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Foreword

* The content of this presentation is subject to change prior to the 19R1 Release

Please note the revision date on the title slide

* Veeva encourages you to always reference Release documentation from our
Release pages to ensure you are using the latest information

Help > Release Notes = About the 19R1 Release
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Interact With Us!

Please use
‘Q&A’ to ask a
question

¢

Raise Hand
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Vault CDMS 19R1 Presenter

David Gemzik

Product Manager
David.gemzik@veeva.com
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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.



\4

Reinventing Clinical Data Management

One product for coding, EDC, data cleaning, and data management

YV VaultCDMS

Coder EDC Data Workbench
Clinical Coding Data Capture & Monitoring Cleaning, Reporting, Export

& T,

Vault Platform
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Product Investment

50% Customer driven

* 50% reserved development capacity
e Customer success focus

* 6-12 month horizon

50%  50%

Copyright © Veeva Systems 2019

50% Veeva Innovation
« Strategic direction

e Leading the industry
e 12-24 month horizon



Veeva Vault Release Schedule




Key Dates

e

19R1 Regression Testing 3/6/19-3/22/19

19R1 Validation prerelease begins Monday 3/18/19 - 3/29/19
19R1 Customer prerelease Vaults Monday 4/1/19 - 4/19/19
Stabilization Sprint and final build 4/9/19

19R1 Production Friday 4/19/19
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Casebooks to Data Entry

“Casebooks” button label is now “Data Entry”

All Users

VaultEDC sBx Subjects v | Search Subjects Q EDC Services - Internal & David M. Gemzik

Data Entry | Review Studio Reports Dashboards Loader Coder Tools v  Reference Object ADMIN ®
STUDY »| @ > Gemzk02 Q, » 101 > | Search Subject v ‘
TASKS
‘ 1 Subject Status: All = Signature completed: All + 1-2 of
Forms Subject Last Event Date Next Event Date Subject Status Signature completed

0 SCR-0002 Event 1 (11-Mar-2019) Pre Screen No

0 SCR-0001 Event 1 (29-Nov-2018) Pre Screen No
Review

0

0

v Copyright © Veeva Systems 2019
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Improving the Monitoring Experience

Filter for

open tasks i
P Vault-E DC—sBX

Subjects v | Search Subjects Q

All Reviewer Users

EDC Services - Internal & David M. Gemzik

Ra p I d » g Screening Event 23-Sep-2018
Review and

Navigation

No More Page Turns

UX

Data Entry Review  Studio eports  Dashboard oader Coder Tools ¥ Reference Object ADMIN ®
@ > Veterans Stadium Q> Subject: SCR-OTT~Q > Visit1 Q o
Subject: SCR-0019 : Schedule Task Filter Visit1 : ltem Task Filter B o [ o SDV M DMR M
B0
SDV DMR
T - O O
Event Date 24-
~[B) visit1 24-sep-2018 - - @ O Sep- @) O
2018
E Dosing - - o O
» é Log 4 - O O
Dosing View As Site  }
Dosing Information (1 of 1) sDv DMR
@ Hows it is going?
Radio button Yes ) 9)

\/
VVauIt Privacy Policy Help

Copyright © Veeva Systems 2019
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Auto On

eSignature — Clear Signatures

eSig Users

Signature can be cleared by Signer

Data Entry Review Studio Reports Dashboards Loader Coder Tools * Reference Object ADMIN ®
STUDY % @ > GemzikStudy01 Q > 100 » SCR-0019 Q » | Visit1 &~ > Dosing - ©
TASKS

Subject @
™ s scrooie
Forms
5 Dosing QPD (4)
5 Visit 1 (24-Sep-2018): Dosing Electronic Signature saved ~ [[JSDV (100%)¥  [[JDMR (0%) ) Sigh Form J7 =180 |¢ =
ACTIONS

. Signed 13-Mar-2019 by David M. Gemzik Clear Signature
Review . ¢ Clear Form Signature
@ = -

Dosing Information (1 of 1) % Freeze Form

© Hows it is going? & Lock Form

16 EXPORT
E rt Blank PDF
Queries Radio button Yes & Export Blan
&% Detail PDF

g 13| VIEW

D) Form History

v Copyright © Veeva Systems 2019 13



eSignature — Sign UX

Sign Form Button added for UX improvement

VaIJIt EDC sBx Subjects v = Search Subjects

Data Entry  Review Studio Reports Dashboards Loader Coder Tools ¥ Reference Object

EDC Services - Internal

A 4

Auto On

eSig Users

a David M. Gemzik

ence Object ADMIN ®
Y »| @ > GemzikStudy01 Q, » 100 » SCR-0019 Q, » | Search Event v | » | Search Form
¢ > | Dosing v 0
Subject @

