20R2 Customer Webinar
Studio & Admin

July 23, 2020

Revisions - July 28, 2020

Veeva



Revisions to the Deck On 07/28/20:

- * Casebook Variables Feature changed from

Revisions “New Studies Only” to “Existing studies”

07/28/20 * Rules Configurator Feature changed from
“New Studies Only” to “Existing studies”

* Restricted Data Permission - typo change
from Data Manager to Deployment
Administrator.

* Updated Validation Documentation
availability
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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!

Please use
‘Q&A’ to ask a
question

;5 111

Raise Hand
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Yeeva R&D and Quality

SUMMITONLINE

October 13-14, 2020

Develop new
industry partnerships

Development Cloud

@ Share best practices

@ Network with
sponsors, CROs, & sites

SHIBIKNNN

CLINICAL QUALITY & MANUFACTURING REGULATORY SAFETY IT



Veeva Vault Release Schedule

CDMS Product
Release
Strategy
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20R2 Release Calendar

22 23 24

19 20 21 25
.l U L 20R2 Release webinar
9 AM PT - All Customers
10 AM PT - Studio & Admin
26 27 28 29 30 31 1
2 3 4 5 6 7 8

Validation Docs
20R2 Pre - Release

= Customer

Validation
Copyright © Veeva Systems 2020



Pre-Release Environment

https://login.veevavault.com

e Clone of UAT
O Special Request for Dev
® Users
o Contact Veeva Post
Implementation Manager to add
users
e Available up to 4 weeks after the 20R2
upgrade
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https://login.veevavault.com

Validation Documents
On Monday, Aug 3

Validation Project Plan

10Q Protocol

Business Requirements
Documents

Validation Impact Assessment

On Monday, Aug 10

Traceability Matrix

System Release Memo
Executed OQ Scripts
(unexecuted in Word format
available upon request)
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20R2 Go Live

 ALL customer vaults upgraded to
20R2

* EU starts at 2:00pm PT
e APAC & US starts at 5:00 PM PT
 May take up to 6 hours
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20R2 General Release Resources

® Resources Available

* https://cdmshelp.veeva.com/Ir/rn/general-releases/20r2/

— Important Dates

— Notifications Opt-In

— Feature information

— Pre- Release Information

— Release Information

— Release Impact Assessment (RIA)

Copyright © Veeva Systems 2020
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Sites

+

. Restricted Data

° Delete Subject & Reset
Event
. Study Closeout
. Translatable PDFs
CRAs/Data Managers
[ Review Ul Navigation
Enhancement
° Review Functionality
entirely in Review Ul
. Performance
Improvements
. Locking/Freezing
Enhancements
CDB Y=
S,

Early Adopter

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

Labs @ 20R3

Admin
Q)

£:

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

Extracts/Listings

Coding

=

Upversioning Impact
Report

Group Coding
Enhancements
Navigation
Enhancements
Reconstitute Code
Request Job
Enhancement
Coding Data viewable
by LDM and DM

Extracts Data and Definition Enhancements

Data Listings - Restricted Data

Randomization % 20R3



Auto-On Features

Auto-On

Turned On Day 1

Automatically
available

*For New Studies Only

Feature Enablement Detail

Configurable Features

Configuration Support
Turned Off Turned Off
Requires Requires

Configuration Enablement
Product Support
Request
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Visible

*Sites

*CRAs

*Data Managers
*Clinical Assessments
*Coders

*Coder Admin
*Admins

*Study Designers
*Report Users

*N/A
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\4

Studio (Study Designer)



* QOverview

Cascading Form Deletion

During form deletion, there is an option to “include all related objects” and delete any related objects
associated to that form. But if that related object is associated to another object it will not be deleted.

This is useful when you have copied a form, and there were objects such as item groups, items, or rules that
were associated with it that does not apply to your current study.

* Business Value

This provides a method to clean up a study before the initial deployment — avoiding issues with deployments

and study amendments.

Copyright © Veeva Systems 2020

Delete o

This will delete this object and any objects that belong to it (that aren't used by other
objects). This can only delete objects that have not been published yet. Unselecting the
option will only delete this object. Click delete to continue.

