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AGENDA 

•  Review timeline of major CTDT news and developments 
•  Different clinical trial data sharing models in the industry 

•  Single-sponsor and multi-sponsor solutions 
•  SAS involvement 

•  Five steps to success with CTDT 
•  Q&A 
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REVIEW TIMELINE 



 
Copyr igh t  ©  2014 ,  SAS Ins t i tu te  Inc .  A l l  r i gh ts  reserved .  

REGULATORY 
TIMELINE EUROPEAN MEDICINES AGENCY (EMA) 

? 
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http://phrma.org/sites/default/files/pdf/PhRMAPrinciplesForResponsibleClinicalTrialDataSharing.pdf 

CLINICAL TRIAL DATA 
TRANSPARENCY INDUSTRY POSITIONING 

1.  Enhancing Data Sharing with 
Researchers 

2.  Enhancing Public Access to Clinical 
Study Information 

3.  Sharing Results with Patients Who 
Participate in Clinical Trials 

4.  Certifying Procedures for Sharing 
Clinical Trial Information 

5.  Reaffirming Commitments to Publish 
Clinical Trial Results 
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CLINICAL TRIAL DATA 
TRANSPARENCY THE JOURNEY UNTIL NOW 

•  Conducted multiple 
webinars and conferences  

•  7 major pharmas acquired 
SAS Transparency solution 

•  Ongoing roundtable 
discussions 

•  Collaborating with 
McKinsey 

Industry is moving towards a 
multi-sponsor solution on a 
shared, clinical trial data 
transparency environment 
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DATA SHARING PROJECT DATA SPHERE 

https://www.projectdatasphere.org/projectdatasphere/html/home 
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CLINICAL TRIAL 
DATA 

TRANSPARENCY 
INDRUSTRY LEADERS 

http://www.forbes.com/sites/matthewherper/2012/10/11/with-transparency-pledge-glaxo-makes-promises-no-
other-drug-company-has/  
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CLINICAL TRIAL 
DATA 

TRANSPARENCY 
INDRUSTRY LEADERS 

http://www.fiercebiotech.com/story/roche-follows-gsk-move-unlock-its-data-vault-drugs/2013-02-26  
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CLINICAL TRIAL 
DATA 

TRANSPARENCY 
SAS SPONSORED FORUMS 

http://www.sas.com/offices/europe/uk/downloads/clinicaltrialdata-exec-summary.pdf 
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DISCUSSION 
TOPICS WIDE RANGE OF DISCUSSION TOPICS? 

•  De-identification 
•  Approval Criteria 
•  Informed Consent 
•  Independent Review Panel (IRP) 
•  Commercially Confidential Information (CCI) 
•  Data Standards 
•  Publication of Results 
•  Analysis 
•  Environment for Data Access 
•  Future 
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CLINICAL TRIAL DATA SHARING MODELS 
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CLINICAL TRIAL DATA 
TRANSPARENCY DATA SHARING MODELS 

Source: 
http://www.iom.edu/Reports/2014/Discussion-
Framework-for-Clinical-Trial-Data-Sharing.aspx  
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CLINICAL TRIAL DATA 
TRANSPARENCY THREE MAIN COMPONENTS 

Public Access Site Independent Review 
Panel Researcher Site 
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SINGLE OR MULTI-SPONSOR DATA ENVIRONMENT 

Vs 

CLINICAL TRIAL DATA 
TRANSPARENCY 
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MULTI-SPONSOR   
DATA REQUEST SITE 

§  Bayer 
§  Boehringer Ingelheim 
§  GSK 
§  Novartis 
§  Sanofi 
§  ViiV Healthcare 

https://clinicalstudydatarequest.com/  
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MULTI-SPONSOR 
ENVIRONMENT 

§  Shared environment 
§  Logically segregated sponsor data 
§  Researcher access to multiple 

sponsors’ information 
§  Research Project-based model  
§  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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SAS CLINICAL TRIAL 
DATA 

TRANSPARENCY 
SPONSOR PERSPECTIVE 

•  Storage for Clinical Trial Data 
•  Granular permissions for controlled access 
•  Researcher setup and User Management 
•  Researcher Group setup 
•  Support for Third-Party Apps 
•  Import / Export Controlled Information Process 
•  User Education 
•  User Technical Support for Lead Researchers 
•  Hosting , Maintenance and Administration 
•  Monitoring of researcher activities (if desired) and Reports 
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SAS CLINICAL TRIAL 
DATA 

TRANSPARENCY 
RESEARCHER PERSPECTIVE  

•  Web-access anywhere to research environment 
•  Research Project Environment 

•  Organization and storage of files 
•  Read-only access to approved sponsor’s data 
•  Import and export process to request information into and out of system 

•  Analysis environment(s) 
•  SAS, “R” 

•  Additional Third-Party Apps 
•  OpenOffice, R Studio, Adobe Acrobat Reader 

•  Support 
•  User Guides, videos and access to technical support  
•  Supporting documentation and support from sponsor 
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SAS CLINICAL TRIAL 
DATA 

TRANSPARENCY 
ENVIRONMENT PERSPECTIVE 

•  Always available except for scheduled downtimes 
•  Backups of system 
•  Updates to environment 
•  Updates to solution 
•  24x7 access to technical support for Researchers 
•  Scalable Platform  

•  Storage, Researcher Projects, Analysis Environment 
•  Support/Project Management for Customers 
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SAS CLINICAL 
TRIAL DATA 

TRANSPARENCY 
SPONSOR MANAGEMENT AND ADMINISTRATION 

Dashboard and 
Reports 
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ACCESS RESEARCHER VIEW – REMOTE DESKTOP 
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5 STEPS TO SUCCESS 
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5 STEPS TO SUCCESS 

•  Decide to participate 
•  Making the data decisions 
•  Implement a governance process 
•  Deploy a secure data repository with 

built-in analytics 
•  Inform the research community and 

public 

Source: 
http://blogs.sas.com/content/hls/?s=5+steps+to+success+transparency  

CLINICAL 
TRIAL DATA 

TRANSPARENCY 
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Thank you! 


