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CLASS PREPARATION

At least three weeks prior to the day of the class, reserve a training facility with:
> Instructor’s computer that is connected to an overhead projector
> Internet access from all attendees’ computers

Prior to the day of the class, obtain a sufficient number of copies of the training mate-

rials (described below).

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

Dry erase agenda poster and pen

Participant name placards

Rave 5.6.3 Gap Training for Study Builders Instructor Guide
Rave 5.6.3 Gap Training for Study Builders Participant Guides

Rave 5.6.3 Gap Training for Study Builders - PowerPoint Presentation

vV vV N v V V

Rave 5.6.3 Gap Training for Study Builders - Handouts (Mock eCRFs, SLACs,
and Visit Form Matrix for the training sample study; Publish in Place list)

On the day of the class, you will need to complete the following tasks:

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

> From the leader’s machine:

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

> Confirm that you can view the Rave login screen by entering the training URL
(https://gentrn563.mdsol.com) into the browser address window.

> Confirm that you can log into Rave with each of the user accounts (CASA role
only) that you will be using during the training.

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

> Confirm that you can view the Rave login screen by entering the training URL
(https://gentrn563.mdsol.com) into the browser address window.

> Confirm that you can log into Rave with the user account (CASA role) that the
attendee will be using during the training.

After the class, send out an electronic survey to all participants.

Timing Estimates

Estimated duration for attendees:
about 4-5 hours (4.25 hours + breaks).

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

> Start the class [8 mins]
1. Introduction [10 mins]
2. Log Lines [20 mins]

3. Navigation and Radio Buttons
[10 mins]

4. PDF Generator [15 mins]

5. Edit Checks
-> Lecture [30 mins]
-> Timepoint Demo [10 mins]
-> Exercises [100 mins (25 mins ea)]

6. Amendment Manager and Study
Migration [12 mins]

7. Architect Loader [5 mins]
8. Publish in Place [30 mins]

> Conclusion and Wrap Up [5 mins]
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RAVE 5.6.3 GAP
TRAINING FOR
STUDY BUILDERS

Lessons in this training include:

Introduction (see page 2)

Log Lines (see page 5)

Navigation and Radio Buttons (see page 7)

PDF Generator (see page 11)

Edit Checks and Derivations (see page 13)

Amendment Manager and Study Migration (see page 23)

Architect Loader (see page 30)

Publish in Place (see page 32)

VOV V V V V V V V

Conclusion (see page 36)
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INTRODUCTION

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

> Purpose of this Training (see page 2)
> Changes in Medidata Rave v5.6.3 (see page 3)

> What You Will Learn in the Rave 5.6.3 Gap Training for Study Builders (see
page 3)

> Sample Study Used in this Training (see page 4)
> Training Prerequisites (see page 4)

> Rave 5.6.3 Resources (see page 4)

Purpose of this Training

The goal of the Rave 5.6.3 Gap Training for Study Builders is to provide gap training
on new features for Study Builders who have already been trained on Rave 5.6.1.

The objective is to provide Study Builders with business process and EDC training
relative to the new and changed features of the Rave software (Architect and other
Rave modules related to study building) to enable Study Builders to use these features
successfully in their contributions to the CDM organization.

This gap training will be scheduled to occur around the Rave 5.6.3 Go-Live. This is
designed to be a one-time training event rather than a recurring, ongoing training

course.



Changes in Medidata Rave v5.6.3

Rave 5.6.3 represents an upgrade from Rave 5.6.1. The Rave 5.6.3 environment
offers new and changed functionality that will affect how studies are built for Genen-
tech-sponsored clinical trials. The following list summarizes changes in Rave 5.6.3
that pertain to study builders:

> Reactivation of log lines and setting restrictions using the default value delimiter
> New Architect navigation features such as copy preview and Go Back links

> New vertical radio buttons and radio buttons that EDC users can deselect
>

New Publish in Place functionality, including the ability to overwrite, restore, and
lock a CRF version

v

New configuration settings in PDF Generator

> Enhancements such as the new Quick Edit editor, new check functions, and other
changes that affect both edit checks and derivations

> New Amendment Manage Scheduler used in study migration

> New Subset download functionality in Architect Loader

What You Will Learn in the Rave 5.6.3 Gap
Training for Study Builders

This training covers the following topics:
log line changes

Architect navigation changes

radio button changes

Publish in Place (new)

PDF Generator changes

Edit check and derivation changes

Amendment Manager Scheduler (new)

vV OV V V V VvV VvV Vv

Architect Loader changes

In-class Discussions

During the course of this training, certain
topics might trigger in-class discussions
about how best to use certain Rave features,
business process implications, and so on.

It is up to the leader’s discretion to decide
whether to use class time to pursue the
conversation, or to defer the topic to a post-
training discussion.



LESSON 1

Sample Study Used in this Training

This training uses a sample project that consists of the following folders and eCRFs
(the Week 4 folder will be added during an exercise later in this class):

Site
Training Site
h J
Subject ID
[
f I I ! : T }
Screening Day 1 Folder Week 2 Week 4 Unscheduled Concomitant Study
and Week 3 Medications Completion

g?:Fr::; Visit Date Visit Dats R

Visit Date Concomitant E e
Medications
Wital Signs
: =

Vital Signs \ital Signs
Log
Assessment Assessment

Reproduciive L A
Status Lacal e Completion!

Assessment

Early Discon-
tinuation

o e . Vil 2
Physical Vltai Signs \.ﬁlaiswgns -’ltatosqngns
Exam g 09 9
Ongoing y Ongoing
Phys Exam | Phys Exam

Training Prerequisites

This training requires prior completion of the following training:
> Must be a functioning Study Builder (CASA role)

> Should have attended a Medidata sponsored Architect training course on
Rave v5.6.1 or higher

Rave 5.6.3 Resources

Information about Rave 5.6.3 is published on Livelink. Livelink is being reorganized,
but as of 12/1/09, this information was located in the following path:

Genentech Livelink > Departments > Genentech Informatics > CIT Product Devel-
opment IT > Projects > Rave > Rave-EDC > Docs > Rave 5.6.3

Among these documents are two important resources for Rave 5.6.3 Study Builders:
> Medidata Rave 5.6.3 Release Notes

2> Medidata’s Cumulative Rave 5.6.3 Known Issues list

Rave 5.6.3 Gap Training for Study Builders



LOG LINES

This lesson discuss changes to log lines in Rave 5.6.3. It covers the following topics:

> Reactivation of Log Lines (see page 5)

> Default Value Delimiters for Log Fields (see page 5)

Reactivation of Log Lines

In Rave 5.6.3, EDC users who have sufficient privileges to inactivate a log line will
now have the ability to reactivate it. When a log line is reactivated, all relevant edit
checks (including any custom functions associated with those edit checks) will be run
automatically.

This feature is automatic (cannot be turned off) once the environment is upgraded to
Rave 5.6.3. For log lines that were inactivated in the previous environment, the Reac-
tivate link will be displayed automatically.

Default Value Delimiters for Log Fields

This section describes how to configure default value delimiters for log fields.

About Default Value Delimiters

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 ().

Restricting Log Lines by Appending a Delimiter

With Rave 5.6.3, for default repeat log forms, you must restrict the number of log
lines by adding a pipe delimiter as the terminating character in the list of default

values. For example, if you have the following list of default values:
112134|5

You add a terminating delimiter character:
1121314]5]

Doing this has the following implications for EDC users:

> EDC users cannot add new log lines to a default repeat form.

> EDC users cannot inactivate or reactivate log lines in a default repeat form.

Leader Note

Demonstrate the inactivation and
reactivation of a log line. Show the results in
the Audit Trail after each operation.