¥ Include all related objects
' See Related Objects

The following objects are targeted for deletion. Greyed out objects are referenced by
other objects and will not be deleted but are here for reference.

Object Type
adverse_event (Adverse Event) Form Definition

R_DISPLAY_end_date_|_adverse_events_advers  Rule Definition
&_event_ENABLE

adverse_event (AE) Medical Coding Item ...

AE to ConMed Link Definition

o

e

Automatic

Visible

VISIBLE TO
ALL STUDY
DESIGNERS




Form Copy Enhancements l‘

Automatic
* QOverview

The default setting when copying form is now to “use existing”

Coding configuration is now copied. And there is a coding validation check, to see if the verbatim and related
item is still available.

* Business Value

Reduces development time for new studies.

Copy From Study Q
How should duplicate definitions be handled? Include
() Create a copy [ update with Changes [ Rules
Siudy | Cholecap_DEV1 w | | search forms Q| 1200161 < 174 )
= s [ [ | e
SAE Relevant

m} MHSR Medical History No MHSR 4

| AEYN Adverse Events YN? No AEYN 4 Visible

=] Multiple Timepoint Glucose Multiple Timepoint Yes Multiple Timepoint 4 VIS I B LE To

Reading Glucose Reading Glucose Reading ALL STU DY

DESIGNERS
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Copy Codelists and Units l‘

Automatic

* Overview
Ability to copy Codelists and Units

* Business Value

Decreases study development time for new studies. Provides a better facility for standardization.

Copy From Study [} Copy From Study [x]

How should duplicate definitions be handied? How should duplicate definitions be handied?

() Create acopy £ Ypdste win () Create acopy [m] (uﬁ"a;f;m
: ianges

O (==

[Searen Q) 1707 Study [bbb DEVI <] e Q] 14of4

Study [ 1_Standards Librar... ~ |

T = 5 I =

[m] 123 123 [m] HEIGHT Length HEIGHT
(m] abe abo O TEMPERATURE Temperature TEMP

O CLAEACN CLAEACN a unifTest unitTest

] CL-AEQUT CLAEOUT [m] WEIGHT Weight WEIGHT

(m] CLAEREL CLAEREL

[m] CL-AESEV CLAESEV -

o o o Visible

VISIBLE TO
(] Show selected (0) Canoel [ Show selected (0) Cancel AI_L STUDY

DESIGNERS
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Validation Script for Rule Changes

* QOverview

e

Automatic

Users can now create a validation script that documents rules that have changed between study environments.
When you run the single casebook comparison, and select “Create a Validation Test Script”. A Validation Script
spreadsheet will be created, with additional columns.

Additional Columns added to help with Validation:

Pass/ Fail, Tester, Failure Reasons, Subject, Added to Log, If Not Specify Reason

* Business Value

Reduces the effort to manually build test plans/scripts for custom rules.

.....

vequery BTt didng. b desbs espery

g
et FF o biag it Dt

i
| Bdcline geree BFaim diiiva. ks parcal?
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VISIBLE TO
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DESIGNERS



Template Vaults l‘

Automatic

* QOverview

While provisioning a Vault, you can identify a Template Vault that houses all your standards so you can copy
those standards into any Vault.

This provides an easy method to create a new study from a vault where standards are managed.

Template vaults will never be available for deployment

* Business Value

Reduces the dependence on Export/Import and provides a way to secure template/standards in a separate
vault but still provide access for the creation of new studies from those standards.

Visible

VISIBLE TO
ALL STUDY
DESIGNERS
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Relaxed Study Update Restrictions

* QOverview

Users can now change non-repeating to repeating (on Event Group, Form, and Item Group) and Non-dynamic to
Dynamic (Event and Form).

* Business Value

Provides better support for post-go-live changes, putting more control in the hands of the study designer and
reducing the requirements to have Veeva do updates via the Change Control process.

Copyright © Veeva Systems 2020
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Automatic

Visible

VISIBLE TO
ALL STUDY
DESIGNERS




System Design Specs (SDS) Enhancements l‘

Automatic

¢ Overview
SDS now includes:
- New formatting
- A Review Tab for Review Plans
- An Assessments Tab for Assessments
- Better documentation about Dynamic creation of Event Groups, and disabled rules
- Layout Information (like Item Group - Header Visible and Visual group)

- Additional Rule information (blank handling, scope, and dynamic scope)

* Business Value

More information in the SDS provides for more complete document for review, validation and sign-off or for
troubleshooting designs.