89 | SCR-0019

IS
Select the events to be signed and click Continue. | Clear All [N Cancel
)  conrue |
START OF STUDY
5 .
[ISDV (100% DMR (0% 5 Sign F | Edit F
~Screening Event  23-Sep-2018 (100%)v  [CIDMR (0%) #|EditForm | €% v
W
Screening
26 SDV  DMR
L, [ -visit1 24-sep-2018
E Dosing
17
1M

. END OF STUDY . C]
es

13

Sign Casebook Button — Sign multiple Events
\/ )
Copyright © Veeva Systems 2019
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Freeze and Lock Event Dates Feature Flag

Reviewers
Freeze or Lock the Event Date
Vault EDC sBx Subjects ¥ = Search Subjects EDC Services - Internal a David M. Gemzik v
Data Entry Review Studio Reports Dashboards Loader Coder Tools ¥ Reference Object ADMIN ®
@ > Veterans Stadium Q, » Subject SCR-0019 Q > Screening Event Q e
Subject: SCR-0019 ¢ Schedule Task Filter Screening Event ¢ Item Task Filter ﬂ 1T M D oM
Name g D
» ﬁ Screening Event 23-Sep-2018 1 - © ©
Event Date 23-Sep-2018 $
» isi - - - -
E Visit 1 24-Sep-2018 o ° % Freeze Event Date
- é Log 4 ) & Lock Event Date
D Event Date History
ﬁ PD (4) 4 - Q9 O i

Screening View As Site  §

Enroliment Yes

Copyright © Veeva Systems 2019



Intentionally Left Blank
Marking Form ILB sets all [tems ILB

Vault E DC SBX Subjects v | Search Subjects _ EDC Services - Internal & David M. Gemzik

Data Entry Review Studio Reports Dashboards Loader Coder Tools ¥ Reference Object ADMIN ®
STUDY | @ » GemzikStudyo1 Q, » 100 » SCR-0019 Q » | Visit1 &~ > Dosing v [2)
TASKS

Subject @
@ 9 scrooe
Forms
; (B Dosing EPD (4)
. Visit 1 (24-Sep-2018): Dosing D sbv (0%)w (D DMR (0%) v ¢ EditForm &% «
Review

Dosing Information (1 of 1) SDV  DMR

o Hows it is going?

17 Radio button Form notdone A 3§ D D

Queries

813
01

Marking Form ILB removes completed DMR or SDV

Copyright © Veeva Systems 2019



Data Entry Ul

Data Entry Users

Vault EDC sBx S _
New Event button is Gray
Data Entry Review Studio Reports Dashboards | COlor as Opposed to Blue
STUDY »| @ > GemzikStudy01 QU » 100 » SCR-001¢ 4+ New Event Qv
TASKS
Subject @
@ scé-otmg
i COMMON FORMS
rorms sortBy @ Schedule ()Event Date —H SChedUIe Sort IS NOW
* | Smarr oF sTony Radio Button as opposed Q PD (4)
=y S .
. E v Screening Event  23-Sep-2018 § to pICkIISt
Review
QScreening

,, [ ~Visit1 24-8ep-2018 §

Dosing

Screening (06-Feb-2019): Eligibility

Dis the subject meet all Inclusion/Exclusion criteria? O Yes O No

Added “No records to
display” message when R

no repeating Item Groups e
present .
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Data Review Dashboards

All Users

Monitoring Dashboard

* Site and monitor
performance metrics

Data Management
Dashboard

* Data cleaning progression
metrics

Study Design
Dashboard

* Evaluating study design
quality and areas of issue

Record Count {Subject) (Subject Status: All | Site Name: All}

1,195

Record Count (Query Operational Summary) (Site: All | Subject: Ally

No items found

Expected Form Gount (Site: All | Subject: All}

—

Record Count(Form)

-
8

w
8

r
8

g

o

102 102
a7 a8
I S I 5
UK-101 UK-102

102

a8 a2
18 IE IG
m ' - -

us-101
Site

us-102

‘ @®5=nk @inProgress  @InProgress Pos @ Submitted |

us-102

Aeidap o) AuBw oo)

mary)
»
8

@
38

r
8

fi & card Count (F orm Operational Sum
8

102 102 102 102 104
L} l l l l l
Labrinone

Study

@uk-10r @ukioz @uso1 @usicz @ustoz @Bus-os

Record Gount (Form)

5

4

/372018

SDV Date (Week Ending)

—
17102018

®Cambridge Medic  #Duke  #Kings College = MSKCC

150
137
g
z 100
=
El
e
E
3
= 50
= 2
2‘1__,___._—-——-4
3
0 . Ll

None 10/27/2018 11722018 111072018

Crested Date (Wesk Ending)

®Cambridge Medic ~ #Duke  #John Hopkins - Kings College ¥ MSKCC
St Boniface Hos % University of N

In this release, this feature is Auto On and no longer is enabled through configuration

Copyright © Veeva Systems 2019
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Vault EDC sBx

Y
S

19

0

Query Enhancements S

Tools * Reference Object

» | @ » Gemzik Study 01 Q » 100 » SCR-0019 Q » | Screening Event w | » | Screening v

Subject @
SCR-0019

EScreening QPD (4)

Screening Event (23-Sep-2018): Screening

All Users

Data Entry Review Studio Reports Dashboards Loader Coder

ADMIN ®

# EditForm || % »

Enroliment

Derived

Boolean

Radio button

Yes ¢

Rule name (R_QUERY_Radio

I 2| button_REQ)

System 250072078 1128 POT @)
A value is required for this item.