Leader Note

Briefly mention that, if ever there were a
need for a study, we could write edit check
code that conditionally executed or skipped
actions if the edit check was fired due to a
reactivation event (as opposed to an edit).

Study Builder Conventions

Beginning with Rave 5.6.3, adding a
terminating delimiter character is now
requiredfor all default repeat log forms. All
new studies will be configured in this way.



Rave 5.6.1 Studies with Default Repeat Log Forms

For existing studies running in the Rave 5.6.1 environment, if a default repeat log
form was configured with a terminating delimiter character, the character was

ignored.
When the study is migrated to Rave 5.6.3:

> the terminating character will be stripped out automatically during the upgrade

process

> existing default repeat log forms will behave exactly as they did in the Rave 5.6.1

environment (that is, without restrictions)
> any inactivated log lines will remain inactivated

A user with the appropriate role will be able to reactivate inactivated log lines
manually.

IMPORTANT! In general, this change will not be retroactively implemented
in existing studies. However, if you want to retroactively add the log line
restrictions to existing studies with default repeat log forms, you must
submit an EDC Amendment and Study Migration form. Requests will be
assessed on a study-by-study basis. If the request is approved, then you will
need to manually add the terminating delimiter to the list of default values to

enable the log line restrictions.

Hands-on Exercise

1. Log onto Rave using your assigned login credentials. Here is the training URL:
https://gentrn563.mdsol.com/
2. Navigate to the draft of your training study.

3. For the Vital Signs Log form, observe the configuration of the defaulted values for the
TMPTC field.

4. Publish and push the existing version.
5. Navigate to the EDC module and create a subject in your study.

6. Using the Visit Form Matrix, enter data to add the Vital Signs Log form at the visit of your
choice. Enter data and observe the behavior of the defaulted log field.

7. Return to Architect and, in the TMPTC Field properties, go to the Default Value attribute and
add a pipe (default value delimiter) at the end of the field, then publish and push.

8. Return to the EDC module, create a subject and enter data as before. Observe the change in
behavior due to the change in configuration.



NAVIGATION AND RADIO
BUTTONS

This lesson describes various changes to the Architect module in Rave 5.6.3. It covers

the following topics:

> Previewing Forms Before Copying to the Global Library Copy Wizard (see

page 7)
> Go Back Link (see page 9)

> Radio Buttons (see page 9)

> Hands-on Exercise (see page 10)

Previewing Forms Before Copying to the
Global Library Copy Wizard

Rave 5.6.3 allows you to preview forms before you copy them to the Global Library.

The preview works for selected fields and dictionary entries.

Preview a form

1. In Global Copy Wizards, click Copy to Draft.

Global Library Wizards

# Copy to Draft
# Propose Objects

2. Select the Global Library and click Next.

Search #

= % Global Library
= ® Global Standard V2
= (BDrafts

3. On the Forms tab, click the check box next to the form you want to preview.

Instructor Demo

Demonstrate the use of the Copy
Preview feature.



4. Click the name of the form to display the form details.

Click the name of a form

B Furms|j| Data chtlonanes‘mt chtlonanes‘ﬂ Folders|," Matnces|Eg Checks‘ﬁ;q Derwatmns‘ PEy Labs|nun Custom Functmns‘

Search # # Alcohol Use History (ALHX) details

2 O B Forms /L(hange 0ID in source &
[ ) Adverse Evsfts - Coded (AEDEC)
[ El Adverse (AEDE)

D icshol Bse Fistory (ALK} TR
[ B Chemistry Central (CHMC1)
E| Chemistry Local 1 (CHML1)
[ [El Chemistry Local 2 (CHML2)
| Chemistry Local 3 (CHML3)
[ B Chemistry Lacal 4 (CHVIL4)
[ LI Chest X-Ray (XRAY'

o Coagulationyéemra\}(CGLC1) Select Cluster Hide Variables
[ B Coagulation Lacal 1 (CGLL1) Bl Alcohal Use History (ALHX)

View in source [

® You have selected this element for copy.

Form Details

5. Click Form Preview.

Click Form Preview

B Formsljl Data chtlonanes‘ Unit. chtlonanes‘{ﬂ Foldersl," Mati eslﬁa Checks‘f(;a Derwatlons‘ 5 Labslngn Custom Functlons‘

Search| | © Alcohol Use History (ALHX) details

20 B Forms Change QID in source &
[ ) Adverse Events - Coded (AEDEC)
[0 B Adverse Events (AEDE)
cahol Use History (ALFiXE Form Preview &)
[ [l Chemistry Central (CHMC1)
B Chemistry Local 1 (CHML1)
[ B Ghemistry Lacal 2 (CHVIL2)
[ B Chemistry Lacal 3 (CHVIL3)
[ B Chemistry Local 4 (CHVIL4)

[ B Chest X-Ray (XRAY)
[ [l Goagulation Central (CGLCA) Select Cluster Hide Variables [¥]

[ [ coagulation Local 1 (CGLL1) B Alcohol Use History (ALHX)

View in source [

® You have selected this element for copy.

6. Architect displays the form in a separate preview window.

Subject: Subject b & w8
Page: Alcohol Use History Q¥ Ooood
Alcohol use history O O O O 0OO00O0OO

Mever  Current  Previous
If Previous was indicated, enter the month l:l
. . B L3 (
and year of subject's last usel Ooranbog
Printable Version lcon Key - -
CRF Draft 501 - Page Generated: 04 Dec 2009 22:52:15 Greenwich Standard Time

7. Click Close Preview when finished.

3
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Go Back Link

<l Go Back Instructor Demo
Demonstrate the use of the Go Back link
A new Go Back link takes you back to the previous screen. Use it as an alternative to 0 e (e [0l s sl =
clicking the tab. In the Form Details screen, click Go Back to get to the Forms Check screen.

sumimary screen.

Go Back link

I e [ N Archltectl ®] DEMOZUUUgiDI [ fyOriginal-R1 I [ Forms [ S Visit Date

Visit Date # Preview &% Save & Cancel < Go Back » Delete
Num Name Label Format Active [> Variable
g VISD  Visit date dd MMM yyyy F > Field
o NOTDM Mot Done 1 v ¥
; [> Field Help Text
8 AGE  Age 3 b4 F
[> Field Edit Checks
& Add New

[> Verification and Reviews
[> View Restrictions

[> Entry Restrictions

[> Edit Checks

[> Derivations

2 Save & Cancel <d Go Back % Delete

Radio Buttons

This section describes changes to radio buttons in Rave 5.6.3.

Deselectable Radio Buttons Instructor Demo

In prior Rave releases, once an EDC user selected a single radio button, then at least Demonsirate deselectable radio buttons.

one radio button in the group needed to be selected. In Rave 5.6.3, EDC users can
The field is “empty” when no radio

button is selected. If there is a
requirement to have at least one radio
button selected, an edit check can be
configured to check for empty values and
fire a query to prompt the user to make a
selection.

now deselect any radio button on any form. This change applies to all radio buttons in
the Rave 5.6.3 environment.



Vertical Radio Buttons

In Rave 5.6.3, you now have two options for displaying radio buttons: horizontal or

vertical (new).

O Male O Female

O Male
O Female

In previous Rave versions, all radio buttons were horizontal, and these settings were
migrated from Rave 5.6.1 into the Rave 5.6.3 environment.

To configure vertical radio buttons, in the Form Details screen, you simply choose
the RadioButton (Vertical) control type.

