Overview

Risk evaluation and mitigation strategy (REMS)

Extensive multidisciplinary experience in delivering
end-to-end REMS solutions

The PPD™ clinical research business of Thermo Fisher Scientific offers a broad and comprehensive range of expertise in risk evaluation

and mitigation strategy (REMS) programs, backed by a strong history in Phase llI-IV studies. We are a full-service strategic REMS business
partner, delivering operational excellence and innovative solutions supported by agile technology to meet your needs. Our solutions ensure
that REMS sponsors confidently and effectively fulfill regulatory REMS and risk management programs requirements by providing adaptable
solutions to navigate evolving regulatory demands.

Our team of dedicated REMS professionals specialize in the design, development, implementation,
management, modification, and assessment of REMS programs.
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across all major therapeutic areas including cardiology, including risk evaluation, Multi-sponsor REMS quickly and effectively;
immunology, oncology, endocrinology, neuroscience, REMS design / cost-effective matrix
and rare diseases modification and approach to resourcing;
document development, commitment to quality
PMO, REMS <::
. implementation, REMS
Keen understanding assessment, REMS
of latest FDA requirements and industry trends consulting, and
DMF holder
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e Assessment report development

Single shared REMS project management office (PMO) * Project, financial, and vendor management

Drug master file (DMF) holder e Submission of REMS deliverables for Single Shared REMS to the FDA

e Regulatory and strategy development
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REMS experience in all major therapeutic areas

Cardiology Immunology Opthalmology
Dermatology Infectious diseases Psychiatry
Endocrine & metabolic Neurology Rare diseases
Gastroenterology Obstetrics & gynecology Respiratory
Hematology Oncology Rheumatology
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O
A

/

Project REMS design REMS REMS
management « >10 REMS full design and implementation assessments
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e DMF holder for 3 REMS

E

e Consulting for most of
REMS clients

A | can more at ppd.com

© 2024 Thermo Fisher Scientific Inc. All rights reserved. All trademarks are the
property of Thermo Fisher Scientific and its subsidiaries unless otherwise specified. 11.2024

2 REMS
e ETASU for 12 REMS

e Contact center for
27 REMS

ﬁ

e >75 REMS surveys among
>15,000 stakeholders
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