Visible
VISIBLE TO

ALL STUDY
DESIGNERS
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Restricted data configuration l‘

Automatic

* QOverview

For studies created after 20R2 using Data Model version 2, a new checkbox will be available at the Form Properties
panel that will mark a Form as Restricted.

This setting is at the F level, ing that it will ly to all fthat F the schedule.
is setting is at the Form level, meaning that it will apply to all uses of that Form across the schedule NEW STUDIES

Restricted Forms cannot be used for Coding configuration. ONLY

* Business Value

This feature allows Study Designers to configure which forms need to be restricted in the schedule, so that they only
show for users with Restricted Data access.

* General
Description
Visible
[ Repeating Studies on
Restricted @ Data Model v2

(post 20R2)
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Study Closeout Signature Definition l‘

Automatic

* QOverview

Study Closeout Signature Definition is used to assign the language to be associated when the electronic signature occurs
for the closeout PDFs.

Only one Study Closeout signature can exist for each study.

Signature can be edited, but not be deleted.

* Business Value

This feature allows Study Designers the flexibility to use sponsor’s own legal language.

Signature Definitions

=+ New Signature Definition

Type Methodology Meaning Legal Reason
Casebook Electronic Signed By PI This has been reviewed and signed.
Study Closeout Electronic Signed by Site | verify that this information is accurate Visible

VISIBLE TO
ALL STUDY

. DESIGNERS
V Copyright © Veeva Systems 2020




Studio Demo
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Query future dates for events

* QOverview

A new setting was added on Events to indicate if a query needs to be automatically fired if an event date is entered in
the future.

This setting is at the Event level, meaning that it will apply to all uses of that Event across the schedule.

* Business Value

This feature removes the need to write a rule to check if an event date is in the future. It will automatically create a
univariate rule and create a query if needed in Data Entry.

w Edit Checks
Future Date

Copyright © Veeva Systems 2020
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Automatic

Visible

VISIBLE TO
ALL STUDY
DESIGNERS




Query on event date out of range l‘

Automatic

* Qverview

Studio now allows Study Designers to define if a query needs to be opened when an event date is entered out of the
planned range.

A new study setting option was added to allow setting this parameter at a study level, meaning that all event dates with
a planned date range will inherit that setting by default (Yes/No) NEW STUDIES
ONLY

When an offset event is defined for an event, a new choice will appear, giving the Study Designer 3 options:
* Inherit: Look at the study configuration to determine if a query needs to be opened

* Yes: Always open a query, regardless of the study configuration

* No: Never open a query, regardless of the study configuration Standard Date Format | dd-MMNM-yyyy (System Default) -

Twelve Hour Time @ No Yes

Enable Other Specify - Reason for change @ No Yes

* Business Value

Enable Other Specify - Intentionally Left Blank @& No Yes

Before 20R2I EDC COUId only ‘Open Query on Out of Range Event Dates @ No Yes

display a warning that a visit date

was entered out of the planned

range. Some sponsors might want 0:2:: - - Visible

to create a query to prompt a — :
review if a site still enters a visit i . Studies on

date out of range. rmm— Data Model v2
Yes
No | (post 20R2)
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Rule Navigation Layout

* QOverview

The Rules tab is now split into 3 tabs in a specific Rules section.

° Casebook Variables T oo vares
¢ Comparison Rules - fos

. Custom Rules stings .