Field
Field Mame: SEX
Field QID:
Field Num:
Indent Level: 0 w
[ Active [Log data entry
[ Requires Translation Is visible field
Can Set Record Date Can Set DataPage Date
Can Set Instance Date Can Set Subject Date
[ show Previous Visit Values Does not participate in Signature
Header Text:
Field Label: Sex
Fixed Unit:
Control Type: : RadioButton (Vertical) >
Accept files with extensions: | CheckBox
DateTime
Lab Analyte: DropDownList
Dynamic SearchList
File Upload
Default Value: LongText
RadioButton
) CEETENIET= M Vertical radio button
SAS Label: SearchList
. Signature
SAS Format: Text

Hands-on Exercise

1. Start the process of copying a form from the Global Library and preview the form using
Form Preview.

2. Refer to the Demographics form in the mock eCRFs handout.

3. Look at the Radio buttons in the SEX field.

In the Rave 5.6.1 environment, all radio buttons were horizontal, and these settings were
migrated into the Rave 5.6.3 environment.

4, Change this field to vertical radio buttons.

5. Publish and push the existing version. Verify the change on the Demographics form.



PDF GENERATOR

This lesson discuss changes to PDF Generator settings in Rave 5.6.3. It covers the

following topics:

> New Configuration Settings (see page 11)

> Profile Changes to PDF Generator (see page 11)

New Configuration Settings

The following new configuration settings were added to PDF Generator in

Rave 5.6.3:

> Option to display the full folder path in the PDF header for blank and data PDFs

> Ability to include the Field OID in an annotated PDF

> Only include inactive records in the PDF when “Include Inactive Records” is

selected, regardless of whether “Include Blank Forms” is selected

> Allow for both Folders (Visits) and Forms to be shown in the same Bookmark

tree.

> There is now one bookmark per log form, not one bookmark per log line.

Profile Changes to PDF Generator

PDIT provides two profiles for PDF Generator:

> Blank PDF Setting—uses settings from Rave 5.6.1

> Annotated eCRF Setting—uses new settings available in Rave 5.6.3

You select the profile you want to use when you configure a PDF file:

1 | EiFile Requests

Search Criteria

PDF Generator

File Request Name Status | All

T File Requests
My PDF Files Date Time
y
From
T Create Blank
Request Date © Scheduled
T Create Data O Created Date Time

Request To

File Requests

O Name  Description Profile Created by

Y v

c Site Close Qut PDF Settin,

All ¥

Created
Type |All v by

Configuration Profile
/7 Search

Annotated eCRF Setting
Blank PDF Setting
eSubmission PDF Setting

Status

Live Status Update []

Using Old Group Names

While organization names are still being
revised, this training uses old names that
are familiar to training participants.



Proposed Rave 5.6.3 Settings The Annotated eCRF setting uses the following proposed items that PDM wants

) selected:
These proposed settings have not yet
been approved. > Field Label
> SAS Label

> Values (Data Dictionary Values)
> DPre-Filled Values (defaulted fields)
> Field OID

How Configuration Settings Affect PDFs

Leader Note
Demonstrate PDFs generated in 5.6.1and The following example shows a generated PDF for the Subject Identification form in
3f6f3 showing how the new options are the Rave 5.6.1 environment (Blank PDF Setting):

ifferent.

DEV Rl 006 04DECO9 CPS: Primary Matrix
=== - ! For reference purpose

Formy: Subject Idmtiﬁcittjou o ONLY, this CRF should
Generated On: 06 Dec 2009 00:18:38 NOT ba uzed as

Source Documentation

Subject Numbser
Subject Initials
Subject Name

The following example shows a generated PDF for the Subject Identification form in
the Rave 5.6.3 environment (Annotated eCRF Setting):

DEV R1 006 04DECO9 CPS: Primary Mamix
== - - For reference purpose

Form: Subject Identification ONLY, this CRF should
Generated On: 06 Dec 2000 00:19:18 NOT ba 1esd as

Source Documentation
Subject Number 1
Subject Ininals
Subject Name 3

DEV Rl 006 04DECO9 CPS: Primary Matrix
=== - ! For reference purpose

Formy: Subject Idmtiﬁcittjou A ONLY, this CRF should
Generated On: 06 Dec 2009 00:19:18 NOT ba uzed as
Source Documentation
Field Name | FieldLabel SASIabel Values Pre-Filled Include Field
WValues 0ID

.@ PTNUM Subject Subject PTNUM

Number Number
@ PTINIT Subject Subject PTINIT

Inifials Imitials
(3) PTID Subject Name Subject Name PTID \

P\roposed items



EDIT CHECKS AND
DERIVATIONS

This lesson discuss changes to edit check and derivation functionality in Rave 5.6.3.

It covers the following topics:

> Quick Edit Editor (see page 13)

> New Check Functions (see page 17)

> Other Edit Check Changes (see page 18)

> Hands-on Exercise (see page 22)

Quick Edit Editor

Quick Edit

In Rave 5.6.3, a new Quick Edit Editor has been added that allows you to directly

modify the code in edit checks—check functions, check steps, and so on. As a text

editor, you can use the Clipboard to copy and paste code between edit checks and

between projects. You can also use this feature to rapidly copy edit checks and then
subsequently modify each one.

@, Note: The Quick Edit link is available for any edit check that you can
modify, including inactive edit checks in a draft. It is not displayed for
system edit checks or for edit checks in a CRF version (where nothing is

editable).

Opening the Quick Edit Editor

Open the Quick Edit Editor for an edit check

1. On the Edit Checks tab, click the Check Steps drill-down icon next to the edit check that you
want to change.

This feature is not available if your role has
Read Only Architect security for Stage 2.



enentech Messages B2 My Profile elp % Home £l Logout rﬂ

N BUSINESS FOR LIFE User: Eric Ivary-Chambers
e [ N Archltectl (]DEMOZUUUgiDI ([ Original-R1 [[{aE.m Checks [[{aGEJﬂPSiGREATERiElPD II
Draft tems: < Go Back
Forms

o Quick Edit

£ Folders

! Dictionaries

Unit Dictionaries If BPS IsLessThanOrEqualTo BPD And BPS IsMotEmpty And BPD IsNotEmpty then__. open a query

¥ Matrices to Site on BPS, displaying "Systolic Blood Pressure is less than or equal to the Diastolic Blood

=

Pressure. Please review your entries.”
[# Edit Checks

# Custom Functions
o Derivations

@ Restrictions

& Lab Settings

Check Steps

Global Library Wizards

Type Step Edit
# Propose Objects g Data Value > > »BPS> > > >None o
8 Data Value == >BPD>_>_>_>Mone
o Check Function IsLessThanOrEqualTo o
0 Data Value > > »BPS» > > >MNone &
8 Check Function IsNotEmpty &
o Data Value == >BPD>_> > _>Mone &
0 Check Function IsNotEmpty &
8 Check Function And &
o Check Function And &
% Add Check Step
Check Actions
Data Point Action Edit

Open Query: Site: Systolic Blood Pressure is less than or equal to

S S . : :
=SB TEER P the Diastolic Blood Pressure. Please review your entries.

57 Add Check Action

omes Support Information

2. On the Check Steps page, click the Quick Edit link to open the Quick Edit tab.

I@ | A Architect | ()DEMO2000g_D | (7;Original-R1 | [ Edit Checks | [£GE_BPS_GREATER_BPD | Quick Editl

|GE_BP5_GRERTER EBPFD|True|False

| |StandardvValue | BES
| | StandardvValue | BPFD
IzLessThanCrEqualTo
| |StandardvValue | BES
IsNotEmpty | II111111]
| | StandardvValue | BPFD
IsNotEmpty [ II1T1T111]
AndlIIIITITITI

AndlIIIITITITI

I1IBES]| || |1C0penQuery|Systolic Blood Pressure is less than or egual to the
Diastolic Blood Pressure. Please review your entries.|Sice]|

Specify delimiter.

