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Disclaimer

The opinions in this presentation are those of the
presenter and may not necessarily reflect the views of
Company, PhUSE, or JPMA.



Who are we?
JPMA (Japan Pharmaceutical Manufacturers Association )

e Member of the IFPMA, working e
collaboratively with PhnRMA and EFPIA .
71 research-oriented pharmaceutical R N
companies - _— e
T

We are a member of ....

One of the most *Drug Eval_uatlon Committee | e
Active Teams Data Science Expert Committee | ===
TF8: Task Force 8 RS

Consumer Consultation Raview Committes

“Clinical Trial Data Sharing” ————
from a data science standpoint TS —




Agenda of our Session

1. Summary of the questionnaire survey
Shin Aoki, Astellas

2. Challenge example in ”3. Sharing Results with Patients Who
Participate in Clinical Trials”

Mina lzuchi, Pfizer

3. Multi-sponsor request website clinicalstudydatarequest.com
Yoichi Higashibeppu, Eisai
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Disclaimer \_
JPMA

e This presentation shows the results of the
guestionnaire which were conducted by JPMA DS-
TF8*. However the opinions expressed in this
presentation are solely those of the presenter.

e JPMA DS-TF8 will officially publish the results in the
future.

* Japan Pharmaceutical Manufacturers Association,
Data Science Expert Committee, Task force 8



Principles for Responsible Clinical Trial C))
Data Sharing* JPMA

e Principle 1: Enhancing Data Sharing with Researchers

e Principle 2: Enhancing Public Access to Clinical Study
Information

e Principle 3: Sharing Results with Patients Who
Participate in Clinical Trials

e Principle 4: Certifying Procedures for Sharing Clinical
Trial Information

e Principle 5: Reaffirming Commitments to Publish
Clinical Trial Results

*BIEHSERIKRAER CRER) T—2HE B DIEE (EFPIA/PhRMA, 2013.07)
http://www.phrma-jp.org/archives/newsroom/release/nr2013/130731-1551.php



Questionnaire \_

JPMA

e JPMA DS-TF8 prepared a questionnaire and carried
out a survey. The objectives of the survey are:

— To investigate how pharmaceutical companies in Japan

apply to “Principles for Responsible Clinical Trial Data
Sharing (EFPIA/PhRMA, 2013.07)"

— To consider the result for the future activity as TF8.
e Period of survey: From 20 May 2015 to 29 May 2015
e Number of valid responses: 49/66



Is your company a member of EFPIA/PhRMA? g)

Foreign companies (11) JPMA

Total (49)

EFPIA, 4

Not a
member, 33

Not a
member
, 2

EFPIA, 4

+

Japanese companies (38)

Not a
member
,31




Discussion on Principle 1: Enhancing Data Sharing

with Researchers

@

Foreign companies JPMA
Not (11)

discussed, 1

Total (49)

Discussing/
concluded, 10

Discussing/
concluded,
18 I I

Not I

discussed,

31 Japanese companies (38)
Discussing/
concluded,

8

Not
discussed,
30




Principle 1: Enhancing Data Sharing with

Researchers
Details of “Discussing/concluded” --- Current situation JPMA

Principle 1: Discussing/concluded (18)

Discussing (No agreement) 2

Preparing globally (with agreement) 3

Applied, except for Japan 1

0 2 4 6 8 10 12

Japanese companies M Foreign companies



Principle 1: Enhancing Data Sharing with

Researchers
Limitations in clinical studies JPMA

Limitation of Region (16) Limitation of Study Limitation of Approval
Completion Timing (16) (16)

Except for “Discussing (No agreement)” from “Discussing/concluded” in principle 1



Discussion on Principle 2: Enhancing Public Access

to Clinical Study Information
Foreign companies (11) JPMA

Not
discussed,

Total (49)
2

Discussing/
concluded,

9
Discussing/
concluded,
17
I +
I
Not
discussed, Japanese companies (38)

32

Discussing/
concluded,
8

Not
discussed,
30




Principle 2: Enhancing Public Access to Clinical

Study Information
Details of “Discussing/concluded” --- Current situation JPMA

Principle 2: Discussing/concluded (17)

Preparing (with agreement) 3

Discussing (No agreement) 1

0 2 4 6 8 10 12 14

Japanese companies M Foreign companies



Discussion on Principle 3: Sharing Results with

Patients Who Participate in Clinical Trials

Foreign companies (11) JPMA

Total (49)

Discussing/
concluded,
13

Not
discussed,
36

Not

discussed,
3

Discussing/
concluded,
8

Japanese companies (38)

Discussing/
concluded,
5

Not
discussed,
33

11



Principle 3: Sharing Results with Patients Who

Participate in Clinical Trials
Details of “Discussing/concluded” --- Current situation JPMA

Principle 3: Discussing/concluded (13)

Preparing (with agreement) 3

Discussing (No agreement) P

0 2 4 6 8 10

Japanese companies M Foreign companies



Discussion on Principle 4: Certifying Procedures for

Sharing Clinical Trial Information
Foreign companies (11) JPMA

Total (49) Not

discussed,
3

Discussing/
concluded,
8
Discussing/
concluded,
13

—
—
Not Japanese companies (38)
discussed, Discussing/
36 concluded,
5

Not
discussed,
33

13



Principle 4: Certifying Procedures for Sharing Clinical

Trial Information
Details of “Discussing/concluded” --- Current situation JPMA

Principle 4: Discussing/concluded (13)

