DEY
TEST

O Select Site Group(s)

FPush

4. Select one of the following options:
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Option Description

All Sites Pushes the study to all sites.

Selected Site(s) Allows you to select the sites to push to.
Select Site Allows you to select the site groups to push to.
Group(s)

5. Click Push.

Architect pushes this version to the study in the target environment and displays a
confirmation message.

= I /A Architect I (JTCS2057 D [Q}]DEv_m_nm_zzocmm_ac _

Push CRF “ersion: DEY_R1_001 220CT2010_EIC (527)

To Study: ||:)E\,.a V| Dev Test Site

To Sites: @® Al Sites

O Select Site(s):
O Select Site Group(s)

Fush

CRF Wersion: DEY_R1_001_220CT2010_EIC
with 1D = 627 was successfully pushed

© Genentech, Inc.
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User and Site Administration

After pushing a version to a study for the
first time, you can begin to configure user
access to the study, as well as associate
the study with sites. Before you can log
into the EDC Module and view your
study, your user account needs to have
access to the study and the site. For this
training, these configuration tasks have
been done for you.

Role for Reviewing Results

Your user account with the CASA-1role
provides you access to the EDC Module
for the study you are building. The CASA-
Trole is unrestricted so that Clinical
Programmers can see the behavior of all
the fields they build for later testing (edit
checks, derivations, and so on). Clinical
Programmers can run the Study
Definition Report to identify role-based
functionality in their study (such as role-
based restrictions in forms or fields).

11

Reviewing Your Results

After pushing a version to a study, you need to go to the EDC Module, select this
study, and determine whether the results are what you expect and, if not, to help
clarify whatever additional changes are required to successfully produce a study that
correctly implements the study specification documents.

Review your results

1. Go to the Rave Home tab. Navigate in the EDC Module to the study you want to review, and
then select it.

_ i Il]TCSZUS?iD[E—'Dev Test Site

Messages )My Profile 5 Help 9 Home g3 Logout [y
Uzer: CASAAL_ST Training

Subject / W Task Summary: Site Subjects
=]
Advanced Search & Add Subject > a NonCunforrTﬂam Data 0
Mo Subjects Found > @ Open Queries o
[P @ Overdue Data ar®

lcon Key

2. Click Add Subject to add a subject.

3. Enter the subject information.

Subject Status: MNew

Subject: New Subject

Page: Subject Identification ENg
Indicate if subject is enrolledfrandormized to generate a 5
subject number for nor-WRS sludy J
Subject Number ) F N
Subject ldentification [~

Printable Wersion loon Key

CRF Yersion 627 - Page Generated: 22 Moy 2010 03:14:25 Greenwich Standard Time

Click Here for Customer Support Information

4. Click Save.

5. Rave displays the new subject and automatically adds the folders and forms specified in the
Primary Matrix.



DEV Messages [0 My Profile [ Help 4p Home g Logout By
Lser: CASAAL_ET Training
Sy 1m Grid View
= Day 1 [Z8ubject Identification Subject Administration
3 Wesk 2
[ Week 3 |Visit ‘Da(e V Task Summary: Suhject Pages
(=] r(\:ﬂnr;;nmnam | ‘ > 4k MonConforrmant Data 0@
B v;(“[:‘:”g > (@) Open Qusries s
Overdue Data 8
[ Chemistry Local 1 >0 v
[ concamitant Add Event | ... v || Add
Iedications
Assessment
[ Concomitant
Medications

[ Concomitant lean Koy

Medications - Coded CRF Version 827 - Page Generated: 22 Mov 2010 09:16:08 Greenwich Standard Time
[ Demagraphics
[ ©ngoing Physical Exam
[] Physical Exam
[} Physical Measurements
[ Subject Identification
[ wital Signs 1
[ wital Signs Log

Biave

6. Navigate the folders and forms to determine whether you see the results you expected.

Making Subsequent Changes

While building a study, after making changes to a draft, you need to repeat the steps
of publishing the draft to a version, pushing the version to a study, and examining
the results in the study to review the new changes. A new subject must be created in
order to see the changes in the EDC module. Iteration is an implicit part of the study
build process.

Forms in Screening Folder for UAT

Notice that all the forms are displayed in
the sidebar. This is because—when
configuring the Primary Matrix—you
temporarily selected all forms in the
Screening folder for UAT purposes.
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Leader Note

Have participants follow along for this
activity and encourage them to look at
the forms they built.

Leader Note

Have participants complete one cycle of
this activity, perhaps for a particular
form, or forms as they have time.

Leader Note

Have participants look at the Vital Signs
Log form and note that there are no
defaulted values included. Draw their
attention to where that is specified in the
mock eCRFs. Adding those defaults is
what they will do in the next lesson.

11

Hands-On Exercise

1. Publish your draft to the DEV_R1_001_DA7E_/N/version, where:

O DATE_is the current date in ddMMMyy format (such as 080CT10).

OO /M are your initials.

Publish
CRF “ersion

Publish to CRF Version |

Overwrite
Chverwrite

Existing Versions
DEY_R1_001_220CT2010_EIC (BZ7)

The number in the parenthesis "()" is the system-assigned CRF Version number.

This is the number referred to in migration processes and documentation.

. Navigate to the Version page and review the results.

. Push your version to a study whose name matches your assigned project name. For

example, if your project is named APC2041_D, then push your version to the study named
APC2041_D. Select DEV and the Dev Test Site. Be sure to push the most recent version.

. Review your results in the DEV20/5g Study.

0 Go to the Rave Home page.

O Select the study you have been building.
(0 Add a new subject.
0

Test by going to the Screening folder and specifying a Visit Date. Note that all forms are
listed in this folder—this temporary configuration allows you to easily conduct a UAT on
all forms. Review the forms. For example, go to the Vital Signs Log Form and notice that
the repeated defaults have been added.

. Verify that the forms configured in the Screening folder match the Mock eCRFs, and fix any

discrepancies.

[ [ resae o] e e s ] 1] v o I

Inactivate Page
Subject: 102

Page: Visit Date - Day 1 EN
Wisit Date - v QrHE
Mot Dane O O¢H
Age QrH

Printable Wersion “iew POF  lcon Key
CRF “ersion 627 - Page Genersted: 22 Mov 2010 09:25:25 Greenwich Standard Time

Sawve Cancel

Click Here for Customer Support Information




DEFINING RESTRICTIONS

This lesson shows you how to define form and field restrictions in Architect. It covers

the following topics:

[J About Restrictions (see page 111)

[ Configuring View and Entry Restrictions for a Form (see page 113)

0 Configuring SDV, Manual Reviews, and Default Values (see page 114)

[ Default Values (see page 116)

[J Testing Restrictions (see page 117)

[ Hands-On Exercise (see page 118)

About Restrictions

As described in “Viewing Restrictions” on page 306, a restriction controls the degree to

which a given EDC role has access to forms or fields—for example, to change data in
a form or to view a field on a form. A role is a set of permissions to perform certain
actions and access particular data. Each user is assigned just one role per study. Roles
determine what a user sees and has access to—Rave modules, eCRFs, reports, and so
on. If you are working on multiple studies, you might be assigned the same role in all
studies, or your role might vary from study to study, depending on your job
function(s) for that study.

Restrictions and User Roles in Rave

Roche has defined a standard set of Rave user roles. Role assignments are made on a
study-by-study basis. For a given study, role assignments are specified in its Study
Configuration Document (SCD). When a user logs in, Rave grants them access to
Rave features and data based on the permissions configured for their associated role.

Where are Restrictions Specified?

Restrictions are specified in a study’s
View & Entry Restrictions document.
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Restrictions are Not Permissions

A restriction preventsa role from
accessing certain functionality—the
opposite of a permission. If a role is
specified here, then access is taken away
from that role.

12

Restrictions and the View & Entry Restrictions
Document

Restrictions for forms and fields are specified in the View & Entry Restrictions
document.

View and Entry Restrictions Specifications

Roles used in study:
=List here all roles used in the study

Note: Do not list Instruction Text (BLUE1, BLUEZ2, etc ) for non-log forms; only list Instruction Text for log forms

STANDARD FORM NAME and FIELD OID Form OID VIEW Restriction ENTRY Restriction
Chemistry Local 1 CHML1 Batch Upload. INT-1. INT-DS1
TMPTC CHMLA CRC-1I, PI1I
PGREP1 CHML1 Batch Upload, CRA-1, CRA-1A, CRCA1I

CTM-1, INT-1, INT-DS1. PI-1I, VIEW-1S

C i Medications A MDA1 Batch Upload, INT-1. INT-DS1
Concomitant Medications MD1 Batch Upload, INT-1. INT-DS1
MDTYP MD1 CRC-11, PI-11, VIEW-1S

CRA-1, CRA-1A, CRC-11, CTM-1, PI-11,

Concomitant Medications — Coded MD1C VIEW-1S Batch Upload, INT-DS1
Demographics DEM Batch Upload, INT-1. INT-DS1
AGEIC, AGEU DEM CRC-11, PI-11, VIEW-1S

Implications of Restricted Forms and Fields

If a role is restricted from viewing a field or form, then users associated with that role:
[J will not see that form or field in the EDC module

[J will see blanks—instead of restricted fields—on reports in the Reporter module

[J will not see any columns representing restricted fields in the data set, or they will
see blanks instead of the restricted fields

[ if a form contains restricted fields, and a form-level operation (such as a lock or
freeze) is applied to the form, the operation does not apply to any restricted fields

Note: Default restrictions are included when you copy forms and fields from
the Global Library Volume into your draft.