Rave 5.6.3 Gap Training for Study Builders



About the Quick Edit Editor

The Quick Edit Editor displays the code for an edit check. The code is divided into
three sections: Edit Check Name, Check Steps, and Check Actions. Details in each
section are formatted with a specific syntax that uses a pipe (|) delimiter. This syntax
parallels the columns in Architect Loader, with the delimiter representing a cell

boundary.

Below is a code example:

| GE_BPS_GREATER_BPD|True|False

| |StandardValue|BPS
| |Standardvalue |BPD
IsLessThanOrEqualTo
| |StandardValue|BPS
IsNotEmpty ||| [[III]
| |Standardvalue|BPD

[T

IsNotEmpty]| | |
And[[IITITIT1
And[ITTTITIT]

|| IBPS| || |OpenQuery|Systolic Blood Pressure is Tless than or equal to the Diastolic
Blood Pressure. Please review your entries.|Site]

The following table describes which lines belong to which section.

Section Code Example
Edit Check Name | GE_BPS_GREATER_BPD | True|False

Check Step(s) | |Standardvalue|BPS
| |StandardValue |BPD

IsLessThanOrEqualTo
| |Standardvalue|BP
IsNotEmpty| ||| |]|
| |StandardValue|B
IsNotEmpty|| |||

[

[

S
[l
PD
[
And| [ [T]]]]
And|[[[IT11]

Check Action || IBPS| || |OpenQuery|Systolic Blood Pressure is Tless than or
equal to the Diastolic Blood Pressure. Please review your
entries.|Site|

The following table shows the syntax and format used for edit checks in the Quick
Edit Editor.

Section Syntax

Edit Check Name | CheckName | CheckActive|BypassDuringMigration

(:heck_Step(Q CheckFunction|StaticValue|DataFormat|VariableOID|FolderOID|For
mOID|FieldOID|RecordPosition|CustomFunction|LogicalRecordPosit
ion|FormRepeatNumber |FolderRepeatNumber

Check Action CheckName | Fo1derOID|FormOID|FieldOID|VariableOID|RecordPositio
n|PageRepeatNumber|InstanceRepeatNumber|ActionType|ActionStrin
glActionOptions|ActionScript

Pipe Delimiter (| )

Although the delimiter can be
customized for default values,
Genentech uses only the pipe delimiter.



Modifying an Edit Check

Syntax Checker Modify an edit check in the Quick Edit Editor

Architect will generate an error if a 1. Open the Quick Edit page for an edit check.
change is invalid, such as a non-existent

field OID or a pipe delimiter that was
accidentally deleted.

2. Edit the code for the edit check.

IMPORTANT! Make your edits carefully. Because this is free-form text
editing, you must make sure that you do not introduce errors into the
syntax. The values and delimiters must be consistent with the columns in
Architect Loader.

3. Click Save to save your changes.

Copying an Edit Check

Make rapid copies of an edit check in the Quick Edit Editor
1. Open the Quick Edit page for an edit check.

2. Change the Edit Check Name. The new name must be unique—it cannot conflict with an
existing edit check name, nor can it begin with the following characters: sys_.

3. Click Save to save it as a new edit check.

4. Make any other changes as required, then click Save.

Using the Clipboard to Copy and Paste

Because the Quick Edit Editor is a text editor, you can select text, copy text to the
Clipboard, and then paste this text to another edit check—within the same project or
between different projects.

I D [ A Architectl []DEMOZOUUQ_DIlE,OriginaI-R1 [ [ Edit Checks [ E‘_‘gGE_BPS_GREATER_BPD[ Quick Editl

|GE_BP5 GREATER BPD|True|False

| |StandardValue |[BES|[I11111]
| | StandardvValue [BED| | [ | []]]
IsLessThanOrEqualToal 111111111
| |StandardValue |[BES|[[11111]
IsNotEmpey | [ II11ITT1]
| 1StandardValue |BED| 111111
IsNotEmpey | [ I11LLLILI
Andl L LIIILLLNI
AndllIILLIILLN]

Cut
Copy
Paste
Delete

11IBP5] || |0penQuery|Systolic Blood
Diastolic Blood Pressure. Please re

less than or equal to the
ntries.|Site|

Select Al

Specify delimiter.

Save [ | Cancel

This is helpful when you want to copy portions of code to use in other edit checks, or
to quickly make identical (or nearly-identical) copies of edit checks.



New Check Functions

The following new check functions in Rave 5.6.3 were previously available only for

derivations.

Check Function
Add
Age

Subtract

Multiply

Divide

AddDay
AddMonth

AddYear
AddSec

AddMin

AddHour

DaySpan
TimeSpan

StringAdd

IsActive

Description
Adds the numeric data values and/or numeric constants together.
Calculates the age in years between two date fields.

Subtracts a numeric constant or data value from another numeric

constant or data value.

Multiplies a numeric constant or data value by another numeric

constant or data value.

Divides a numeric constant or data value by another numeric

constant or data value.

Adds a specific number of days to a date field, returning a new date.

Adds a specific number of months to a date field, returning a new

date.

Adds a specific number of years to a date field, returning a new date.

Adds a specific number of seconds to a date field, returning a new

date.

Adds a specific number of minutes to a date field, returning a new

date.

Adds a specific number of hours to a date field, returning a new

date.
Calculates the number of days between two date fields.

Calculates the amount of time (in minutes) between two date/time

fields.
Concatenates two character strings together.

Returns true if the corresponding data value is active.

New Check Functions in Exercises

You will have the opportunity to write
edit checks that use some of these new
check functions during the hands-on
exercises at the end of this lesson.
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Other Edit Check Changes

This section describes other Rave 5.6.3 enhancements for edit checks.

Sorting Columns for Edit Checks and Derivations

In Rave 5.6.3, you can now sort edit checks by clicking the column header in the
Name or Bypass during Migration columns. Click again to reverse the sort order.

Click column header to sort

[@, I mArchitectIDDEmoznnng (4 Original-R 1\ [ Edit Checks_
Forms | v| Checksl:l O Search

[ show Figld Edit Checks

Search Resul
Name & Bypass During Migration |Active Edit | [Check Steps
E_SET_CALEMDAR_DAY( O v & -
E_SET_INV_SIGNATURE O v & -
E_SET_SUBJECT_STATUS_ENROLLED O v & -
EA_DAY1_FORMS 4 4 & >
EA_DISC_FORMS 4 4 & >
EA_SCRM_FORMS 4 4 & >
EA_WEEKZ_FORMS 4 4 & >
EA_WEEK3_FORMS 4 4 & >
GE_BPS_GREATER_BFD O v & -

Forms Drop-down List Sorted Alphabetically
The Forms drop-down list is sorted alphabetically.

Forms .. v
A

Chemistry Local
Concomitant Medications
Search Demographics
Ongoing Physical Exam
Name Physical Exam
Reproductive Status
——= Study Completion/Early Discontinuation
E_SE Subject Eligibility Assessment
— __ SubjectIdentification
_|E_SE visitDate
Ea p Vital Signs Log
—— Vital Signs Log Assessment

Rave 5.6.3 Gap Training for Study Builders



Reordering Check Steps

d

In Rave 5.6.3, you can now easily change the order of check steps using the Reorder

button.
I W I A Archltectl 2 DEMOZU[}Ug_DI (74 0riginal-R1 I [&:Edit Checks [ [@E_SET_CALENDAR_DAY0 _
< Go Back
Quick Edit
If VISD in Visit Date in Screening with record position 0 IsMotEmpty then... set the Time Zero using the value in VISD in Visit
Date in Screening with record position 0 and calculate the subject calendar
Check Steps
Reorder Type Step Edit
button — 3 Data Value Screening>Visit Date=VISD>VISD=0> > _=None &
g Check Function IsMotEmpty &
& Add Check Step
Check Actions
Data Point Action Edit
Screening>Visit Date>VISD=VISD=0>_>_ Set Time Zero &
59 Add Check Action
Reorder check steps
1. Click the Reorder button to display a drop-down list:
Check Steps
Type Step Edit
g Data Screening:Visit 2
Value Date=VISD>VISD=0>.. = __>None
g Check
| v| Function IshlotEmpty 9
a7 Add Check Step
2. Display the list items and select the new position for this check step.
Check Steps
Type Step Edit
g Data Screening=Visit &8
Value Date=VISD=VISD=0>_>_>None
Check
Function IsMotEmpty .