Applied 4

Preparing (with aggreement) 1

0 2 4 6 3 10 12

Japanese companies M Foreign companies



Discussion on Principle 5: Reaffirming

Commitments to Publish Clinical Trial Results
Foreign companies (11) JPMA

Total (49) Not

discussed,
2

Discussing/
concluded,

9
Discussing/
concluded,
16
I +
I
Not
discussed, Japanese companies (38)
33
Discussing/
concluded,
7

Not
discussed,
31

15



Principle 5: Reaffirming Commitments to Publish

Clinical Trial Results

Details of “Discussing/concluded” --- Current Situation

Applied

Preparing (with agreement)

Discussing (No agreement)

JPMA

Principle 5: Discussing/concluded (16)
: 8
§ 1
| 1
0 2 4 6 8 10 12 14

Japanese companies M Foreign companies

16



Difference in awareness/approach between overseas

Q)
TPMA

Principles 1, 2, 3, 4 and 5: Japan has not started any actions regarding each
F | principle. We recognize the necessity of actions, but have not reached the
agreement.

and Japan:

F | In principle, Head office responds.

F | Awareness and approach are weaker in Japan compared with overseas.

Principles 3 and 4: Data to be shared, different language per region, different

F policies and regulations depending on a country.

| Principle 1: Japan office tends to make a rule at first, so discussion with
overseas comes after the rule making.

| Principle 1: Japan is under discussion. Principle 2: Japan is applying now.
Principle 3: Japan has not kicked off yet.

J | Principle 2

| At this point, difference is not clear because Japan and overseas have not
discussed together.

J | Principle 3

J: Japanese company, F: Foreign company



Remarks \._

JPMA

e Foreign companies are more likely to apply to each
principle than Japanese companies.

e All EFPIA companies apply to principles (except for
one company in principle 3&4).

e Discussing/concluded in Principle 3&4 is lower than
that in other principles.

18



Principle 1: Enhancing Data Sharing with Researchers

)
Details of Limitation of Region (Yes): \..9

J | Exclusion of studies whose data and CSR are not English

J | Under discussion
J | Studies sponsored by EU/US

Details of Limitation of Study Completion Timing (Yes):

Studies which have been approved in EU/US after 1 Jan 2014 (In case of additional
indications, studies for such additional indications only)

Please see “clinical data sharing” page in our company’s website.

Studies whose NDA submissions were made after January 2014

Studies after 2006

Studies which have been started after 2005 (TBD)

Studies after 1 Jan 2014

Studies which have been completed after Sep 2007 (but on a case-by-case basis)
(Current situation) Studies which have been completed before 10 years of clinical
study data disclosure/provision requests

J | Under discussion

J | Studies which have been completed after Jan 2010

Studies which have been approved in EU/US after Jan 2014 and included in the
Dossier

F

M MM m | T ™

J: Japanese company, F: Foreign company 20



Principle 1: Enhancing Data Sharing with Researchers

Details of Limitation of approval (Yes): JPMA

F

Only approved indications

Only approved drugs in EU/US (For a vaccines, an approval in either EU or US is OK.
For a non-vaccine, approvals both in EU and US are necessary.)

Only approved drugs in EU/US

Please see “clinical data sharing” page in our company’s website.

I I o O e o O A

Only approved drugs (or drugs whose developments were terminated)

Only studies which were submitted to the authorities (EMA, FDA, etc.), studies
under the review at the authorities, and studies which will be submitted to the
authorities

Studies of projects which have been approved in EU/US or whose developments
were terminated, and studies which have passed 2 years from the study completion
(but on a case-by-case basis)

Data on studies}excluding reference studies) whose reviews were completed by
authorities in JP/US/EU are disclosed after the approvals

Studies which have been approved in any country after 2005

Under discussion

Only approved drugs in US/EU

Studies which have been approved in EU/US after Jan 2014 and included in the
Dossier

J: Japanese company, F: Foreign company

21



Clinical Trial Result Disclosure

PhUSE Single Day Event
30 June 2015

Mina Izuchi
Medical Writing

Pfizer Japan Inc.




Disclaimer

All the views expressed in this presentation are personal
opinions and do not convey any institutional view.
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© New Statement form of PhRMA / EFPIA

© Three themes from PhRMA / EFPIA Principles
« Status in Pfizer / Pfizer Japan

© Conclusion

@ PhUSE | 30 June 2015 3



New Statement form PhRMA / EFPIA

Principles for Responsible
Clinical Trial Data Sharing

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
« Respecting the integrity of national regulatory systems
- Maintaining incentives for investment in biomedical research

= Link

“Principles for Responsible Data Sharing” issued by PhRMA and EFPIA in July 2013.