Close Query | ¢ Edit Value | | @ Comment

Rule Name available in info pop up

Text limit from 255 to 500

Copyright © Veeva Systems 2019




Vault E DC SBX Subjects » | Search Subjects EDC Services - Internal David M. Gemzik

Data Entry Review Studio Reports Dashboards Loader Coder Tools v  Reference Object ADMIN ®

Gemzik Study 01

Casebook Versions Query Rules Users Sites Study Countries Connections

Job History Job Schedule (0)

Status: All v  Type: All New Job o 1-19 of -
ID Type Type Frequency
Audit Trail Export v Run Now v

46701 Detail PDFs

46238 Detail PDFs

45702 Detail PDFs
Cancel

® MESYY =+ @ Gemzik Study 01100_SCR-0021

46081 Detail PDFs wULHpISISU ralcial L ]

X Home Insert Draw Page Layout Formulas Data Review View & Share
45601 Detail PDFs Comypleted ——
= " Wrap Text General 77 7 7 v v 2, AutoSum
i < Fill v
45105 Detail PDFs COm'lleted Conditional Format Cell Insert  Delete Format E

Formatting as Table Styles Clear v

Study Site Subject Event Group Event Group Event Event Sequel Form Form Sequer Item Group Item Group ¢ Item Object Record ID  Record Nam: Audit Description
2018-09-27 19:46:: Nimish Patel Gemzik Stud Veterans Sta SCR-0021 Subject SCR-0021 Casebook : SCR-0021 cre
2018-09-27 19:46: Nimish Patel Gemzik Stud Veterans Sta SCR-0021 Subject SCR-0021 Subject : SCR-0021 crea’
2018-09-27 19:46:: Gemzik Stud Veterans Sta SCR-0021 Casebook  SCR-0021 Casebook : SCR-0021 cre
2018-09-27 19:46: Gemzik Stud Veterans 5taSCR-0021  EG.SCREEN 1 Event Group Screening Gr Event Group : VV-00003

EDC Tools job to export audit trail

2018-09-27 19:46:: Nimish Patel Gemzik Stud Veterans 5taSCR-0021  EG.SCREEN 1 EV.SCREEN 1 Event VV-000040 Screening Ev Event : VV-000040 creat
2018-09-27 19:46:« Nimish Patel Gemzik Stud Veterans StaSCR-0021  EG.SCREEN 1 EV.SCREEN 1 FRM.SCREEM 1 Form VV-000037 Screening  Form : VV-000037 creat
2018-09-27 19:46:« System on behal Gemzik Stud Veterans Sta SCR-0021 Subject SCR-0021 "Casebook Status" chan
2018-09-27 19:46: System on behal Gemzik Stud Veterans Sta SCR-0021 Casebook  SCR-0021 "Casebook Status" chan;
2018-09-27 19:46: Nimish Patel Gemzik Stud Veterans StaSCR-0021  EG.SCREEN 1 EV.SCREEN 1 FRM.SCREEN 1 IG.SCREEN 1 Item Group Screening  Item Group : VV-000037
2018-09-27 19:46: Nimish Patel Gemzik Stud Veterans StaSCR-0021  EG.SCREEN 1 EV.SCREEN 1 FRM.SCREEN 1 IG.SCREEN 1 Enrollment Item VV-000132 Enrollment  Item : VV-000132 create
2018-09-27 19:46: Nimish Patel Gemzik Stud Veterans StaSCR-0021  EG.SCREEN 1 EV.SCREEN 1 FRM.SCREEN 1 IG.SCREEN 1 Derived Item VV-000133 Derived Item : VV-000133 create
2018-09-27 19:46: Nimish Patel Gemzik Stud Veterans StaSCR-0021  EG.SCREEN 1 EV.SCREEN 1 FRM.SCREEN 1 IG.SCREEN 1 URL Item VV-000134 URL Item : VV-000134 create
2018-09-27 19:46: Nimish Patel Gemzik Stud Veterans StaSCR-0021  EG.SCREEN 1 EV.SCREEN 1 FRM.SCREEM 1 IG.SCREEN 1 Boolean Item VV-000135 Boolean Item : VV-000135 create
2018-09-27 19:46 Nimish Patel ~ Gemzik Stud Veterans StaSCR-0021  EG.SCREEN 1 EV.SCREEN 1 FRM.SCREEM 1 IG.SCREEN 1 Radio button Item VV-000136 Radio button Item : VV-000136 create
2018-09-27 19:46: Nimish Patel Gemzik Stud Veterans StaSCR-0021  EG.SCREEN 1 EV.SCREEN 1 FRM.SCREEM 1 IG.SCREEN 1 Date Item VV-000137 Date Item : VV-000137 create

