
21R2 Release Webinar
For All Customers

July 15, 2021



2Copyright © Veeva Systems 2021

CDMS Product Managers

Cory Etzcorn

Product Manager

Data Entry, Review 
UI, Clinical 
Assessments

Dennis 
Kochanski

Sr. Product 
Manager

Studio, Library

Rakesh 
Monassery

Sr. Product 
Manager

Admin, User 
Mgmt, LMS

Mohammed 
Al-Adeeb

Sr. Product 
Manager

Coder, Safety 
Link

Quentin 
Paresys

Sr. Product 
Manager

Rules, Reports

Lindsay
Chan

Associate
Technical 
Product 
Manager

APIs, Extracts, 
Integrations

Sharon Lin

Principal 
Product 
Manager

Local Labs, 
Randomization

Abhi 
Yeleswarapu

Product Manager

Migrations



3Copyright © Veeva Systems 2021
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21R2 Release Calendar

Customer 
Validation

AUG

21R2 Release webinar
9 AM PT - All Customers
10 AM PT - Studio, 
Admin, Coder

21R2  General Release

21R2 Pre-Release
Validation Docs

JUL
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21R2 Release Dates

JUL 
19

AUG
09

Pre – Release

• Clone of UAT
• Special Request for DEV
• Users
• Added by Project Managers 

or Customers Success 
Managers

• Available up to 6 
weeks after 21R2 
Release

Validation Docs

• Located in VeevaDocs
• Validation Project Plan 
• Business 

Requirements 
Documents

• Validation Impact 
Assessment

• Traceability Matrix
• IOQ Protocol
• System Release 

Memo

21R2 Release

• All Customers Vaults 
upgraded to 21R2

Additional Validation Docs

• Validation Summary 
Report

• Executed OQ Scripts

Available 
Resources

https://cdmshelp.veeva.
com/lr/rn/general-releas
es/21r2/

• Important Dates
• Notifications Opt-In
• Feature information
• Pre- Release 

Information
• Release Information
• Release Impact 

Assessment (RIA)
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Randomization

● Rule to send email 
when subject is 
randomized

21R2 Feature Summary

Admin

● Multi-Role Security
● Review Plan Assignment 

Enhancements
● LMS Enhancements
● Study Role 

Enhancements
● New API Roles
● Delete Sites in 

Production

Local Labs

● Pending Approvals Count 
for Normals

● Incomplete State for 
missing units

● Override Normals Report
● Vault Diff Report for 

Analytes, Units, Codelist

Sites

● Editable Grids
● Restrict users that can close 

system queries
● Support SSO pop up 

windows
● Misc. Enhancements

Study Designer

● Annotated PDF 
Enhancements

● SDS Enhancements
● Cross Vault Copy
● Vault selector for Diff 

Reports

Rules

● Delayed execution 
● Aggregate Identifiers & 

Functions
● Access Review Plans

Coding

● Japan Support
● MedDRAJ
● JDrug

Reports/Extracts

● Study Data Extracts 
Enhancements

Safety Link

● Multiple SAEs in a 
single case

● Support Null 
instancesOther

● Protocol Deviations from 
CDMS to CTMS
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Feature Enablement

Impact to 
Clinical Team On Day 1 of the Release, will the Study Clinical Team (Sites, CRAs, Data Managers) see it?

Options: Yes or No

Visibility On Day 1 of the Release, which users see it?
Options: Sites, CRAs, Data Managers, Study Designers, Study Admin (Deploy, Safety, User), Coders, 
Coder Admin, Lab Manager, Randomization Manager

Configuration Is Configuration required to use the Feature?
Options: Studio, Tools, Coder Admin, Labs, Randomization, Vault Owner in Business Admin, Support

Dependencies Are there dependencies to use the Feature?
Examples: Labs must be enabled, Randomization must be enabled, Only Studies that have not 
deployed to Production...



Sites / CRAs / Data 
Managers 
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Normals Pending Approval Counts
Day 1 

Impact to 
Clinical Teams

• Overview

For studies with Local Labs and approvals enabled, there is a new column that will indicate how 
many Normals are waiting to be approved.

• Business Value

This will bring awareness of how many Lab Normals need to be reviewed.

Dependencies

Labs Approval 
Enabled

Yes

 Visibility

Data Manager,  
Lab Manager

Configuration

Approvals 
have to be 

enabled
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Normals Incomplete Counts
Day 1 

Impact to 
Clinical Teams

• Overview

Lab Normal Ranges are considered incomplete when a normal is missing data e.g. units. There 
will be a new column called “Incomplete Normals” that will provide a count of all incomplete 
data. It is a system generated status, and users will not be able to select the status.

*not available in Pre-Release until July 30th

• Business Value

This will bring awareness of how many Lab Normals were not able to complete data entry 
because of the units not being available.