@ PhUSE | 30 June 2015 4



Three Themes from PhRMA / EFPIA Principles

< & Principles > <3 Themes >

~ ™~

#1 Enhancing data sharing
ith h
T TeReETneT p Access to Data
~N

(#2 Enhancing public access
to clinical study information Principles 1 &3
\(CSR synopses/tables)

-
#3 Sharing results with
patients participating in

Posting Results

clinical trials

\_ Y,

(~ _ _ ) Principles 2 & 4
#4 Sharing results with

patients in clinical trials
- y,

~ N
#5 Reaffirming commitments

to publish clinical trial results
— ,

Principle 5

[Pfizerd PhUSE | 30 June 2015 5



Status in Pfizer and Pfizer Japan

1. Enhancing data sharing with researchers
— Biopharma-company needs to establish review board.

INSPIIRE
2. Enbhancing public access to clinical study information

— Public Disclosure Synopsis (PDS) for studies which submitted to FDA,
EMA or national competent authority of EU

Pfizer.com, Eudra, JAPIC
3. Sharing results with patients in clinical trials

—  Providing a factual result summary to patients
Pfizer Link, Blue button
4. Certifying procedures for sharing clinical trial information

—  Certifying a publicly available web site

Pfizer.com

5. Reaffirming commitments to publish clinical trial results
—  Publication of all P3 studies’ results (at minimum)

@ PhUSE | 30 June 2015 6




INSPIIRE

Principle #1

Community Enhancing data
Ssharing with researchers




INSPIIR:

Process for patient-level data requests in Pfizer

Researchers submit request
through INSPIIRE Portal

INSPIIRE Portal g

Pfizer Review
Committee

Decline
Decision

. ‘_;ﬁ

A

Approve

78R
@/ InspliRe Portal

(INSPIIRE)

The mission and purpose of the Investigator-Initiated Research (IR} Program and the Compound Transfer
Program (CTP) is to provide support for investigator-initiated research that advances medical and scientific
knowledge about our products and that generates promising medical interventions. This global program is open
to all researchers who are interested in conducting their own research

Pfizer support is typically provided in the manner of funding, and/or drug (either formulated or pure compound)
depending upon the type of research

To learn more about general eligibility criteria and submission requirements click here

Please contact a Pfizer Medical Representative prior to Submission. For assistance email us at:
E1 IR@Pfizer.com

Welcome to the Integrated System for Pfizer Investigator Initiated Research ; Login ;

Pfizer Home | Contact Us

Username: [

Password: |

Forgot Password?

For security, please type the letters above:

New Users

Don't have an account? Click below

\.

Help

Approve

Submit Proposal Decline
for Independent

Review

Independent
Review Panel

Agreement and Access

PhUSE | 30 June 2015

Pfizer notifies
researcher & posts
outcome



Pfizer.com / Eudra / JAPIC

Principle #2
Enhanced results posting
(CSR synopses / tables)




Pfizer.com / Eudra / JAPIC:

Enhancing public access to clinical study information

EXZME -9 —-2

1yakuSearch

EERABRIEER

JAPIC Clinical Trials Information

I-hplcﬂl-l-. JapicCTI-

F EESBES jums

[nz

Ewmms

P DR o 28 o o s

HwaRgR

lsmar2-5:-x
e
==

AR v
FER v

Omtr Ozt OFis @ =y
@as8 OxE OmEuL

E3.8

( SUTF ]

EF -S4~ ATHETS HREIUSFEW) THTIRELREENE L.
FinE GRonE FiMEY) BRISSELALOTT.
Y4 ML W00k imry baistryS LUV IMEOTREERATREY/FEL

ERESERS 12

&EESE BE3EORIIZES =

PUBLIC HEALTH

European
Commission

> DG Health and Food Safety > Public health > N

European Commi nd updates on pharmaceuticals > Eudr

NEWS AND UPDATES ON PHARMACEUTICAL.

© Alltopics

Gobackto News and updates on pharmaceuticals 3 Eudralex

Health Professionals®?  Careers  Investors Partners® News*

About Us+ Products~ Researchr Responsibility~

Therapeutic Areas ~ Science & Technology ~ R&D Partnering -

Qinical Innovation Phases of

Development

Policies, Positions &
Case Studies.

Trial Data & -
Results

Data Access Requests Returning Data to
Patients

Home - Research » Clinical Trials - Trial Data & Results

Clinical Study Report Synopses

Cinical Study Reports (CSRs) are often created as part of the process of submitting applications for new
medical treatments to regulators. CSRs answer questions such as: Why was the tial done? What were the
important questions asked in the trial? What were the results? CSRs also include extensive details on the
course of treatment for patients, the medical information collected from the patients as part of the
research, and demographic data, as well as other kinds of information to explain how the trial was
conducted and results were analyzed.

Because CSRs contain information that could be valuable to researchers, Pfizer is making electronic
synopses of CSRs publicly available on this website. They include the synopsis of the CSR submitted
to the regulatory agency.

Any data that could be used to identify individual patients has been removed. Synopses will be
posted for trials either initiated after Sept. 27, 2007, or trials initiated on or before that date that
were still ongoing as of Dec. 26, 2007. To access the synopses that have been posted to date, press
the "Show Results" button to see the full list, or filter the results using the fields below.

