SA N O F I \) PhRMA/EFPIA Training




Agenda

® Data sharing landscape
® Our commitment to share

SA N O F I ‘) NAME OF PRESENTATION | 2



Escalating Demands for Clinical Trial

Transparency

2000

Clinical
Trials.gov
Launched
in US

Amendments

disclosure of

2012

US TEST Act
introduced to
expand
requirements (not
enacted)

2013
Declaration of

Helsinki
Revised article 26

AllTrials Campaign
Launched

PhRMA / EFPIA
issued principles
for responsible
data sharing

NIH announces
intention to
develop
procedures for
registering study
results to CT.gov

2015
IOM issues

report on sharing
clinical trial data

EMA Policy 070
in effect

WHO endorses
all results public

EU Clinical
Trial
Regulations

TransCelerate
MRCT white
paper on
return of
results to
clinical trial
participants
(input from
EMA / FDA)

SANOFI «p

Courtesy of TransCelerate BIOPHARMA INC



The Data Sharing Landscape
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JOURNAL OF CLiNicAL ONcoLoGY

Clinical Research: Show Us the Data

Alberto Ocana, Princess Margaret Hospital, Toronto, Canada; Albacete University Hospital and Asociacion Espariola Contra EI
Cancer Unit, Albacete, Spain ‘

Eitan Amir, Princess Margaret Hospital, Toronto, Canada

Bostjan Seruga, Institute of Oncology Ljubljana, Ljubljana, Slovenia

See accompanying editorial on pages 1091 and article on page 1204
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Improving Breast Cancer Survival Analysis through
Competition-Based Multidimensional Modeling

Erhan Bilal'", Janusz Dutk ki2', Justin Gui f”‘, In Sock Jangsr‘, Benjamin A. Logsdons'”,

Gaurav Pandey®®", Benjamin A. Sauerwine®", Yishai Shimoni’®", Hans Kristian Moen Vollan®%""1213%,
Brigham H. Mecham®, Oscar M. Rueda'""'?, Jorg Tost'*, Christina Curtis'®, Mariano J. Alvarez”",
Vessela N. Kristensen®'%'®, Samuel Aparicio'”"'®, Anne-Lise Borresen-Dale”'®, Carlos Caldas'""'>'%2°,
Andrea Califano”#2"22232% gtaphen H. Friend®, Trey Ideker®, Eric E. Schadt™,

sengineering, University of California San Diego, La
1 of Public Health Sciences, Fred Hutchinson Cancer
2hn School of Medicine at Mount Sinai, New York,
EMount Sinai, New York, New York, United States of
America, 8Center for Computational Biology and
& for Cancer Research, Oslo University Hospital, Oslo,
&, University of Oslo, Oslo, Norway, 11 Cambridge

FDA sees huge opportunities in opening up e Combie.Unes oo 13 vpnen

drug data

LONDON | Mon Dec 5, 2011 9:23pm IST

(Reuters) - Regulators and drugmakers need to find ways to make
more clinical data openly available, since vital knowledge about

sharatary far Eninanatice and Fnvimnmant Contra

l
|

fighting disease is often locked away in confidential databases, the

head of the U.S. drugs watchdog said on Monday. Food and Drug

Administration (FDA) Commissioner Margaret Hamburg said opening
up data to public scrutiny needed to be done selectively, given }
legitimate concerns among companies over commercial ‘
confidentiality, but more could still be done.
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The Data Sharing Landscape

® Mounting public pressure for
clinical trial transparency theguardian
e “Transparency Campaigners” News | US| World | Sports | Comment | Culture | Business | Money
Pharmaceuticals industry
What the Tamiflu saga tells us about

® 2013 - EMA proposal to release drug trials and big pharma
all data they hold once a drug done 43 much Good i e vertof & epemic. B the secrcy
haS been approved Z;Jr:rec;unrlggi%rc]llergiséttrﬁ(lz means there's a lot we don't know about

Ben Goldacre
The Guardian, Wednesday 9 April 2014
® |[ndustry responds - concerns 9 Jumpto comments (.
competitiveness, IP, data
protection

Scrip Regulatory Affairs

WHO endorses 12-month timeline for reporting clinical trial results, wants all results to be public
Today

Vibha Sharma
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The Data Sharing Landscape

® PhRMA working group drafted set of voluntary
guiding principles for the Responsible Sharing of
Clinical Trial Data.

® Adopted by PhnRMA and EFPIA in July 2013.

Came into effect Jan 1, 2014

® Five ‘commitments’

5.

Enhancing Data Sharing with Researchers

Enhancing Public Access to Clinical Study Information
Sharing Results with Patients who Participate in Clinical Trials
Certifying Procedures for Sharing Clinical Trial Information

Reaffirming Commitments to Publish Clinical Trial Results

® Academic and Quasi-government Organizations
have proposed recommendations

Principles for Responsible

Clinical Trial Data Sharing

Our Commitment to Patients and Researchers

ing public health through responsible

i ical lies are i to
sharing of clinical trial data in a manner that is consistent with the following Principles:

« Safeguarding the privacy of patients

pecting

the ity of national reg
t v, s in

latory systems

Comparies routinely publish their clinical research,
collaborate with academic researchers, and share clinical
trial information on public web sites at the time of
patient recruitment, after new drug approval, and when
investigational research programs have been discontinued.

