Closing - PhUSE Single Day Events, Tokyo, 315t Oct 2014

Why today?
What & why PhUSE?

What’s next? Link to Prezi
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Why today? (Ohuse?’

Let’s come out of the shadows while fortune smiles
o JOJSLTAHADT, BoEEEIEINT, L\ULNDTIE?
o SMFYUR - 2DDFNYIREFMLELELD

Chance 1:

NDA Submission team
Chance 2 :

Paradigm Shift




e.g. Statistical Programmer(SP) |/u;?
- a little-known amazing person

High-skilled in SAS programming
Develop, Review and Check Spec. of SDTM & ADaM in an actual study
*Follow and Apply Global standards, Regulations and Rules
*Understand what is Clinical Trials

*Understand clinical meaning of TLG in CSR

*Have a general knowledge of Biostatistics

"Lead and Cultivate junior programmers & AL
- Embody a Spirit of Teamwork Let’s come out of the shadows
*Never overlook even a small mistake

Strong Communications Skills (Biostatistician, Project Leader: PL, Data Management and etc.)
*Precisely Management of Time and Resources for CSR Development under big pressure of PL
*Overcome a hard schedule of NDA submission with never complaining \‘)’ Et‘\\},“%

BT

- Amazing skilful/knowledgeable person,
but a little-known in almost of all offices especially in Japan
- Same as other attendees today?
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Chance 1: ) f@
Let’s jJump into NDA Submission team™

NDA Submission — Crucial Event for Pharma Company

“'Eﬁ%li@&)fj@%fot/(&‘/h

Rare Opportunity — eData NDA Submission is starting

— we can be indispensable person, indispensable CRO, indispensable Vendor

Your Choice
— Mission-Critical Person or Lose your Status
— Fork in the road in your life

ANEDOFINE
Welcome Specialists

— Let’s come out of the shadows



Chance 2: Paradigm Shift cruses’

kil
Increasing “No one makes it alone”
We need you because “No one makes it alone”

Consider a lot of Alone -+ - I N HEER > AloneZz EDIEAHH ?
only Pharma, only CRO, only PMDA, only Academia, only Vendor
only Biostatistics, only DM, only CRA, only Physician,
only Japan, only Asia, only EU, only US...
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Welcome Specialists r %L(:@@ 7F@I7h\%%¢:ﬁ?rfli§§
— Let’s come out of the shadows T



( /U;?

What is PhUSE?

Welcome to

Pharmaceutical Users Software Exchange 0 ® our website

* Global Group of Programmers, Statisticians, Data Scientists

* Vendor Neutral, Inclusive and Open

— PhUSEIFZZOJSVYDERZBESNSFHEELI-NPO
— 057, EMHHR, T3 AT T4ANOEET IV —T
— RUSA—[ZHLHIIWT, GiEMHMIF—T

Mission: 4 8 9 9
Provide Platform for ‘ .
— Creating & Sharing Ideas

— Implementing Tools & Standards around Data
— Exploring Innovative Methods and Technologies
r-—w«s«ﬂ%ﬂﬂ?ﬁf&b\JOT";‘fL‘T:)‘@
= BT &EEF D



Why PhUSE? o
Aims and Scope: eDevelopment, implementation and use
Topics include but are not limited to: of clinical data management, remote

data capture and Pharmacovigilance

eStatistical programming systems
eRepresentation of clinical data eRegulatory environment and
eFundamental programming techniques regulations

and macros eDevelopment of standards
ePublishing of results eCDISC Implementation <% (0]
eElectronic submission of clinical data eUse and implementation of medical
eStatistical Routines dictionaries
eLaboratory data *Project and resource planning
ePharmacokinetic and Pharmacodynamic e\Working with consultants/ CROs

programming e Off-shoring and working in global teams
eProgram and Application development eMetrics
eSoftware development lifecycle eTraining and education programs
eValidation and quality management e|nfrastructure and IT support

5 EIEXCDISCET—IZLEL=H, PhUSEIZLEED LSIZAITHHY T,
EHDOREVIRERINWGEA——DE A TERXIETES a M EH



Why PhUSE? ~ <oruse”

website E, dHLNTAHT!

