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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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REGULATORY
TIMELINE

EUROPEAN MEDICINES AGENCY (EMA)

22 Nov 2012

EMA CTDT
workshop

1 Oct 2013

Public Consultation
closed

June 2014

Management Board
NMeeting

24 Jun 2013
DraftPolicy 70

13 Nov 2013
Progress Update

17 Dec 2013
Notive of delay

Agenda - Workshop on clinical trial data and transparency
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CLINICAL TRIAL DATA

TRANSPARENCY INDUSTRY POSITIONIN

RESEARCH PROGRESS HOPE

pimA  efpia

Principles for Responsible
C|IﬂICa| Tﬂal Data Sharlﬂg : Enhanc}ng Data Sharing with

Researchers

Enhancing Public Access to Clinical
Study Information

3. Sharing Results with Patients Who
Participate in Clinical Trials

Our Commitment to Patients and Researchers

Biopharmaceutical companies are committed to enhancing public health through responsible
sharing of clinical trial data in a manner that is consistent with the following Principles:

- Safeguarding the privacy of patients 4. Certifying Procedures for Sharing
- Respecting the integrity of national regulatory systems Clinical Trial Information
+ Maintaining incentives for investment in biomedical research 5. Reaffirming Commitments to Publish

Clinical Trial Results
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CLINICAL TRIAL DATA
TRANSPARENcY THE JOURNEY UNTIL NOW
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al Study Register launches

* 7 major pharmas acquired
SAS Transparency solution

* Ongoing roundtable
discussions

+ Collaborating with
McKinsey

Data sharing opens a
new world of possibilities
for conquering cancer

GSK endorses the AllTrials campaign and commits
ZOB @ 5t (CSRs) @

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

20 ‘I 3 @ GSK endorses the AllTrials campaign and commits
to publishing clinical study reports (CSRs)
As part of our support for AllTrials, we became the first pharmaceutical company to commit
to publishing CSRs. This commitment extends back to the formation of GSK in 2000
CSRs will be published for chinical trials of approved or discontinued GSK medicines'. They

will be posted onto our Clinical Study Regrster, with personal information removed
o maintain the privacy of research participants.
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DATA SHARING PROJECT DATA SPHERE

CEO Roundtable on Cancer

=“Life Sciences Consortium” working team
*Address issues in cancer research . 4.
*Accomplish together what no single company might consider alone
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Introducing the
Project Data Sphere Initiative

Brilliant minds and valuable data
together in one location.

WATCH THE VIDEO

p B4

Researchers are working tirelessly and new advances are constantly being discovered, yet every day, tens of
thousands of our loved ones lose their battle with cancer. Sadly, we're losing nearly the same number of people
today as we were 40 years ago. With researchers working independently, we're simply not finding solutions
quickly enough.

What if we could share, integrate, and analyze our collective historical cancer
research data in a single location?

The Project Data Sphere initiative provides an easy-to-use platform built to share, integrate, and analyze
comparator arms of historical cancer trial data sets so we can learn from them and accelerate research. The
Project Data Sphere platform is available to researchers affiliated with life science companies, hospitals, and
institutions, as well as independent researchers.

The true power of this platform will come from an ever increasing volume of data and the continuing engagemet
of a diverse global community focused on finding solutions for cancer patients.
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CLINICAL TRIAL
DATA INDRUSTRY LEADERS
TRANSPARENCY
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Forbes _ New Posts Most Popular
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With Transparency Pledge, Glaxo
Makes Promises No Other Drug
Company Has

S0 - . 2 called + Now + Follow Comments

' In an unprecedented move that 185
could signal dramatic changes in the
drug industry, GlaxoSmithKline is e
promising to make detailed data 209
from its clinical trials available to
independent researchers so that o Tweet
scientists can draw their own
conclusions about the safety and 152
effectiveness of its new drugs. ] srare
% The change, which has vet to be
; implemented, is being announced at 0
S a speech in London at the Wellcome 5 reddit
2 Trust, where Glaxo chief executive
S Andrew Witty is also detailing how 15: Clamesmithiding Chisf Exeostive 9
the British drug giant has made its pndrew witty (Image credit: Getty
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CLINICAL TRIAL
DATA INDRUSTRY LEADERS

