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Important Disclosures
The following is intended to outline Veeva’s general product direction. It is intended for informational purposes only and does not form part of
any contract. It is not a commitment to deliver any specific functionality and it should not be relied upon in making purchasing decisions.
Features and functions described in this document will be released commercially only when and if they become available. The development,
release, and timing of the features or functionality of Veeva’s products remains at the sole discretion of Veeva.
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Interact With Us!
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2020

October 13–14, 2020

ITSAFETYREGULATORYQUALITY & MANUFACTURINGCLINICAL

Develop new 
industry partnerships

Share best practices

Network with 
sponsors, CROs, & sites
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Veeva Vault Release Schedule
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Sun Mon Tue Wed Thu Fri Sat

19 20 21 22 23 24 25

26 27 28 29 30 31 1

2 3 4 5 6 7 8

9 10 11 12 13 14 15

16 17 18 19 20 21 22

20R2 Release Calendar

Customer 
Validation

AUG

20R2 Release webinar
9 AM PT - All Customers
10 AM PT - Studio & Admin

20R2 Pre - Release

20R2 General Release

Validation Docs

JUL
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Pre-Release Environment
https://login.veevavault.com

● Clone of UAT
○ Special Request for Dev

● Users 
○ Contact Veeva Post 

Implementation Manager to add 
users

● Available up to 4 weeks after the 20R2 
upgrade

AUG

Monday
3rd

https://login.veevavault.com
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Validation Documents

• Validation Project Plan
• IOQ Protocols
• Business Requirements 

Documents
• Traceability Matrixes
• System Release Memo
• Executed OQ Scripts (unexecuted 

in Word format available upon 
request)

AUG

Monday
3rd
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20R2 Go Live

• ALL customer vaults upgraded to 
20R2

• EU starts at 2:00pm PT
• APAC & US starts at 5:00 PM PT
• May take up to 6 hours

AUG

Friday
21st
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• Resources Available 

• https://cdmshelp.veeva.com/lr/rn/general-releases/20r2/

− Important Dates
− Notifications Opt-In
− Feature information
− Pre- Release Information
− Release Information
− Release Impact Assessment (RIA)

20R2 General Release Resources

https://cdmshelp.veeva.com/lr/rn/general-releases/20r1/
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20R2 Feature Summary
Admin

● Dynamic Review Plans 
by Subject Status or 
Percentage

● Deploy Vault Level 
Configurations

● Vault Diff Report
● Delete Sites (Non-

Production)
● Additional APIs
● Study Role 

Enhancements
● System Tools - Change 

Reasons

Study Designer

● Cascading Form Deletion
● Form Copy Enhancements
● Copy Codelists and Units
● Validation Script for Rule Changes
● Template Vaults
● Relaxed Study Update Restrictions
● System Design Spec Enhancements
● Restricted Data Configuration
● Study Closeout Signature Def

Rules

● Query Future Dates for Events
● Query on Event Date out of Range
● Data Driven Review Plan
● Casebook Variables
● Rule Configurator
● Sequence Number in Expressions

Sites

● Restricted Data
● Delete Subject & Reset 

Event
● Study Closeout
● Translatable PDFs

CRAs/Data Managers

● Review UI Navigation 
Enhancement

● Review Functionality 
entirely in Review UI

● Performance 
Improvements

● Locking/Freezing 
Enhancements

20R3LabsEarly AdopterCDB 20R3Randomization

Coding

● Upversioning Impact 
Report

● Group Coding 
Enhancements

● Navigation 
Enhancements

● Reconstitute Code 
Request Job 
Enhancement

● Coding Data viewable 
by LDM and DM

Extracts/Listings
● Extracts Data and Definition Enhancements
● Data Listings - Restricted Data
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Feature Enablement Detail

SupportConfigurationAuto-On

Turned On Day 1

Automatically 
available

Auto-On Features Configurable Features

Turned Off

Requires 
Configuration

Turned Off

Requires 
Enablement

Product Support 
Request

Visible

•Sites

•CRAs

•Data Managers

•Clinical Assessments

•Coders

•Coder Admin

•Admins

•Study Designers

•Report Users

•N/A 

*For New Studies Only



Sites 
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Restricted Data
• Overview

Study designers can configure a study to restrict (hide) Forms.