Top

Data Value: Screening>Visit Date>VISD>VISD>0>..>.>None
( Check Function: IsNotEmpty
- Bottom

Once selected, Architect moves the check step to the selected position.

© Genentech, Inc.
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Confirmation Prompt for Changing Variable Attributes

In Rave 5.6.3, if you change an attribute of a variable that is referenced by edit checks
and/or derivations, Architect displays a list of any active edit checks and derivations
that would be affected by this change, and prompts you to confirm or cancel the

change. Changes are committed only after confirmation.

Confirm Change(s) to a Variable [

IY'ou are trying to change property(ies) of a vaniable. This change may
affect the following active Edit Checks/Derivations:

SYS_NC_AGE_VISIT (Check)

If AGE in Visit Date with record position 0 IsMonConformant then...
open a query to Site on AGE in Visit Date with record position 0,
[displaying "Data entered is not in the expected format. Please
consult help text for directions.”

Are you sure you want to save the change(s)?

- Click Confirm to save the changes,

- Click Inactivate to save the changes and inactivate all the
associated Edit Checks andfor Derivations,

- Click Cancel to abort the operation and cancel the changes.

[ Confirm ][ Inactivate ” Cancel l

Filtering Based on Test Requirement Levels

For edit checks and derivations that are stored in the Global Library and which have
been copied from another source, you can filter the list of edit checks by the testing

level required:

il [ f‘emhner.:[:jEd.tChecksFmsﬁs L fita)

Forms |.. w

Filter Al w

Capied, Does Not Need Retesting
Copied, Needs Retasting
Mot Copied

Search

> All

> Copied, Does Not Need Retesting
> Copied, Needs Retesting

> Not Copied



Retesting requirements are included in Architect Loader downloads (NeedsRetesting
and RetestingReason columns in the spreadsheet).

NeedsRetesting, RetestingReason

DEMO2000g_D_Original-R1.xls - Microsoft Excel = x

Review  View  Addns @ - = x

9| |[Srwespten Tedt - Elg H [ Normat Bad . ] };‘;‘-,” - %7 A
A Meroe & Center - || $ = % 5 || %8| | Conditional Fomat Good Neutra T insert Detete Fomat Sort & Find &
Formatting ~ as Table - - = - - &2 Qlear~ Filter ~ Select =
Alignment o Number = Stytes cels Editing
C D E F G | 4
- ingMigration ~Infix ~| CopySource - i - i 0|
[TPTID in Subject Identication
IsNotEmpty then... set the
subject name using the data in
FALSE PTID in Subject FALSE -

Derivations Derivation Step: f] [ I |

»
[EEEIFTNE] ) G

Use Max Add

In Rave 5.6.3, for AddMatrix edit checks, you can use a new Use Max Add option to
specify whether the edit check can prohibit (checked) or allow (unchecked) the edit

check to add matrices beyond the maximum specified for the matrix.

Edit Check Log Report

A new Edit Check Log Report allows you to track and troubleshoot performance
issues for edit checks. In the Configuration module, a Check Execution Threshold
setting (30000) controls the output for this report.

@3, Note: This Edit Check Log Report is a Rave standard report that is currently
undergoing the validation process. Validation might not be complete in time

for the Rave 5.6.3 GoLive date.

Logical Record Position

@3, Note: The new Logical Record Position (LRP) functionality will not be
implemented yet. Genentech testing has shown it to be insufficiently
reliable.



Instructor Demo

Demonstrate the use of TimeSpan with
timepoint fields.

Instructor Demo

Show GDX_BRTHD_VISD derivation as
an example of using Age.

Instructor Note

Stop after each edit check and walk
through the corresponding pre-built edit
check in the demo study. Give students
~15 minutes to do step, then spend 5-10
minutes going over the results.

Consider a classroom break after #2.

Instructor Note

Lead a discussion with learners about
how best to use the IsActive
functionality. What are the nuances?

Hands-on Exercise

When building edit checks during this exercise, refer to the SLACs handout.
1. Build and test an edit check function that uses the Age check function.

On the SLACs handout, refer to the edit check for the Visit Date form that uses the Age
check function to conditionally execute certain check actions.

2. Build and test an edit check function that uses the AddYear check function.

On the SLACs handout, refer to the edit check for the Concomitant Meds form that uses the
AddYear check function to prevent users from entering medications and treatments that are
older than 10 years (as might be done in an oncology study).

3. Build and test an edit check function that uses the Divide check function.

On the SLACs handout, refer to the edit check for the Vital Signs form that use the Divide
check function to calculate the Body Mass Index (BMI) from the height and body weight
values.

Note: This is a hypothetical example only, provided solely for teaching the use of this check
function in this training. For Genentech-sponsored clinical trials, sites would calculate and
enter this value themselves—no changes have been made to this business process.

4. Build and test an edit check function that uses the isActive check function.

On the SLACs handout, refer to the edit check that uses the IsActive check function to
generate a query if a user inactivates the PE form in the Unscheduled Visit folder. The query
instructs users to change their answer to the “Was a physical exam performed?” on the
Unscheduled Visit Assessment from “Yes” to “No” (because the PE form was inactivated).
The query is resolved when the form is reactivated.

Note: The IsActive check function applies to both inactivated forms and inactivated log
lines. It passes in a fieldOID on the form (not the formOID itself), and returns FALSE if the
form is inactivated.



AMENDMENT MANAGER AND
STUuDY MIGRATION

This lesson discusses study migration and the new Amendment Manager Scheduler

in Rave 5.6.3. It covers the following topics:

> Amendment Manager (see page 23)
> Amendment Manager Scheduler (see page 23)
> Proposed Changes to the Study Migration Business Process (see page 29)

> Hands-on Exercise (see page 29)

Amendment Manager

There is no major change to the Amendment Manager other than fixes to some of the

known issues. When preparing to migrate a study in the Amendment Manager, be
preparing g y g
sure to consult the latest Rave 5.6.3 “Known Issues” list for current problems with

the Amendment Manager. For more information, see “Rave 5.6.3 Resources” on

page 4. Before you perform an actual migration, review the list so that you can do

what’s needed to minimize problems that can occur during migration.

Amendment Manager Scheduler

Rave 5.6.3 introduces the Amendment Manager Scheduler—a new tool within
Architect that allows you to schedule CRF migration jobs in advance. You use

the Amendment Manager to create migration plans, and then use the Amendment
Manager Scheduler to schedule a time to execute the plans (or conduct a dry run).
You can set up migration job to run anytime, such as during off-peak or off-work
hours. Migration jobs wait in a job queue until the configured start time, at which
point the Amendment Manager Scheduler fires the job and, when complete, saves

the results in a log. The results indicate the job status and whether the job succeeded

or failed, which is useful for migration confirmation or failure analysis and resolu-
tion.

Automatic Access to AM Scheduler

If you are assigned the CASA-1 role, you
have access to the Amendment Manager
Scheduler automatically.
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Unattended Migrations

The trade-off for being able to schedule migration jobs is that you might not be
present to oversee the job execution in real time and respond immediately to any

issues that arise during execution of the migration process.

This is important to remember if you have scheduled a series of migrations.

