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CDISC needs
PhUSE to succeed

David R. Bobbitt,
President & CEO of CDISC
London 2017
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PhUSE EU CSS

omputational
Science

~19th-20th June 201

~Grange Tower Bridge Hotel




Computational
Science Symposiu

The2nd

European | 19th-20th June 2017

Symposium Grange Tower Bridge Hotel, London
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STRATEGIC INITIATIVES

e Standardisation &
uniformisation/ optimal Data access * Build expertise
use of data standards Py 9 Data connect networks

 Data transparency o

* Data sharing and
interoperability

* Share best practices &
know-how

* Novel trial designs

* Improve access to & re-
use of data, improve
quality of data

* New technologies

Analytics

* Getting more out of

data
* Improve access to Interopera- . A iat . dat
patients, target groups J1114% Technology .pproprla eness: ata
of patients, pathology fit for purpose (right
X o data for the question)
orientation

People
e Supportive governance framework

* Collaborative business models

* Facilitate access to innovative therapeutic solutions
* Provide supportive incentives for innovation

* Interdisciplinary & multidisciplinary approaches
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ONUSE«CONNECT

US 2018

The Clinical Data Science Conference

June 3rd-6th
Raleigh Convention Center
Raleigh, NC, USA
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Working
Groups

' Newsletter
He p Articles

Volunteers Needed!

Document
Review
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WE NEED YOU !




The premier community for people working in the biometric area

' @PhUSETwitta f PhUSE W www.phusewiki.org
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Nonclinical Topics

Formed in 2012.

To improve nonclinical assessments and regulatory science by identifying key
needs and challenges and establishing an innovative framework for addressing
them in a collaborative manner.

The focus is on using informatics approaches and standards for delivering ideas
and solutions to nonclinical data challenges.

Current Active Projects:

* Nonclinical Study Data Reviewers Guide

* SEND Implementation User Group

* Application of SEND Data for Analysis

* Investigating Endpoint Modeling

* Industry SEND Progress Survey

*  Test Submission Forum Group

* Nonclinical Scripts Assessment Project

* Data Consistency: SEND Datasets and the Study Report

* Visualisation of group related differences in Histopathology Data

Sue DeHaven
susan.dehaven@sanofi.com

Patty Brundage

patricia.brundage @fda.hhs.gov




Standard Analyses & Code Sharing

Formed in 2012.

To leverage crowd-sourcing to improve the content and implementation
of analyses for medical research, leading to better data interpretations
and increased efficiency in the clinical drug development and review
processes. The goal is to establish and maintain a publicly available
repository for storing program code to be used as analytical tools for
medical research.

Mary Nilsson

nilsson mary e@lilly.com

Where gaps exist, develop recommendations and code for analyses and
displays in areas that could benefit from crowd-sourcing.

B

Current Active Projects: 9 ;;-:?
* Script Discovery & Acquisition p \,/} '
* Repository Content & Delivery \ ‘/\
* Repository Governance & Infrastructure |

* Communication, Promotion & Education : J
* Analysis & Display White Papers

* Test Dataset Factory Hanming Tu
hanming.h.tu@accenture.com

\
\\




Optimizing the Use of Data Standards

Formed in 2012.

The development and adoption of data standards over the last decade has
shown significant promise in improving efficient delivery of data to support
drug product and device submissions as well as the review process. However,
there have also been gaps, issues and challenges in the interpretation and
use of data standards.

Jane Lozano
Lozano Jane a@lilly.com

This working group will identify and work to close specific gaps that prevent
FDA and industry from optimizing the use of data standards.

Current Active Projects:

* Study Data Standardisation Plan (SDSP)

* Best Practices for Metadata define.xml vs. Reviewers Guide

* Define v2.0 Implementation & Style Sheet Recommendations
* Data Reviewers Guide in XML

* Legacy Data Conversion Plan & Report

* SDTM / ADaM FAQ Implementation

e Impact on Regulatory Guidance on CDISC Implementation Susan Kenny

* Best Practices on Data Collection susankenny@maxlikelihood.com




Linked Data and Graph Databases

Formed in 2012.

This workgroup will investigate how W3C semantic standards can
support the clinical and nonclinical trial data life cycle from protocol
to submission including the representation of CDISC Foundational
Standards in RDF, modeling analysis results, and representing a
protocol in RDF.

