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Disclaimer

This speech reflects the views of the
speaker and should not be construed to
represent FDA's views or policies




e This is a Conversation, A Relationship

e Learning About Collaboration

e Current Working Groups

A Small, Selective Sample of Projects: Old and New
« Meanwhile ... Back at the FDA

« CDISC and PhUSE

* Challenges/Progress

* Looking for Motivation




e Some History
A Note Concerning Tom Sawyer

 Last Year
— “Pre-Competitive Collaboration”
— CSS and Meetings 2.0

— “Socializing Deliverables” Tony Hewer, Emerging Technologies
Working Group
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Computational Science
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March 22-23, 2010
Bethesda North Marriott, Bethesda, MD, USA
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Edward Helton, PhD
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Mational Cancer Institute, NIH

Robert Powell, PharmD
Scientific Advisor, Roche Shanghai
John Speakman
Associate Director
Center for Bioinformatics and Information Technology
Norman Stockbridge, MD, PhD

or, Division of Cardiovascular and Renal Products
_DEF. FDA
Ram Tiwarl, PhD
Associate Director for Statistical Science and Policy
CDER. FDA
Christoffer Wenzel Tornoe, PhD
Pharmacometrics Team Leader, CDER, FDA

Weorldwide Headquarters
Drug Information A ciation, Inc.
800 Enterpri uite 200
Horsham, PA 1 L USA

Reglonal Offices

Basel, Switzarland Tokyo, Japan Mumbal, India Belling. China

FDA Forum to Promote Progress In
Computatlional Sclence from Regulatory
and Product Development Perspectives

Cne of the most important and unrecognized issues contributing
to drug development and regulatory productivity and gquality is
the ability to acquire, store, analyze, share and report information
needed to make the most informed and rapid decisions in pharma-
ceutical companies, contract research organizations, and interna-
tional regulatory agencies. This meeting will review progress an
topics such as data standards, best practices-driven analytical tool
developrment, business processes driving information systems
development, and user experience/evaluation of current toaols.

Highlights
+ Breakout Sessions:
- Monclinical preapproval
- Clinical preapproval
- Postmarket safety
- Product quality
- Data guality

= Formation of ongoing Warking Groups to address computational
science issues and solutions from the Breakout Sessions

« Poster Presentations
+ Interactive Exhibit Hall

+ Software Showcase and Demonstrations: SDTM Validation Tool
Demo- please refer to the Exhibitor Surmmary to identify which
companies are participating in this demonstration

continued

=DIA%

www.dishame.erg

Co-sponsored by m



Organization

— Steering Committee

— CSS Planning Committee
— Leadership Teams

— Projects

Connecting with the FDA
Technology — Wiki, Tcons, Document Sharing
The CSS




Hours Allocated
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Process Flow EPOCH Paper USUBJID Papers Unit Plan & Cover Letter

INTRODUCTIONS, PROJECT OVERVIEW, CONFERENCE EXPECTATIONS

LUMCH

LUNCH

WRAP-UP, ACCOMPLISHMENTS, AMD NEXT 5TEPS

Exp Exp
2 3
eSHARE FDA

TAUG Guidance




* Optimizing the Use of Data Standards

 Development of Standard Scripts for Analysis and
Programming

 Non-Clinical Road-map and Impacts on Implementation
« Semantic Technology

 Emerging Trends and Technologies




 Representing Clinical Program Design in RDF
— Impressive Sequel, Keeping it New

 PhUSE Data Transparency Working Group
— Recognizing a Need

« My New Camera & the SEND Implementation Forum
— Creating a Product, Becoming “Essential”




Develop an RDF information model to capture, retain, reuse and share the design of clinical programs:

- Design inputs such as claims, target product profile, development plans etc.
- Design elements such as objectives, endpoints, treatments, patient population, etc.

- Options being considered for each design decision
- Raticnale for each design decision, including related information, guidance, best practice

- Trial and program prototypes and options

Laszlo Vasko Project Co-Lead | Astra Zeneca Laszlo.Vasko@astrazeneca.com
Mary Banach Project Co-Lead | ER. Squared mbanach@er2inc.com
Frederik Malfait| Project Manager IMOS Consulting| frederik. malfait@roche.com

Join us at the 2015 CSS for the project kickoff!

2015 C55

Project Kickoff
Collect Requirements for a Clinical Program Design information model Jun 2015

Create a draft RDF model for the representation of a Clinical Program Design Sept 2015

Review and evaluate model, investigate options for a CDISC standard Oct 2015/Nov 2015

Contents [hide]
1 Project Owverview
2 Project Leads
3 Project Updates
4 Objectives and Timelines
5 Project Activities
6 Meeting Minutes
7 Archived Content
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In 2013, the European Medical Agency (EMA) released a draft policy on the publication and access to de-identified clinical-trial data for a 3 month public
consultation. A PhUSE working group provided consolidated industry comments on behalf of the PhUSE membership.