For example, if you have three scheduled migration jobs and the second job fails, the
third job will execute regardless. There is currently no way to conditionally execute a
job based on the success or failure of a prior job. Therefore, give some thought about
how and when you plan to schedule your migration jobs.

Launching the Amendment Manager Scheduler

Launch the Amendment Manager Scheduler

Architect

% Get Draft
Template

& Upload Draft

D Amendment
Manager
Scheduler

> In the Architect sidebar, click Amendment Manager Scheduler.

Architect displays the Amendment Manager Scheduler main page, which shows
the queue of scheduled amendments (pending jobs awaiting execution).

) Medidata Rave - Mozilla Firefox
Elle Edit Wew History Bookmarks Tools Help

[ Medidata Rave + =
enentech Messages 51 My Profile B Help 9 Home gy Logout (4
N BUSINESS FOR LIFE User: Eric Ivory-Chambers

fal I NArchltect[@Amendment Manager Scheduler

Studies Status Job#

O active O Inactive @ Both I:I
#+~Search

59 Add Schedule

Mo Schedules were found matching your search criteria

Y medidata pport Information

@, Note: By default, the migration job queue shows only jobs that have not yet
completed.

Rave 5.6.3 Gap Training for Study Builders



The Amendment Manager Scheduler displays the following information about
each migration job:

Field Description

Study Name Name of the study and environment.

Job # Amendment Manager-generated number for this migration
plan.

Schedule ID Amendment Manager Scheduler-generated ID for this job
schedule.

Source CRF Version ~ CREF version from which the data will be migrated.

Defined when the migration plan was created.

Target CRF Version ~ CREF version to which the data will be migrated.

Defined when the migration plan was created.
Submitted By Name of the user who submitted the job.

Start Time Date and time to start executing the job, or double dashes (--)

if a start time is unspecified for this job.

End Time Date and time by which the job must be stopped, or double
dashes (--) if an end time is unspecified for this job. If the
End Time for a migration job is reached while it is executing,
Rave completes the process of migrating the current subject

before stopping.

Active Indicates whether the job is active (selected) or inactive

(cleared).

Filtering the Migration Job Queue

Once you are on the Amendment Manager Scheduler main page, you can filter jobs
in the migration job queue by study, job status, job number—individually or in
combination. By default, no filters are set. The Amendment Manager Scheduler
displays an error message if any of the filter conditions are incorrect, or if no jobs
match the specified filter criteria.

Filter by study

> Select a study from the drop-down list.

Filter by job status

> Select Active, Inactive, or Both (displays both active and inactive jobs, the
default).
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Filter by job number

> Enter the job number and click Search.

Adding a Migration Job

You can add a schedule to any migration job that has not already completed.

Add a schedule to a migration job

1.  On the Amendment Manager Scheduler main page, click Add Schedule.

¥} Medidata Rave - Mozilla Firefox

Flle Edit View History Bookmarks Tools Help

Studies Status

DEMO2000g_D ™| O active O Inactive @ Both

Save Cancel

No Schedules were found matching your search criteria

medidata
[D o

A\l

Messages 2 My Profile B3 Help 2 Home % Logout
enentec 2, rielp g Home g} A

N BUSINESS FOR LIFE

User: Eric Ivory-Chambers

Job#

| Psearn

Rave 5.6.3 Gap Training for Study Builders



2. Enter the following schedule information.

Field Description

Job # Number associated with the existing migration plan that you
want to schedule. This is the job # that the Amendment

Manager assigned to the migration plan when it was created.
Start Date / Time Date and time to start executing the migration job.

> If the Start Date is in the past and the Start Time is blank,

then the current time is used.

> If the Start Date is in the future and the Start Time is
blank, then 12:00 AM will be the time used.

> The migration job will run immediately if the Start Date is
blank or if the start date is today’s date and the Start Time
is blank.

End Date / Time Date and time to end the migration job if it has not already
been completed. Must be later than today’s date and the Start
Date. If the End Time is blank, then the system defaults to
11:59 PM.

If you click on a date field, a Calendar control appears.

Nov || 2009 E

Mon Tue Wed Thu Fri Sat

2 3 4 5 6 7
9 10 11 12 13 14
16 17 18 19 20 2
23 |24) 25 26 27 28
30

Today is 24 Nov 2009
You can also click Clear to clear the current values.
3. Click Save to save your changes.

4, If any fields are blank, Amendment Manager Scheduler prompts you to confirm—accept this
message.

Amendment Manager Scheduler saves the new schedule data for the migration plan and
displays the migration job in the queue.



Any user who has access to the
Amendment Manager (Lead CASA) and
the study can modify, inactivate, or
delete a job in the Amendment Manager
Scheduler.

You do not need to be the person who
scheduled the migration job.

Editing a Migration Job

You can edit any migration job in the job queue that has not already completed.

Edit a migration job in the queue

1. On the Amendment Manager Scheduler main page, find the scheduled migration job that
you want to edit.

2. Click the Edit icon next to the scheduled migration job.

3. Change the settings you want:

Field Description
Start Date / Time Date and time to start executing the migration job.
End Date / Time Date and time to end the migration job if it has not already

been completed. Must be later than today’s date and the Start
Date. If the End Time is blank, then the system defaults to
11:59 PM.

4, Click Update to save your changes.

Inactivating a Migration Job

You can inactivate any migration job in the job queue that has not already

completed.

Inactivate a migration job in the queue

1. On the Amendment Manager Scheduler main page, find the scheduled migration job that
you want to inactivate.

2. Click the Edit icon next to the scheduled migration job.
3. Clear (uncheck) the Active check box for this migration job.

4, Click Save to save your changes.



Deleting a Migration Job

You can delete any migration job in the job queue that has not already completed.
However, if there is only one schedule for the job, it cannot be deleted.

Delete a migration job in the queue

1. On the Amendment Manager Scheduler main page, find the scheduled migration job that
you want to delete.

2. Click the Edit icon next to the scheduled migration job.
3. Click (check) the Delete check box for this migration job.
4. Click Update.

Showing Migration Job Details

To see migration job details, in the migration jobs list, hover the mouse over one of
the data values in the list. The Amendment Manager Scheduler displays the job
number, the number of subjects migrated, the total number of subjects, and any
errors or warnings that arose during job execution. For migration jobs that have not
yet executed, the tooltip indicates that the job has not been started.

Proposed Changes to the Study Migration
Business Process

The study migration process is currently undergoing review based on proposed
changes that were submitted in September (including an automation script to be vali-
dated). Changes to the study migration business process will not be made before the

Rave 5.6.3 go-live date. The current business process remains in effect until recom-

mended changes, if any, are approved.

Hands-on Exercise

1. In the Amendment Manager, create a migration plan from one of several versions already
published during the class.

2. In the Amendment Manager Scheduler, schedule a migration job to start executing 24 hours
from now and to stop executing 25 hours from now.

3. Note how your migration job is added to the queue, along with migration jobs scheduled by
others in the class.

4. Delete your migration job in the queue.

5. Watch your leader demonstrate the actual execution of a scheduled migration job.

Leader Note

Schedule an amendment job to occur
within one minute after everyone has
canceled their amendment jobs.



Instructor Demo

Walk through the steps to download a
subset of study components, then show
the results in Excel.

ARCHITECT LOADER

This lesson briefly describes the subset load functionality that is now available in
Architect Loader for Rave 5.6.3. It covers the following topics:

> Subset Download Functionality (see page 30)

> Results in Excel (see page 31)

Subset Download Functionality
¥Download

For Architect Loader, Rave 5.6.3 now provides the ability to select and download a
partial draft (a subset of study components). A new Draft Summary / Download
section was added to the Draft Summary.

enentech
W BUSINESS FOR LIFE
@2 [ f\(Arch\teclll]DEMOZOOI]giDILEOﬂgmalrFM

Messages =My Profile B Help 4 Home &1 Logout Y
User: Eric Ivory-Chambers

Draft tems: CRF Draft Settings Publish
(¥ Forms Draft Name Original-R1 CRF Version
Folders Library Icon (3 stud
= ‘ . v 3 stugy Publish to CRF Version
@ Dictionaries Confirmation
[ Unit Dictionaries Message Existing Versions Overwrite
v | have reviewed the case report forms and find the data to || DEV_R1_001_080CT08_CPS (500) Qverwrite
¥ Matrices Signature Prampt
be complete and accurate.