Gemzik Stud Veterans StaSCR-0021  EG.SCREEN 1 EV.SCREEN 1 FRM.SCREEM 1 IG.SCREEN 1 derived Item VV-000138 derived Item : VV-000138 create

T [V SrO— Cincrn AMM1 £/ crocem 1 cweroeem 2 [— ANI NARAAR  Crrnnnine Cu 0Cunmt Mababimall snt ba



Enhanced Role Access Model
AII Users

- 1. Object Access
Which Objects Can you see? and
What Operations can you do?
Create, Read, Update, & Delete (CRUD)

2. Function Access
What functions in the product can you access?
Eg. Through the Ul Tabs, Buttons, or APIs

3. Data (Records)

- 3. Record Access
Which object instances can you see?
(by Study ID, Country ID, or Site ID, etc.)
And anything related to them
(Forms, Iltems, Queries, etc)

1. Objects

v Copyright © Veeva Systems 2019 21



Application Role by Study

» | CDMS Application Roles

All Users

1. CDMS Principal Investigator

2. CDMS Sub Investigatorm

3. CDMS Clinical Research Coordinator
4. CDMS Clinical Research Associate
5. CDMS Auditor (Read Only)

6. CDMS Data Manager

7. CDMS Clinical Coder

8. CDMS Clinical Coder Administrator

9
1

. CDMS Study Designer m
0.CDMS User Administrator m

New Security Profile Permission Sets

New Application Roles (one per Study)

Permission Set

Studio Tab Access

CDMS All Objects Read Only

CDMS Execution Qbjects Full Access
10 CDMS Definition Objects Full Access
11 User Administration Access

1 Data Entry Tab Access
2 Review Tab Access

3 Coder Tab Access

4 Coder Tools Tab Access
5 EDC Tools Tab Access
6 Reports Tab Access

7

8

9

12 Jobs Access

13 Job Schedule Access

14 AP| Access
User Can Have Only

One Security
Profile
Per VAULT

Copyright © Veeva Systems 2019

Access
Type

Function
Function
Function
Function
Function
Function
Function
Object

Object

Object

Function
Function
Function

Function

Comments

Access to tabs only, nothing else

No access to tab. Read only access to all objects.

No access to tab. Full CRUD access to all execution objects.

No access to tab. Full CRUD access to all definition objects.

Access to manage users in Admin tab.

Access to EDC Jobs and OOB Jobs objects.

Access to Jobs permissions in Admin tab and EDC Schedule Job object.

Access to APl in Application tab in a permission set. No additional tab or object
access.

22



Application
Roles

Application Role Functions — per Study

CDMS Auditor Read Only

CDMS Clinical Coder

CDMS Clinical Coder Administrator
CDMS Clinical Research Associate
CDMS Clinical Research Coordinator
CDMS Data Manager

CDMS Principal Investigator

CDMS Sub Investigator

CDMS User Administrator

Application Role Functions

Feature Flag

All Users

l Open Answer Close \
Data Entry Edit DMR View DMR  View SDV Edit SDV Sign
Query Query Query 9
No No No No No Yes Yes No No
Yes No Yes No No No No No No
Yes No Yes No No No No No No
Yes No Yes No Yes Yes Vs Yes No
No Yes No Yes No No No No No
Yes No Yes No Yes Yes Yes No No
No Yes No Yes No No No No Yes
No Yes No Yes No No No No No
No No No No No No No No No

Complete list available in CDMS Documentation

https://cdmshelp.veeva.com/Ir/user-administration/cdms-application-roles/

Copyright © Veeva Systems 2019

23



Vault EDC

Coder  Reports

Dashboards

Coder: Ul Enhancements

All Bryce Pharma Cholecap ConMed Requests

Study: Cholecap Dictionary: GLOBALB3Sep18 Form: ConMed Sponsor: Bryce Pharma Therapeutic Area: General

