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Agenda

Introduction to Clinical Data Repository (CDR)
Introduction to Veeva Systems for CTMS & CDMS.
Integration of 3 party systems with CDR.

Process of creating CDR integration with Veeva Vault.
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Introduction to Clinical Data Repository (CDR)

SAS® Life Science Analytics Framework - Repository
4 S
Dashboard
Messaging

CONTENT MANAGEMENT Clinical Development
(=) LSAF_Training
+ 82 Wonder_Drug
Workspace <[ Pain

15 repository items

Repository

Size Modified By Date Modified ig... Repository ...

Checkea O Eiles +[ul PainXD101 791 bytes Ben Bocchicchio Feb 18,2022, 1:42 PM
> 85 Data
> B89 DataStandards

Schedules > £ Documents

File Comparison BPI_PctCHBI_parameter,j 997 bytes Trainer One Oct 15, 2021, 3:01 PM

PctChBL_parameter. 4.8 KB Trainer One Oct 15, 2021, 3:01 PM

Sessions > 03 Formats
L Logs_Results_M

PctChBL.job 791 bytes Ben Bocchicchio Feb 17,2022, 3:01 PM

WORKFLOW

> 83 Macros PctChBL sas 483 KB Ben Bocchicchio Mar 17, 2022, 8:55 AM

Process Flow Definitions > A Outputs
createEmptySDTM job 686 bytes Trainer One Oct 15, 2021, 3:01 PM
4™ Programs
4 Dev
» 83 Prod
CLINICAL MANAGEMENT > ™ Test

Process Flows

createEmptySDTM.sas 5228 KB Trainer One Oct 15, 2021, 3:01 PM

Tasks
dm_listing.job 789 bytes Trainer One Oct 15, 2021, 3:01 PM

Data Standards > [ul PainXD102 dm_listing.sas 1.04 KB Pritesh Desai Apr 4, 2022, 2:30 PM

» [ul PainXD103

Controlled Terminology 634 bytes  Trainer One Oct 15,2021, 3:01 PM

> £ training

External Dictionaries > B3 Course_info 998bytes  Pritesh Desai Feb 28, 2022, 4:35 PM

Value Level Metadata (VLM) > & SAS

~ loadadsl.job 784 bytes Trainer One Oct 15, 2021, 3:01 PM
> B3 Users

Supporting Documents
loadadsl.sas 189 bytes Trainer One Oct 15, 2021, 3:01 PM
Tables, Listings, Figures (TLF)
output_via_relative_path.job 821 bytes Trainer One Oct 15, 2021, 3:01 PM
Computational Methods

Ol0o0oooooo/oo/ooo|o|g|jo

ADMINISTRATION output_via_relative_path, 321 bytes Trainer One Oct 15, 2021, 3:01 PM

Users

Administration Authorization

Evtandad Attrihitac
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Clinical Data Repository

%

What is single version of truth ?

E.g. Where will your final EDC,
CDISC & submission file reside?

PINNACLE? ::medidata

Rioduct is SAS Life SEichiEe
Analytics Framework (LSAF)

Integration (EDC, Pinnacle 21, Rave,
Ryze, Veeva, process flow automation)

%

Architecture

Delivered as SaaS
(CloudiERNE

WebDAV

WebDAV (Terminal mount)

Recommended just for review or
migration to NAS

API
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Optional-Auto Sync

Sync data everyday or more frequently
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Introduction to Veeva Systems for
Veeva Vault

VVBU"( Clinical Studies

Home Planning v Risk Management v Library TMF Management v Study Management v Site Monitoring v Central Monitoring v Reports v Issue Management v

v VIEWS ¢  Recent Studies
B All Studies Study Number Lifecycle State  Milestone Master Set Protocol Title CDMS Connection

AVEG 027 Active S y Aglobal, randomized, muiti-
center study of safety and
¥ Favorit efficacy of Natevb:
patients with Acute Myeloid
FILTERS Leukemia (AML,
v MILESTONE MASTER SET Candidate ard Study ARandomized Phase I
Efficacy, Activity and Safety
Al Study of GLQ223 Alone and
in Combination ¥
Zidovudine in Symptomatic
HIV-Infected Patients
Without Prior Treatment
CDMS CONNECTION With GLO223 or
~ Trichosanthin

[ (undefined

() Standard Study Level

Candidate Standard S A Randomized Phase Il
Safety and Immunogenicity
Trial of Live Recombinant
Canarypox ALVAC-HIV
VCP205 Delivered by
Alternate Mucosal Routes
in HIV-1 Uninfected Aduit
Volunteers

WV Vault CDMS  sBx Subjects cdms01 ~

Data Entry Library Assessments Studio v Coder Reports Dashboards Loader Labs Tools »

Queries (1)

Q
Listings & Exports (0)

Site Name Site Number Site Status  Principal Investigator Subjects
Job Schedule (0)

Jan




Integration of 3'd party systems with CDR

DATABASES WEBSERVICES MIXED SOURCES 34 PARTY APPS

formedix

. IBM |DB2 v e & ,R b SE,P 00
souRces {E -q} [&*(ﬁ RES TR m} [ e @EJ [ cdisc¢s

LIBRARY

A 4 A 4 A 4
SAS Proc SOAP / Proc HTTP / SFTP /libname / Filename
SAS/Access
ADAPTERS [ Proc JSON / Proc XSL URL/ Transcoding Java / SAS APIs

SAS LIFE SCIENCE
ANALYTICS
FRAMEWORK (LSAF)
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Data Extraction Flow