Choose Brand Name: All
OR
Generic Name - All
Study Phase: Al
NCT 1D Number: I \
Start date Range: From ‘ |To|

Eg. 2015-06-19 Eg.2015-06-19

Health & Wellness~

Find a Trial

= =

Contact Us~

Cinical Trials

Post Marketing
Commitmen

Responsible Data Sharing

Pfizer's practices adhere to the principles for
responsible data sharing laid out by the
European Federation of Pharmaceutical
Industries and Associations (EFPIA) and the
Pharmaceutical Research and Manufacturers of
America (PhRMA).

Pfizer Policy Public Disclosure of Pfizer Clinical
Study Data and Authorship

Read the PhRMA/EFPIA principles i (PDF)

How Pfizer meets or exceeds the PARMA/EFPIA
commitments (PDF)

A Guide to Requesting Pfizer Patient-Level
Clinical Data (PDF)

Frequently Asked Questions (PDF)

Statistical Analysis Plan Sample (PDF)

PhUSE | 30 June 2015
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Pfizer Link

Principle #3

Clinical Trial Alumni Community




Pfizer Link:

Clinical Trial Alumni Community in Pfizer

Welcome JohnDoe | Update yourprofie | Logaut

Pfizer Link (0

» Maintain connection with patients who have
recently completed Pfizer studies

* Patient opt-out as a default, but require

registration to activate
» Share study results

* Engage for future studies, REMS
commitments, etc.

 Patient KOLs
» Research Ambassadors (capture stories to

Home | AboutClinical Trials | Health Resources | Study Results | Research Opportunities

Welcome to the
Pfizer Link Websitel
On this website you can:

) Access useful resources and information to
L help you manage your condition

0 Find out when published study results

O Find out about potential research opportunities
A like clinical frials, surveys, and more.

O Update your profile

video)
i et S * Positioned to be the vehicle for sharing
Piizer Link Newsletter Soring 2013 odf how organized and thorough the sfudy was. From the materials fo
T ——— i st acrry results
Piizer Link Newsletter, Fall 2012 pdf made the ial extremely essy o infegrate into my everyday Iife. |
enjoyed parficipating and would not hesitate fo do it again.”

I * In Production. In partnership with Alliance
Partners, in 2014, 92 U.S. studies/~2500

patients receiving enroliment packets. Fully

integrated into the study close-out process.

@ PhUSE | 30 June 2015 =



Clinical Trial
Patient Lay Summaries

Principle #3
Sharing results with patients




Patient Lay Summaries:

Distribution Program Overview in US

—  Patients study should post ClinicalTrials.gov
Clinical Trial %
RESULTS after launch

« After trial results are posted on

Research Sponsor: Pfizer
Drug Studied: Pregabalin (Lyrica®)

ina Gl Tl NCToi7653 ClinicalTrials.gov, a neutral 3" party partner will
translate the results into lay language

Thawk you! — Summaries validated at 61"-8" grade reading level for broad
As a clinical study volunteer, you belong to a large community CO m p re h e n S i o n

of volunteers around the world. You help researchers answer

important health questions and help them discover new medical

Study Date: March 2010 to January 2012

ot i el i for e — Summaries can be created in print, audio, and webpage
an Yc:u orParthIpatmg in the clinical trial for the drug
o g e b B formats to meet the preference of study volunteers

prescription medicine used in adults to treat the pain of damaged
nerves in their arms, hands, legs or feet, caused by diabetes.

T a————— « Lay language translations will be reviewed by

thinks it is important for you to know the results of your trial.

An independent non-profit called CISCRP ed thi H

et o e o et Pfizer for accuracy and approvals
and feel proud of your key role in medical research. If you have

questions about the results, please speak with the doctor or staff

e « The 3™ party will engage study sites to
v distribute lay results via mail or “Pfizer Link” to
patients

IPfizer] PhUSE | 30 June 2015 14



Press release for Pfizer Japan (1)

Nikkan yakugyo of 5 March 2015
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Blue Button

Principle #3

Returning Clinical Trial Data to Patients




Blue Button® :

Returning Patient Clinical Data in Pfizer

Blue Button Overview

*  White House Initiative launched August 2010

+ Standardized technology that would allow Veteran’s to easily access & S gy @ ’@m (st &)
download their personal health information to create empowered patients - Mv -

« VA's “Blue Button” made available for national use by any group in 2011 Vihctes, VA CED ana ore.

pppppppp

1st Pharma to Launch Blue Button Pilot Giving

Patients in our Studies their Electronic Clinical Data  Source:

» Patients access Blue Button through Pfizer Link (online community for http:/www.va.govibluebutton/
patients completing Pfizer studies)

« Individualized electronic data provided in XML and PDF format Pfizer Link | ()

+ Complies with HIPAA, Safe Harbor & Patient Privacy '

Vkkmeddm bz | Upisesoueole | Lo

Pfizer is Leading in using Blue Button to Return
Cllnlcal data to Study Participants

Provide patient “deliverables” at study end for increased patient
empowerment

* Improve engagement

* Encourage recruitment retention

* Impact care coordination and outcomes

@ PhUSE | 30 June 2015



Pfizer.com

Principle #4

Sharing clinical trial information




Pfizer.com / Clinical Trials Redesign:
Sharing clinical trial information

Find a Trial 0~ | - a

Lowsw g d3rs of 1met avecten v AN P ol wd e ey SR Uy TROAT of e ol
MRS 1ML U el Pt T e IR O T AT LR COMR W et WL GRS T e bl B8 AR N
o dhapeg vy @) Lol ccrangesl D abe® md ourt sagw 3o 0 faraleed o iyl e mil cum SoaeTa

—
S !
om0 g pn; o) 1 Y [ ]
@ OMe D18 O Nolme

Currently featured trials:

Attention Deficit/ Afterovenous Metochromatic Hunter Syndrome.

