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Agenda

New 
SCE

Drivers

Agile 
Implementation

Adoption 
Change 

Management 

Convergence



Sponsor Vision

Flexible, Multiple 

Languages

Repository

Regulated Platform

Convergence
Biostatistics / 

Programming

Data Science 

(RWE/RWD…)

Scalable Computing and Storage

Migrate 

Multiple 

Disparate 

System 

from 

Acquired 

Companies

Future ReadySecure & Robust

Granular Traceability, Versioning

Integrations

Scalable Containerized High-Performance Computing and Storage

Compliance

Validated 
Non-Validated 

Modern Cloud Technology



Data 
Collection 

Data 
Management

Clinical Data 
Standards

Biostatistics
Statistical 

Programming 
Data Science

Safety Regulatory
Enterprise 

Architecture
Core 

Technology
Quality

4

Cross Functional Stake Holders 
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Go-Live

Data Lake

IRT

PAMS

MDR

TMS

sFTP

Pinnacle 21

CTRR

eNarrator

PKMS

PRISM

ODT

Heritage 1

Heritage 2

Heritage 3

Heritage 4

CTMS

IPS

sFTP

Handle data with role-based 

access, and automated flow 
from ingestion, to 
transformation  to 

consumption, to creation of 
data deliverables

Manage deliverable-related 

tasks, track work and 
enforce processes while 
programmers develop 

analyses in SAS, R, Python 
and other languages

Integrations

Migrations

Integrations
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Change Management – learn, Embrace, Adopt, and Use

Execute the move to the new environment while supporting existing processes

Minimum 

disruption 

to existing 

processes 

Identify the 
elements (SOP, 

WI, JA etc)

Identify and 

create the 

training 

materials

Change 

management 

plan addressing 

concerns and 

resistance

Hypercare and 
support 

mechanisms

Clear communication with strategic vision 
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Challenges

No face-to-face meeting

Stake holder availability 

Dependencies

Timeline

Communication

Ongoing strategic initiative and priorities

Multiple acquisitions coming together



8

9 Months Milestone delivery 

Application access from 

Day 1 to change champions 

and stakeholders  

Multiple team creating 

one standards process 

and system 

First milestone submission in 

< 1 month from Go-Live

High priority business requirement for Max Value 

Product (MVP)

50+ users
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15 Months Milestone delivery 

Continuous adaptions of 

design, infrastructure, 

technology, storage, 

integrations etc. 

Re-envisioned our 

System Integration and 

data flow approach

Full Capability upstream & 

downstream integration 

High priority Integration for full release

100+ users
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21 Months Milestone delivery 

Migration strategy for Active 

and closed studies 
Migration tools and 

scripts 

Multileg heritage studies and 

artifacts in one system

Migration and Convergence from heritage environment 

into one system

200+ users
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Customer Today!! - 30 months

20+ terabytes of active 

study artifacts created 

in Sycamore CDR-SCE

Submitted over 15 

milestone analysis

90+ terabytes of Migration data for 

Studies and Milestone analysis 

1000+ Studies and Milestone analysis

~500 

Users



Thank you.
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