20R1
Customer Webinar

March 25, 2020

Veeva






CDMS Product Managers

Tony Tsai
Sr. Product Manager, Veeva Vault CDMS

Mohammed Al-Adeeb
Sr. Product Manager, Veeva Vault CDMS

Copyright © Veeva Systems 2019



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.



Interact With Us!

Please use
‘Q&A’ to ask a
question

¢

Ralise Hand
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Veeva Vault Release Schedule




20R1 Release Calendar

= ““
25 26 27 28
MAR
20R1 Release webinar
28 30 31 1 2 3 4
Validation Docs
20R1 Pre - Release
5 6 7 8 9 10 11

- Customer Validation
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Pre-Release Environment

https://login.veevavault.com

e Clone of UAT ONLY

e Users

Contact Veeva Post
Implementation Manager to add

users

* Available up to 4 weeks
after the 20R1 upgrade
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https://login.veevavault.com

Validation Documents

* Validation Project Plan
e |0Q Protocols

* Business Requirements
Documents

* Traceability Matrixes
e System Release Memo

 Executed OQ Scripts (unexecuted
in Word format available upon
request)
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20R1 Go Live

 ALL customer vaults upgraded to
20R1

* EU starts at 2:00pm PT
* APAC & US starts at 5:00 PM PT
 May take up to 6 hours
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20R1 General Release Resources

* Resources Available

* https://cdmshelp.veeva.com/Ir/rn/general-releases/20r1/

— Important Dates

- Notifications Opt-In

— Feature information

— Pre- Release Information

- Release Information

— Release Impact Assessment (RIA)
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https://cdmshelp.veeva.com/lr/rn/general-releases/20r1/

Sites

+

* New Data Entry
Interface

* Progressive
Display

* Indenting

* Form Linking

* Copy Indication
from Link

Performance

* Creation of Forms

* First instance of
Repeating Form
(not automatically
created)

Data Workbench ~® Early Adopter
L\

20R1 Feature Summary

Study Designer Coding
N
'
g-:/;
* Form Linking . sett‘mg * #define Automated Auto-
* Copy Rules from ¢ Review Plan statement can .
coding
another Study Templates be added to . Refresh button
* ODM Rules expression with from Auto-
Import/Export ¢ Set Subject one click coding
for Automated Status Dates NEW Functions .
. *  Auto-Assign
Deployment * Send Emails * Power(), deprecated
Studies Rule Editor Sum(),Average()
* Progressive Enhancements » StartofDay(date,
Display * Expand/Collapse timezone)
* |tem Indentation® Search for ltem ¢ Today(timezone)
Review Plans by name or label* Reciprocal Rules
* Reviews — on the right side  with @Form
“optional” * Corresponding

Local Labs E 20R3
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Email Group Assignment
Deploy Custom Objects & Roles
Flexibility in creating PROD
CDMS-CTMS Spark Integration
APls (support IRT)

User Activity Report

Sites —Active Version & Study
Country

LDM — SDV/DMR Re-assignment
Job

Federated ID for SSO

Vault CDMS Logo

Roles and Permission

Study Designer Role(s)
Custom Object Permissions
Delete Custom Roles
Download Roles

New Permissions (Manage Study,
View Coding, Workbench Tab)
Remove Manage Study From
Deployment Admin



Feature Enablement Detail

Auto-On Features Configurable Features Visible

* Sites

* CRAs

* Data Managers

* Clinical Assessments

) ) * Coders
Auto-On Configuration Support ,

Coder Admin

* Admins

Turned On Day 1 Turned Off Turned Off * Study Designers
Automatically Requires Requires * Report Users
available Configuration Enablement . N/A
Product Support
Request
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Sites



New Data Entry Interface l‘

AUTOMATIC

* Qverview

The Data Entry tab has been updated based on feedback from Sites. The new navigation provides the site user a better
and more streamlined experience.

- Combines two different pages, the event/form schedule and form display, into a single page therefore minimizing the

number of clicks necessary to navigate across forms. NEW STUDIES

*must be enabled

- Resize the event/form or form display panels to focus on the priority at the moment for existing studies

H v " - (2}
° I ?ES; » @ > Veeofen DEVI Q > 100 Q > 0100-0002 Q > VISIT1 > | Dosing
Business Value |
. Forms
An |mpr0ved user @ B Sotsy: Schedule v u + New Event £~ VISIT 1 (30-Jun-2019):Dosing
experience and better @ -"B;“mm'mmm‘” Any dotat calct? (o
Vitals
. . Review
navigation. g o B Frvicsicion S e el @ e
. "z = oo
Hematology Stop Date and Time [ate ][ |
2 [ Pregnancy Test Result
Queries [} saseine chest x-ray evaiuation Actual Dose
@ () sty of disease
e [}  Response stats for cML-CP Units [ -
[  wedical History (4)
I8 ~visT 1 300un2019 Frequency [ ~|
B ves
| © S Route [ -
. Hematology
ISIT 2 Did Not Occur: Subject missed $ e
E e s - Visible
COMMON FORMS
Moro &
Aavemsvonum
£} Adverse Event using IG I
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Progressive Display

* Qverview

Study designers now have additional control on how a form is presented to users.