Configuring View and Entry Restrictions for

a Form

Form restrictions determine which EDC role(s) can view or enter data into a given

form. For a given study, view and entry restrictions are specified in its View & Entry

Restrictions document.

Configure form restrictions

1. On the Draft page, in the Draft Items sidebar, click Restrictions.

Architect displays the Restrictions page for the selected draft.

I@, [ mArchitectItj)TcszuSLDItﬁonginahm [@Restrictions_

Forms A

Faorm Restrictions

Field Restrictions

Global Field Restrictions

Support Information

2. Click the Forms drop-down list and select a form.

Architect displays restrictions settings for the selected form.

Forms | Visit Date b

Form Restrictions
Restrict View Restrict Entry

Batch Upload, INT-1, INT-D31

Field Restrictions

Name Requires Verification Manual Review
WISD v
NOTON
AGE O

Global Field Restrictions

Restrict View

CRC-11, P11, View-15

Restrict Entry

Restrict Entry

Requires Verification Manual Review Restrict View

O O Reviewer Ceatch Upload CLom
Ocasa Op1
OcRa Opri
Clcra1a Opi2
OcRaz Ore
Oere Orc1a
Ocrel Ore-1Bs
Ocre2 Is0m-1
Ot Ospasi
Ocmir Ospa-ut
Com Owiew-1
Opss1 Oview-14ud
OinT1 Oview15
CInT-D51

O Batch Upload CILDM-1

Oeasaa
Oerad
Clcrata
Ocraz
Clere
Ocrel
Clere-2
Oetma
Oemar
Com1
Ooss
O
CliNT-DS1

Pk
Open
CIpi2
ORc1
CIrc-14
Orc-1Bs
[CIsDm-1
Ospam
Cspa-ut
Cview-1
[Cview-14ud
view-15

Edit

Default Value Edit
&
o
&
Edit

Add To All Fields &

Remave From Al Fields &

Leader Note

After talking about restrictions in general,
have participants following along with
the demo as you set up some
restrictions.
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Entry Restrictions

The Batch Upload, INT-1, and INT-DS1
roles are entry restricted at the form

level. These roles exist in the production

environment but not in this training.

Where is SDV Specified?

SDV is specified at the end of the mock
eCRFs handout. The standard practice is
to SDV all forms and data fields. The SDV
specification describes the exceptions—
what notto SDV.

12

3. In the Form Restrictions area of the screen, click the Edit () icon.

Architect expands the Form Restrictions and displays the following settings for the selected
form.

Faorm Restrictions

Restrict View Restrict Entry

[eatch Upload CILDM-1 [ Batch Upload CILDM-1

Ocasai P Ocasai P

CcrA1 P11 CcrA1 P11

Ccra1a ez Ccra1a ez

Ocraz Ore-1 Ocraz Ore-1

Ocre-1 Orc-1a Ocre-1 Orc-1a

Ocre-11 Orc-1Bs Ocre-11 Orc-1Bs

Ocre-2 [O=om-1 Ocre-2 [O=om-1

ot O=zra-B1 ot O=zra-B1

Oect-1r Ozpa-ut Oect-1r Ozpa-ut

CIDm-1 view-1 CIDm-1 view-1

Opss-1 view-1A0d Opss-1 view-1A0d

M1 Oview-15 FIMT-1 Oview-15

CINT-D31 FINT-DS1

Option Description

Restrict View EDC role(s). Selected roles cannot view this form.
Restrict Entry EDC role(s). Selected roles cannot enter data into this form.

4. Select any role(s) for which you want to restrict view or entry access.

5. Click the Update (:2) icon.

Configuring SDV, Manual Reviews, and
Default Values

Field restrictions include Source Document Verification (SDV), manual reviews, and

default values.

Configure field restrictions
1. On the Draft page, in the Draft Items sidebar, click Restrictions.

Architect displays the Restrictions page for the selected draft.



Iu [ mArchitectIr j)Tcszusr_D[L'ﬁ.onginarm [@Restrimions_

Farms | .. v

Form Restrictions

Field Restrictions

Global Field Restrictions

Click Here for Customer Support Information

2. Click the Forms drop-down list and select a form.

Architect displays restrictions settings for the selected form. In the Field Restrictions area of
the screen, Architect displays a list of fields associated with the selected form.

Field Restrictions

Name Requires Verification Manual Review Restrict View Restrict Entry Default Value Edit
WISD v @9
NOTDM @
AGE [m] CRC-11, P11, View-18 @

3. In the Field Restrictions area of the screen, click the Edit (&) icon next to the field that you L d G
want to configure. Roles and User Groups

At Roche, roles have a number, while

Architect expands the Field Restrictions and displays the following settings for the selected
user groups do not.

field. Architect displays all the roles that are defined in your URL. At Roche, these are
specified in the Study Configuration Document.

Field Restrictions

Requires Manual

Name Verification Review Restrict View Restrict Entry Default Value
YISD
|:|_ [CBatch C1LOM-1 [CBatch C1LOM-1
Reviewer | [Upload Upload
| |
casat CPH |lcagaq HIPH
Ocrat OPR Ocraa OPE
| |
crata OPR2 |lcpaqa HIPR2

Ocra-2 ORcA1 Ocra2 ORc-1
Ocre-1 Orea || Ocrer ORc1A

O O

cpey  ORCBs || pe,  DIRC-1Bs

Ocre-2 Osom-1 || Ocre-2 CIsom-1
O O

ot SRR ot SRR

O O O O

CTM-1R  SPA-LN CTM-1R  SPA-L1
Oom1 Oview-1 || Oom1 Cview1

O O
L0881 et and || F0%5 view.1aud
O O
DN owers || vewts
O O
INT-DS1 INT-DS1

4, Specify the following restriction settings for this field.
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Leader Note

As of this writing, the standard practice
for Roche-sponsored studies is to SDV all
forms and data fields. Exceptions to this
rule—forms or fields that are either part
of the Rave Integrations, defaulted fields,
or derived fields that do not require
source document verification—are
specified in the Source Document Verify
section of a study’s Mock eCRFs. This
practice is expected to change—refer to
the latest Roche FDB policy for details.

Reviewer Check Box

The Reviewer check box below refers to
the Review Group that would be doing
the manual review (if manual review is
enabled for a study). The Reviewer
review group is the only group available
with our current configuration.

12

Setting Description
Name of the field.

Whether this field requires SDV (selected) or not.

Name
Requires Verification
Whether this field requires manual review (selected) or not.

EDC role(s). Selected role(s) cannot view this field.

Manual Review
Restrict View

EDC role(s). Selected role(s) cannot enter data into this

field.

Restrict Entry

Default Value Default value (data point) for this field, if applicable.

5. Click the Update (2) icon.

Requires Verification

The Requires Verification checkbox specifies whether the field requires Source
Document Verify (SDV). SDV is the process of verifying that the data entered in
Rave matches exactly the written record of data collected from a subject (patient
charts, lab reports, notes, and other paper-based records). SDV is specified on the last
page of the mock eCRFs.

Manual Review

The Requires Manual Reviews checkbox specifies whether the field requires manual
review. Manual reviews are rare at Roche but are conducted if required for a
particular study. For example, in oncology studies, scientists have wanted to review
biopsy or tumor assessments when received. Manual reviews for fields are specified in
the Study Configuration Document (SCD).

Default Values

The Default Value setting allows you to specify default values that are automatically
provided when the eCRF is added. Default values are specified in Field Label column
(in square brackets) in the Mock eCRFs. In Architect, you can configure default
values in the field properties or on the Restrictions page.

[J For form fields, you can specify a single default value.

[J For log fields, you can use a default repeat to create a log form with multiple
records, with each record containing a different default value. To do this, you
specify a set of delimiter-separated values in the Default Value Attribute of the
field. The delimiter character is a pipe (|) with no extra spaces. Adding a final pipe
character at the end restricts the sites from adding an additional log field.



For example, for the TMPTC field on the Vital Signs Log form, here is the default
value setting that is specified in the Field Label column for this field in the mock
eCRFs:

Field Label

Flannedtimepoint
PRE-DOSE
15 MIN POST DOSE
30MIN POST DOSE
1HOUR POST DOSE

Here is how the default would be specified in Architect.

PRE- DOSE| 15 M N POST DOSE| 30 M N POST DOSE| 1 HOUR POST
DOSE]|

Testing Restrictions

To test restrictions that you have configured, you simply publish the draft to a
version, push the version to a study, and then open the study in the EDC Module to
view the results. How you test depends on the type of restrictions that you
configured.

[] View or entry restrictions—For each restricted role, log into the EDC module
using that role and verify that the restriction is in effect. In addition, log in using
roles that are not restricted and verify unrestricted access. If available for your
study in the PROD environment, you can run the Study Definition Report to
verify your configured view and entry restrictions. This report is not available in
the training environment.

[J Verification required—Confirm that the Verify icon appears on the form or next

to the field.

[J Manual review—Log in using an account in which the Review permissions are
enabled. Rarely used at Roche.

[J Field defaults—Add or open the form and verify that the default value appears as
expected in the applicable field(s).