Biopharmaceutical companies will apply these Principles
for Responsible Clinical Trial Data Sharing s a common
baseline on a voluntary basis, and we encourage all
medical researchers, including those in academia and

in the goverment, to promote medical and scientific

Each company will establish a scientific review board that
will include scientists and/or healthcare professionals
who are not employees of the company. Members of
the scientific review boards will participate in the review
of data requests to determine whether they meet the
riteria described below regarding the qualfications of
the requestor and the legitimacy of the research purpose,
unless a company makes an initial determination on its
own to share applicable clinical trial data. Companies

will publicly post their data request review process and
the identity of the extenal scientists and healthcare

by adopting and ing the following
commitments

1. Enhancing Data Sharing with Researchers
Biopharmaceutical companies commit to sharing upon
request from qualified scientific and medical researchers
patient-level clinical trial data, study-level clinical trial data,
and protocols from clinical trials in patients for medicines
and indications approved in the United States (US) and
the European Union (EU) as necessary for conducting
legitimate research. Companies will implement a system
to receive and review research proposals and provide
applicable data and protocols to help facilitate such
scientific and medical research.

who participate in the scientific review
board, including any existing relationships with exteral
board members.

Companies will provide access to patient-level data and
other clinical trial information consistent with the principle
of safeguarding patient privacy; patients' informed
consent provided in relation to their participation in the
ciinical trial will be respected. Any patient-level data

that is shared will be anonymized to protect personally
identifiable information. Companies will not be required
to provide access to patient-level data, if there is a
reasonable lielinood that individual patients could be re-
identified. In addition, clinical data, in some cases, have
been collected subject to contractual or consent provisions
that prohibit transfer to third parties. Such restrictions

INSTITUTE OF MEDICINE

OF THE NATIONAL ACADEMIES
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The Data Sharing Landscape

® EMA, after stakeholder
feedback from the industry, 6 EUROPEAN MEDICINES AGENCY
has re-thought it's data
sharing proposals

Text size: & a

Home Find medicine Human regulatory Veterinary regulatory Committees Partners &

. . » Home P News and Events P News and press release archive
® Policy 070 final Oct 2014

Management Board delays formal adoption of EMA

and came into effect Jan 1 gpr;:lmirt‘tee meeting publication of clinical trial data policy to October
t
2015 IS 2014
Calendar
Public consultations Press release
H H . 09/07/2014
® C(Clinical Study Reports will Statistcs
3 . . Management Board delays formal adoption of EMA publication of
become pu bI |Ca| Iy ava |Iab|e What's new clinical trial data policy to October 2014
Hp Media centre Further discussion required on wording and practical arrangements
upon decision of the
p . . Leaflets The Management Board of the European Medicines Agency (EMA) has postponed
a ppl |Cat|0n formal adoption of the policy on publication of clinical trial data to its 2 October 2014
RSS feeds rr!eeting. Further clarifications on wording and practical' arrangements will be
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Sanofi is Committed to Sharing Clinical Trial
Data, Information, and Results

S u Making clinical trial data, information and results available to
e e researchers, promises to advance science and medicine, contribute
- Va to improvements in public health and improve knowledge about,
and trust in, pharmaceutical product development

an s

o e
RAD INNOVATION CLINICAL TRIALS: OUR DATA SHARING s Yy
" o COMMITMENTS C'L'l',‘ma',asﬁzi:.’ j

“ ltis equally important to protect the privacy of the participants in

our clinical trials as well as to maintain incentives for investment in
biomedical research

+ CLNICAL TRIALS

OUR DATA SHARNG COMMRTHENTS.

- —
CIinica|Study : Welcome, Sr. Director Medical Aff Robin Jenkins (Click here to Logout)
CIinicaIStud)ﬂ Regered vsers, DataRequest.com -
DataRequest.com ]

HOME  STUDY SPONSORS ~ STEP BY STEP MY REQUESTS MY ACCOUNT = APPROVED REQUESTS  HELP
HOME  STUDY SPONSORS  STEPBY STEP MY REQUESTS  LOGIN OR CREATE AN ACCOUNT  APPROVED REQUES]

L
.

SANOFI
Usermme This ysemdocs notogyouout Sponsor specific information

Sremately s o or ok
Password your computer to protect your personal

[ogin]  information.
Study sponsor: Sanofi

Studies listed Sanofi will make data available for request once the following conditions are met:
v
y .

ClinicalStud

Welcome, Sr. Director Medical Aff Robin Jenkins (Click here to Logout)
DataRequest.com

For trials sponsored by the Sanofi group of companies’, excluding Sanofi Pasteur, the requested trials must have
been submitted to the US and EU regulatory agencies as part of the request for marketing authorization and the
product must have been approved by both agencies on or after January 1, 2014,

HoMe |(QUQEECAEIS)) STEP BY STEP | MY REQUESTS | MY ACCOUNT | APPROVED REQUESTS | HELP For trials sponsored by Sanofi Pasteur specifically, the requested trials must have been submitted to the US or EU
¢ regulatory agencies as part of the request for marketing authorization and the product must have been approved

by either agency on or after January 1, 2014.
Stu dy sponsors For all trials conducted by the Sanofi group of companies, the requested trials have been accepted for publication.

. . . . . . - - . No studies are currently listed, but studies will be listed expeditiously after product approval as described above.
This section of the site provides information on study sponsor’s criteria for listing studies and other relevant Y Y P e
sponsor specific information. 3

Select the sponsor’s logo to view this information. Exceptions Sanofi will not share data when we believe that there is a reasonable likelihood that the individual could be re-

identified, for example, clinical studies of rare diseases.

Where clinical data were collected subject to legal, contractual or consent provisions that prohibit transfer to third
parties, data access under this policy may be precluded.

L\
4 m Boehringer ., J } When studiesare  Once the product is approved by regulators under the conditions stated above, studies will be listed on the site.
iV Ingelheim SANOFI listed

Additional Participants in Sanofi-sponsored trials gave their consent for the use of their data in the context of a particular trial.
conditions for data  To this end;
access

Visit sponsor's website > Visit sponsor's website > Visit sponsor's website > Visit sponsor’s website »
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