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ow did we get here?
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The problem in a heart beat
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The morphology of the problem

Morphology

...Study of words...and their relationships to other
words in the same language - (linguistics) Wikipedia

...Study of form and structure of organisms - (biology)
Wikipedia
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What do we do”?

Recommendation:

Industry and Reqgulatory Agencies place a 12 to 24
month moratorium on the adoption of new or
updated CDISC standards unless those standards
add significant value to patient care
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What does a moratorium look like?

Moratorium m

onﬂ,(,mmggﬂne and finalize adopted standards

Oct, 201@ Mar, 2019

Moratorium:

Limit adoption of new and/or updated CDISC or sponsor-
defined standards to those that provide significant value

Assess and enhance existing standards adoption and
implementation infrastructure

Openly discuss the future state of standards that support
clinical research and development
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Would a moratorium work?

OC£, 2016 Mar, 2017 Mar, 2019

Why?

UJnofficial moratoriums exist now
Regulators are methodical adopting standards

Benefits significantly outweigh the risks

© d-Wise Technologies, Inc. 2016 October, 2016 9




The Moratorium for Industry

Benefits:
More effective operationalization of standards
Greater realization of the benefits of standards adoption

Opportunity to assess standards adoption and
Implementation landscape

Risks:

Perceived by senior management as a lack of
commitment to standards

Moratorium not adopted by regulatory agencies
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The Moratorium for Regulators

Benefits:
Higher quality submissions
Greater realization of the benefits of the guidances
Opportunity for harmonizing requirements

Risks:
Perceived lack of commitment to CDISC
Moratorium not adopted by all regulatory agencies
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The Moratorium for @ CDISC

Benefits:

Celebrate the EXCELLENT work done by CDISC
standards development teams

Opportunity to refactor CDISC Foundational Standards
for a scalable future state

Influence and lead future state discussions

Risks:

CDISC standards, in their current iteration, are not part

of the future state of clinical research and development
standards
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As you @ CDISC Intrachange...
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The Moratorium in Summary

?
sy A gulatory Agencies place a 12 to 24
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