Terminating Character

Unless the study team wants to allow
users to add log fields to a form, the
standard practice for default repeats in
Roche-sponsored studies is to add a
terminating pipe (]) character at the end
of the default value setting.

Instructor Demo

[ For the Visit Date form, show the
Restrictions page and go over form
and field restrictions. Point out the
Restrict View settings for the AGE
field.

[0 For the Vital Signs Log form, set up
the default value for the TMPTC field.

[0 Publish, push, and review the results.

12



Answer

All except VTLTMU, which is defaulted.
The SDV document specifies the fields
that should rotbe SDVd.

12

Hands-On Exercise

1. For the Vital Signs Log form, add the default values to the TMPTC field. Separate the values

with a pipe '|' character, leaving no extra spaces.

PRE- DOSE| 15 M N POST DOSE| 30 M N POST DOSE| 1 HOUR POST

DOSE|

Field
Field Name:
Field QID:
Field Num:
Indent Level:
[] Active
[JRequires Translation

Header Text:

Field Label:

Fixed Unit:

Control Type:

Default Value:

TMPTC

0 w

Log data entry
Is visible field

TIME POINT

Time point (Protocol -
defined wvalues that will be &
Text v

Default Value

PRE-DOSE[15 MIN POST DOSE|30 MIN
[JUse current Date Time

Note: A final "|" character would restrict the sites from adding an additional field. This is the
standard practice for default repeats in Roche-sponsored studies.

. For the Vital Signs form, restrict entry for the CRC-1 role to the TMPTC field.

. Determine which of the following fields on the Vital Signs Log form require verification:

NOTDN, VTLD, VTLTM, VTLTMU, TEMP, PULSE, RESP, BPS, BPD

. Repeat the process: publish the draft to the version, push the latest version to the study,

and test the results (add a subject and verify):

a. On the Vital Signs Log form, check the default value. To see all four default values added
to the form, click the “Click here to return to Complete View” link. Verify that you cannot
add another line to this log form (the terminating pipe character in the default value

setting).

b. On the Vital Signs Log form, check that the entry restrictions are set up properly.

¢. On the Concomitant Medications form, check the default value.



DEFINING FIELD EDIT CHECKS

This lesson shows you how to define field edit checks in Architect. It covers the
following topics:

[J About Edit Checks (see page 119)

[ Field Edit Checks and STACs (see page 120)

[ Configuring Field Edit Checks (see page 120)

About Edit Checks

There are two types of edit checks in Architect:

Type Description

field edit checks ~ Trigger system-generated queries for an individual field based on an
error condition, such as when no date was entered in a required field,
entered data was non-conformant, a future date was entered in a date
field, or data is out of a specified range. Non-conformant data can
also be marked as out of range (without firing a query). Configured

for an individual field only. For more information, see “Viewing Field

Edit Checks” on page 48 and “Configuring Field Edit Checks” on
page 120.

edit checks Catch entry errors or aberrant data to help ensure that the submitted

data are valid. Edit checks can be used across fields and forms. For

more information, see “Viewing Edit Checks” on page 30 and
“Working with Edit Checks” on page 123.

Field edit checks are built-in mechanisms that Rave provides for catching common
data entry errors in fields. These are system auto queries that are specified in the
SLAC spreadsheet—the Check Name is blank, and the Check Action specifies “Auto

»

Query ....".

W Field Edit Checks
[ Auto-Query for required data entry

[[] Auto-Query for non-conformant data

[ Auto-Query for future date/time
Low High

Auto-Query for data out of range

Mark non-conformant data out of range

In contrast, edit checks are customized bits of logic that can handle very complex,
sophisticated tasks. For a Roche-sponsored clinical trial, both types of edit checks are
defined in its Study Logic and Check Specifications (SLACS).
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Leader Note

Show participants the field edit checks in
the SLACs spreadsheet. Examples:
BRTHD on the Demographics form, and
VTLREC on the Vital Signs 1 form. Point
out that the Check Name is blank and the
Check Action specifies Auto Query.

13

Field Edit Checks and SLACs

The following figure shows some of the associations between the edit check
specification in the SLACs spreadsheet and the edit check configuration screen in
Architect.

GVI
Resp Box.
Standard’
Study ;""" FormOID | Line # Check Description Message Check Action | 21" ana | Group Checkllame
ame Field Manual
Specific close | COMM
ent
Global [Vital Signs | VTLS1 30(Were any vital signs collected at this visit? |A response is required Open Query BPD GE_VTLREC_YES_BPD_|
Standard 1 (VTLREC) is Yes, then response to Diastolic BLANK
blood pressure (BPD) must be provided /
¥ Field Edit Checks Architect
[] Auto-Query for required data entry
Auto-Query for non-conformant data
Auto-Query for future date/time
[& [DDEmozmuJ 7 Dev et Site | 2, New Subjectl ﬂDay1i [ Vital Signs 1_ EDC
Respiratory rate N = MOdUIe
? Aresponse is required New Data v breaths/min (@) ¢ B
Opened To Site fram Systefn (25 Oct 2010) "
Respiratory rate unit BREATHS/MIN &% 7 &
Systolic blood pressure 80 mmHg® @ 7 &

Diastalic blood pressure B -
? A response is required New Data he | mmHg™ (2§ B
Opened To Ste from System (25 Oct 2010) -

Blood pressure measurement unit MMHG & ¢ B
Weight® 60 kg™ & ¢ B
Weight unit K6 & ¢ B
Printable Version View PDF lcon Key )
CRF Version 613 - Page Generated: 25 Oct 2010 12:18:35 Greenwich Standard Time

[Glick Here for Gustomer Support Informetion [

Configuring Field Edit Checks

As described in “About Edit Checks” on page 119, field edit checks are system checks
that are specified in a study’s Study Logic and Check Specifications (SLACS) and are
configured in Architect on a field-by-field basis.

Configure field edit checks for a field
1. View fields for a form (see page 24).
2. Click the Edit () icon next to the field whose settings you want to edit.
3. On the Fields page, expand the Field Edit Checks category.
Architect displays the field edit check settings for the selected field:

W Field Edit Checks
[[] Auto-Query for required data entry
[[] Auto-Query for non-conformant data
[ Auto-Query for future date/time
Low High
Auto-Query for data out of range

Mark non-conformant data out of range



Setting

Auto-Query for

required data entry

Auto-Query for non-

conformant data

Auto-Query for future

date/time

Auto-Query for data

out of range

Mark non-confor-

mant data out of range

5. Click the Save (2) icon.

4, Configure any of the following settings:

Description

Used for required fields only. If selected, specifies that this
field requires data. When a user saves the form in the EDC
module and if this field is empty, then Rave automatically
generates a query to the site prompting for the correct value.
This setting is specified in the Study Logic and Check Spec-
ifications (SLACS).

Used for all date, time, and numeric fields. Not used for text
fields or fields with associated dictionaries. If selected, when
a user saves the form in the EDC module, if this field
contains non-conformant data (for example, letters are

entered into a numeric field), then Rave automatically

generates a query to the site prompting for the correct value.

Used for all date fields (does not work on time fields).
Exceptions to this rule must be documented in the Study

Logic and Check Specifications (SLACS).

If selected, when a user saves the form in the EDC module,
if this date field contains a date that is later than the current
system date, then Rave automatically generates a query to

the site prompting for the correct value.

If high and low values are specified, when a user saves the
form in the EDC module, if this field contains data that is
outside the specified numeric range, then Rave automati-
cally generates a query to the site that prompts for the

correct value.

Not used at Roche. If high and low values are specified,
when a user saves the form in the EDC module, if this field
contains both non-conformant data and data that is outside
the specified range, then Rave automatically generates a

query to the site that prompts for the correct value.

Mark Non-Conformant Data
Out of Range

Marking this box would result in an out-
of-range value being marked as non-
conformant, as well as firing a query,
which would exclude the field from the
SAS dataset extract.
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Hands-On Exercise

For these exercises, refer to the SLACS handout.

1. On the Vital Signs Log form, verify that the TEMP and PULSE fields are configured to fire

range check autoqueries.
Leader Note 2. On the Vital Signs Log form, verify that range checks for the following fields use the study-
Ask the class to consider where the specific low/high values specified in the SLACS:
ranges came from that were originally in [0 BPS
the low/high fields.
(1 BPD
Answer: From the GVI. These are the
standard values specified in the GVI and Iu N Architectl [ ITCS2057 0| L[ Originak R | il Forms[%vna\ Signs . _
o it T 1
the GVI templates. They will need to be 8 erns e L, HeaderTed SYSTOLICEP
edited in the study specifications and in blood pr.. Flel! catel: BEETICRION ehesalie
. . . b BPS Systalic blond 3 i, g
the study in Rave if study-specific ranges press.. L
are needed. : BFD E::mlic blood 3 v FigeeLinft mrikg |
- Caontrol Type Text ha
& BRL Bland pressire: $1 M 4 Accept files with extensions:
measu...
o Bl Body Mass 52 = i Lab Analyte:
Indep Bl Frornpt for Clinical Significance
+] EmI Body Mass pia) v # Default Value
Index (BMI L
4 BSA Body Surface 5.2 2 i Dluse current Date Time
Avrea (B SAZ Label Blood Pressure, Systolic
8 BSAU  Body Surface  §2 v g SAS Format r
Area (B
o O25AT  Pulse oximetry 3 v 7[> Field Help Text
+] 025ATU Pulse oximetry $1 v 3
unit ¥ Field Edit Checks
& WSLOC - Pulse oximitry  $30 ¥ 7 [ Auto-Guery for required data entry
measu...
2 [ Auta-Query for nor-confarmant data
e [l Auta-Query for future dateftime
Low High
Auto-Query for data oot of range 40 _SDﬁ