[# Edit Checks

Primary Form Subject Identification
# Custom Functions

Default Matrix ~ Primary Matrix
fio Derivations e

& Edit
@ Restrictions
£ Lo Setings Draft Summary / Download Draft Summary / Download
Global Library Wizards Item Count Updated Include in Download
# Propose Objects Forms 12 09 Oct 2008
Fields 60 09 Oct 2008
Variables 54 09 Oct 2008
Folders 7 09 Oct 2008
Edit Checks 70 09 Oct 2008
Valid Checks 70
Invalid Checks 0
Derivations 1 09 Oct 2008
Data Dictionaries 10 09 Oct 2008
Unit Dictionaries 0
Matrices 2 09 Oct 2008
Lab Variable Mappings 0
Custom Functions 2 09 Oct 2008
Protect Worksheets
doomei——— Download button
Upload Trail
ID User Action Date Restore Backup File
1 Cherie Stabell Create 09 Oct 2008 21:15:50 @

Biae

The Download button was moved from Drafts Settings to this new Draft Summary /
Download section. The Protect Worksheets option was added to allow you to create
a spreadsheet with protected worksheets (to prevent users from changing important
data)—you can subsequently remove the protection if necessary.



For example, you could download only edit checks and derivations to a spreadsheet
by selecting the appropriate check boxes under Include in Download. Unchecked
components are excluded from the download.

Draft Summary / Download

Item Count Updated Include in Download

Farms 12 09 Oct 2008 F

Fields 60 09 Oct 2008 O

Variables 54 09 Oct 2008

Folders 7 09 Oct 2008 O

Edit Checks 70 09 Oct 2008 Included in Download

Valid Checks 70
Invalid Checks 0

Derivations 1 09 Oct 2008
Data Dictionaries 10 09 Oct 2008 F
Unit Dictionaries 0 O
Matrices 2 09 Oct 2008 F
Lab Variable Mappings 0 O
Custom Functions 2 09 Oct 2008 F

[l Protect Worksheets
HDownload

Results in Excel

When you download the partial draft, the resulting Microsoft Excel spreadsheet
includes only the selected components on separate worksheets (see the tabs along the
bottom of the spreadsheet).

I/'“,;\1 (= > s DEMO2000g_D_Original-R1.xls - Microsoft Excel - = x
e =
7 [ Home | Insent  pagelayost  Formulas  Data  Review  View  Adddns @ - o x
= b [ o el = - ;e | oA
= Arial 10 |A &7 =||#-| E| Text ij‘ ﬁd _;‘d S vette - || - Ea
Faste folr u-=-&-A-|[===|E= = ||[s - % »| /<80 condtional Format cen | .. Sort & Find &
- 7 =l == =FFE = J o 00 290 e rmatting + as Table - Styles ~ | [ Format = | 27 Fijter~ Select~
Clipboard = Fant i Alignment = Number ] Styles Cells Editing
‘ Al - ﬁrl DraftName
A B C D E
1 [Draftame = |DeleteExisting | Projectame ~|ProjectType ~| PrimaryFormOID =]
2 |Original-R1 FALSE DEMO2000g_D Project PTID
3
n
W 4 b M| CRFDraft ~Checks .~ CheckSteps .~ CheckActions ~ Derivations -~ DerivationSteps [JNIL___w |
Ready [EE=ESTe 0; o

Worksheet Tabs for Downloaded Components

© Genentech, Inc.




Publish in Place at Genentech

A best practices document and a job aid
are being developed for this functionality.

PUBLISH IN PLACE

This lesson introduces the new Publish in Place functionality in Rave 5.6.3. It covers
the following topics:

> About Publish in Place (see page 32)

> Overwriting an Existing CRF Version (see page 32)

> Restoring a CRF Version (see page 33)

> Locking a CRF Version (see page 34)
> Recommendations for Using Publish in Place (see page 34)

> Hands-on Exercise (see page 35)

About Publish in Place

Rave 5.6.3 provides a new Publish in Place functionality that allows you to overwrite
an existing CRF Version with the contents of an existing CRF Draft. After over-
writing, if necessary, you can restore the draft to its original state (under a different
name).

Previously, each time you published changes, a separate version was created. Over
time, this could result in many CREF versions, almost all of which were superseded by
the most recent version. Publish in Place allows you to minimize the number of CRF
versions.

Overwriting an Existing CRF Version

Overwrite an existing CRF version from an existing CRF draft

1. In Architect, select a draft to display its details.

On the draft details page, look at the Publish box and notice the Overwrite column next to
the Existing Versions list.

Publish

CRF Version . .
Overwrite Link

Publish to CRF Version |

Existing Versions Overwrite
DEV_R1_001_080CT08_CPS (500) Cverwrite

2. Click Overwrite next to the CRF version that you want to overwrite.

% Note: Architect will not overwrite the target CRF version if it is locked.
For more information, see “Locking a CRF Version” on page 34




The page at https://gentrn263.mdsol.com s... BJ

6 Are you sure you wish to overwrite this version?

[ ok | [ Cancel ]

3. When prompted to confirm, click OK.

Architect overwrites the target CRF version with the source CRF draft, adding new study
components from the source that do not yet exist in the target, removing any study
components in the target that do not exist in the source, and overwriting properties for
study components that exist in both (components share an OID).

When finished, Architect displays a message to notify whether the overwrite process
succeeded.

@3, Note: For certain features, changes are not immediately displayed in the EDC

module—a brief lag time can occur between when the version was
overwritten and when EDC users will see the changes reflected in their
existing subjects. Changes are displayed, and all edit checks and derivations
are re-run, when an EDC user selects the subject. Unitil a subject is refreshed,
the EDC module displays an “In Doubt” icon ( 8 ) next to affected EDC
subjects.

After overwriting a version, Architect adds this event to the Version History.

Restoring a CRF Version

Restore a CRF Version

In Architect, select a draft to display its details.

On the Version details page, look at the Version History box and notice Restore as Draft.

Version History

Published Date Published By Restore As Draft
09 Dec 2009 18:13:34 buildsc 11 G
09 Dec 2009 15:16:26 buildsc 11 G

Click the Restore as Draft button ( {3 ) next to the CRF version that you want to restore.
When prompted, enter a different name (unique within the project) for this draft.

Architect restores the newly-named draft from the source version and updates subjects
associate with the overwritten CRF version.



Locking a CRF Version
Lock a CREF version to ensure that it cannot be overwritten with the Publish in Place

functionality.

Lock a CRF version

1. Select the CRF version that you want to lock.

@ I ;\eArchitectl[jjBLDmnnng_D[@DEV_m_nns_mDEcne_cps_

CRF Version Settings

Version Name ~ DEV_R1_006_04DEC09_CPS
Library lcon () Study

Confirmation
Message

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

Signature Prompt complete and accurate.