51-1000f121 £ | 2

/3 > STATUS Alv =

Autoassign

Coder Users

CDMDemoLR3

OXYCODONE

ASSIGNED CODE

Verbatim : Indication Route Status Assigned Code Suggestions o ] Age (D)
Oxycodone Pain Oral = 30 o e
S m O Ot h er Oxycodone Pain Oral = 34
resizing of Oxycodane Pain oral = 27
CO d In g v S Pﬂ!n o ol * QUERIES (0) PROPERTIES NOTES (0)
Pan el Oxycodone Pa!n Oral = 30
a ‘Oxycodone Pain Oral [ oven | 30
Oxycodone Pain Oral = 15
Oxycodone Pain Oral = 14
Oxycodone Pain Oral = 9 No Query History
Oxycodone Pain Oral = 9 PO po ut
Sudafed Allergies Oral = = 7 COd in g
Tylenal Pain Oral MOZBE TYLENOL [PARACETAM... NO2BE TYLENOL [JARACETAMOL], NOZBE ... 8 P an el
Tylenal Pain Oral MOZBE TYLENOL [PARACETAM... NO2BE TYLENOL [JARACETAMOL], NOZBE ... 5
Tylenal Pain Oral MOZBE TYLENOL [PARACETAM... NO2BE TYLENOL [JARACETAMOL], NOZBE ... 34
Tylenal Pain Oral MOZBE TYLENOL [PARACETAM... NO2BE TYLENOL [JARACETAMOL], NOZBE ... 27 P Ce -
Tylenal Pain Oral MOZBE TYLENOL [PARACETAM... NO2BE TYLENOE{PARACETAMOL], NOZBE ... 30
User ’
p re fe rences suggestions 1NN Verbatim(s) Selected: 1 Add to Synonym List? .:\ Synonym List{s):BrycePharma WhoDrug B3 ConMed List | Unced H
—
fO r F | Ite rs Oxycodone © Q Search Columns: | ~| Drug Name Preferred Name ATC4 ATC3 ATC2 ATC1 | Drug Code o I
a n d Co I u m n s Code Options Drug Name Preferred Name ATC4 ATC3 ATC2 ATC1 Drug Code
are OXYCODONE OXYCODONE NOZAA MATURAL OPIUM ALKALOIDS ~ NOZA OPIOIDS N02 ANALGESICS N NERVOUS SYSTEM 00045601001
remembered
OXICODONA [OXYCODONE] OXYCODONE NOZAA NATURAL OPIUM ALKALOIDS ~ NOZA OPIOIDS N02 ANALGESICS N NERVOUS SYSTEM 00045601007
OXYCODONE PECTINATE OXYCODONE PECTINATE NO2AA NATURAL OPIUM ALKALCIDS ~ NOZA OPIDIDS NO2 ANALGESICS N NERVOUS SYSTEM 00045602001

W Vault  privacy Policy Help

Copyright © Veeva Systems 2018
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Grouping Code Requests

Toggle
switches
between
Group and

Coder Users

a Mohammed Al-Adeeb ~

Vault EDC

Subjects v  Search Subjects Q

Data Entry Studio Coder Dashboards

ADMIN @

Reports Loader Tools ~

All Bryce Pharma Labrinone ConMed Requests CETIRIZINE
LI St M Od es Study: Labrinone Dictionary: GLOBALB3Sep18 Form: ConMed Sponsor: Bryce Pharma Therapeutic Area: STATUS All + Autoassign ASSIGNED CODE
Verbatim : Indication Route Status Assigned Code Suggestions o [J Age(D)
Advil (4) Headache Oral NIA NA - NIA No Assigned Code
| 1] G rou p v Cetirizine (6) Q. Hives Oral [ OPEN | N/A NA - NIA
d [ Penzital (1) Pancreatic Insu.. Oral N/IA N/A  NIA
M oae ) — Tylenol (3) Headache Oral NO2BE TYLENOL [PARACETAM. . |N02|3E TYLENOL [PARACETAMOL] NIA NIA - NIA
|dentlca| T Tylenol (1) Headache Oral | CODED | NIA NA NIA
) ) ' QUERIES PROPERTIES NOTES
Zitrac (1) Bacterial Infecti.. Oral [ open | N/A NIA NIA

Code
Requests
are
displayed as
one line
item

You cannot query a group. Switch to the List Mode to
query a code request in this group. Learn More

16 0f 6

Verbatim(s) Selected: & Add to Synonym List? .] Synonym List(s):BP ConMed WHODrug B3 Sep 18 List ~ Uncode [

Suggestions Dlotlonary

Cetirizine © Q| Search Columns: ¥ Drug Name Preferred Name ATC4 ATC3 ATC2 ATC1 ¥ Drug Code -]
Code Options Drug Name Preferred Name ATC4 ATC3 ATC2 ATC1 Drug Code
CETIRIZINE CETIRIZINE ROBAE PIPERAZINE DERIVATIVES ROBA ANTIHISTAMINES FOR RO6 ANTIHISTAMINES FOR R RESPIRATORY SYSTEM 00884301001 .
SYSTEMIC USE SYSTEMIC USE
CETIRIZINE CETIRIZINE S01GX OTHER ANTIALLERGICS 501G DECONGESTANTS AND S01 OPHTHALMOLOGICALS S SENSORY ORGANS 00884301001
ANTIALLERGICS
CETRIZIN [CETIRIZINE CETIRIZINE HYDROCHLORIDE ROBAE PIPERAZINE DERIVATIVES ROGA ANTIHISTAMINES FOR RO6 ANTIHISTAMINES FOR R RESPIRATORY SYSTEM 00884302113
HYDROCHLORIDE] SYSTEMIC USE SYSTEMIC USE
W Vault  privacy Policy Help Copyright ® 2010-2019 Veeva Systems. All rights reserved.
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Inspect
Audit
Trail for
each
Code
Request