Mark nor-conformant data out of range

3. On the Vital Signs 1 form, configure an automatic query to require data entry for the WT

field.
g WT Weight 52 v 7 Prorpt for Clinical Significance
- Default “alue
8 WU Weight unit  §2 ' ?
g HT Height 52 v i [Juse current Date Time
8 HTU Height unit ~ $2 v F SAS Label ‘Waight
8 BMI Body Mass 5.2 v i SAS Format:
Index (BMI...
8 BMIU  Body Mass  $5 v § [> Field Help Text
Index (BRI
a BSA Body Surface 5.2 v 5 W Field Edit Checks
Area (B... ¥} Auta-Query for required data entry
o BEAY Erneday(gurface ¥ v 4 [#] Auto-Query for non-conformant data
G O7SAT  Pulse 3 v g [ &ute-Query for future dateftime .
oximetry Lawr High
g QO2SATU Pulse L3l v 5 Auto-Query for data out of range 25 230
oximetry unit Mark nor-conformant data out of range
8 WSLOC  Pulse $30 v [
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WORKING WITH EDIT CHECKS
AND CUSTOM FUNCTIONS

This lesson shows you how to define edit checks and use custom functions in

Architect. It covers the following topics:

[ Working with Edit Checks (see page 123)

[J Using Custom Functions (see page 134)

Working with Edit Checks

As described in “About Edit Checks” on page 119, edit checks are programmed
checks that are specified in a study’s Study Logic and Check Specifications (SLACS)

and are configured in Architect as uniquely-named, self-contained units of business

logic that can be reused across fields and forms.

Roche Naming Conventions for Edit Checks
At Roche, edit check names comply with the following naming conventions:
[Scopel[ Typel| Operation)[Cl_SASName_Description|_FolderSuffix]

where:

Syntax Description

Scope For standard edit checks only. Omitted for study-specific edit checks.
One of the following values:
= G = global standard

» D = therapeutic standard

If a global standard edit check is modified, the name must be modified by
removing the G. P is reserved (intended for therapeutic standards) but is

not currently in use.
Type Type of edit check. One of the following values:
= D = derivation
» E = edit check
= F = custom function

Operation  What the edit check does, if applicable (or omitted if not applicable).

One of the following values:

m A = add form or add matrix

m X = cross check

Leader Note

For this lesson, focus on learner
responsibilities in their jobs—writing edit
check descriptions (in the SLACs) and
reading (but not writing) edit checks. The
technical details in this document are for
reference only—be sure not to
overwhelm and distract learners with too
much technical information.

Where are Edit Checks Specified?

Edit checks are specified on the Rave
Checks tab in a study’s SLACS
spreadsheet.

Writing Edit Check Descriptions

Edit check descriptions in the SLACS
must be accurate and complete in order
for Clinical Programmers to write edit
checks correctly. A poorly-written edit
check description will delay progress on
study building in Rave.

CheckName Column

These naming conventions apply to
values in the CheckName column in the
SLACS spreadsheet.

Leader Note

Refer to the SLACS spreadsheet. In the
Checkname column, decode names and
identify standard edit checks, study-
specific edit checks (EA_U2_FORMS),
and derivations (GDX_BRTHD_VISD).
Identify edit checks that call custom
functions (Custom Function column).

14
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Syntax Description

C Calls a custom function. Specified only when applicable.
SASName SAS Name associated with this edit check (the field OID). Limited to no

more than three variable names. If more than three variables are used, then

specify the variable on which the action is taken.

Description  Brief, descriptive text that suggests the purpose of the edit check.

Folder- Optional. Used to identify a unique variable with a suffix, or if the form in

Suffix which it resides exists in multiple folders and the edit check is only for one

of the folders. This ensures unique edit check names.

m For a folder, use the Folder OID value.

» For a suffix, use the variable name followed by a colon (:) and the suffix.

Although edit check names are long and complex, they are encoded with meaning so

that, when you’re looking through a long list of edit checks in Architect, you can

learn—at a glance—a lot about an edit check without needing to open it. For

example:

Edit Check Name
GE_BPS_GREATER_BPD

GE_NOTDN_NOT_CHECKED_BPD_
BLANK

GEA_SCRN_FORMS

EA_W2_FORMS

GEXC_DCRS_AEDE_NOT_CHECKED_
AETXDC

Description

Global standard edit check that tests
whether the BPS value is greater that the
BPD value on the Vital Signs form.

Global standard edit check that tests
whether the BPD value is blank on the
Vital Signs form.

Global standard edit check that adds
Screening visit forms.

Study specific edit check that adds forms
for a study specific visit (i.e. Week 2)
Global standard cross edit check that calls
a custom function to check whether

Discontinue due to AE then AE treat-

ment discontinued must be checked.



Check Steps and Check Actions

In Architect, an edit check consists of two parts:

Part Description

Check Building block for an edit check condition (if statement) that evaluates to a

Step Boolean true or false.

n If the edit check condition is true, then the check action(s) associated with

this edit check are executed.

m If the edit check condition is false, then no check action(s) associated with

this edit check are executed.

Multiple check steps are typically used as building blocks to construct the

condition portion of an edit check.

Check Associated action (then statement) to take if the edit check condition is true.

Action  An edit check can contain multiple check actions.

For example, the GE_NOTDN_CHECKED_BPD_EXISTS edit check uses the
following logic (expressed in a natural language description of what it does):

Type Description

Check Steps  If NOTDN in Vital Signs Log IsEqualTo 1 And BPD in Vital Signs Log
(condition) IsNotEmpty then...

Check Open a query to Site from System on BPD in Vital Signs Log, displaying
Action “Not done is checked, yet Diastolic blood pressure is provided. Please

review your entries.”

For fields with the control type of Check Box, the values get stored as '0' or '1' (where
Not Checked=0 and Checked=1).

Leader Note—Teaching In-Fix Notation

Demonstrate how the Check Description gets turned into logic for an edit check using the
following figure.

Step 1: Begin with Step 2: Give In Fix Step 3: Apply In Fix Step 4: Compare to
normal addition in Notation for the Notation to a simple logic the Check Steps in
a math problem same math problem statement using the Demo Study for

GE_BPS_GREATER_BPD this Edit Check
as the example

3 3 BPS
+ [Enter] BPD
5 5 <=
= [Enter]

*

Leader Note

[0 Check Step = building block for an
edit check condition (if statement)
that evaluates to true or false

[0 Elements to the check step include:
1a) a place to declare the variable that
is the data value
1b) a place to declare the visit where
the check should run
2) a place to declare a constant
3) operator that is the check function

[0 Data Value = when you declare your
variable in the data value, you can
specify when the check will run:

* you can specify to run the check on
every field where the variable
appears or run it for a certain form for
that variable every place where the
form appears or at a particular visit
on a particular form when this
variable appears

* you cannot specify to run the check
on every visit except a particular visit
* either run on one visit or all visits

* currently custom functions are
being looked at to deal with this

Leader Note—In-Fix Notation
Lead a discussion of in-fix notation.

1. Ona white board or flip chart,
reproduce Steps 1, 2, and 3 in the
figure below according to the
instructions in the figure.

2. On the computer, bring up the Check

Steps shown in Step 4 and compare
back to the board/flip chart.
Note that there are extra steps added
to improve how the edit check runs in
the system. However, the basic steps
are the same.

3. Select another edit check and ask the
class to apply the principle taught
above to suggest the order of the
steps based on the description.
Choose an edit check at random, or
use GE_VTLREC_NO_BPD_EXISTS or
GE_VTLREC_YES_BPD_BLANK to
introduce how constants are handled
in the logic of the check.
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In-fix Notation for Check Steps

Check steps use in-fix notation. For this
type of notation, operators go at the end
of the statement. The syntax pattern is:

[J variable
[J variable
[l operator
Leader Note

Cover the following points:

0 Check Functions = if the edit check is
doing something other than what is in
the table then it is a custom function
Note: Custom functions are time
consuming and require special
resources.

[0 Check Action = Associated with a
specific variable

[0 Can do more than open queries

[0 Check actions other than open query
or add comment are associated with
configuration or form logic edit
checks. Requires the same detail as
when writing specs for edit checks
that open a query.

[0 An edit check can contain multiple
check actions

Edit Checks and Custom Functions

If an Architect product requires
functionality that is not available in this
list of actions, then Clinical Programmers
must write a custom function to expedite
these tasks.

Leader Note

During this lesson, emphasize the Visit/
Folder specification that is part of the
Check Description in the SLACs. The
Check Description should specify the
visit when the check is suppose to run. If
not specified, the check will be written to
run for all visits.

Leader Note

If the action required is not in the list, a
custom function will be required.
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Here is how this check step appears in Architect.

