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Disclaimer

The views and opinions expressed in the following PowerPoint slides are those
of the individual presenter and should not be attributed to DIA, its directors,
officers, employees, volunteers, members, chapters, councils, communities or
affiliates, or any organization with which the presenter is employed or affiliated.

These PowerPoint slides are the intellectual property of the individual presenter
and are protected under the copyright laws of the United States of America and
other countries. Used by permission. All rights reserved. DIA and the DIA logo
are registered trademarks or trademarks of Drug Information Association Inc. All
other trademarks are the property of their respective owners.




Disclosure statement

x | have no real or apparent relevant financial relationships to disclose
1 1 am employed by a regulatory agency, and have nothing to disclose

Please note that DIA is not requesting a numerical amount to be entered for any disclosure, please indicate by marking the
check box, and then providing the company name only for those disclosures you may have.

Type of Financial Interest within last 12 months Name of Commercial Interest

] Grants/Research Funding

] Stock Shareholder
] Consulting Fees
x Employee ProductLife Group

] Other (Receipt of Intellectual Property Rights/Patent
Holder, Speaker’s Bureau)

Will any of the relationships reported in the chart above impact your ability to present an unbiased presentation? 11 Yes x No

In accordance with the ACPE requirements, if the disclosure statement is not completed or returned, participation in this activity will be refused.
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MINDSET IS ESSENTIAL

» outsourcing is widely considered a strategic business plan

» answering the typical 5 Ws questions, you will see your plan
taking shape
» ... actually, reduce to the 3Ws questions that matters:
— Why?
— What?
— When?
» Most importantly, know the “"how” and master it

...BUT IT HAS TO SHIFT!
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WORD OF THE DAY: «TRANSFORMATIONAL» "

TRANFORMATIONAL CONSULTANTS:
Strategic Advisory
Performance Optimization Implementation Support
Cultural Alignment
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Swiss Approval for New Device Presentations 1/2

» Long-standing outsourced LRA model ensuring compliance and
high-quality delivery
» Recent significant achievement in Switzerland:

approval for two new device presentations for chronic
Immune-mediated inflammatory conditions

— Pen and pre-filled syringe (safety syringe)
— Full authorization for both involved manufacturers of the drug product

» Approval granted five months earlier than the internal best-case
expectations.
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Swiss Approval for New Device Presentations 2/2

» Preliminary Decision phase by-passed => remarkably smooth and
accelerated assessment.
» Success enabled by:
— Dossier quality
— Transparent and proactive communication and coordination
— Robust procedural knowledge and local leadership
» Strong precedent for future submissions

» QOutsourcing model => integrated extension of the client’s
organization.
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Transformation of EU Translation & Linguistic Review  1/2

» Major transformation of EU labeling ops => streamline the
Linguistic Review (LR) and translation process across 24
languages.

— From email-based, fragmented workflows to digitally integrated, auditable,
end-to-end process.

» Challenges with old process:
— Manual handoff, inconsistent communication, limited traceability
— High deviation rates (~40% related to labeling and translation)

— Inconsistent reviewer involvement, multiple tools, manual file transfers =
iInconsistency + risk.
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Transformation of EU Translation & Linguistic Review  1/2

» (Goals

— reduce complexity,
— ensure regulatory compliance,
— enable technology

» Actions
— new translation vendor + digital interface (eDMS+translation platform)
— updated process documentation and training + KPI monitoring
— Pilot phase

» Achievements
— Translations improved, cycle times reduced, manual steps eliminated

— Fully auditable workflows
— Cost saving
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Head of Regulatory Programs

Direct Line: +39 02 3859 0949

Mobile: +39 348 340 8049
ndecasamassimi@ productlife-group.com

ProductlLife Italy S.r.l.
Piazza Luigi di Savoia, 22
20124 Milan ITALY
www.proeductlifegroup.com
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Claudia GHISLIERI

Program Director - Regulatory Affairs

Direct Line: +39 02 3859 5396

cghislieri@productlife-group.com

ProductLife Italy S.r.l.
Piazza Luigi di Savoia, 22
20124 Milan ITALY

www.productlifesroup.com

Thank you!

“Your life does not get better by chancey it
gets better by change." — Jim Rohn
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