Audit History

Timestamp (M/d/yyyy h:mm a z)

User Name

Event Description

1/10/2019 6:24 PM PST

1/10/2019 6:22 PM PST

1/10/2019 6:19 PM PST

1/10/2019 6:12 PM PST

1/10/2019 5:38 PM PST

Mohammed Al-Adeeb

Mohammed Al-Adeeb

Connie Coder

Mohammed Al-Adeeb

System

Coded: The code request was coded to
0020001005 - Tylenol, 00020001001
PARACETAMOL

Posted Note: "I coded this non-traditional way for
this non-traditional reason."

Site Responded to Query: "Yes and I've updated it."

Query to Site: "Can you take a look at the
Indication?"

Medical Coding Request : VV-000009 created

Coder Users
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Query and Notes Enhancements

Vault EDC CDMDemoLR3 + B Connie Coder

Coder Users

Coder Reports Dashboards

All Bryce Pharma Cholecap ConMed Requests SUDAFED
Study: Cholecap Dictionary: GLOBALB3Sep18 Form: ConMed Sponsor: Bryce Pharma  Therapeutic Area: General 51-1000f121 € | 2 | /3 > STATUS All¥ £ | = | Autoassign ASSIGNED CODE
Updates in
. Verbatim \:\ Indication Route Status Assigned Code Suggestions (=) ] Age (D)
real-time
. Oxycodone Pain Oral ': :: ' 30 No Assigned Code
wit h QU ery Oxycodone Pain Oral =) 34
and Notes Oxycodone Pain Oral [ oven ] 27
u p d 2 t es Oxycodone Pain Oral = 30
Oxycodone Pain Oral ': :: ' 30
QUERIES (1) PROPERTIES NOTES (0)
fro m Co d er Oxycodone Pain Oral = 30 —_—
- 06-Mar-2018 08:28:31 AM EST - Connie Coder
Oxycodone Pain Oral = 15
Loow = : Expand
Oxycodone Pain Oral = 9 Ed Smith - 06-Mar-2019 12:25:07 PM EST Qu e ry &
Oxycodone Pain Oral = 9 A N T
v| Sudafed OB i Alergies oral [ oeen | &7 7 otes Text
C I ose QU e ry Tylenal Pain Oral NOZBE TYLENOL [PARACETAM... N02BE TYLENOL [PARACETAMOL], NOZBE ... 38 F | e I d
. h Tylenal Pain Oral NOZBE TYLENOL [PARACETAM... N02BE TYLENOL [PARACETAMOL], NOZBE ... 35
without Tylenal Pain Oral NO2BE TYLENOL [PARACETAM... N02BE TYLENOL [PARACETAMOL], NOZBE ... 34
E nte r‘i n g Tylenal Pain Oral NOZBE TYLENOL [PARACETAM... N02BE TYLENOL [PARACETAMOL], NOZEE .. 21 —
TeXt Tylenal Pain Oral NOZBE TYLENOL [PARACETAM... N02BE TYLENOL [PARACETAMOL], NOZEE ... 30 £
O

1 Addto List? Synonym List(s):BrycePharma WhoDrug B3 ConMed List =z
Suggestions Wl ELY ynony .:I ynony t(s):Bry! 9 Uncode

Code Options Synonym List Drug Name Preferred Name ATC4 ATC3 ATC2 ATC1 Drug Code

Unable to find suggestions. Try searching the dictionary.

\Y/
W Vault  privacy Poicy Help Copyright © 2010-2019 Veeva Systems. All rights reserved.
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Vault EDC