Primary Form Subject Identification
Default Matrix Primary Matrix
Lock CRF Version
& Edit

2. Select (check) the Lock CRF Version check box.

IQ I ;\eArchitectlDBLDmnnng_D[@DEV_m_nns_mDEcns_cps_

CRF Version Settings

Version Name ~ DEV_R1_006_04DEC09_CPS
Library lcon ()| | Study

Confirmation
Message

. | have reviewed the case report forms and find the data to be
Signature Prompt

complete and accurate.
Primary Form Subject Identification
Default Matrix Primary Matrix

Lock CRF Version

o/ Save &3 Cancel

Lock CRF Version check box

3. Click Save.

Recommendations for Using Publish in Place

A planning group has provided the following recommendations for using Publish in
Place at Genentech:

> For UAT, always publish and push a new CRF version.
> InP1 and P2, do not use Overwrite in/during UAT.
> The lead CASA must lock the CRF version that is pushed to UAT.

As a best practice, you should lock and unlock your version only.



Hands-on Exercise

b.

C.

b.

a.
b.

C.

In Architect, look at a current CRF version in your study.

Make and test the following changes to this CRF draft:

Create the Week 4 folder. Refer to the Visit Form Matrix handout.

To the Primary matrix, add a new Week 4 folder (which includes a Visit Date and
Chemistry Local form). Refer to the Visit Form Matrix handout.

Overwrite (Publish in Place) and review the results.

Change the Primary matrix. Deselect the Chemistry Local form and select the PE form
instead. Refer to the SLACs and Visit Form Matrix handouts.

Overwrite (Publish in Place) and review the results.

Make and test the following changes to this CRF draft:

Make a change to an edit check using a custom function. The name of the check to
modify is GEXC_VTLREC_NO_VTLS1_COMPLETED_VTLS3. Modify the query text (only)
to match the SLACs handout, and then overwrite (publish in place). Verify the query
message.

Change a dictionary of your choosing.

Change a field property of your choosing.

Make and test the following change to this CRF draft:

Add the CREAT (CREAT) field to the Chemistry Local form by copying it from the Global
Library.

Overwrite (Publish in Place) and review the results.

Make and test the following change to this CRF draft:

Lock this draft.
Try to execute Publish in Place. Notice what happens.
Go back and unlock the draft.



CONCLUSION

You have completed the Rave 5.6.3 Gap Training for Study Builders.

Review

In this training, you have learned about new and changed features in the Rave 5.6.3

software related to building Rave studies for Genentech-sponsored clinical trials.

It has covered the following information:

>

>
)
)

4

Reactivation of log lines and setting restrictions using the default value delimiter
Architect navigation features such as copy preview and go back links
Vertical radio buttons and radio buttons that users can deselect

Publish in Place functionality, including the ability to overwrite, restore, and lock
a CREF version, and recommendations for using this functionality at Genentech

New configuration settings in PDF Generator

Enhancements for edit checks such as the Quick Edit editor, new check functions,
and other changes that affect both edit checks and derivations

Amendment Manage Scheduler for use in study migration

Subset download functionality in Architect Loader

Where to Go From Here

Now that you have completed this training, 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.



APPENDIX A
EDIT CHECKS IN THE DEMO
STUDY

This appendix provides screen shots of edit checks in the demo study that use some
of the new check functions in Rave 5.6.3.

E_AGE_OUT_OF_RANGE

This edit check uses the Age check function.

[@ I N Architectl DBLDDaooogjl (4 Original - Rz[ [ Edit CheckE[EgEiAGEiouTioFiRANGE _

<l Go Back

Quick Edit

If VISD in Wisit Date with record position 0 Age BRTHD in Demographics in Screening with record position 0 and form repeat number 0 and folder repeat
number 0 IsLessThan 18 Or VISD in Visit Date with record position 0 Age BRTHD in Demographics in Screening with record position 0 and form repeat
number 0 and folder repeat number 0 IsGreaterThan 65 then... open a query to Site on VISD in Visit Date with record position 0. displaying "Subject's age is
not within the protocol age range. Please review the Date of Birth and Date Subject or Legal Guardian signed protocol informed consent on the Subject
Eligibility form. "

Check Steps

Type Step Edit
8 Data Value __>Visit Date>VISD>VISD>0>.. > __>Nane @
2 Data Value Screening=Demographics>BRTHD=BRTHD>0>0=0=None &
8 Check Function Age &
8 Constant 18(2) @
o Check Function IsLessThan @
0 Data Value _..>Visit Date=VISD=VISD=0>__.>.. >None @
2 Data Value Screening=Demographics>BRTHD=BRTHD=>0>0=>0=None &
2 Check Function Age o
2 Constant 65(2) @
o Check Function |sGreaterThan @
o Check Function or @
& Add Check Step

© Genentech, Inc.
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E_HEIGHT_WEIGHT_BMI

This edit check uses the Divide check function.

I@ I A ArcmtectIOBLDuauuugJ[ (PyOriginal - Rz[ [EEdit Checks [EgEiHE\GHT)NE\GHT?BM\ _

< Go Back

Quick Edit

IFWT in Vital Signs Log Assessment with record position 0 Divide HT in Vital Signs Log Assessment with record position 0 Multiply HT in Vital Signs Log Assessment
with record position 0 IsGreaterThan 30 then___ open a query to Site on HT in Vital Signs Log Assessment with record position 0, displaying "Subject’s BMI is not within
the BMI range for this protocol. Please review your entries.

Check Steps
Type Step Edit

0 Data Value ...»Vital Signs Log Assessment=WT=WT=0>__.>._>None /]
9 Data Value __=Vital Signs Log Assessment>HT>HT=0>_ > >None
0 Data Value ...»Vital Signs Log Assessment>HT=HT=0>_..>__.>None /]
9 Check Function Multiply 7]
9 Check Function Divide o
9 Constant 30(2) 7]
9 Check Function IsGreaterThan &
& Add Check Step

Check Actions

Data Point Action Edit

_..=Vital Signs Log Assessment>HT>HT=>0>_.>_. Open Query: Site: Subject's BMI is not within the BMI range for this protocol. Please review your entries. &2
& Add Check Action

E MDED 10YEARS BEFORE_NOW
This edit check uses the AddYear check function.

I @& [ N Arch\tectl DBLDDauUUg_DI 4 Original - RZIEgEdn. Checks[[{gE_MDEDJUYEARS_BEFORE_NOW_

<d Go Back

Quick Edit

If MDED in Concomitant Medications in Concomitant Medications AddYear 10 IsLessThan Now then... open a query to Site on MDED in Concomitant
Medications in Concomitant Medications, displaying "Date Stopped is more than 10 years prior to today’s date This medication should not be recorded per
protocol instructions. Please review your entries.

Check Steps

Type Step Edit
o Data Value Concomitant Medications>Concomitant Medications=MDED>MDED>__ > _>__>None @
o Constant 10(2) @
g Check Function  |AddYear @
o Check Function | Now @
o Check Function  |IsLessThan @
& Add Check Step

Rave 5.6.3 Gap Training for Study Builders



EX PEU_NO_PE2 ACTIVE

This edit check uses the IsActive check function.

@& I N Archnect[[]BLDmUUUg_DI ({4 Original - RZI [ Edit Checks [[{gEx_PEu_No_PEz_ACTl\fE _

<l Go Back
Quick Edit
If PEU in Unscheduled Visit Assessment with record position 0 IsEqualTo NO And PEREC in Ongoing Physical Exam with record position 0 IsActive then. ..

open a query to Site on PEU in Unscheduled Visit Assessment with record position 0, displaying "Please inactivate the Ongoing Physical Exam form in the
Unscheduled visit folder."( requires manual close )

Check Steps
Type Step Edit

o Data Point { Coded Value ) _..»Unscheduled Visit Assessment>PEU>PEU=>0>__. o
8 Constant NO (§3) o

o Check Function IsEqualTo &

8 Data Point { Data Point } _..»Ongoing Physical Exam=PEREC>PEREC2>0>__>_>None @

8 Check Function IsActive @

o Check Function And 9

5 Add Check Step

© Genentech, Inc.
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