As a user with Restricted Data Access, an icon will display next to any Forms, Events, or Subjects marked as restricted to 
raise awareness that visibility is restricted dependent on a Role/Permission. When viewing a casebook as a user without 
the Restricted Data Access permission, all Forms marked as Restricted will be hidden within Data Entry and the Review 
tabs. 

Reports will automatically filter out Restricted records for user without access. 

Note: The system will only allow restricted users to reset/delete data they have access to. Restricted Forms will be 
“Marked for Removal” if a user action triggers the removal of a Restricted Form that contains data. Unrestricted users can 
then reset these forms to remove them from the casebook.

• Business Value

This feature will ensure that studies with blinded vs. unblinded data are supported with CDMS.

Configuration

Visible

SITES, CRAs, 
DATA 

MANAGERS, 
REPORT USERS

NEW STUDIES 
ONLY

Restricted Icon
Marked for Removal
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Restricted Access
New Studies ONLY - (Data Model v2 in 20R2)

NO Restricted Access Permission w/ Restricted Access Permissions

Forms mark Restricted cannot be seen Form mark Restricted can be seen and has a shield 
icon indicating that is was restricted

Delete an object (subject/Reset a Cycle/Reset a Visit) 
and there was a restricted form - the user view looks 
like it was all removed

Delete an object (subject/Reset a Cycle/Reset a Visit) 
and there was a restricted form - Object is “Marked for 
removal” with a yellow triangle and exclamation 
point. Banner appears - Form needs to be reset.

Reports and Dashboards - Restricted forms and 
Queries on restricted forms will not be included. 
Data Listings, Query Reports, Form reports, ie..  the 
Query and Form counts will be different than a user 
with Restricted Access.

Reports and Dashboards - Restricted forms and 
Queries on restricted forms will be included. Data 
Listings, Query Reports, Form reports, ie..  the Query 
and Form counts will be different than a user with 
Restricted Access.
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Delete Subject & Event Reset Enhancements
• Overview

When resetting an Event, site users must now select a Reason for Change in addition to typing in “RESET” to confirm the 
Event reset. 

When deleting a Subject, site users with permission must now type in “DELETE” to confirm the Subject deletion. 

Note: The system will also delete forms that contain data if they are not locked and frozen. This eliminates the need to 
reset each event prior to Subject deletion. For studies that contain Restricted Data, the system will only reset/delete forms
that the user has access to. 

• Business Value

These enhancements add an additional layer of friction to ensure the site user does not unintentionally delete data. 
Additionally, these enhancements provide sites with a more streamlined process for deleting Subjects.

AUTOMATIC

Visible

SITES
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Translatable PDFs
• Overview

All PDF generated by Vault are now translatable in the Blank, Detail, Annotated, and Clinical Assessment PDFs. Vault will 
use the user’s language that was set in their user record to determine the language in which to create the PDF. 

Note: User entered text will continue to display as it was entered into the system and will not translate automatically. For 
example if Form name was entered in English, it will display and print as English. 

• Business Value

Translatable PDFs will ensure documents are in the Sites Native language.

AUTOMATIC

Visible

SITES, CRAs, 
DATA 

MANAGERS
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Study Closeout
• Overview

Sponsors can make Closeout PDFs available to site users at the end of a study. Site users are notified via email when 
Closeout PDFs are available and can be reminded on an automated basis to log in and accept the file based on a cadence 
set by the sponsor. When ready, Sites can easily download and accept/reject Closeout PDFs. The downloading of PDFs will 
always be available throught the entirety of the study. 

• Business Value

Sites can easily download and accept end of study PDFs within the same system they used throughout the study.