Hyperoctivity Dworder  Frstuda Study Levkodystrophy MPS 11 Study

(ADHD) Study (MLD) Study
S

Attention Deficit/ Artericvenous Metachromatic Hunter Syndrome,

Hyperoctivity Disorder  Fistula Study Leukodystrophy MPS 11 Study

(ADHD) Study (MLD) Study

Multi-layered, new functionality of
Clinical Trials landing site

Robust Pfizer.com / Clinical Trials with
links to;

Trial Searches

Protocol Pages

Clinical Team Spaces

Pfizer Link alumni community,
information for potential participants
and investigators

Authoritative sources of study results

@ PhUSE | 30 June 2015 20



Conclusion

* There are 5 commitments in PhnRMA / EFPIA Principles for
Responsible Clinical Trial Data Sharing.

« Pfizer policy follows the “Principles for Responsible Data
Sharing” issued by PhRMA / EFPIA in July 2013.

— Under our Policy: Pfizer is sending easy-to-understand
summaries of clinical trial results to the trial participants.

<Patient Lay Summary>
« Pfizeris 1st Pharma to Launch Blue Button Pilot Giving
Patients in our Studies their Electronic Clinical Data.

@ PhUSE | 30 June 2015 21



Thank you
for your attention




Multi-sponsor request website
clinicalstudydatarequest.com

Yoichi Higashibeppu, Eisai




Contents of my part

1. What is CSDR (Clinical Study Data Request.com)?

What is going on outside Japan?
- A new way of cooperation between industry and academia -

2. Sponsor Specific Information in CSDR

3. View Available Clinical Studies in CSDR




Examples --- Before Starting what's CSDR:
Websites: Data Sharing Initiatives

R ResearcH

http://www.abbvie.com/research-innovation/clinical-trials-data-and-information-sharing/data-and- q "" 4 . D DATA
information-sharing-with-qualified-investigators.html . Projiect Da C CENTER

DATA AND INFORMATION SHARING WITH QUALIF\ED RESEARCHERS
OUR COMMITMENT TO SHARING DATA AND o =,
NFORMATION L ‘

rm :ﬁfi = ab bVI e PROJECT | - enmany

i2b2

Informatics for Integrating Biology & the Bedside

http://bms.com/clinical_trials/pages/disclosure.aspx THE
- - - bio mc?ﬂrslérglga
S Bristol-Myers Squibb MidT Sentinel)

http://www.novonordisk-trials.com/website/content/how-to-access-clinical-trial-datasets.aspx

Novo Nordisk

For rassarchars: How to acewss clinicel trial datasets

http://wwwext.amgen.com/about/data_sharing_research_proposal.html BEER International
P O ¥ ==.= SAE Consortium canm c:( T lm
: - ¢ A @
I I I g e n U.S. National Library of Medicine / lml N Ir?lgo‘gtr%\é%
. S o INitiative

Platform

Medical Research Council

http://www.pfizer.com/research/clinical_trials/trial_data_and_results/data_requests
Data Access Requests The Research Program on
Ty i P f i Z e r Genes, Environment, & Health

o
e
v

ﬁmDmM @ Dementias

[ {1 b | @ Centers for Disease Control and Prevention

https://www.celgene.com/research-development/clinical-trials/clinical-trials-data-sharing/ CDC 2477 Saving Lives, Protecling Pecple™
CLINICAL TRIALS DATA SHARING neu-l I!l B

PARKINSON'S

Ce I g e n e S patientslikeme: oS age

N

SGC




Examples --- Before Starting what’s CSDR:

EFPIA Clinical Trial Data Portal Gateway

http://transparency.efpia.eu/responsible-data-sharing/efpia-clinical-trial-data-portal-gateway
EFPIA Clinical Trial Data Portal Gateway

EFPIA's gateway for available clinical trial data offers a published list of member companies’ online portals aimed at
advancing respongible clinical trial data sharing. A& promize to develop these portales was established ag part of joint EFPLA-
PhRMA commitments on clinical trials data transparency, which came into full force on 1st January 2014, More information

about Clinical Trials and the EFPlA-PhRMA Commitments can be found on EFPIA’s Respongible Transparency platform.
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What is CSDR?

May 2013, GSK -> Jan 2014 Multi-Sponsor Site

CIinicaIStu[,iyJ Riegistered Uszers, Please Login

DataRegquest.com

HOME STUDY SPONSDAS STEF BY STEP HY ABEQUESTS LGN OR CREATE AN ADDDUNT HETRICS HELP

- ¢ 13 companies

To view studies from a stucy zponzor, select the relevant logo. If you would like to view studies f J 2015
from maore than one spomsor youw can returm to this page and select 3 different logo to view studies aS O U n e

from that sponsor. Alternatively select the logo for this site to search 2l studies listed on the site.