The EMA have now internally agreed the framework of the policy focusing on CSRs and the approach to raw-level patient data will continue to be discussed.

Ahead of this guidance and forthcoming EU law, many pharmaceutical companies have already started to prepare their own de-identified data to deal with
research reguests.

In 2014, 2 of the EU PhUSE Single Day Events have been focused around data transparency. It has become apparent during these 2 meetings that there is
not an industry specific standard on what rules to use when de-identifying data.

Realising the impact that this will have on our industry and in line with the PhUSE strategy to act as the industry voice to regulatory agencies, the PhUSE
Board recently agreed to set up a working group that will drive an industry set of de-identified rules that are based on the CDISC SDTM data model.

Collaboration on this is open to all PhUSE members, but we will limit each company to one person to control the size of the group and to ensure a wide
industry view. There will also be a special session at this year's October conference in London on Sunday 12. between 3-5pm.

This working group will focus in the first place to define de-identification standards in terms of rules to apply, rational and impact on data utility for quasi and
direct identifiers in SDTM 3.2. A final draft will be sent for public review in Q1 2014.

A group was formed in July with representatives from Pharmaceuticals, CROs, Academia and Software companies that now consists of 3 subteams working
on the different SDTM domains and variables:

Working Group Lead: Jean-Marc Ferran (Qualiance), PhUSE Special Projects Director

Special Purpose: Sarah Molan (Liverpool University & Cochran) Gary Chen (Shire) Carl Herremans (MSD) Beate Hientzch (Accovion) Adel Salem (Novo
Mordisk) Khaled El Emam (Privacy Analytics) Vinitha Arumugam & Patricia Coyle (G5K)

Events & Interventions: Kelly Mewes (Roche) Boris Grimm (Boehringer Ingelheim) Shafi Chowdury (Shafi Consultancy) Mancy Freidland (IBM) Cathal
Gallagher (d-Wise) Anup Patel {GSK) Sarvesh Singh (ICON) Thijs van den Hoven (Astellas)

Findings Sherry Mesh (J8J) Lauren Shinaberry (BDLS) Kim Musgrave (Amgen) Gene Lightfoot (SAS) Per-Arne Stahl (AstraZeneca) Nate Freimark (Theorem)
Jennifer Chin (EISAIL) Kristin Kelly {Accenture) Joanna Koft (Biogen Idec) Jacques Lanoue (Mowvartis)

The views published on this page does not represent the participants' companies ones.




Initial Preparations

Prepare for shooting as follows.

“ Attaching the Strap

Attach the strap.

Thread the end of the strap through the
strap hole (1), and then pull the other
end of the strap through the loop on the
threaded end (@).




Autoplay @ €D

Shoot in Manual Mode Pt. 1 - Aperture,
Shutter Speed and 150 explained

by MyStudio® Table Top Photo Studios

How To Put On A Camera Strap The Right
Way

by Photography Concentrate with Lauren & Rob

38,151 views

Canon PowerShot SX700 HS - travel
zoom 30x optical zoom

tricksTechReviews

views

Canon 5110 First Impressions as
Vlegging Camera (2014)
by

ns Photography

http://idiotusescanons110.blogspot.com

Canon Powershot SX60 HS Review &
Comparison SX60HS vs SX50HS

by |
38,71

Canon PowerShot S110- How to Attach Wrist Strap

How to Attach your Camera Neck Strap!
Do It!

by CheapGeek

kemas tham

4 i
- 11,103
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http://www.phusewiki.org/wiki/index.php?title=SEND Implementation Forum

This page is a discussion forum for SEND implementation.

<< (o to the SEND Implementation Wiki Landing Page Contents [hide]

See also: 1 Basics
. - 2 Fi
¢ SEND Implementation Wiki aram
s Usage Guidelines
¢ DISQUS FAQ
s SEND Implementation News
s Links
'd ™y
Basics
p. 4
Please see the Usage Guidelines for basic guidelines on usage of the forum.
Please see the DISQUS FAQ for basics on how to get started - e.g., how to start commenting, tips, and troubleshooting.
'd ™y
Forum |
. S
105 Comments PhUSE Wiki a Login
@ Recommend 1 2 Share Sort by Newest

L3
BDAWG
. Hello,
3
| currently have a study which involves 2 test articles, where there is a period of just one test article being dosed, moving onto a period where
both test articles are being dosed at the same time but with different dose levels.