[u [ A Architect [ (JDEMO2010_ D [ (hyOriginal-R1 [ [&Edit Checks [E’_aGEiNOTDNiCHECKEDiBPDiEXISTS -

<l Go Back

Quick Edit

If NOTDN in Vital Signs Log IsEqualTo 1 And BPD in Vital Signs Log IsNotEmpty then__ open a query to Site from System on Summary
BPD in Vital Signs Log, displaying "Mot done is checked, yet Diastolic blood pressure is provided. Please review your entries "

Check steps

Check Steps
Type Step

g Data Value ...»Vital Signs Log=NOTDN=NOTDN>_..>._.>._.>None
8 Constant 1(1)

g Check Function IsEqualTo

8 Data Value =Vital Signs Log=BPD=>BPD=__=__>__=None

g Check Function IsNotEmpty

8 Check Function And

&9 Add Check Step

&

: Edit check condition
) consisting of individual
8 check steps

&

Check Actions

Data Point

...»Vital Signs
Log=BPD=>BPD>...>..>...

&9 Add Check Action

Click Here for Customer Support Information

Action

QOpen Query: Site from System: Mot done is checked, yet Diastolic blood

pressure is provided. Please review your entries.

Edit

— Check action

Available Check Actions

The following check actions are available in Architect:

Add Comment
Add Deviation
Add Form

Add Matrix
Custom Function
Merge Matrix
Open Query
Place Sticky

Requires Review

Requires Verification

Send Message
Set DataPoint
Set Subject Name
Set Subject Status
Set Time Forward

Set Time Zero

Set Nonconformant

Update Folder Name

Update Form Name

Set Secondary Subject Name
Set DataPoint Visible

Set Form Requires Signature
Set Folder Requires Signature
Set Subject Requires Signature

Set Dynamic Search List



Edit Checks and SLACS

The following figure shows some of the associations between the edit check
specification in the SLACs spreadsheet and the edit check configuration screen in

Architect.
GVI
Resp Box
Standard/
stugy | 1O | Farmoin | Line# Check Description Message Check Action | ACtn ans | Group Checkilame
ame Field | Manual
Specific close | COMM
ent
Tiobal [ValSigns [VLST Z4[Systolic Blood Pressure (BPS) must be Sysioic Blood Fressure i ss Than or [Gpen Guery. 3 [F_BP5_GREATEREFD
Standard 1 greater than Diastolic Blood Pressure (BPD). |equal to the Diastolic Blood Pressure.
Please review your entries. /

SLACS

Architect

Action Field

EDC Module

Check Action Check Name

[@ I NAmmmlw:jDEMDZmD,DIt'@ongmaw [EaEun Che:ks[ﬁgsa S_GREATER_BPD
<l Go Back

Cuick Edit

f BPS IsLessThanOrEqualTo BPD And BPS IsNotEmpty And BPS sNgtEmAy then... open a query to Site fram Syster on
BPS, displaying "Systalic blood pressure is less than or equal to the Dfstgic blood pressure. Please review your entries.”

Check Steps /
Type % Edit

8 Data Value /7.7 »BPS». > > >None 4
9 Data Value |55 58P0 5 > >hiane o
8 Check Function / IsLessThanrEqualTo 2
8 Data Value / >.>. »BPS>. > > >None @
o Check Func% / IsNotEmpty o
E Data Va? [/ > > >BPSs > > >None o
3 Check Plnctfn IsNotErnpty )
0 cne/aﬁ Funﬁmn And <
6 ghesk Fyfction And )
© Add Check Step

Check Actions

AEIiDII/ Edit

o s BPGs. o/~ |Open fuery: Site fiom System: Systolic blaod pressure is less than o equal to the a
Diasjhlic biood pressure. Please review your enties

Data Point

9 Add Check Action

Gick Here for Custamer Support Informatian

Systolic blood pressure

? Systolic blood pressure is less than or equal
to the Diastolic blood pressure. Please

New Data ~ |80

mmHg (@ ¢ ®

review your entries.
Opened To Site from System (25 Oct 2010)

Leader Note

Explain the differences between form
configuration and Rave checks.

The distinction is made in the Excel
worksheet containing SLACS but no
distinction is made by Architect.
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Visible But Unavailable Edit Checks

If an edit check does not have a check
box next to it, it is not available for
copying. This means that the associated
components—such as forms, fields,
derivations, or custom functions—do not
yet exist in your study. In order to copy
the edit check, you must first add the
form(s) and field(s) on which the edit
check depends.

Leader Note

Mention that certain edit checks can be
used as is, while others might need to be
modified slightly in order to be used in a
study. Consider demonstrating examples
of edit checks that require slight
modifications.

Importance of Accurate Edit Check
Descriptions in the SLACs

Medidata recommends writing edit
checks from scratch rather than copying
them. Clinical Programmers depend on
the correctness of the Check Description
in the SLACS to write edit checks.

Leader Note

Describe (and possibly demonstrate) one
or more usages of simple edit checks.
Possible examples include an edit check
that:

[ fires a query—within the same form or
across forms (Open Query action).
Mention a Clinical Programmer pain
point: In Architect, edit checks can
work against a single folder or across
allfolders, but not against a select
subset of folders.

[0 makes a form appear (Add Form
action), such as an edit check on the
Visit Date form that causes additional
forms to appear.

[0 sets the calendar based on the Visit
Date form in the Screening folder.

[0 sets the Study Completion/Early
Discontinuation form to require a
signature (Set Form Requires
Signature action).
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Copying Edit Checks from the Global Library Volume

When building a study, start by copying edit checks from the Global Library Volume
according to the instructions in “Running the Copy Wizard” on page 66. Click the
Checks tab to see the extensive list of available edit checks in the Global Library
Volume.

I@ [&AmhnemIw_'j)Tcszns:!_D[tt,ongina\-m [f Library Wizard_

B Furms|§| Data D\ctmmar\ea@Uml D\ctmmar\ea‘ﬂ Fu\dersl," Matr\cesl@) Checkslfn Derwalinna‘a Laha‘fm Custom Funclinna‘

Copy from Global Volume Integrated 24AUG10 To Original R1

Search 4

= [ CForms
B0 DAdverse Event Assessment (AEDEA)
# [ ] Adverse Events - Coded (AEDEC)
B0 DAdverse Events (AEDE)
# [ L Alcohol Uss Histary (ALHX)
B0 DAmhmpumem: Measurements [ANTMEAST)
& Chemistry Local 1 (CHMLT)
® O B Chemistry Local 2 (CHMLZ)
® [ L Coagulation Local 1 (CGLL1)
B0 Dl Coagulation Local 2 (CGLL2)
& Concomitant Medications - Coded (MD1C)
Dl Concomitant Medications (MD1)
Concomitant Medications Assessment (MDAT)
Dl Demographics (DEM)
® [ L] Diagnostic Procedures (DIAGP1)
B0 Dl DNA/RCR Research Sample Informed Congent (RSICT)
® [] I DNA/RCR Ressarch Sample Withdrawal of Informed Conzent (Unscheduled) (RSIC2)
B0 Dl Drug Safety Integration (DS)
® [ L] Electrocardiogram (ECG) (ECG1)
B0 D Electrocardiogram (ECG) Log (ECG2)

Note: When you copy forms from the Global Library Volume, any associated
edit checks are copied into your draft as well.

Create an Edit Check

Add an edit check
1. View edit checks (see page 31).

Architect displays the Edit Checks page.

I@, I Y Architect I [ )TCS2057_D Il@mgmm-m [@Edn Checks _

Forms v Checks D Search
Fitter | All he
[ Show Field Edit Checks
Search Results
Name & Bypass During Migration Active Edit Check Steps
(0 |GE_SUBJECT_ID O v o )

& Add Check

2. Click the Add Check (#) icon.

Architect prompts you to specify edit check properties.



Search Results

Name 2 Bypass During Migration  |Active |Edit Check Steps
GE_SUBJECT ID O v & >
| < Update ©F Cancel [ Delete

3. Enter the following edit check properties:

Property Description

Name Name of the edit check. Must comply with Roche naming
conventions, as described in “Roche Naming Conventions
for Edit Checks” on page 123.

Bypass During Migra-  Specifies whether to bypass the edit check during migration

tion (selected) or not. This should be selected for all Add Form
edit checks.

Active Specifies whether the edit check is active (selected) or not.

4. Click the Update (2) icon.
Architect saves the new edit check.

5. Click the Expand () icon next to the new edit check.

Architect displays the Edit Check screen for the new edit check.

IJ_}, I A Architect I [)TCS2057_D I (P Original-R1 I@}Edlt Checks[@GE_TEST_

<l Go Back
Guick Edit
Check Steps
‘Type |Step |Edit ‘
& Add Check Step ‘ | ‘
Check Actions
Data Point |Ac1ion |Edit |

&9 Add Check Action | | |

You need to add check steps and check actions to this edit check.

Add a check step to an edit check
1. View edit checks (see page 31).

Architect displays the Edit Checks page.
2. Click the Expand () icon next to the edit check that you want to configure.

Architect displays the Edit Check screen for the selected edit check.

Multiple Check Steps

Repeat this process for each check step
you want to add to an edit check.
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I@ I f\eArchitectI[DTCSZDS?_DIlEOriginaI-m I[é_‘gEdit Checks[EgGE_TEST.

<l Go Back

Quick Edit

Check Steps

|Type

) Add Check Step

Check Actions

Data Point

| Actic

) Add Check Action

for Customer Support Information

3. Click the Add Check Step (=) icon.

Architect prompts you to specify properties for the check step.