TRANSPARENCY

FierceBiotech e e e

THE BIOTECH INDUSTRY'S DAILY MONITOR

Topics: R&D

Roche follows GSK in move to unlock its data

vault on drugs
February 26, 2013 | By John Carroll

SHARE  GlaxoSmithKline encountered some stiff industry headwinds when it pledged to
~~~~~~~~~~~ open up its data vault to outside investigators. But as of today it has a high-
Email  profile convert on its side. The biopharma giant Roche (SRHHBY) has agreed to
follow in GSK's (SGSK) footsteps, saying that it will work with an independent
99 group which will be charged with sorting out and approving requests for access
to anonymized clinical trial data for all approved products. If regulators can't
wTweet  provide the data, says Roche, then the company will make it available.
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SAS SPONSORED FORUMS
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SAS Clinical Trial Data Transparency Forum

d

Download the executive summary

Don't miss our recap of the SAS Clinical Trial Data Transparency Forum.

On Tuesday 29th April we ran the third SAS Clinical Trial Data Transparency Forum, which was
attended by more than 120 executives from across the life sciences community, either in person or
wia our live video stream

Invitees can now download the executive summary for & recap of the session, during which

Sue Forda unveiled EFPIA's five commitments to clinical trial data transparency

University of Liverpool's Sarah Nolan gave a researcher's perspective on data sharing
NovoNordisk, GSK, Eli Lilly and J&J shared their organisations' journeys so far

Matt Gross explained how SAS's solution can provide a secure, efficient data sharing
environment for all stakeholders

Twio insightful panel discussions highlighted the strategic and operational challenges of data
transparency

To watch the recorded videos of the event, please click here.

In addition to the executive surmmary and recorded videos, you can also download the presentation
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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
TRANSPARENCY

Open Access

Controlled Access
to Pooled or
Multiple Data

Sources

DATA SHARING MODELS

Controlled Access
to Individual
Company,
Institution or
Researcher Data

DISCUSSION FRAMEWORK FOR
CLINICAL TRIAL DATA SHARING

GUIDING PRINCIPLES, ELEMENTS, AMD ACTIVITIES

INSTITUTE OF DICINE

Source:




CLINICAL TRIAL DATA

TrRANSPARENcY THREE MAIN COMPONENTS

Independent Review
Panel Researcher Site

Public Access Site
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CLINICAL TRIAL DATA

TRANSPARENcY SINGLE OR MULTI-SPONSOR DATA ENVIRONMENT
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MULTI-SPONSOR
DATA REQUEST SITE

Eile:

= Bayer

= Boehringer Ingelheim |
= GSK

= Novartis 5
- Sanofi '
= ViiV Healthcare |

G@| C] https:fclinicalstudydatareguest,.com/

This site Next steps

P-B2CX H Cj Clinical Study Data Request Site u

Edit ew Favorites Tools  Help

. ClinicalStudy °

DataRequest.com hd

HOME STUDY SPONSORS =~ STEP BY STEP MY REQUESTS

Registered Users, Please Login

LOGIN OR CREATE AN ACCOUNT  APPROVED REQUESTS HELP

Access to the underlying (patient level) data that are collected
in clinical trials provides opportunities to conduct further
research that can help advance medical science or improve
patient care. This helps ensure the data provided by research
participants are used to maximum effect in the creation of
knowledge and understanding.

Researchers can use this site to request access to anonymised
patient level data and supporting documents from clinical
studies to conduct further research.

Study sponsors who have committed to use this site are Bayer,
Boehringer Ingelheim, GSK, Novartis, Roche, Sanofi and
ViiV Healthcare.

Other clinical trial sponsors and funders are invited to join with
the aim of transitioning to a fully independent system which
allows access to data from clinical trials conducted by multiple
companies and organisations. It is hoped that such a system
will be put in place as soon as possible.

If you are a study sponsor interested in listing studies on this
site, contact information is provided here.
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MULTI-SPONSOR
ENVIRONMENT

Shared environment

= Logically segregated sponsor data

= Researcher access to multiple

sponsors’ information
ot shredcomep tpostry = 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

S

Remote [Desktop

i Import/Expor?t Gatekeeper

Manual Review

Researcher(s)
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SAS CLINICAL TRIAL
DATA SPONSOR PERSPECTIVE
TRANSPARENCY

- 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

§sas
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SAS CLINICAL TRIAL
DATA RESEARCHER PERSPECTIVE
TRANSPARENCY

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

§sas
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SAS CLINICAL TRIAL
DATA ENVIRONMENT PERSPECTIVE
TRANSPARENCY

- 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

§sas
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SAS CLINICAL
TRIAL DATA SPONSOR MANAGEMENT AND ADMINISTRATION
TRANSPARENCY
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ACCESS RESEARCHER VIEW - REMOTE DESKTOP

SAS ® Clinical Trial Data Tra
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CLINICAL
TRIAL DATA 5 STEPS TO SUCCESS
TRANSPARENCY

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

r
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A Shot in the Arm

SAS BLOGS HOME - A SHOT IN THE ARM

Results For 5 steps to success transparency

Considering clinical trial data transparency? Five steps to
success
Mark YWeadon | OCTOBER 25, 2013
E © 4244 D2 [y Tweet| 24 g+
Clinical trial data transparency is now a hottopic in the life sciences industry. As a commitment to both
patients and researchers, the biopharmaceutical industry is changing their expectations about allowing
access to this historically proprietary patient-level data. In fact, atthe recent PhUSE annual conference in
Brussels, seats were difficult to find in conference sessions featuring the data transparency topic
The tremendous interest in the subject is being stimulated by regulatory autharities, researchers and
the AlTrials data transparency campaign — armong others. Multinle stakeholders have put pressure on
the life sciences industry to provide complete transparency into the patient-level data and results from
the clinical frials onwhich regulatory decisions are based
But before embarking on an inifiative, you can equip yourself and your organization with valuahle
knowledge to apply on your path to data transparency.
The five steps to success
Here are five steps that can maove your arganization forward to implement clinical trial data transparency.
o
] (] ] 0
— —

Source:
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