Label Data Type
Assessments (0)
bith_date Bith Date 712212020 1005 AM PDT System
Email Groups (2)
envolle_date Enroled Date 712212020 1005 AM POT System
Form Links (1)
informed._consent_date Informed Consent Date 712212020 1005 AM POT System
Review Plans (3)
randomization_date Randomization Date 712212020 1005 AM POT System
STUDY OBJECTS study_treatment_end_date Study Treatment Stop Date 712212020 1005 AM PDT System
study_reatment_stant_date Study Treatment Start Date 7122120201005 AM POT System
Codelists (13) reatment start. ay Treat
terminaton_date Termination Date 712212020 1005 AM POT 5
Event Groups (6) minaten- feminaton e
reatment_start_date Treatment StartDat 712212020 1005 AM POT System
Events (7) star ¢ e ©
withdraun_date Withdrawn Date 712212020 1005 AM POT System
Forms (7) ravn. ran
Item Groups (15)
Items (48)
Units (1)
RULES

| casevook variavies (9

* Business Value —

Custom Rules (15)

It separated the distinct Rules for easier
navigation

v Copyright © Veeva Systems 2020
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Automatic

Visible

Studies on
Data Model v2
(post 20R2)




Data Driven Review Plan Assignment l‘

Automatic

* QOverview

Review Plan can be assigned based on data entered using a rule, which can than override an already assigned plan. Prior
to 20R2, only one review plan could be assigned for each form, meaning that items would have the same review mode
(required, optional, no review), regardless of the data entered on the form. But now, with this new rule action, if a
serious event occurred on the Adverse Event Form, the Review Plan will change to SDV the form. If there was no serious
adverse event, stay with the assigned plan and don’t SDV the Adverse Event form.

In the Rule Editor for studies using grammar version 2, a new rule action “Override default plan with” is available for
Data Driven Plan Assignment

The form that will be targeted by the override is the one selected on the left side of the rule editor (in Rule Details)

Study Designers must select a review task (SDV or DMR) and the override plan to assign in the rule action.
They can also view the review modes that would be applied by the override plan for the selected form.

Note: Once a rule with this action has been saved, the form or action type can no longer be changed.
This is to prevent inconsistencies if the rule was changed (no cleanup mechanism for existing rule results).

* Business Value e _
Actions
g‘ Iews‘:::;;em Event Group Perform the following action(s) when the Expression evaluates to true. Visible
This feature allows a new review plan to be assigned for a specific form Stk Holing ©
instance, based on the evaluation of an expression, giving more control V]| | oo P et Auroqured 2 Vi VISIBLE TO
over the review mode that needs to be applied to a form.
pp ALL STUDY

DESIGNERS
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Casebook variables l‘

Automatic

* QOverview

Casebook Variables provide a quick way of identifying key items in the schedule that are common in most studies and
used as a reference point. For example birthdate or Informed Consent Date.

The new Casebook Variables are static, and cannot be modified. 9 Casebook Variables are provided for all new studies.
They can be mapped to items that are date/datetime or event dates.

Only items/events that are non-repeating objects can be assigned to Casebook Variables.

Casebook Variables can be referenced in the rule editor through @Var, as well as in Comparison rules

Casebook Variables
| Search Q, ‘
Name Label Data Type Study Reference
. birth_date Birth Date
* Business Value
enrolled_date Enrolled Date
. . . . informed t_date Informed Consent Dats
- It makes it easier to define Comparison B — ! —
Rules against items that are often randomization_date Randomization Date
referenced and compared against (e.g. study_treatment_end_date Study Treatment Stop Date
Informed Consent date, Birth Date) study_treatment_start_date Study Treatment Start Date
termination_date Termination Date Visible
treatment_start_date Treatment Start Date StUdies on
withdrawn_date Withdrawn Date Data Model VZ

(post 20R2)
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Rule Configurator (Comparison Rules) l‘

Automatic
* QOverview

The Rule Configurator allows quick simple comparisons between dates OR between datetimes.
Comparison Rules are limited to date and datetime comparisons.

There is an expandable grid view of the schedule showing all date or datetime items.

Items can be compared against other items, event dates or Casebook Variables.

The query message is generated by the system based on the labels of the items used in the comparison and the operator
(cannot be before, cannot be equal, etc.).

* Business Value

It provides a simple, intuitive way of comparing dates without creating a rule expression.

Comparison Rules

‘ Search Q ‘ Data Type:  Date - ‘ Show: | All ltems -
E Name Label Data Type Operator Compare To
- screening Screening
w screening Screening ViSibIe
v IC Informed Consent Studies on
- IC Informed Consent Data Model vz
ICDAT Informed Consent Date Date cannot be before screening(Screening)

(post 20R2)
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Sequence number in expressions l‘

Automatic

* QOverview

A sequence number can be specified in identifiers for repeating event groups, forms and item groups
E.g. SCYCLE[3].DAY8.LBCHEM.LB[5].RESULT

For example, compare the visit dates between cycle 1 and cycle 2 or compare values between second and third
instances of an item group.