I;._\ [ A)ArchitectIDTCSQDSLDIt@oﬂginahm I[&gEdn Che:ks[[agGEjEST_

< Go Back

Quick Edit

Check Steps

Type Step Edit
Value Format
Constant v 0 0 “ Update 9 Cancel [Cpelete
Check Actions
Data Point ‘Amiun |Edit |

9 Add Check Action

Suppart Information

4. Inthe types list, select a check step type:



Type Description

Data Value Data point (field or variable, including the folder and form
to which it belongs) used to construct the edit check condi-
tion. The Record Position is typically set to zero (0) for

checks on single form records.

Check Function Logical, comparison, or string operator used to construct the
edit check condition. For more information, see “Check

Functions” on page 132.

Constant Data value (value and format) for the constant used to
construct the edit check condition. For fields with check
boxes, the value is zero (unchecked) or 1 (checked). Note
that an unchecked check box is not considered empty—it

has a zero (0) value.

5. Specify the check step properties for the type you have selected.

Data Value Properties

Rec Fom FOMEr | el Record
Folder Form Field Variable ~ Repeat Repeat 0
Pos. Position
Number Number

Data Value

DataValue (v [ v V[ = None ~| | Standard value |+
[ Apply To All Folders [l Apply To All Fields
o
Constant Properties
Type Step
Value Format
Constant ~ o 0
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Check Functions

Check functions are string, comparison, logical, and other types of operators that are used
to build the edit check condition. The following check functions are available in Architect.

Check Functions

If the required functionality is not
provided in this list, then a custom
function is written.

Is Empty Length Is Less Than or Multiply
Equal To ..
Leader Note Is Not Empty q . h Divide
Length Is Greater Than
If the logic required in the Check Isoticaniotmant & Add Day
Description in the SLACs is not in the list, Contains Length Is Greater Than Or - 544 Month
ustom function will be required. Equal To
acusto ctio 23RS Starts With E Add Year
Length Is Equal To
Is Less Than Add Sec
Or (Operator
Is Less Than or Equal To ©p ) Add Min
And (Operator)
Is Greater Than ©p Add Hour
Not (Operator
Is Greater Than or Equal Sk ) Day Span
ai Now
© Time Span
Is Present
Is Equal To String Add
Add
Is Not Equal To Is Active
Length Is Less Than Subtract Age

Multiple Check Actions

Repeat this process for each check

actions you want to add to an edit check.

6. If you want, select (check) the following options, which are used for forms that occur in
multiple visits, allowing a single edit check to be written for use across all folders.

Property
Apply to all folders
Apply to all fields

7. Click the Update () icon.

Description

Applies to all folders in the draft.
Applies to all fields in the draft.

Architect saves the new check step.

Add a check action to an edit check

1. View edit checks (see page 31).

Architect displays the Edit Checks page.

2. Click the Expand () icon next to the edit check that you want to configure.

Architect displays the Edit Check screen for the selected edit check.



I,g [ mArchnectIDTCSQDS?_DItﬁ,ongma\-m [[e};Edit Checka[EgGE_TEST_

< Go Back

Quick Edit

Check Steps

‘Type |Step |Edit ‘

& Add Check Step \ | | \
Check Actions

Data Point |A|:tion |Edit |

& Add Check Action | |

Click Here for Custemer Support Information

3. Click the Add Check Action (=) icon.

Architect prompts you to specify properties for the check action. This is where you specify
the action, including the type of action, any comment or query text associated with the edit
check, and so on.

Check Actions

Data Point
Rec Form  Folder
Falder Farm Field “ariable * Repeat Repeat
Pos.
MNumber Mumber
. |- ¥ I+
D apply To &0 Folders [ Apply To Al Fislds

4. Specify the check action properties.

The field needs to be specified in much the same way as when it is selected as part of the
logic in the edit check.

5. Click the Update (2) icon.

Architect saves the new check action.

Testing Edit Checks

To test edit checks and field edit checks that you have configured, you simply publish
the draft to a version, push the version to a study, and then log into the study to view
the results. How you test depends on the type of edit check(s) that you configured.
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Leader Note Using Custom Functions

Remind participants that, at Roche, This section shows you how custom functions are used in Architect.
custom functions never create or change

clinical data that is being entered and

e About Custom Functions

Where are Custom Functions As described in “Viewing Custom Functions” on page 32, a custom function is a
Specified? script, written in the C# programming language, that provides specialized data
Custom functions are specified in a quality checks that cannot be executed using edit checks or other Architect features.
study’s integration Custom Function Custom functions are used to handle other functionality as well, such as the flow of
Design Document. data collection, creating time points, setting special values on a form, expediting data

integration, and so on.

Types of Custom Functions

At Roche, there are two types of custom functions:

Type Description

standard and study- Copied from the Global Library Volume or standard project,
specific custom func- along with the edit checks that fire them. Defined in the
tions study’s Custom Function Design Document.

integration custom func-  Developed by Informatics and customized as needed to fit
tions study-specific requirements. Defined in the study’s integration

Custom Function Design Document.
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Sample Custom Function Code in the Custom
Function Module

Sample custom function code

1. On the Draft page, in the Draft Items sidebar, click Custom Functions.

Architect displays the Custom Functions page for the selected draft.

[@ | A+ avchitect | )0EMO2010_D[ Py 0rginatR1| # Custom Funclinna_

[ Show All

Name Language Edit
[©]>S Always_true CSharp o

[> GCF_DERV_PTNUM CShap &
() (> GCF_DUPLICATE_SUBJECTS_STUDY CShap &
(D (> GCF_GET_PGREP CShap &
(D (> GCF_LABS_DEM_VISIT_MISSING CShap &
(D (> GCF_LRTST_YES_LAB_ADD_NO_INACTIVE CSharp &
3 (> GCF_NOT_C1D1 CShap &
(D (> GCF_SET_RESET_CALENDAR CShap &
(3 (> GCF_SET_SUBJECT_STATUS CShap &
(3 (> INT_CF_SUBJECT_EXTERNALID CShap &

&) Add Custom Function

Click Here for Customes Support Information

Copyright ©

The Custom Functions page displays a list of custom functions in the current draft, along
with the following information about each custom function:

Column Description

Name Name of the custom function. Must comply with Roche

naming conventions.
Language Programming language used (C#).

Source Code Script that executes when the custom function is called.

2. Scroll to the custom function that you want to inspect.

3. Read through its source code, including header information and code comments.
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Leader Note

Purpose of edit checks:

O

GE_BPS_GREATER_BPD—Apply infix
notation logic to a real check.

GE_NOTDON_CHECKED_BPD_EXISTS—
Where the query message will appear;
application of the Action Field on the
SLACS. Value stored for check box
fields is 1 for checked, O for not
checked. This can appear on some data
listing reports.

GEAC_LRCHM1_CHML1_ADD_INACTIVE
—Uses a custom function.

GE_VTLD_COMPLETE—Discuss how
complete date checks are written using
the UN and UNK strings. Ask class what
would happen if the form was
submitted with a year entered and the
day and month fields blank (answer:
non-conformant check fires).

GEA_MDREC_YES_MD1—Add form
edit check.

GEA_D1_FORMS—Shows how dynamic
functionality is built into Rave.

EA_W2_FORMS and EA_W3_FORMS—
Provide functionality for the training
study.

Answer (3a)

True

Answer (3b)

False

Answer (3¢)

False
Answer (3d)

False (Add Form action)
Leader Note

Ask the class to answer and compare the
logic and action in the

GEAC_LRCHM1_CHML1_ADD_INACTIVE
edit check to the lists highlighted earlier
in this lesson. Note: Neither the
conditions exist nor the action exists in
the lists. Therefore, this edit check
requires a Custom Function to run.
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Hands-On Exercise

For these exercises, refer to the SLACS handout.

. Copy the following custom functions and edit checks from the Global Library into your draft:

O Always_true and GCF_LRTST_YES_LAB_ADD_NO_INACTIVE custom function
[0 GE_BPS_GREATER_BPD edit check

[0 GE_NOTDN_CHECKED_BPD_EXISTS edit check

[0 GE_VTLD_COMPLETE edit check

00 GEA_MDREC_YES_MD1 edit check

[0 GEAC_LRCHM1_CHML1_ADD_INACTIVE edit check

u IMPORTANT! Remember to click Finish to complete the copy.

Click Finish

Iu I:-}'jArchitectI[j:JTcszuS?_DItt,onginaLm [f Library Wizard

Copy from Global Volume Integrated 24AUG10 To Original-R1 [ < Back ][ Finish ][ Cancel ]

# [&5 Checks
+ nDDZ Custom Functions

Click Here for Custom

support Information

. Copy the following edit checks from the DEM02010_D study into your draft:

O GEA_D1_FORMS
O EA_W2_FORMS
O EA_W3_FORMS
00 GEA_SCRN_FORMS
O GEA_UNSCH_FORMS

. Answer the following True/False questions about these edit checks.

a. Inthe GE_BPS_GREATER_BPD edit check, two unique Data Values are declared in the
Check Steps for this edit check. They are: BPS and BPD.

b. Inthe GE_NOTDN_CHECKED_BPD_EXISTS edit check, the query message will appear on
the NOTDN field. True or False (circle one)

¢. In GE_VTLD_COMPLETE edit check, this check will fire if the operator enters the day
portion of the date field as blank instead of UN. True or False (circle one).

d. Inthe GEA_MDREC_YES_MD1 edit check, If Were there any medications taken?
is answered Yes, a query will fire.True or False (circle one).