Dependencies

Labs Enabled

Yes

 Visibility

Data Manager,  
Lab Manager

Configuration

N/A
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Concatenate Analyte Name w/Label
Day 1 

Impact to 
Clinical Teams

• Overview

For studies with Local Labs, the Analyte Name is concatenated with the Label

• Business Value

This will allow users who enter Normals to see the Label name with the Analyte name in the 
event that they don’t know the name (Name: ALB vs Label: Albumin)

Dependencies

Labs Enabled

Yes

 Visibility

Data Manager, 
Lead Data 

Manager. Lab 
Manager

Configuration

N/A
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Labs: Override Normal Report
Day 1 

Impact to 
Clinical Teams

• Overview

For studies with Local Labs enabled, there is a new Report called Override Normal. This will 
show where the Sites have an entered an Override Normal Value on the Lab Form.

• Business Value

This report would be used as a indicator that the Lab Normals entered into the Lab Locations is 
incorrect, thus the Override Value.

Dependencies

Labs Enabled

Yes

 Visibility

Data Manager, 
Lab Manager

Configuration

N/A
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Vault Diff Report for Analytes, Codelist, Units
Day 1 

Impact to 
Clinical Teams

• Overview

For studies with Local Labs, you can compare differences between Vaults for the Analyte Library, 
Untis, and Codelists.

• Business Value

Be able to compare to see the differences between the Vaults before doing a deployment

Dependencies

Labs Enabled

No

 Visibility

Deployment 
Administrator

Configuration

N/A
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Editable Grids
Day 1 

Impact to 
Clinical Teams

• Overview

Study Designers can now configure any repeating item group to display as an “Editable Grid” in 
Data Entry. When enabled, site users can enter data in a tabular/spreadsheet format allowing 
for quick data entry and viewing multiple rows of data without scrolling up/down. The Editable 
Grid can be configured to include up to 16 items and supports all item types except labels. 

Additionally, improvements were made to the Lab Panel grid for Local Labs within Data Entry to 
improve usability.

• Business Value

Editable Grids/Tabular Data Entry allows for site users to more efficiently enter data into 
repeating item groups.

Dependencies

Data Entry V2

No

 Visibility

Study 
Designers

Configuration

Studio
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Data Entry: Default Unit When Only One Exists
Day 1 

Impact to 
Clinical Teams

• Overview

Unit items configured with a single option no longer require the user to manually select the 
value each time they enter a unit value. When only a single option is configured, Data Entry will 
display it as the default. Upon autosave, both the value and the unit will save without requiring 
the site to click into the unit dropdown.

Note: The unit does not save until a valid value is entered and an autosave occurs.

• Business Value

Data Entry efficiency and removes the need to use hint labels for single unit items.

Dependencies

N/A

Yes

 Visibility

Sites

Configuration

N/A
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Pop-Up Window Support for CDMS SSO Authentication
Day 1 

Impact to 
Clinical Teams

• Overview

Vault CDMS now supports SSO eSignatures in a pop-up window in addition to an iFrame (added 
in 21R1). When “Authenticate SAML eSignatures in a pop-up window rather than an iFrame.” is 
enabled on the SAML profile, users will be prompted to enter their credentials in a separate 
pop-up window vs. an iFrame within the same browser tab.

• Business Value

Supporting the pop-up setting provides more flexibility in SAML Profile configurations for 
authentication occurring within Vault CDMS.

Dependencies

SSO Policy + 
SAML Profile

No

 Visibility

Domain 
Admins

Configuration

Business 
Admin
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Query Teams for System Queries
Day 1 

Impact to 
Clinical Teams

• Overview

Study Designers now have the ability to specify a Query Team in Studio to apply to all queries 
created by the system (User Defined Rules, Required checks, etc.). When configured, all system 
queries will be tagged with the specified team upon creation. Only users with the Close Query 
on that same Query Team will be able to close the query.

This is an optional configuration when enabling the Query Teams functionality. 

• Business Value

Sponsors can now restrict which users can close queries that were created by the System.

Dependencies

Query Teams

No

 Visibility

Study 
Designers

Configuration

Studio
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Review: Expanded Repeating Form Layout with View Summary
Day 1 

Impact to 
Clinical Teams

• Overview

With this release, all Repeating Form instances will now appear in the Review tab in the same 
layout as non-Repeating Forms in that each instance is loaded as the user scrolls down through 
the Event. The initial grid view will no longer display. A “View Summary” link is available in the 
Form Header for each instance to provide the grid view of all instances present for the 
Repeating Form. Clicking into any row of the “View Summary” pop-up will auto-scroll to the 
selected instance.

• Business Value

In addition to performance improvements of the, the View Summary feature allows users to 
quickly navigate to a specific instance rather than scrolling up or down on the page.

Dependencies

Repeating 
Forms

Yes

 Visibility

CRA, Data 
Manager, Lead 
Data Manager

Configuration

N/A
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Dedicated 
DEMO

For a dedicated demo of any 
these features, 

please contact your 
Account Executive OR 

Customer Success Manager



Questions



Thank you


