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The Problem
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Reg Ops has

worked overtime for
years to keep up
with the breakneck
pace of product
development. Let's

Expectations of “Death-march” timelines
the larger
organization are
not realistic, given

the systems and

Keeping Reg Ops out of
the loop on pipeline
management, M&A
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Approach Pharma with a manufacturing discipline

Approach Reg Ops as a critical path activity,
strategically

Address core Reg Ops document-centric processes
to shorten time to market and improve quality



Most - ignore Reg Ops as value driver

Some - are narrowly optimizing processes
(not strategic)

A Few - are beginning to address Reg Ops as
strategic capability (very early stages)



The Wider World
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Optimize at the enterprise level

Focusing on discrete, siloed processes only gets you so
far, and can actually set you back in the long run

View compliance as a motivation rather than an
excuse

How can overcoming compliance hurdles drive
innovation, strategic advantage, competitive
differentiation?

Document management has no value for its
own sake

It's @ means to an end, driving business value through
process transformation



The Benefits

= More efficient submission prep
= Cleaner nhandoff to affiliates
= More consistent interactions with HAs globally

» Faster time to market
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