. Find the GEAC_LRCHM1_CHML1_ADD_INACTIVE edit check and consult the Check

Description to determine what it does.



5. Open the SLACS document and find the GE_PEREC_YES_PED_BLANK edit check.

Answer (5a)
a. In which form is the edit check reported? PE2
. . - >
b. What is the check action of this edit check? Answer (5b)
¢. Is this a standard or a study-specific edit check?
Open a query
d. What is missing in the edit check? Answer (5¢)
6. Open the? .SLA'CS and flnfi edl.t check #4 fgr the Physical Exam form. What are the errors in Study-specific edit check
the specifications for this edit check? Write your answers below.
Answer (5d)
0 Action field (this should be PED).
[ Leader Note (Exercise 6)

Lead a class discussion on the errors in
] the edit check specification. Write these
onto a white board or flip chart.

7. (Optional) Write an edit check named GE_PEREC_NO_PED_EXIST to be used on the o
Physical Exam (PE2) form. This will generate a query if an Exam Date (PED) is provided and () Missing Field OIDs

Exam Not Done (PEREC) is not specified. This edit check uses an /n-fix type of logic. 0 No Edit Check Name
O Field Label (PEREC): Have any new or worsened abnormalities been identified since the [0 Missing Folder OID
last physical exam? [ This is a cross form check. However,

[0 Check Name: GE_PEREC_NO_PED_EXIST the name and OID of the form
7 Action Field: PEREC contgmmg the 'Visit [?atfe field is not
specified in the description.
[0 Check Action: Open Query (open a query to the Site marking group and require a
response).

[0 Action Message: Use the following text: “Have any new or worsened abnormalities
been identified since the last physical exam? is No, yet date is provided. Please review
your entries.”

[u | A Architect | (IDEMO2000g_D | (7; Original-R1 | [ Edit Checks[EaGE_F'EREC_ND_F'ED_EXISTS-
<] Go Back

Leader Demo

_ _ _ _ . _ _ Do this step after the leader
If PEREC in Ongoing Physical Exam with record position 0 IsEqualTo EXAM NOT DOMNE And PED in Ongoing . .
Physical Exam with record position 0 IsMNotEmpty then... open a query to Site on PEREC in Ongoing Physical demonstrates Wl'ltlng an edit check.
Exam with record position 0. displaying "Have any new or worsened abnormalities been identified since the last
physical exam? is 'Exam Mot Done” and an Exam Date has been provided. Please review your entries.”

Check Steps

Type Step

Data Point { Coded Value ) -..»0ngoing Physical Exam>=PEREC>PEREC2=0>._.>__>MNone
Constant EXAM NOT DONE ( $13 )

Check Function IsEqualTo

Data Value _..»0ngoing Physical Exam=PED=PED=0>__>__=None

Check Function IsMotEmpty

Check Function And

Check Actions

Data Point Action

Open Query: Site: Have any new or worsened abnormalities been
identified since the last physical exam? is 'Exam Not Done” and an
Exam Date has been provided. Please review your entries.

_..»0ngoing Physical
Exam>=PEREC>PEREC2=0> > .

Medidata Rave®

Copyright ®1998-2007, Medida
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8. Important: Change the settings on the Primary Form back to match the SLACS spreadsheet
(from the temporary assignments you set in order to prepare the study for UAT).

9. Publish, push, and review results.
10. Test the edit check you wrote.

11. Examine the changes you made earlier to the defaulted values for the Vital Signs Log form.



FINISHING TOUCHES

This lesson shows you how to put the finishing touches on your project in Architect.

It covers the following topics:

[ Copying to the P2 Project for Your Study (see page 139)

[J Making Changes Late in the Development Cycle (see page 140)

Copying to the P2 Project for Your Study

As described in “P1 and P2 Projects” on page 11:

[J The P1 project is the initial project that Clinical Programmers use for all system
development, including building and amending the study components, as well as
user acceptance testing (UAT).

[J The P2 project is created just before the project is ready to be deployed in
production and is used for integration installation testing (also called P2 testing).
Testing occurs in a TEST environment.

Create a P2 equivalent of a P1 project

1. In the Architect main window, type the P2 project name in the Add New Project field.

Add New Project:
=7 Add Project
Specify a P2 project name that is compliant with Roche naming standards, as described in
“P1and P2 Projects” on page 11.
2. Click the Add Project (&) icon.

Architect adds the new project and displays it in the Active Projects list.

Create a TEST environment

% Add a new environment (see page 58) and name it TEST.

Copy the most recent CRF version from the P1 project to the P2 project
1. In the P2 project, click the Add New Draft (&) icon.
2. In the Add New Draft prompt, select From Project Versions.

Add New Draft:
O Blank Project Draft
@ From Project Yersions
O From Global Library Yersions
Project TCS2057_ 0+
CRF “ersions: | w

Leader Note

Review study environment naming
conventions and ensure that participants
understand the _d vs. no _d naming
convention.

Publish P1 First

Make sure you publish your most recent
build in P1 before proceeding. Name the
Version P2_R1_###_DATE_INI to
designate that it is the build that was
copied to P2.

15



3. Click the Project drop-down list and select the A7 project.

4. Click the CRF Versions drop-down list and select the most recent CRF version for the
selected P1 project.

Draft Name

Draft Message

5. Specify the following draft name: Original-R1.

Leader Note This matches the name of the draft in the P1 project.

Typically, the P2 version is created and

linked. Making Changes Late in the Development
Leader Note Cyc le

Demonstrate the implications of making Changes that are made to a study late in the development cycle can have unexpected
an apparently simple change late in the and unwanted consequences. To reduce risk, Clinical Programmers must carefully
development cycle. Delete the WEIGHT consider the potential impact of each change, apply approved changes judiciously,
field from the Vital Signs Log Assessment and then deploy and thoroughly test the updated study in the TEST environment.
form, and the test the results to see what

happens.

Making Revisions Prior to Pushing to Production

Information Only If changes are required and a study has not yet been pushed to production, then all

o ) ] revisions must be implemented first in the P1 study.
This topic is for background information

only. During the course, you will not
actually complete the tasks described in Make revisions to a study

this section. 1. Inthe P1 project, click the Add New Draft (&) icon.
2. Select From Project Versions.
3. Click the Project drop-down list and select the P2 project.
4

. Click the CRF Versions drop-down list and select the most recent CRF version for the
selected P2 project.

5. Specify the following draft name: Original-R1.#.

For example, the first revision to the original release Original-R1.1, the second revision is
Original-R1.2, and so on.

Implement all revisions in the CRF draft that you just created in the P7project.
Publish this draft in the P1 project to a version.

Push this version in the P1 project to a study in the TEST environment.

© ® N o

Conduct user acceptance testing (UAT) on the study in the TEST environment.

15



10. Push to the P2 project.

Making Amendments After Pushing to Production

If changes are required and a study has already been pushed to production, then all

amendments must be implemented first in the P1 study.

1

2
3.
4

© ® N o

In the P1 project, click the Add New Draft () icon.

. Select From Project Versions.

Click the Project drop-down list and select the P2 project.

. Click the CRF Versions drop-down list and select the most recent CRF version for the

selected P2 project.
Specify the following draft name: Original-R#.

For example, the first amendment to the original release Original-R2, the second revision is
Original-R3, and so on.

Implement all revisions in the CRF draft that you just created in the P7project.
Publish this draft in the P1 project to a version.

Push this version in the P1 project to a study in the TEST environment.
Conduct user acceptance testing (UAT) on the study in the TEST environment.

If the study in the TEST environment passes UAT, then it is ready to be pushed to the P2
project.

10. Copy the most recent CRF version from the P1 project to the P2 project (see page 139).

In the P2 project, use the same naming pattern for the draft name (Original-R#).

11. Publish this draft in the P2 project to a version.

12. Push this version in the P2 project to a study in the PROD environment.

Hands-On Exercise

1.
2.

Create a P2 draft within the P2 project.
Publish the P2 draft, push the P2 draft to the study, and review the results.

Information Only

This topic is for background information
only. During the course, you will not
actually complete the tasks described in
this section.

Leader Note

Optional activity: Review important
terminology to ensure that learners
clearly understand the following
concepts and distinctions between them:

URLSs versus environments
projects

P1 versus P2 projects
versions versus drafts
versions versus studies
publish versus push

Global Library

fields versus variables
matrices, folders and forms

restrictions

O Oooo0ooogooooogo o

derivations, edit checks, and custom
functions

[0 check steps and check actions

15
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Conclusion to Section 2

This section provided in-depth, hands-on experience with using the Architect
module to build a study. Study Data Managers (SDMs) must have completed this
section prior to leading a team in the design of an EDC system.

Training Review

In this section, you have learned how to:

[J Configure projects, environments, and drafts
Copy items from the Global Library Volume
Create and configure forms

Create and configure folders

Create and configure matrices

O 0o o o O

Create and configure fields on a form, including variables, help text, and other
settings

Create and configure dictionaries and assign dictionaries to variables
Publish a draft to a version

Push a version to a study

Review the results of a study in the EDC module

Configure form and field restrictions

Configure edit checks

Scroll through custom functions

o 0o o o o o o O

Create a P2 project from a P1 project and make revisions and amendments to the
study

Where to Go From Here

Now that you have completed Section 2, before you leave, be sure to sign the group

training record.