Sponsor specfic information i provided in the Study sponsors section of this site.
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2013/5/7~2014/5/31

Data Sharing, Year 1

Access to Data from Industry-Sponsored Clinical Trials
N Engl J Med 2014; 371:2052-2054November 27, 2014

Requirements check Review by IRP*

Did not meet
requirements or further

Rejected or

\ *IRP: Independent Review Panel
advised to

details were required resubmit
7 3

Data-sharing
agreement

Withdrawn by the

Submission

requestor
2

Withdrawn by
the requestor

1

Data preparation

In process
4

In process
6

In process
12

In process
10

o




You can follow Updated Metrics of CSDR

https://www.clinicalstudydatarequest.com/Default.aspx

Clinica [Study E Registered Users, Please Login

DataRequest.com

HOME STUDY SPONSORS  STEP BY STEP MY REQUESTS = LOGIN OR CREATE AN ACCOUNT MI:TR! HELP

Access to clinical trial data provides opportunities to conduct
further research that can help advance medical science or
improve patient care. This helps ensure the data provided by

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

Metrics

A summary of the number of research proposals and enquiries that have beensubmitted since May 2013 is

provided here. Metrics for research proposals are updated monthly and metrics for enquiries are updated every
three months.

The table below provides metrics for different parts of the process following submission of a research proposal
(Requirements check, Independent Review Panel (IRP) review, Data Sharing Agreement, Data preparation and
conduct of the research project). The “In process” rows provide the number of research proposals in this part of

the process. The other rows for each part of the process provide the total number of research proposals that have
achieved that outcome.

(Research proposals requesting access to patient level data (number of proposaa

Number of Research Proposals submitted up to 30 April 2015 126
Requirements check In process 11
Withdrawm b the rennectar

12 )




2013/5/7 ~2015/4/30
(2013/5/7~2014/5/31)

Update Metrics

Requirements check Review by IRP*

Submission

Did not meet Rejected or IRP: Independent Review Panel
requirements or further advised to

details were required resubmit

10(7) 8(3)

Data-sharing _
agreement Data preparation

Withdrawn by the Withdrawn by

Withdrawn by

126(58)

requestor the requestor the requestor
12(2) 2(1) 1(0)

In process In process In process In process
11(4) 0(6) 23(12) 9(10)

=




You can follow detalls of Research Proposals

Metrics

A summary of the number of research proposals and enquiries that have beensubmitted since May 2013 is
provided here. Metrics for research proposals are updated monthly and metrics for enquiries are updated every
three months.

The table below provides metrics for different parts of the process following submission of a research proposal
(Requirements check, Independent Review Panel (IRP) review, Data Sharing Agreement, Data preparation and
conduct of the research project). The “In process” rows provide the number of research proposals in this part of
the process. The other rows for each part of the process provide the total number of research proposals that have
achieved that outcome.

Research proposals requesting access to patient level data (number of proposals)

Number of Research Proposals submitted up to 30 April 2015 126
Requirements check In process 11
Withdrawn by tha reanastar 172

Data Sharing Agreement | In process 23

Withdrawn by the requestor 2

Not agreed (not signed) ' 0

Agreed (signed) View details of these research proposals 60

Nata nrenaration In nrocess 9

| amnck
The table below provides details of app | research proposals that have signed Data Sharing Agreements,
Proposal number Study sponser(s) | Title Lead researcher
Leng-acting beta2-agonists for
611 GSK chronic obstructive pulmonary Kayleigh Kew
disvase
Predictive ansd Prognostic Value of




Examples: Agreed Research Proposals

Risk factors and Biomarkers

Methodological

Comparing treatment regimens

Optimizing treatments

Co-morbidities/Lifestyle factors

Re-analysis of GSK study

Validation study on magnitude of tumor shrinkage as a prognostic
marker

The Development of Toxicity Prediction Tools to Assist Oncologists
in the Management of Adverse Events in Patients Receiving
Treatment with Lapatinib

Antiepileptic drug monotherapy for epilepsy: an overview of
systematic reviews and network meta-analysis

Relationship of Activated Clotting Time and Bleeding Related
Outcomes in the FUTURA OASIS-8 Trial

Factors influencing immune response and patient outcomes
following influenza vaccination

A multi-center, double-blind, placebo controlled study of
paroxetine and imipramine in adolescents with unipolar major
depression - efficacy and adverse outcomes



What do you think the figures?

Z - Number of ...

0/359

In Clinical Study Data request.com
as of April 30, 2015
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What do you think the figures?

25 25 9
us 21 UK Australia 5

) Canada 4 Spain Jordan 2
Z :Number of Agreed (signed) Proposals Netherlands 3 India 1

Research proposals requesting access to patient level data ﬁaﬁ;many Taiwan 1

Sweden
Switzerland
Belgium
Denmark

Japan :>O / 5 9

In Clinical Study Data request.com
as of April 30, 2015
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Sponsor Specific Information in CSDR 1

https://www.clinicalstudydatarequest.com/Default.aspx

Clinica IStUdyE Registered Users, Please Login

DataRequest.com

HOME STUDY SPUNSQ STEP BY STEP MY REQUESTS = LOGIN OR CREATE AN ACCOUNT  METRICS  HELP

This site

Access to clinical trial data provides opportunities to conduct
further research that can help advance medical science or
improve patient care. This helps ensure the data provided by

Study sponsors who have committed to use this site are
Astellas, Bayer, Boehringer Ingelheim, Eisai, GSK, Lilly,

Novartis, Roche, Sanofi, Takeda, UCB and ViiV Healthcare. C'ln |CalStUd)I/ :| Registered Users. Please Login
DataReguest com *

HOME = STUDYSPONSORS — STEFBY STEF | MYREQUESTS = LOGIN OR CREATE AN ACCOUNT ~ METRICS | HELF

This section of the site provides information on study sponsor's onteria for listing studies and other relevant
sponsor specific information.