EDC (Rave)

(using REST Service / Proc HTTP)

SAS Clinical Standards

)\

—

(using SOAP Service / Proc SOAP)

(using “Pull” Life Science Analytics
Framework Extension)

Ancillary Data

non-hierarchical to Libname
hierarchical structure XML
(XML Engine)

Pull in SDTM-Like (or SDTM) Datasets
from Ancillary Data Providers

Metadata Datasets |
(per Study Version) \{\A

Data Datasets J,v
(per Study Version)

. g . e }-
Through Datasets Datasets

— Pre-SDTM
Datasets
. (available

In Repository)
A

(e.g. Lab data)
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Process of creating CDR integration with Veeva Vault

Source Target

SAS8 Life Science Analyt

W/ Vault Clinical ssx

Planning v Risk Management v Library TMF Manage Study ment v Site Monitoring v Central Monitoring v Reports v Issu

ONTENT MANAGEMENT

#  All Studies sav

Study Number ~ Lifecycle State CDMS Connection

Milestone Master Set Protocol Title
Repository

AVEG 027 Active

Leukemia

ARandomized Pha
A d Saf

Candidate
o

3=

CLINICAL MANAGEMENT

(O (undefined)

'SAS® Life Science Analytics Framework - Sessions

SAS Session: 4

utputsTablesb.

Sessions ender png

Veeva i SAS
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Process of creating CDR integration with Veeva Vault

* Things we are going to set-up in CDR
Credentials*.cfg

Setup.sas | —— E T ——
Veeva_ ctms.sas

CONTENT MANAGEMENT
[ Clinical Development Modified By Date Modified

Veeva_ctms.job B e emiomt | e

> ) LSAF_Formedix_ryze
Aug 1

Aug 11
»> (3 Technical Demos -

& Training K ex n Aug 1

» 83 documents

> B lim

* 7 lua

» 3 macros

> £ metadata

> 3 programs
CLINICAL MANAGEMENT > [ response

D » 3 Users
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Process of creating CDR integration with Veeva Vault

1. Create Credentials*.cfg
file with credentials to Veeva

7\ credentials_template.cfg - Notepad

File Edit Format View Help
[veeva.cdms]

veeva_username=username@vvtechpartner-sas.com

veeva_password=XXxXxXxx
veeva_vault=vvtechpartner-sas-cdms@l

[veeva.ctms]

veeva_username=username@vvtechpartner-sas.com

veeva_password=xXxXXxXXxx
veeva_vault=vvtechpartner-sas-ctms@l

CONTENT MANAGEMENT

R

Sessions
WORKFLOW

Jefinition:

Supporting Document!

ables, Listings, Figures (TLF

lethods

ADMINISTRATION

2. Create setup.sas file in LSAF to make
connection with Veeva via SAS Session

‘SAS® Life Science Analytics Framework - Sessions

SAS Session: 4

Repository. STUDIE:

[©

sooO0R

Copyright SAS Institute Inc. All rights reserved.




Process of creating CDR integration with Veeva Vault

3. Create Veeva_CTMS.sas file

SAS Session: 4

proc lua;
submit

ename
filename

Irecl=1;
_usernan

proc lua;
submit;

rs clear;
clear;

ochttp_check.
PROCH
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Process of creating CDR integration with Veeva Vault

4. Create Veeva_CTMS.job manifest files. Job manifest files gives complete traceability
of SAS pgm, log, Ist and outputs created by sas execution.

1 e

'SAS® Life Science Analytics Framework - Repository ¢

Size  Modified By Date Modified

Apr 18

Inputs

utputs

Location Version Referenced SAS Program

CLINICAL MANAGEMENT

Data Standar

Modified By Date Modified
On_Demos

%) LSAF_Formedix_ryze
[ LSAF_RAVE

> & SAS

> B Technical Demos

> [ Training

Jprogr

Veevalp
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Process of creating CDR integration with Veeva Vault

Size Modified By Date Modified ig... Repository... Workspace...

F| nal Output \ vt 30271 KB Pritesh Desai Apr 18, 2022, 4:02 P

Name Location

blankcrf.pdf Veeva/documents Study

CDISC01
documents_ctms.json /Veevalresponse

documents_ctms.sas7bdat / va/lmetadata
Enroll the subject by entering the 3-digit Site # and the 5-digit Subject ID#

studies_ctms.json /response

studies_ctms.sas7bdat /Veeva/metadata

users_ctms.json Veevalresponse

users_ctms.sas7bdat Veeva/metadata

Subject ID#

SC=Subject Characteristics

SCORRES when SCTESTCD
Subject SUBJINIT

Initials

Form Design Note:
Subject ID is mapped forward to the Subject Demographic Data eCRF.
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Process of creating CDR integration with Veeva Vault

* Veeva Vault Access

e PROC HTTP requests from SAS

* Reading JSON in SAS

* Proc Lua in SAS

* Make dynamic prompts and jobs in CDR
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https://www.lexjansen.com/pharmasug/2021/AD/PharmaSUG-2021-AD-168_ppt.pdf
https://phuse.s3.eu-central-1.amazonaws.com/Archive/2021/Connect/EU/Virtual/PRE_AD06.pdf
https://www.sas.com/content/dam/SAS/support/en/sas-global-forum-proceedings/2019/3391-2019.pdf
https://www.lexjansen.com/phuse/2020/ad/PRE_AD10.pdf

Special thanks to Lex Jansen for the core contribution!

Questions
Contact: Pritesh.Desai@sas.com

Sas.com

0sas
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