You can now apply what you’ve learned in this course to future study design efforts.

Course Evaluation Form
Please fill out the Course Evaluation Form for Arch Lite Session 2 at:

http://www.surveymonkey.com/s/B8Q3X5K



GLOSSARY

Architect module

blue line fields

check action

check step

Component of Medidata Rave that enables Clinical Programmers to
create EDC studies that authorized users can access in the Rave
EDC module.

Now referred to as instruction text. See instruction text.

In an edit check, an action to take if the edit check condition is true.
Edit checks can contain multiple check actions. See also edit check,

check step.

Building block for an edit check condition (if statement) that evalu-
ates to a Boolean true or false. If the edit check condition is true,
then the check action(s) associated with this edit check are executed.
Multiple check steps are typically used as building blocks to
construct the condition portion of an edit check. See also edit check,
check action.

custom function

data point

derivation

Script, written in the C# programming language, that provides
specialized data quality checks that cannot be executed using edit
checks or other Architect features. Custom functions are used to
handle other functionality as well, such as the flow of data collec-
tion, creating time points, setting special values on a form, expe-
diting data integration, and so on. See also edit check.

Piece of data that gets put into a field, such as a date, description,
selection from a drop-down list, and so on. See also fie/d.

A calculated value that is derived from one or more existing data
points on a form. A derivation consists of two parts: one or more
existing data points, and one or more associated actions (calcula-
tions) to take on the value(s) of the data point(s). For example, on
the Demographics form, the Age field is derived from two data
points: the subject’s birth date and the enrollment date.

design document

See study specifications.



dictionary

draft

eCRF

EDC

edit check

Set of values that are associated with a single data point. For
example, the YES_NO dictionary contains two values: YES and
NO. Each value is called an entry. In the EDC module, when a user
selects a field associated with a dictionary, they can select among the
values specified in the dictionary. Also called a data dictionary.

Form of a project that Clinical Programmers can view and edit. It
contains all the elements of a study that a Clinical Programmer can
develop—eCRFs, fields and variables, folders, data validations, and

so on. See also pmject.

Electronic case report form. An online version of a printed case
report form (CRF) used in Roche-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 form.

Electronic Data Capture. Process of collecting and distributing clin-
ical trial data electronically using an EDC application such as Rave.

In the EDC Module, edit checks catch entry errors or aberrant data
to help ensure that the submitted data are valid, or to perform study
dynamics actions. Edit checks are defined in the Study Logic and
Check Specifications (SLACS) for a study. Edit checks consist of a
condition (If X) and one or more operations to execute (then ) if

the condition is true. See also check action, check step.

entry restriction

environment

Restriction that identifies Rave role(s) that are prevented from
making changes to a form or field. See also restriction, View & Entry

Restrictions (VE).

A partitioned instance in the database for a particular purpose.

The name of the environment describes the context in which it is
used. For example, Clinical Programmers construct a study using
Architect in the DEV environment, and site users access the study’s
EDC module in the PROD environment. See also project, study.



field

folder

form

ghost OID

A place where a data point gets entered on an eCRF. See also ¢CRF,

Sform.

Mechanism for organizing eCRFs into logical groups, such as by
subject visit. Folders represent visits specified in the study protocol.
Each visit has its own folder in Rave that contains all the necessary
forms associated with that visit. A folder can contain eCRFs and
other folders. Folders are defined in the Visit Form Matrix. See also
Visit Form Matrix.

An electronic representation of the paper-based Clinical Research
Form (CRF). Also referred to in this training as an electronic CRF
(eCRF). Forms and form elements are specified in the Mock eCRFs
document, and commonly-used forms are configured in the Global
Library Volume. A form contains one or more fields—places where
data gets entered on an eCRF in the EDC module. See also ¢CRF,
primary form, Mock eCRFs / eCRF Help Text, field.

If you delete a field and then proceed to add a new field and use the
search filter, the name of the deleted field appears in the list. It will

show up in the clinical view tables for the data set where it was orig-
inally defined. This is the reason for P1 and P2—the P2 project gets
rid of them.

Global Library Volume

Help Text

Collection of standard EDC study components associated with the
standard elements of the three specification documents, the Mock
eCRF, the SCD, and the SLACS. Rather than build entire studies
from scratch, Clinical Programmers can quickly assemble studies
using pre-built components copied from the Global Library
Volume—standard forms, dictionaries, folders, matrices, edit
checks, derivations, custom functions, and lab variable mappings.

See also study specifications.

Text that provides instructions for a form or field. Specified in the
eCRF Help Text portion of the Mock eCRFs. See also Mock eCRFs
/ eCRF Help Text.



instruction text

log eCRF

matrix

Instructional text that appears on forms in an EDC module. This
text is specified in the Mock eCRFs document. See also Mock eCRFs
/ eCRF Help Text.

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).

Defines which forms belong in which folders in a study. A matrix
implements the specifications in the Visit Form Matrix. See also
primary matrix, Visit Form Matrix.

Mock eCRFs / eCRF Help Text

OID

P1 project

P2 project

portrait eCRF

Study specification document for eCRFs in a study. Defines the
details of forms and fields to implement in Architect, along with
source document verify (SDV) requirements. See also study specifica-
tions.

Object Identifier (OID) that uniquely identifies a component
(folder OID, form OID, matrix OID, field OID, variable OID, and
so on) in Architect. Must comply with Roche naming conventions.

Initial project for a Roche-sponsored clinical trial. Used for all
system development, including building and amending eCRFs,
developing edit checks, and so on. See also P2 project, project.

Created just before the project is ready to be deployed in production
and used by study sites to enter clinical data. Used for integration
installation testing (also called P2 testing). See also PI project,
project.

The way that most eCRFs appear. Compare with log eCRF.



primary form

primary matrix

project

publish

push

query

restriction

role

Required form into which data must be added in order to add a
subject to the system. All Roche EDC studies use the Subject Identi-

fication Form. See also form.

Default matrix that is automatically added when a new subject is

entered into Rave. See also matrix.

In Architect, the equivalent of a study. A project contains the drafts,
environments, subject search configurations, and copy source defi-

nitions. See also draft, version, study.

Process of saving a snapshot of a draft to a version at a given point in

time. See also draft, version.

Process of creating a study from a version at a given point in time.

See also version, study.

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.

Controls the degree to which a given EDC role has access to a form
for a field—for example, to change data in a form or to view a field
on a form. For example, only certain users can view the Electrocar-
diogram or Hematology Local eCRF. Restrictions are specified in
the View & Entry Restrictions (V&E) document for a study. See

also view restriction, entry restriction, View é“Em‘;j/ Restrictions

(V&E).

A set of permissions to perform certain actions and access particular
data within Rave. Roles determine what a user sees and has access

to, including eCRFs, reports, clinical views, and so on. When a user



SAS format

SAS label

SAS name

sidebar

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.

Data format of date and time fields (only) for SAS clinical views.
One of the following values: Date9., Time5., or Time8. (times with
seconds). See also SAS label, SAS name.

Column headers that appear in SAS Clinical Views. See also SAS
Sformat, SAS label

Physical name of a field, which is represented as the SAS name in
the SAS output file. Usually the same as the Field OID name. See
also SAS format, SAS label.

Area of the Rave user interface that lists tasks you can execute and

components to work with.

single eCRF (non-log eCRF)

The way that most eCRFs appear. Compare with log eCRF.

Source Document Verification (SDV)

standard study

study

Process of verifying that the data entered in Rave matches exactly
the written record of data collected from a subject (patient charts,
lab reports, notes, and other paper-based records).

See Global Library Volume.

Operationally, 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 Roche-
assigned study number.

In Architect, a study is the electronic casebook users can access and
navigate in the Rave EDC module. To create a new study that can
be used in the Rave EDC module, a Clinical Programmer pushes a
version to a particular environment. Once a study is available in that
environment, authorized users can access the study and enter data.

See also version, push.



Study Configuration Document (SCD)

Study specification document that defines the Rave configuration
settings to be implemented for a study. See also study specifications.

Study Logic & Check Specifications (SLACS)

Study specification document that defines the edit checks to be
implemented for a study. See also matrix, study specifications.

study specifications

Set of design documents that define the Rave EDC implementation
details of a Roche-sponsored clinical trial. See Study Configuration
Document (SCD), Mock eCRFs / eCRF Help Text, Study Logic &
Check Specifications (SLACS), View & Entry Restrictions (V&E)

user acceptance testing (UAT)

Process of testing an EDC module before rolling it out to produc-

tion.

variable
Named token that is used to identify the data points within the
system. Variables are used in edit checks and dictionaries. They can
be reused across forms, however they will have the same length,
format, and dictionary attached everywhere they are used.

version

Saved snapshot of a draft, including all of the study elements that
were configured in the draft at the time the version was created.
Versions are used to see how the study elements created in Architect
will be displayed to users in the EDC module. See also draft,
publish.

View & Entry Restrictions (V&E)

Study specification document that defines the view and entry
restrictions for forms and fields in a study. See also restriction, view

restriction, entry restriction, study spe‘czﬁmz‘iom.
view restriction

Restriction that identifies Rave role(s) that are prevented from
viewing a form or field. See also restriction, View & Entry Restrictions

(V&E).
Visit Form Matrix

Study specification document that defines the visits and associated
forms to be implemented for a study. See also matrix, study specifica-

tions.
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