
Copyr i ght  © 2015,  SAS Ins t i tu t e Inc .  A l l  r ights  reser ve d .

IT ENVIRONMENTS FOR CTDS

Toru Tsunoda
( Toru.Tsunoda@sas.com )

SAS Institute Japan
June 30, 2015



Copyr i ght  © 2015,  SAS Ins t i tu t e Inc .  A l l  r ights  reser ve d .

CTDT* ADOPTION AND USAGE

* Clinical Trial Data Transparency
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CTDT CTDT USAGE AND TRENDS

1Sponsors participating
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CTDT OVERVIEW OF SAS DRUG DEVELOPMENT (SDD)

SDD is Part 11-compliant web-based CDR (clinical data repository) & SCE (statistical 
computing environment) for clinical development. CTDT was developed based on SDD.  

• Dashboard / Repository / Workspace
• Versioning / E-signature / Check-in/ 

Check-out / Groups / Permissions / 
Privileges / Audit trail 

• SAS Program Development / Execution
• Hosted Environment
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CTDT CTDT USAGE AND TRENDS

1 7 11Sponsors participating 19

As of May, 2015, 19 companies use 
SAS Clinical Trial Data Transparency 
(CTDT) solution to support their data 
sharing initiative.  Most companies 
now choosing to join the MSE due to 
simplicity and desire for standardized 
approach.

2015
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CTDT SINGLE SPONSOR VS. MULTI-SPONSOR ENVIRONMENT

SINGLE SPONSOR ENVIRONMENT (SSE)
• Individual company owns the instance
• Physically separated hardware and data storage

MULTI-SPONSOR ENVIRONMENT (MSE)
• Shared environment
• Logically segregated sponsor data
• Researcher access to multiple sponsors’ information
• Supports requests for multiple sponsors’ data
• Distributed costs for hosting, hardware, 

administration and support
• Supports low-entry cost for non-profits
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CTDT SOLUTION OVERVIEW
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CTDT SOLUTION’S COMPONENTS
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Multi-Sponsor Environment
• Playing nicely with your peers
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CTDT HIGH LEVEL OVERVIEW AND FLOW

Flow
1. List of available studies
2. Researcher request
3. IRP Review
4. Notification to 

Sponsor(s)
5. Research environment 

set up
6. Researcher access and 

analyses
7. Administrative requests
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1

1. Sponsors list on public 
access site the list of 
studies available.  They 
also list how to request 
access to the information, 
the terms and conditions to 
use their information as 
well as what other 
research requests have 
been made.
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2

2. Researcher accesses the 
Public Access site, fills out 
appropriate request form 
and submits.

2
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3

3. Sponsor’s review panel 
reviews request.  If 
approved according to 
Sponsor’s criteria, Sponsor 
is notified.  If rejected, 
Researcher is notified with 
reason and given 
opportunity to request 
again if appropriate.
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4
4. Sponsor gets information 

from studies requested 
and prepares data for 
sharing (standardize and 
de-identified).  Information 
is loaded into Sponsor’s 
secure information area in 
CTDT environment.
a. If multiple Sponsors’ 

data is requested, 
other Sponsors load 
their information into 
their separate content 
area.

4.a
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5

5. Private research project 
area is set up for 
researchers with read-only 
access to the information 
from all of the Sponsors 
contributing data to the 
analysis. 
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6. Researcher(s) log in to 
their private research area 
with their unique ID and 
password.  They access a 
remote environment where 
they have secure access 
to the information as well 
as a variety of analytical 
tools and supporting tools 
in order to do all analyses 
within environment.
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7

7. Researcher accesses 
CTDT Portal directly over 
web to request information 
to be uploaded or 
downloaded from CTDT 
environment.  Also able to 
manage their accounts if 
necessary.  Sponsors may 
access Sponsor-specific 
reports from the Portal.
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IMPORT AND EXPORT PROCESS
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COMPARISON WITH OTHERS
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COMPARISON WITH 
OTHERS

CEO ROUNDTABLE ON CANCER:
PROJECT DATA SPHERE 

• Under the leadership of founder and CEO, 
Jim Goodnight, SAS was among the first 
companies in the nation to achieve CEO 
Cancer Gold Standard™ accreditation

• As a charter member of the CEO 
Roundtable on Cancer, Dr. Goodnight has 
long recognized that employers have a 
unique opportunity to positively impact the 
health and well-being of employees and 
their families

• As part of his sponsorship of the CEO 
Roundtable on Cancer  SAS is supporting 
Project Data Sphere by providing access to 
key technology to support the 
advancement of cancer research.
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COMPARISON WITH 
OTHERS COMPARISON WITH OTHERS

Office 
• Secure environment
• Authenticate access
• Trust those inside with information
• Provide tools for work and collaboration
• Easy partner access 

Library
• Unknown users
• Accessible information
• Need to register to check-out information
• Can do work there or take home
• Some work tools provided if needed

Castle
• Information secured inside
• Guards at gate 
• All work done inside castle walls
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COMPARISON WITH 
OTHERS COMPARISON WITH OTHERS

SAS Drug Development (Life Science Analytics Framework)
• Enables industry compliance
• Secure, easy to access environment
• Collaborative work environment
• Integrated SAS development and execution environment 

Project Data Sphere
• Consortium approach to sharing lower-risk data
• Easy to access
• SAS Tools available 
• Information can be exported to local environment

Clinical Trial Data Transparency
• Controlled access to information
• Gatekeeper approach to information in and out of environment
• Integrated SAS development and execution environment
• Third-party tools supported
• Enables researcher access across multiple sponsors’ data
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SUMMARY
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CTDT SUMMARY

CTDS can safeguard the privacy of patients through using CTDT solution as well as 
de-identification and adequate research proposal and researcher selection process by 
IRP;

 Securely hosted system

 One-Time Password

 Secure content repository with Permissions / Privileges controls

 Secure access through remote desktop

 Controlled download and upload of data 
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