Sequence numbers can also be specified in rule actions, but only for query and set item value rules.
Meaning that a query can be attached to an item in a specific instance of a repeating item group.

It can be used in the expression for all rule action types.
* Business Value

This feature provides a way for Study Designers to write rules that can target a specific instance of an object

This feature also helps reduce the number of triggers that need to be written to look at specific values in repeating
objects of the schedule.

Visible

VISIBLE TO
ALL STUDY
DESIGNERS
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Study Closeout l‘

Automatic

* QOverview

Sponsors can generate Closeout PDFs at the end of a study from EDC Tools when locking a site(s). Once ready, the
Closeout PDFs can be made available to site users for download and acceptance. The system supports automated and
manual email notifications to remind sites who haven’t completed the acceptance. Throughout the closeout process,
Sponsors can track site status within EDC Tools and within the new Study Closeout Status standard report.

* Business Value

Sponsors no longer need to rely on external systems to send and track Closeout PDFs for acceptance at the end of each

study.
Lock Site - 200 Closeout Activity (201) (%)
The selected Site will be locked. All Data entry for this site Closeout Status: Awaiting Site Response
will be prevented. Do you want to continue?
4 Generate Closeout PDFs © 10 days until next reminder. <@ Send Reminder Now @ Stop Reminders
cae P s
2020-07-10 02210 PM 2 Generate Closeout PDFs job executed by Cory Etzcorn
2020-07-10 0210 PM Z Sent to site by Cory Etzcorn
Notify Site
Send an email to appropriate site users. .
Visible
¥ Send reminder email every |10 | days
ADMIN,
Cancel REPORT USERS
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‘Accept Closeout PDF v
Generate Closeout PDF v
Notify Sites of Closeout POF v
Review Closeout PDF v

. Assign user .
*  permission :

for Closeout

Study Closeout Process

Lock Site - 300

Closeout

. Define Study

Signature

The selectad Sit wil be locked. Al Dat entry for tis st
wil bo provented. Do o

) Generate Closeout PDFs

you want o continu

. Lock Study.
Generate

Closeout PDFS.

Notify Site
Job Queued
Send an emai 1o approprate st users
Noviate  JobHisryt monir saus. v Sendreminder emailevery | 10

days

-

Veeva Vault CDMS

s o e ot ot s MBS

L ————

Job Is queued

Notify Site

. that PDFs are

available

Q| Sekcked 1 Sats Alv Sy Couny: Al v Coseout St A1 | Set Ackve Verson

Deete Stucy Stes | |Lock Sto | | Generate Gloseout POFs | | Noty Ste

‘Accept Closeout PDFs (300)

ety that s formaton s accurate

. Site receives -

Email
notification

Closeout CRF PDFs are available for download & Download & Accept

© Reject

UseName
SteName St stas Stuay County princpa ivestgaor ‘actve verson [T — Clossout suatus snaontngreovacom
100 Pleassanton Actve United States Paul Pl ¥ 1 1 el
0 San Francsco Ao Untea s Paur 1 ' '
3 a San dose Aawe Untea ttes P 1 ' e
Closeout Activity (300) PDFs have been

Closeout Status: Accepted by St

oate

20200722 100 PMZ

Event

‘Generate Goseu! PDFs ob executed by Sharon Lin

z

202007221041 PMZ

202007221047 PMZ

202007221045 PMZ

‘Sont o st by Sharon Ln
Accepteq by Sharon Lin

Downloaded by Sharon Lin

downloaded and

accepted by Site.

. Site accepts
* PDFand

electronically

signs
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Downloads
the PDFs

*If Site is unlocked, Closeout Process starts all over
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Dynamic Review Plans by Status or Percentage l‘

Automatic

* QOverview

Plans can be defined by Study Country, Study Site, Subject Status, or a minimum percentage of subjects for
assignment. A combination of all the above can occur to help customize your Review plan.