For the Trial Sets, what would need to be stated for the Dose Level (TRTDOS) and Dose Units (TRTDOSU)? As the SEND guidelines only
specify for dose levels that vary over time, where a semi-colon can be used, but as this is going from one test article being dosed onto 2 test
articles dosed at varying levels, it wouldn't be clear if we used a semi-colon.



http://www.phusewiki.org/wiki/index.php?title=SEND_Implementation_Forum

Lilliam, Peter, Steven, Armando
- lIimpressively Handled

Lawyers, PhUSE Dellverables SDRG Federal Register
Announcement

PhUSE FDA Participants Support Group — Crystal Allard

Office of Biostatistics, Statistical Policy Council, Data
Review Committee ... Please Say “Hello”

Therapeutic Area Standards User Guides
Global Attention — PMDA, EMA

Wik




Lists
Links 1. OB/SPC Data Review Comittee Charter and Membership

Discussions

Surveys

& Recycle Bin

(2 Al Site Content Data Review Committee Team

OB/SPC Data Review Committee Charter and Membership
October 10, 2014

The OBSPC DRC (Office of Biostatistics Statistical Policy Committee Data Review Committee) will be chaired by = Stephen E. Wilson. Its
initial charge is to:

1. Describe and assess OB practice for the receipt and handling of review data and evaluate compliance with existing CDER policies.

2. Develop necessary OB-wide Standard Operating Procedures (SOPs) and guidelines for the regulatory review of data for INDs, NDAs,
ANDAs and BLAs, (e.g., quality validation of an applicant’s analysis datasets and the statistical review of efficacy and safety results).

3. Collaborate with internal data standards organizations (e.g., OSP / DST, Data Standards Program Board, CSC Board, OND Data
Standards Division Leads WG, ), CDER Offices, Centers and the FDA Commissioner’s Office.

4. Liaise with outside organizations and activities (e.g., CDISC, PhUSE, PharmaSUG, TransCelerate, CPath Institute, CFAST, DIA, HL7,
SCDM and ASA) to influence and improve the development of data collection, standardization and submission processes of the data
needed for OB review.

5. Develop external communication plans for data policies, as they are approved by the SPC. (External communication, here, refers to
data requests made to sponsors/applicants and presentations and manuscripts intended for professional audiences).

6. Coordinate with the OB Training Committee to provide periodic reassessment of OB training needs pertaining to OB/Center
SOPs/guidelines, health care informatics and data standards.




Program Overview — February 2015
Approved Therapeutic Area Standards Projects
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 New Attitudes

e Filing and 215t Century Review
 New seriousness concerning data
* “Due Data Diligence”

* "Data Partner”

* New Position Created — Lead Medical Officer, Associate
Director for Informatics, OND/IO




¢ MOU

Mutual Recognition ... Making it Real
Going Global

And so much more ...




¢ cpisc -

ABOUT | STANDARDS | COLLABORATIONS | RESOURCES | NEWS/PUBLICATIONS | EDUCATION | EVENTS | MEMBERSHIP

SN flin] [

CDISC and PhUSE Announce Signed s =02 News Archive

Partnership in Support of Ongoing Collaboration 2015 (3)
2014 (14)
February 19, 2015 2013 (12)
2012 (13)
2011 (12)
2010 (11)
€@ CDIsC Ehuse? o
CDISC Contact: PhUSE Contact:
Andrea Vadakin Sascha Ahrweiler Follow CDISC TOday
+1.316.558.0160 +49.179.4613496 ﬁ . ‘ You
avadakin@cdisc.org sascha.ahrweiler@phuse.eu in

Austin, TX - 19 February 2015 - The Clinical Data Interchange Standards Consortium (CDISC), and the
Pharmaceutical Users Software Exchange (PhUSE) announced today the signing of a Memorandum of
Understanding (MOU), strengthening the partnership for the benefit of stakeholders conducting
regulated clinical research and product development.

The CDISC-PhUSE MOU furthers the mission of each organization collectively with (1) CDISC focusing on
development of global, platform-independent data standards; and (2) PhUSE focusing on the
implementation and use of CDISC standards. The two organizations will combine efforts and seek to
collaborate on key initiatives such as the PhUSE Computational Science Symposium (C55) Working Group
projects, many of which already directly involve the testing and implementation of CDISC standards. The
Working Croups are a collaborative effort between PhUSE, the FDA, industry and the CDISC community.
In addition to these projects, CDISC and PhUSE will cooperate on joint marketing and communications

activities, particularly around CDISC Interchanges and PhUSE annual events.




* Volunteer / Co-Lead /Staying Involved

o Getting the Right Projects

* Transparency/’Optics”

* Recognition/Appreciation

 FDA Involvement — Disclaimer & “Liaison”
« Wiki and “Agile Communication”

« Testing and “Socialization of Deliverables”







e “Curating” Clinical Data?
« ADaM Analysis Results Metadata 1.0 for Review?

e Using Therapeutic Area Standards in Developing
Protocols and SAPsS?

e What's in Your Head/Heart/Gut?




Looking for Motivation

WHENA |
PLAN.COMES [ %
TOGETHER " '

. COLONEL |
“HANNIBAL" SMITH,
THE A-TEAM 3 |
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Thank You From Me, Tom
and a Grateful World
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