Support for Codelist Coding Properties

Coder Users

CDMDemoLR3 D ‘Connie Coder ~

Coder Reports Dashboards
All Bryce Pharma Cholecap ConMed Requests ALEVE
Study: Cholecap Dictionary: GLOBALB3Sep18 Form: ConMed Sponsor: Bryce Pharma  Therapeutic Area: General 1-500f121 < |1 (3 » STATUS Al = =  Autoassign ASSIGNED CODE
- Drug Name: ALEVE
S u p po r-t fo r Verbatim \:\ Indication Route Status Assigned Code Suggestions o ] Age (D)
Prefered Name: NAPROXEN SODIUM
C fo) d e I ist ; Aleve Pain Oral GOZCC ALEVE G02CC ALEVE, MO2AA ALEVE 27 o T ——
base d  Aeve O B Pain Oral | GOZCC ALEVE G02CC ALEVE, MO2AA ALEVE 6 aTca: 026 OTHER GYNECOLOGICALS
d - Aleve Pain Oral = G02CC ALEVE GO2CC ALEVE, MO2AA ALEVE 35 aTca: c0z OTHER GYNECOLOGICALS
CO In g RN NOSCF AMBIEN NOSCF AMBIEN ® ATCT: G GENITO URINARY SYSTEM A...
P ro p ert | es Ambien NOSCF AMBIEN NOSCF AMBIEN 5
Aspirin Pain Oral ADTAD ASPIRIN [ACETYLSALIC .. AD1AD ASPIRIN [ACETYLSALICYLIC ACID] 30
Aspirin Pain Oral AD1AD ASPIRIN [ACETYLSALIC... ACTAD ASPIRIN [ACETYLSALICYLIC ACID] 28 QUERIES (0) PROPERTIES NOTES (0)
Aspirin Pain Oral ADTAD ASPIRIN [ACETYLSALIC... AQ1AD ASPIRIN [ACETYLSALICYLIC ACID] 28
- [ INDICATION ROUTE DURATION
- SRS Ve ORI ! 1 Pain oral 0 days
Aspirin Pain Oral AD1AD ASPIRIN [ACETYLSALIC... AQ1AD ASPIRIN [ACETYLSALICYLIC ACID] 14 SE SUBJECT REQUEST AGE
Aspirin Pain Oral AD1AD ASPIRIN JACETYLSALIC... AO1AD ASPIRIN [ACETYLSALICYLIC ACID] 9 us-101 Us-101-0110 6 days
Aspirin Pain Oral ADTAD ASPIRIN [ACETYLSALIC... AO1AD ASPIRIN [ACETYLSALICYLIC ACID] 35 ?DY NONYMLIST(S) ?DTOP LIsT
Aspirin Pain Oral ADTAD ASPIRIN JACETYLSALIC .. ADTAD ASPIRIN [ACETYLSALICYLIC ACID] 35
Aspirin Pain Oral AD1AD ASPIRIN JACETYLSALIC .. ADTAD ASPIRIN [ACETYLSALICYLIC ACID] 5
_ _ - 0 N
_ 1 Add to Synonym List? .j Synonym List(s):BrycePharma WhoDrug B3 ConMed List | uncode
Suggestions [sl=0
Aleve © Q  Search Columns: ¥ Drug Name Preferred Name ATC4 ATC3 ATC2 ATC1 ¥ Drug Code f-3
Code Options Drug Name Preferred Name ATC4 ATC3 ATC2 ATC1 Drug Code
ALEVE NAPROXEN SODIUM G02CC ANTIINFLAMMATORY G02C OTHER GYNECOLOGICALS 602 OTHER GYNECOLOGICALS G GENITO URINARY SYSTEM 00256202018
PRODUCTS
ALEVE NAPROXEN SODIUM MO1AE PROPIONIC ACID MO1A ANTIINFLAMMATORY AND M01 ANTINFLAMMATORY AND M MUSCULO-SKELETAL SYSTEM 00256202018
DERIVATIVES ANTIRHEUMATIC PRODUCTS, ANTIRHEUMATIC PRODUCTS
NON-STEROIDS
ALEVE NAPROXEN SODIUM MO2AA ANTIINFLAMMATORY M02A TOPICAL PRODUCTS FOR M02 TOPICAL PRODUCTS FOR M MUSCULO-SKELETAL SYSTEM 00256202018
PREPARATIONS, NON- JOINT AND MUSCULAR PAIN JOINT AND MUSCULAR PAIN
W Vault  privacy Policy Help Copyright @ 2010-2019 Veava Systems. Al rights reserved
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Set to Yes
will
Autocode
from
Dictionary
after the
Synonym
List (Default
is No)

Vault EDC

Data Entry Studio Coder Reports Dashboards Loader Tools =

Coder Tools
Q| Labrinone
LTS Settings
Labrinone

Autocode from Dictionary

Subjects v | Search Subjects Q

Application Settings BT ACILRCI  Synonym Lists | Stop Lists

Add to Synonym List by Default Yes

Review Additions to Synonym Lists No

Form Configuration

A de from Dicti y Yes

Autocoded Code Requests Require Review Yes

Code With ATCs No &

Mohammed Al-Adeeb ~

ADMIN @

Edit

Form Type

AE

ConMed

Medical History

Medical History

Dictionary

MedDRA 21.1

GLOBALB3Sep18

GLOBALB3Mar19

MedDRA 21.0

Synonym List Stop List

BP MedDRA 21.1 Syn List BP AE Stop List

BP ConMed WHODrug B3 Sep 18 List

BP ConMed WHODrug B3 Mar 19 List

BP MH MedDRA 21.0 List

Copyright © Veeva Systems 2018

Coder Admin

29



Import &
Export
Synonym
Lists

Import & Export Syn & Stop Lists

Q COMDemoLR3 v o Mohammed Al-Ac COder Admin

Vault EDC Subjects v | Search Subjects

ADMIN @

Data Entry Review Studio GCoder Reports Dashboards Protocol Deviations Loader Tools =  Study Files