Current Active Projects:

 CDD Ontology

* SDTM Data as RDF

* Representing Clinical Program Design in RDF

Scott Bahlavooni
scott.bahlavooni@phuse.eu

Tim Williams

tim.williams@phuse.eu




Emerging Trends & Technologies

Formed in 2012.

New challenges in regulatory science and drug, biologic, and device
development provide new opportunities for recognising and leveraging new
or emerging technologies and computational tools or underutilised existing
technologies.

This Working Group provides a forum for determining interest in specific
computational science topics, tools, technologies, and approaches and is an
open and transparent forum for sharing pre-competitive means of applying
new technologies.

The objective is to create well-defined collaborative projects that will
describe, prioritize, assess, and assist advancement of these opportunities.

Current Active Projects:

* Cloud Adoption in the Life Sciences Industry

* Educating for the Future

* Data Visualisation for Clinical Data

* Evaluation of Alternative Transport Formats

* Evaluating the USE of FHIR in Clinical Research

Geoff Low

Geoff.low@phuse.eu

lan Fleming
lan.Fleming@d-wise.com




Process

Formed in 2016.

To define optimal processes to enable new ways of working and increase
collaboration. Identify where clinical programmers can take a lead and

add value.

_ _ Chris Price
Current Active Projects: -
chris.price.cpl@roche.com

*  Evaluation of Data Processes in Other Industries

Some processes in the Pharma Industry are lengthy and take a long

time to change. We will explore how other industries, both regulated

and non-regulated, process their data, and update their process as

data and requirements change in their industries.

*  Professional Development — Roles and Collaboration
It is important to ensure that the role of a clinical data scientist stays
relevant and continues to evolve from primarily a programming role,
to the current status providing more input into requirements, to the
future, where hopefully we will lead different tasks. Key to all this is

ensuring the resource is available and has the relevant skills. Shafi Chowdhury
shafi@shaficonsultancy.com




Interoperability & Technology

Formed in 2016.

Lead the definition of open source standards and best practices that enable
data, computing technology and software interoperability and usage with new
health technologies and look to produce a White Paper

Purpose
* Advancing clinical data science by providing visibility and understanding of

the challenges in the areas of interoperability and technology of health data.

* Creating a directional focus and an impetus in support of innovative projects
that benefit the industry and advance towards a better future.

Scope

* Studying and advancing the capability of technology and practices enabling
the bidirectional flow of data and information.

* To include the entire flow from patient recruitment to clinical trial, to data
collection, data analysis and regulatory submission.

Paul Vervuren

Paul.vervuren@danone.com

A=

Nalin Gupta

nalin@gcesolutions.com




Formed in 2016.

The PhUSE Board endorsed a new project to categorize, standardize and collate reporting metrics. The project aim is to
have a cross-industry working party that covers all global regions and company types (large pharma to biotech as well as
CROs). This Working Group has split into three sub-teams:

Submissions

Defining metrics related to the
clinical data contained in clinical
drug submissions.

Working Group Co-Leads:
Beate.hientzsch@analytical-
software.de

Alassane.doumbia@bayer.com

Study

Defining the metrics related to
clinical study report data and
processes.

Working Group Co-Leads:
Caroline.gray@inventivhealth.com

Polina.kuznetsova-
nguyen@norvartis.com

Definitions &
Ground Rules

To define the terminology and
boundaries for the collection of
clinical data as well as agreeing
the ground rules to ensure

correct procedures are applied
and data security and

confidentiality is maintained.

Working Group Co-Leads:
Hanming.h.tu@accenture.com
Yvonne.moores@phuse.eu
Avinashreddy.pati@astellas.com




Data Transparency

Formed in July 2014.

The PhUSE Data Transparency Working Group began working on
a de-identification standard for SDTM.

This standard was published in May 2015 and has since then
been referenced in a number of publications including the EMA
Policy 0070 CSR Anonymization External Guidance.

The Working Group is now enhancing this first deliverable to
also address ADaM and work in parallel on clarifying a number
of aspects of EMA Policy 0070 from a practical standpoint.

Current Active Projects:

* Policy 0070 Interpretation

* SDTM De-ldentification Standards
* ADaM De-ldentification Standards

Jean-Marc Ferran
Jean-Marc.ferran@phuse.eu

Kelly Mewes Khaled EI Emam
kelly.mewes@roche.com kelemam@privacyanalytics.ca

Kim Musgrave Lukasz Kniola
kmusgrav@amgen.com lukasz.kniola@biogen.com