Select the sponsor’s logo to view this information.

FKastellas @ [Il ?n‘t:cliﬁt?iﬁr @ @

Visit sponsors website = Visit sponsor's website = Visit sponsor's website = Visit sponsor's website = Visit sponsors website =

L
% U NOVARTIS Ly

SANOFI

Visit sponsor's website = - Visit sponsor's website = - Visit sponsor’s website = - Visit sponsor’s website = - Visit sponsor's website =

= ViV

Healthcere

Visit sponsors website = Visit sponsors website =



Sponsor Specific Information in CSDR 2

== e Studies listed
e  Exceptions
e * When studies are listed
s « Additional conditions for data access
B » Datasets and documents provided
= e Enquiries
e  Review criteria for enquiries
e T— « Anonymisation standards
e — e Clinical study register



Eisai: Sponsor Specific Information in CSDR 1

Studies listed

Exceptions

Eisai sponsored Phase 2 and 3 studies and phase 4 interventional studies

will be listed as described below:

* For products and indications submitted and approved by EMA and FDA,
after 1st January 2014 and only after the primary manuscript describing
the results has been accepted for publication. An Enquiry Form can be
submitted for an unlisted study to confirm availability.

Eisai will not share clinical data:

» where there is reasonable likelihood that a patient could be re-identified

» where clinical data does not exist in a format that can be readily
anonymised

» where supporting documents are not in English

* where agreement to disclosure clinical data is not gained with a co-
development/research/marketing/promotion partner for a
compound/product

» where data has been collected subject to legal, contractual or consent
provisions that prevents further sharing of clinical data.

When studies are listed When the stated criteria are satisfied.

Additional conditions
for data access

In exceptional circumstances, access to data may be declined by the
sponsor, for example, where there is a potential conflict of interest or an
actual or potential competitive risk.

19



Eisai: Sponsor Specific Information in CSDR 2

Datasets and
documents provided

Where available, the following anonymised patient level data and
information is provided for each clinical study.

Raw dataset. This is the data collected for each patient in the clinical study.
Analysis-ready dataset. This is the dataset used for Eisai’'s analysis.
Protocols with any amendments. This describes the objectives, design,
methodology, statistical considerations, and organisation of a clinical study.
Annotated case report form. This is a blank case report form with
descriptions of the data collected and how they are described in the dataset.
Reporting and analysis plan. This describes methods of analysis,
procedures for data handling and data displays (figures and tables) Eisali
used for the study.

Dataset specifications. This is the meta-data which describes the
datasets e.g., variable labels, variable descriptions, code lists, formats.
Clinical study report. This is the report of efficacy and safety data from
the study. It forms the basis of submissions to regulatory authorities such as
the Food and Drug Administration (FDA) and the European Medicines
Agency (EMA). Documents will be redacted to protect personal data of study
participants, study personnel, and Eisai employees, and to protect Eisai’s
commercially confidential information and intellectual property rights.
Requests for access to full CSRs will only be considered if the full CSR is
available in English language. Appendices which include patient level data
are not included. Eisai will not share case narratives.




Eisai: Sponsor Specific Information in CSDR 3

Enquiries

Review criteria for
enquiries

Anonymisation
standards

Clinical study register

Researchers can enquire about the availability of data from Eisai clinical
studies that are not listed on the site before they submit a research proposal.

The primary manuscript of the study has been published or accepted for

publication.

The studies are for the formulation and indication approved by the FDA and

EMA

Eisai will not share clinical data:

» If there is reasonable likelihood that a patient could be re-identified

» If clinical data disclosure leads to commercial competitive risk.

» |If agreement to disclosure clinical data is not gained with a co-
development/research/marketing/promotion partner for a
compound/product.

» If data has been collected subject to legal, contractual or consent that
prevents further sharing of clinical data.

» If there are considerable operational constraints (costs, resource) to
providing access to the data.

Next page @

Anonymisation
linical trial datas

http://ClinicalTrials.gov




Eisai: Sponsor Specific Information in CSDR 4

Anonymisation of Clinical Trial Datasets

Anonymisation of Clinical Trial Datasets
1. Introduction

Providing access o data in ways that allows further research while maintaining the privacy
and confidentiality of research participants is critical. There are also privacy laws and
regulatory guidance which need to be followed (for example guidance from European data
protection regulators and Code of Federal Regulations - Title 45: Public Welfare, Subtitie A
§164.514). Publications in this area which provide guidance’”.

This document describes the approach taken by a number of the study sponsors to prepare
data for sharing with other researchers in a way that:

* Minimises risks to the privacy and confidentiality of research parficipants.
* Ensures compliance with data privacy legal requirements.

