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Global Single Day Events
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SHARE - CONTRIBUTE - ADVANCE



PhUSE is in the unique position of
having a global membership base

N\
' Repositioning of working groups
\

‘ Updating the PhUSE archive
\

/
‘ PhUSE Website upgrade
/

' EU mini CSS




Paradigm Shift

Sponsors

Vendors

CROs

Academia




What words describe this symposium?
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PhUSE Archive

PhUSE Archive

Access to all material can be found in this section of the website. In the interest of sharing knowledge, this
section is open to everyone.
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INOVIGATE %

The implication: The opportunities for data science and clinical development will shift
from developing products or services to developing prevention and managing
outcomes




Major healthcare trends define clinical
development & data science transformation areas

“Future Strategic Initiatives Framework”

Data science & clinical

1. 2. 3. 4.

transformation areas: Offer valuable Leverage Set-up Enable
innovation technology partnerships & stakeholder
and data collaborations shared

decision-
making

Analytics
Interoperability
Technology

Process




e Standardisation &
uniformisation/ optimal
use of data standards

* Data transparency

* Data sharing and
interoperability

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

* Improve access to
patients, target groups
of patients, pathology
orientation

Data access
L~

(1)

STRATEGIC INITIATIVES

9 Data connect

Supportive governance framework

Collaborative business models
Facilitate access to innovative therapeutic solutions
Provide supportive incentives for innovation

Interdisciplinary & multidisciplinary approaches

* Build expertise
networks

* Share best practices &
know-how

* Novel trial designs
* New technologies

* Getting more out of
data

* Appropriateness: data
fit for purpose (right
data for the question)
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Introduction - KPI
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Project Overview

————————————————————————————— e




Next Steps

* Ground rules
e KPlIs
e Study
e Submission
¢ Definitions Team
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Sharing ideas, tools and standards around R
data, statistical and reporting technologies.
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PhUSE is an independent, not-for-profit organisation run by volunteers.

We act as a global platform for the discussion of topics encompassing the work of Data Managers,
Biostatisticians, Clinical Data Scientists and eClinical IT professionals.




The PhUSE CSS
IS traveling to
Europe...

| oin us In Basel, Switzerland
21st & 22nd June 2016




» Collaboration and innovation are global

» European colleagues make significant
contributions to the CS Collaboration

— Steering Committee
— Working Group Co-Leads
— Project Co-Leads

¢ > 20% of US CSS attendees from Europe




 June 21-22 in Basel, Switzerland
* Focused on a subset of CS projects

to PhUSE members

— Only 120 spots available
— Registration is open




« Tuesday, June 21
— 14:00-16:00: Opening Session

— 16:00-17:00: Working Group Breakout and
Introductions

— 17:00-18:30: Semantics 101 for Pharma Workshop

 Wednesday, June 22

— 9:00-15:00: Working Group Breakout Sessions

— 15:00-17:00: Working Group Wrap Up and Closing
Remarks




SCE Experiences o S’Dceé.crlbe and develop requirements for an ideal

Alternative Submission
Transport Formats

e Finalise evaluation criteria survey

De-ldentification of e Continued development of ADaM de-
IABELY identification rules

Non-Clinical: SEND : : : :
Implementation Review of ongoing Working Group projects
SDTM Implementation e Joint CDISC/PhUSE project to address SDTM
FAQ implementation questions

PhUSE Future Forum: e Define optimal to enable new ways of working
Process Optimization and increase collaboration
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Volunteers Needed!

WE NEED YOU !

Document
Review




The PhUSE Board welcomes your suggestions

THANK YOU




The premier community for people working in the biometric area
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