For example for subjects that have a Screen Failure, to have no Review Plans and Enrolled Status to have with NEW STUDIES
30% minimum percentage coverage. ONLY

* Business Value

This feature allows customers to verify a subset of Subjects and focus on critical data points.

Vault CDMS Subjects v | Search Subjects cdmspmdev (cdmspm.com) = ‘ Rakesh Monassary

Data Entry  Library Review ~ Assessments Studio Coder Reporis Dashboards Loader Labs Randomization Tools = ¥ \_{D ADMIN @
TopazStudy_DEV1RM
Cassbaok Versions Query Rules Jobs | Email Group Assignment | Sites Study Counries = FTPs Review Flan Assignment  JCELEEED T ) Learning Systems
t Criteria Manual Assi

<+ New Assignmant Critaria SN R L Q, | Raview Task: All » 1-20f2

Review Task  Study Countries Sites Subject Status Base Review Plan Override Review Plan Overide Subject Ordinals Override Minimum Coverage Percentage Visible
sovV Brazil IC Plan Override SDV Plan 1-2 40%

SDV Brazil In Screening InScreening Plan
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Minimum Coverage Percentage (MCP)

Casebooks MCP Site 101 — Plan A, at
least 30%

0% Plan A

50.00%
33.33%
25.00% Plan A
40.00%
33.33%
28.57% Plan A
37.50%
33.33%
30.00%
27.27% Plan A

O 00 N o u B W N B

(IR
= O

=
N

33.33%

=
w

30.77%
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Version 1 vs Version 2

: New Studies
Version 1 :
Version 2

Minimum Coverage Percentage Q
Assignment by Subject Status (-
Assignment by Subject Ordinal 0

Manual Assignment

o

Assignment by Country (all Sites 6

within the country)

Cannot migrate a Study from version 1 to version 2.

Copyright © Veeva Systems 2020
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System Tools

* QOverview

- New subtab under Tools called “System Tools”

- Role Management is now under the System Tools

- Change Reasons - Define the Drop down list for each object (Intentionally Left Blank, Reset, Did not occur...)

- Deployment - Vault level deployments
— Custom Objects - Deploy custom Objects
* Business Value

- Simple user interface for Vault Level Settings

System Tools

Role Management
Icnange Reasons.
External Connections

Deployment

DEPLOYMENT LIST

Custom Objects

Change Reasons
ge F Q

status
covio covio covio EVENT Did Not Occur Actie
CoviDFoRM covio covio FORM Intentionally Left Bank Inactive.
EVENT [ EVENT Reset Active
EVENT I EVENT Rosat Actve
EVENT_QueryResponse Query Response Query Response. EVENT ‘Change Reason Active
EVENT y EVENT Did Nt Occur Active
EVENT_SubjectiissedEvent Subject missed event Subject missed event EVENT Did Not Occur Active
EVENT Transcription€ror Transcription Error Transcipton Error EVENT Ghange Reason Actie
EVENT_Updatedinformation Updated Information Updated inormation EVENT Ghange Reason Active
FORM_NotDone Fom notdone. Form not done FORM Intentionally Left Blank Actie
ITEM_Additonaiino Received M Change Reason Active
ITEM_DID_NOT_OCGUR Did Not Occur Did Not Occur e Itentionally Left Blank Active
EM ) mem Intentionally Left Bank Inactve

Copyright © Veeva Systems 2020

.

Automatic

Visible




Vault Deployments l‘

Automatic

* QOverview

Users can deploy vault-level configuration from your development or sandbox vault to UAT and Production. This
includes Custom Roles, Change Reasons, Custom Objects, Reports, and Dashboards.

This is in addition to the existing deployment of the Study environments.

* Business Value

Provides an easy and automated way to deploy vault-level configurations between customer vaults.