- Ability to hide/show, disable/enable fields

- Driven by the value of the previous field

Business Value

Allows user to focus on the fields that are relevant

Baseline Visit Screening (24-Feb-2020):Dosing All changes saved  [RgReeLEEY

“

Any data to collect?

Baseline Visit Screening (24-Feb-2020):Dosing

Any data to collect?

[ee

E|

Start Date and Time ©

ER—

|m'm .

Stop Date and Time

R

I

Actual Dose

Units

Frequency
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Indenting

* Qverview

Indenting fields provides another choice for a better cosmetic appearance.

- Items can be indented up to 3 different levels

* Business Value

More options on designs of form for better viewing

Physical Exam (1 of 6)

Body Area
| Exremities v i Indent Level 0

Physical exam performed?

Indent Level 3

| . J Indent Level 1
Date of Exam
l:l Indent Level 2
Did the physical exam identify any abnormalities?
QO Yes
O No
Please specify abnormalities: -

Copyright © Veeva Systems 2019

Configuration

Visible




Form Linking

Configuration
* Qverview

Create Relationships between forms such as Adverse Event and Concomitant Medications
- Link multiple forms — AE to Con Meds to Medical History

- Link to same forms

— Search for texts in the form

* Business Value

Causality between records can now be defined by the site users.

Common Log Forms: Concomitant medication : Reference #2 (20f2) 4 )
FORM | SAE (2)
; - What was the total daily
Medication or What were the active For what indication was the
Therapy? ingredient(s)? medication/ therapy taken? m :)',?"'0 medication/
Tylenol Acetaminophen headache 500
f Aq Events [x}
Reference# Event AE Term Start Date and Time End Date and Time Ongol
[haad.lehe QQ] Show: @ CumentEvent | | AllEvents  1-10f1
B 1 Common Log Forms headache
v Reference#  Event AE Term Start Date and Time  End Datoe and Time Toxicity Grade  Serious? ViSIble
0- CommonLog Forms ~ Migraine 04-Feb-2020 14:00 04-Feb-202016:00  No N & B Common LogForms ~ headache
Show selected (1) Cas W
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Copy Indication from Link

Configuration

* Qverview

Sites will have the option to copy Indication values from fields found on other forms
- Must be configured using form links

- Common use case: Indication may be copied from an AE or Medical History

* Business Value

This provides a quick and easy way to provide an accurate Indication value and so that the Form may be Coded
correctly by the Coding team.

Link and Copy H
Con Meds: C i Medicati : Refi #1(1of1) <) Adverse Events | Medical History l
FORM | SAES (1) | @MEDICAL HISTORY (0) R
Tenck Reference#  Event Adverse Event  Start Date Ongoing? End Date Relationship to... Serio
Medication or Therapy
1o  asvesovent Headache 01-Mar2020  Yes NOTRELATED  No
tioadachie Q- Adverse Event Nausea 01-Mar2020  Yes 06-Mar-2020 NOTRELATED  No
Indication ’ O Link and Copy
(6§ Adverse Event Vomiting 01-Mar-2020 No 09-Mar-2020 NOTRELATED  No
. (5 Adverse Event Back Pain 01-Mar2020  Yes NOTRELATED  No
as Adverse Event Rash 02Mar2020  No 11Mar2020  NOTRELATED  No
Visible
O Adverse Event Hair Loss 01:Mar2020  Yes NOTRELATED  No
0o Adverse Event Eczema 10Mar2020  Yes RELATED No
Cancel
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Coding



Automated Autocoding

* Qverview

Autocoding and Suggestions generation are now automated and run throughout the day.

- Adding a new record to a Synonym List, the system will update Autocoding and Suggestions on all Forms
assigned to it.

- The Autocoding jobs can no longer be scheduled and any currently scheduled Autocoding jobs will be
cancelled with this release. This job can still be run ad-hoc basis, if ever needed.

* Business Value

Automated autocoding and suggestions will keep data consistently updated across Studies without the Vault
having to run unnecessary jobs.
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Coding Ul Enhancements

* Qverview

- New Refresh button to refresh the contents of the Coding table with updates from the Site and updates from
Automated Autocoding.

- Removed Auto-Assign button

* System is Autocoding in real-time and auto-assign button is not necessary

* Business Value

Updated Interface to match with the new automation that is happening in the background

All Bryce Pharma Mabrinone ConMed Requests @
, ASSIGNED CODE
Coding Status: All v  Query Status: All Refresh = = 1./3)»
Drug Name: ACETAMINOPHEN
 Preferred Name: PARACETAMOL
= Verbatim Indication Route Coding Status  Assigned Code Su
ATC4: NO2BE ANILIDES
| ACETAMINOPHEN Headache Oral NO2BE ACETAMINOPHEN [ ATC3: NO2B OTHER ANALGESICS AND AN...
v ACETAMINOPHEN @ B i Headache Oral NO2BE ACETAMINOPHEN | ATC2: NO2 ANALGESICS
ACETAMINOPHEN Headache Oral N02BE ACETAMINOPHEN [ ATC1: N NERVOUS SYSTEM
ACETAMINOPHEN Headache Oral NO2BE ACETAMINOPHEN I
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Site Demo



\

Thank you