Visible

SITES

Configuration



21Copyright © Veeva Systems 2020

Study Closeout Process

1 Assign user 
permission 
for Closeout

2 Define Study 
Closeout 
Signature

3 Lock Study. 
Generate 
Closeout PDFS.

4 Notify Site 
that PDFs are 
available

5 Site receives 
Email 
notification

6 Site 
Downloads 
the PDFs

Job Is queued

7 Site accepts 
PDF and 
electronically 
signs

PDFs have been 
downloaded and 
accepted by Site.

*If Site is unlocked, Closeout Process starts all over
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Sites Demo

DEMO



CRAs / Data Managers
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Review UI Navigation Enhancements
• Overview

The Review tab now contains “My Studies” and ”My Study Sites” sub-tabs. ”My Studies” introduces a new navigational 
pattern to the Review UI that behaves similarly to the Data Entry tab. Users select a Study, then work with the selected 
study’s Sites, Queries, and Jobs. ”My Study Sites” continues to provide the same experience users have today. As part of 
these enhancements, the Queries and Study Jobs tabs were removed from ”My Study Sites” and are only available within 
the new navigational pattern.

• Business Value

The “My Studies” sub-tab provides the user with an alternative navigation pattern they are more familiar with. 

AUTOMATIC

Visible

CRAs,
DATA 

MANAGERS

Old

New
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Review Functionality is in the Review Tab
• Overview

All review functions typically performed by CRAs, monitors, and data managers have been removed from the Data Entry 
tab. Going forward, all review functions must be performed in the Review tab. These functions include:

− Source Data Verification (SDV)

− Data Management Review (DMR)

− Freezing

− Locking

− Opening & Closing Queries

• Business Value

The Review tab offers a more streamlined user experience for review actions.

AUTOMATIC

Visible

CRAs, DATA 
MANAGERS
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Performance Improvements
• Overview

The Freeze & Lock icons have been removed from the Data Entry screen, but actions will still be disabled when Frozen or 
Locked. Vault will continue to display the current Freeze/Lock status of each Casebook, Event, Event Date, Form, and Item 
in the Review Tab.

New reports will be available for studies created after 20R2 as old Freeze/Lock reports will no longer work.

• Frozen Form Summary (v2) - to be used in place of Standard Template: Frozen Form Summary
• Locked Form Summary (v2) - to be used in place of Standard Template: Locked Form Summary
• Frozen Event Summary
• Locked Event Summary
• Frozen Casebook Summary
• Locked Casebook Summary
• Comprehensive Form Summary (v2) - to be used in place of Standard Template: Comprehensive Form Summary

For Studies created after 20R2, new reports have been added for reporting on Form, Event, and Casebook signed status. 
Previously used signature reports will no longer work.

• Form Signature Summary (v2) - to be used in place of Standard Template: Form Signature Summary
• Event Signature Summary
• Casebook Signature Summary
• Comprehensive Form Summary (v2) - to be used in place of Standard Template: Comprehensive Form Summary

• Business Value

These changes provide better overall system performance when freezing/locking and when applying signatures and 
viewing signature statuses

Visible

SITES, CRAs, 
DATA 

MANAGERS, 
REPORT USERS

NEW STUDIES 
ONLY

AUTOMATIC
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Locking & Freezing Enhancements
• Overview

Parent/Child Relationships with Locking and Freezing

When you Lock or Freeze at the Parent Level, all the children beneath the Parent inherits that action. With the new 
enhancement you can unlock or unfreeze just one of the children below the parent after the inheritance.

For example, lock a Subject (parent), all the Forms (children) will be locked for that Subject. But now you can go in and 
unlock just one of those forms. Same for Freezing, Freeze a Form (parent), and all the items (child) will get frozen. But now
I can just unfreeze one of the items.

• Business Value

This will provide more flexibility for targeted use cases.

Visible

SITES, CRAs, 
DATA 

MANAGERS, 
REPORT USERS

AUTOMATIC

NEW STUDIES 
ONLY
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Sites & CRAs / Data Managers 
Demo

DEMO



Coding
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Upversioning Impact Report
• Overview

The Upversioning Impact Report provides a preview of upversioning to a dictionary release before having to 
commit to that upversioning. You may generate it for any Form or Synonym List.