System Tools
fols apadelmnt Deployment
Change Reasons
Source Vault loy Data Reason Compars Vaults | aEEY
External Connections i D_.p 55 okl
cdmspmdev -] || Custom Roles
Deployment || Changes Reasons
Jeeiniion.Yaul | | Custom Objects o255
| Custom ]
DEPLOYMENT LIST -
| Reports and Dashboards
Custom Objects
‘ Visible
Deployment History
Q, | Source: Al » Destination: All » 1-1ef1
Source Destination Status File Log Created By Created Date Reason for Change
cdmspmdev cdmspmdev Exporting Rakesh Monassery 04/17/2020 §:22 PM EDT sdf

v Lopyrignt © veeva systems 202U



Vault Difference Report l‘

Automatic

* QOverview

Users can run a report to show the differences between two vaults, which is similar to the Study Diff Report but

at the Vault level. The report includes any changes to configuration of custom Study Roles, Custom Vault
Objects, Reports, Dashboards, and User Managed Groups.

* Business Value

By comparing vaults, users can more easily identify changes that a deployment will apply.

System Tools
R hnedenent Deployment
Change Reasons :
Source Vault loy Data Reason Compare Vaults | [l
External Connections iz n_.p 5 ol -
cdmspmdev - || Custom Roles
Deplaymerk || Change Reasons
. wihicl | | Custom Objects /255
DEPLOYMENT LIST - :
| | Reports and Dashboards
Custom Objects
Deployment History
Q, | source: All » Destination: All » 1-10of1
Visible
Source Destination Status File Log Created By Created Date Reason for Change
sdmspmdey. edmspmdey Exporting Rakesh Monassery 04/1712020 5:22 PM EDT saif
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Delete Site (non-Production environment) l‘

Automatic

Overview

In non-production environments, users will have the ability to delete Sites that are no longer required in a
Study.

Business Value

Removing unwanted Sites makes the study easier to manage.

TopazStudy_DEV1RM

; Casebook Versions | Query Rules \ Jobs Email Group Assignment m Study Countries

| L. Import From File ] Search Q ‘ Selected 0  Status: All v Study Country: All v Closeout Status: All v
] Site Number Site Name Site Status Study Country
O 101 Dublin Terminated Argentina
O 139 & asdsad Active Argentina
[ 202 £  Dummy Site Active United States
SITE
[ 303 ® Edit Active Armenia -
: i Visible
- Delete Site Data
[ AAAAT01 [ Detete Site Da Active Brazi
M Delete
O AUS101 CLOSEOUT Active Australia
& Lock
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Study Role Enhancements l‘

Automatic

* QOverview

- For 20R2, User Defined (aka Custom) role with “Manage Review Plan Assignment” permission will
automatically be granted access to execute Jobs.

- Any Study Role (Standard or User Defined) that contains the below permission will be granted Access to All
Sites in a Study.

* Assign Code
& Grant Access to All Sites () No (@) Yes

e Design Study

Country Access [ v ]

* Manage Sites

Site Access [ - ]

* Manage Review Plan Assignment

- The CDMS Data Manager, CDMS Lead Data Manager, CDMS User Administrator roles now have access to
the CDB application.

- The CDMS User Administrator standard role now has the Manage Study Sites and Manage Study Countries
permissions.

- The CDMS Deployment Administrator, CDMS Lead Data Manager, CDMS Study Designer, CDMS Study o
Design Read Only now have access to Restricted Data permission. LEEE

- User Defined role with “Manage Amendments” and “Manage Study Deployments” permission will be
granted access to “Restricted Data” permission.
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Study Role Enhancements (contd.)

¢ Overview
- The CDMS Study Designer standard role now has the following permissions:
* Manage Review Plan Assignment
e View Form Linking & Edit Form Linking
e View Study Design

* Manage Email Group Assignment
— The CDMS User Administrator now has “Manage Study Deployment” permission.

— The CDMS Lead Data Manager role now has the Generate Closeout PDF and Notify Sites of Closeout PDF
study closeout permissions

- The CDMS Principal Investigator and CDMS Clinical Research Coordinator roles now have the Accept
Closeout PDF and Review Closeout PDF study closeout permissions:

- The CDMS Data Manager and CDMS Lead Data Manager roles now have View Code permission.

- JReview role is now called Data and Definition Export
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CDMS 20R2 API l‘

Automatic

Overview

CDMS API (Application Programming Interface) allows users to interact with and retrieve data from the CDMS
application.

Business Value
Provide IRTs the ability to Retrieve study data.
¢ List
* Get Event Data API
* Get Form Data API
* API Documentation

¢ https://developer-cdms.veevavault.com/

Visible
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