Coder Tools
Application Settings =~ Study Settings Stop Lists
Name Dictionary Status Includes ATCs  Synonyms Synonyms Pending Approval
BrycePharma MedDRA 21.1 AE List o 4 MedDRA 21.1 Active 82 9
Edit

BrycePharma WhoDrug B3 ConMed List s Active Yes 63 0

& Import Synonyms

& Export

4 Upversion

VVEU“ Privacy Policy Help Copyright € 2010-2019 Veeva Systems. All rights reserved.
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Ti

Service Anhouncements

Release notes, Product “".
Doc, CSM, Trust o
Sponsor
Sepy e
e IC, ‘e,

o This release preparation event will prepare your instance for the 15R1 major release upgrade, Yhile this event was posted to TRUST, no further TRUST notifications about it will be sent.
k

Upcoming Service Notification - Please be advised that Veeva Vault EDC will be unavailable from &:00pm to 06:30pm on Feb 14th, 2019

Study Status: All = Study Phase: All =

Study Number Study Phase Screen Failed % Study Status
Clinical Coding

NEW-STUDY-DESIGNER-USER

QA Master-add2211 0%

Copyright © Veeva Systems 2018
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CTMS Integration

CTMS users of the Vault CTMS & Vault EDC integration open a Casebook from their CTMS
vault, the Casebook now opens the in the Review tab of Vault EDC.

Copyright © Veeva Systems 2018
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Auto Enablement

* https://cdmshelp.veeva.com/Ir/rn/general-release/19r1/enablement/

V Vault COMS Help EDC ~ Coder ~ Release Notes ¥ Resources ~ Search
A | General Release / Feature Enablement Details for 19R1
On This Page Feature Enablement Details for 19R1

Feature Enablement Details for 19R1

Enablement Legend

Pre-Release Date: April 1, 2019 | Release Date: April 19, 2019

The following is a list of new features introduced in 19R1. For each feature, the list includes information on how

Resources

About Vault Releases
Feature

Veeva Trust Site
CDMS
Service Announcements
Data Entry
Renamed "Casebooks™ Tab to "Data Entry"
Clear Signature Action
Casebook Schedule Ul Enhancements
Data Entry Ul Enhancements
eSignature Enhancements
Query Enhancements
Intenticnally Left Blank Enhancements
Data Review

Freeze & Lock Event Dates

enablement works and which applications include the feature. You can see detailed explanations for
the features below in What's New in 19R1. See an explanation of feature enablement and user impact below.

Enablement Application
Auto-on ! Coder, EDC
Auto-on EDC
Auto-on EDC
Auto-on EDC
Auto-on EDC
Auto-on EDC
Auto-on EDC
Auto-on EDC
Support EDC

Copyright © Veeva Systems 2018

Feature Information

« What's New in 19R1 (Published March 11) provides detailed explanations of each feature.
« 19R1 Feature Enablement Details (Published March 11) includes information on how new features are
enabled.

Veeva Vault Help lists the
Features and their Auto
Enablement
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Veeva QMS Document to be provided by your project manager

Retrieved from QMS Vault on 24 Jul 2018 (Local)

Validation Impact Assessment

Approvals

Doc ID: Qv-12910
Name |Title Isignature Date
Computer Systems Validation

Director, Computer
Systems Validation

Shruti Burli Approval by Electronic Signature in QMS Vault

System Owner

Ray Letulle SVP, Products, Vault EDC | Approval by Electronic Signature in QMS Vault

Quality

VP, Global Quality &
Compliance

Jacques Mourrain Approval by Electronic Signature in QMS Vault

1 Purpose
The purpose of this Validation Impact Assessment is to synopsize the method and analysis
necessary to evaluate the impact of software changes associated with the EDC 18R2 General
Release (GR) using data provided by Product Management and in Jira tickets for this release.
This document is intended to summarize development activity at a high level. Refer to the
Project 10Q and Validation Summary Report for this release for what was in scope, was
validated, and what issues were encountered.

2 Scope
This assessment covers the deployment of EDC 18R2 GR. The assessment evaluates
enhancements since the last validated GR.

2.1 Limitations / Exclusions



Pre Release Vault login — April 1st

* Use the same URL to login to your prerelease vault : https://login.veevavault.com

* Your username directs you to the pre-release vault.

Copyright © Veeva Systems 2018
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