• Business Value

This report can inform your decision to upversion to a particular dictionary release or to skip it. This can be 
helpful if your Study is locking soon and you want to evaluate the size of the impact on coding. It can also be 
valuable to understand what the changes are in the new dictionary releases and how the changes impact your 
coding paradigm and therapeutic area. Monitors can find this report as a useful summary to track and 
understand PT, SOC, and ATC changes. In some cases, Monitors may want to challenge the new coding paths.

Automatic

Visible

CODER ADMIN
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Group Coding Enhancements
• Overview

Coding very large groups can take the system some time. To this end, we display an in-progress indicator so that 
you can see that the group is coding. Meanwhile, you can continue to code other groups. If you choose to 
recode a group while it is still in-progress of coding, you now have to wait until the task is complete before 
recoding.

When switching to Group Mode, we now display an in-progress indicator so that you know that the system is 
processing. This request to switch modes can be cancelled if you changed your mind and wanted to stay in the 
current mode.

• Business Value

When coding very large groups or switching between Group Mode and List Mode, users can get needed 
feedback that the system is processing their request.

Automatic

Visible

CODER
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Navigation Enhancements
• Overview

All Coder pages now have breadcrumbs to improve navigation and this allows Coders to switch between Coding 
Forms while on the Verbatims Page. In addition, the homepage now has filters so that Coding Forms can be 
filtered by Study, Form, and Dictionary Release. Lastly, the Verbatims Page displays an informational banner 
that clearly displays the major attributes of the Coding Form. 

• Business Value

The navigational enhancements allow Coders to get to where they need quicker and with less clicks. 

Automatic

Visible

CODER
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Reconstitute Code Requests Job Enhancement
• Overview

Previously you had to run the Autocoding and Suggestions Job after running the Reconstitute Code Request Job. 
Now, running the Reconstitute Code Request Job will not only create and update Code Request based on new 
coding configurations, it will also attempt to autocode any of them that are pending coding. 

• Business Value
Users no longer have to remember to run the Autocoding and Suggestions Job right after running the 
Reconstitute Code Request Job. The system will take care of that for them.

Automatic

Visible

Lead Data 
Manager
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LDM and DM Can View Coding Data 
• Overview

Lead Data Manager and Data Manager now have the permissions to read Coding data. They will be able to 
generate and view coding data in Reports, Dashboards, and any Extracts. 

• Business Value
LDM and DM can now inspect coding progress and decisions.

Automatic

Visible

Data 
Managers
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Coding Demo

DEMO



Extracts & Listings
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Data and Definition Export Enhancements
• Overview

This job provides a full data and definition extract and can be used for third-party reporting system integrations, 
such as JReview. Enhancements include: if users have permissions for restricted data access, then they can 
configure the export to include or not include restricted data. If the export includes restricted data, then the 
export contents will tag which definitions and data are restricted. In addition, it includes External IDs and SDTM 
Names, when available, for all definitions so that end users can map to the desired label.

• Business Value
Restricted data is further protected by making it optional to include it in the export contents. End users will be 
able to map to objects using External ID and SDTM Name. Third party systems can ingest the data with less pre-
processing.

Automatic

Visible

Data and 
Definition 

Extract User
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Data Listings with Restricted Data
• Overview

Users with restricted data access will see restricted forms in the Data Listings configuration and will be able to 
include them in the extract. 

Users without restricted data access will not be able to extract any data from restricted forms through Data 
Listings. Those forms will not be available in the job configuration.

Restricted files contained in the downloaded zip file will be prefixed with “RESTRICTED” to indicate that they 
contain restricted data.

• Business Value
Restricted data is available and protected when needed to review and analyze data.

Automatic

Visible

Lead Data 
Managers
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Extract and Listings Demo

DEMO



Thank you!
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