Other study sponsors achieve these objectives using other approaches (see the Study
sponsors section of ClinicalStudyDataRequest com).

2. General Approach

Access is provided to anonymised data. Anonymisation involves:

ion (PH) from the dataset. This
includes recoding identifiers (by replacing the original code number with a new code
number), removing free text verbatim terms, Replacing date of birth with year of birth
or age and replacing all dates relating to individual subjects with dummy dates or
replacing them with a study day.

]

. Destroying the link (code key) between the dataset that is provided and the
original dataset. Some Data Protection Authorities in Europe suggest that the data
can only be consi if personal i ion is removed (or redacted)
and the subject code number cannot be linked to a research participant. Therefore,
research participants’ idenfification code numbers are anonymised by destroying the
code key that was used to generate the new code number from the original (i.e.
destroying the link between the two code numbers).

" Hrynasziiewicz | Norton ML, et al. Preparing raw clinical data for publication: guidance for journal
editors, authors, and peer reviewers. BMJ 2010; 340: c181.

? De-identfication of Clinical Trials Data Demystfied Jack Shostak, Duke Clinical Research institute
(DGCRY), Durham, NG hitp:#www lexjansen. pdf

=

Introduction

General Approach

3. Removing personally identifiable information (PII) from
the dataset

Review and Quality Control

Destroying the link (key code) between the dataset that
is provided and the original dataset

N

o s

Appendix 1:
A non - real example illustrating removal of personally
identifiable information using the dummy date method

Appendix 2:

A non - real example illustrating removal of personally
identifiable information using the study day method and
aggregation of small centres



View Avalilable Clinical Studies in CSDR 1

https://www.clinicalstudydatarequest.com/Default.aspx

Clinica IStudyE Registered Users, Please Login

DataRequest.com

HOME = STUDY SPONSORS  STEP BY STEP MY REQUESTS = LOGIN OR CREATE AN ACCOUNT  METRICS  HELP

This site

Access to clinical trial data provides opportunities to conduct Study sponsors who have committed to use this site are
further research that can help advance medical science or Astellas, Bayer, Boehringer Ingelheim, Eisai, GSK, Lilly,
improve patient care. This helps ensure the data provided by Novartis, Roche, Sanofi, Takeda, UCB and ViiV Healthcare.

‘ Find out more » ‘

View and submit »

You can view studies listed on this site After you create an account, you can select studies
before creating an account... » and submit a research proposal or enquiry... »

Clinlcalstudyj Registered Users, Please Login
DataRequest com -

To view studies from 2 study sponsor, select the relevant logo. If you would Tike to view studies from
more than one sponsor you can return to this page and select 2 different logo to view studies from that
sponsor. Akematively select the logo for this site to search 2l studies fisted on the site.

HOME = STUDYSPONSORS ~ STEFBYSTEF  MYREQUESTS = LOGIN ORCREATE AN ACCOUNT = METRICS = HELP

Sponsor specific information i provided in the Study sponsors section of this site.
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View Avalilable Clinical Studies in CSDR 2

jahwl[na

able clinical studi

Scrall down the list of studies provided below, Studies are listed by study medicine in
alphabetical order. Alternatively you can browse the list of studies using the search
function.

To select studies and submit a research proposal or enquiry, go back to the Home page
and select View and submit,

This takes you back to the
previous page to enable
you to view studies from a
different sponsaor.

Select medicine, medical condition or phase from the drop down
boxes. This searches all the available clinical studies. Selecting from
mare than one drop down box will "and” the criteria.

@ View studies from 2 Find by:

different sponsor

..Ee!ﬁ:Msn:he. H
_.Seb:llenta{mr.lm. B
SeiemSname E[ 11 Search results for: "Phase 3"

ﬁ Click the study title to find more information about the study.

o
n

Alternatively search for studies using the Astellas Clinical Study

sfungin
Identification Mumber or study title by entering full artial 3 = -
information, ] a "1 [:i "-I 1;..:'
B i L=

- »aﬁll’i‘l]aﬂ
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View Available Clinical Studies in CSDR 3

CT Phase Distribution of DataRequest.com (as of June 5, 2015)

Phl Phl1/2 Ph2 Ph2/3 Ph3 Ph4 sum (Japan)

Takeda 225 3 39 7 87 6 367 14
Roche 0 0 27 0 76 8 111 0
Bl 17 1 53 0 143 58 272 7
GSK 230 0 222 1 572 214 1239 18
Lilly 0 0 43 3 97 25 168 0
Novartis 0 0 0 0 6 0 6 0
UCB 0 0 4 0 17 0 21 0
Viiv 0 0 13 3 24 7 47 0
Astellas 0 0 2 0 11 0 13 0
Sanofi 0 0 0 0 2 0 2 0
Ei?;?r Coming soon

sum 472 4 403 14 1035 318 2246 39




Summary

We’'ve introduced ...
1. Summary of the questionnaire survey

2. Challenge example in 3. Sharing Results with Patients Who Participate
in Clinical Trials”

3. Multi-sponsor request website clinicalstudydatarequest.com

JPMA-DS-TF8 continuously stimulates discussion on “Clinical Trial Data
Sharing” in Japan from the standpoint of Data Science.
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