=3
Members Benefit . ,

Benefit to attend rem— Single Da

Conference

Clinical Data
Science
eAnnual Conference

eAnnual Computational Science Symposium(CSS) ~Va
eSingle Day Events (SDE) "‘
LETHTH, FEALDERIC —
News & Training THOEAAHUA—KRAITY, - R vt ot ~n
*PhUSE News
*One day training courses AoMEEWVID, 2y avDEY

e\arious e-learning courses

PhUSE Archives

ekeynotes presentation (videos)

epapers and presentations from past conferences

PhUSE Wiki and PhUSE Discussion Forum -
eLearn from the industry experts and expand your skill sets —_—
*Get an opportunity to connect with people through Py
(e

PhUSE conferences networking and volunteering opportunities

various other knowledge resources such as
Archive Members About



PhUSE Events in FY2014 ~ <~7use”

___loaation | Date _ftheme

Frankfurt Germany 6-May Implementing Standards & Custom-Tailored Solutions
Boston USA 7-May Dataset Submissions:Documentation & Strategy
London UK 22-May Clinical Trial Disclosure & Transparency

Copenhagen Denmark 22-Jun Data Transparency & Traceability

Basel Switzerland 3-Jul Data Visualisation

Indianapolis USA 15-Jul Transparency in Clinical Research

Chennai/Pune India 19-Jul Graphs Programming and Visualisation using Varied Platforms
Durham USA 5-Aug Outsourcing

Bridgewater USA 20-Aug Standards Implementation

Brussels Belgium 18-Sep Happy ADaM-ing

San Francisco USA 26-Sep Data Visualization

London UK 12to 15-0Oct Annual Conference: Data Transparency

Tokyo Japan 31-Oct Standard Data Implementation and Validation
Shanghai China 28-Nov Focus on ADaM and TFL Standardization

Silver Spring USA 15to 17 - March Annual Computational Science Symposium

S EE(X13 MDSDE(CDISC 6, Disclosure 3, other 4), hIT7L VRV UIRTO ) LER T £i-1X#EfFd,
ABDLDOZEEYD, gt EHEFIALTERI=-E R INRFEINTET , LI HETEA Y O—KRTA,



Membership Figures oruse”

Total Members 3412

from News for Pharmaceutical User Software Exchange Autumn 2014
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@
@\itga Kingdom
Switzerland
Germany
Belgium
South Africa
Denmark

United States 1310
Canada 52
Mexico 9

Singapore
’ Bangladesh

ﬂkraine
Austria
Czech Republic
Mauritius
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Two — Single Day Events Planned in FY 2015
(CEFEILSDEEZHIE2[E LY FET ! )

SDE 1:
Topic — Clinical Trial Disclosure & Transparency ({X &) |
Where — TBD

When — Around June 2015

SDE 2:
Topic—TBD
Where — TBD

When — TBD (Around Autumn to Winter 2015)



HENIFE
SN\ =HESA - ERIIHET-
Speakers & Japan working Group

Speakers Today | Japan Working Group

Ippei Akiya Yoshiteru CHIBA
Kunihito Ebi Akira Soma
Masami Ohchi Ippei Akiya
Max Kanevsky Kazuo Shinozu HYMNES , Thanks
Sponsors & Global Supporters
Yohei Takanami Koichi Yamaguchi
Yuki Ando Yoshiko Kitagawa ACRONEI
e Q). Takumi
Yumiko Asami  Yoichi Higashibeppu U Technoiogy
EPSGROLP formediz¢
Gsas

Ajay, Nand, Trudy, Adie, Steve, Frank, Yuguang



