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Process SMEs are
Characterization Dedicated thought leaders,
Modular yet integrated into in-house and participate

. . customizable organization and statistical in groups
We deliver robust control strategies and successful approach offered as stand- expertise shaping the

Process Performance Qualification (PPQ) for long-term alone service industry
production for our partners’ journeys.

Facilities and Scientists Dedicated to Process Characterization Support:
*  Failure Modes and Effects Analyses (FMEA)

* Analytical method qualification Our global network delivers agile solutions for our clients on their journey to

* Unit operation screening and/or Design of Experiment studies A - . » . 3
+  Intermediate and media stability studies commercialization for mammalian, microbial and advanced therapies

¢ Resin and membrane reuse

* Robustness and/or Iinlfiage.studies " Hillerad, DK
e Scale down model verification N
* Programs associated with process validation and commercial manufacturing Thousand Oaks, Billingham, UK
e Stand-alone process characterization programs CA, USA e Watertown, MA, USA Wilton, UK

@ @

Darlington, UK

Extensive and recent approvals across a range of modalities for manufacturing scales 100 L to 20,000 L College Stm@ d RTP, NC, USA
— ™ UgSA ’ Holly Springs, NC, USA
QTPP/ Existing Execution Manufacturability ’
CQA process capabilities & risk
knowledge limitations assessments
v \ v Our Global Facility Network
Parameter EMEA oG orocess Process Continued We offer accessibility and flexibility in choice of locations. Our Billingham, UK and RTP,
mapping [l evaluation [EeEl scope gl Characterization Sctgaqggy > Drocess| NC (USA) sites house facilities dedicated solely to Process Characterization.
\ #m  Our standalone service means we work closely with your technical experts on designing

% small-scale studies to demonstrate compatibility and support your process validation efforts.
% Read about subcontracting PC studies in our blog.
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Our experts deliver your program right when you need it. Partners for Life

Stage 1 Process Design Stage 2 Process Performance Qualification Stage 3 Continued Process Verification Contact us to get the latest updates on our network and capabilities. Advancing tomorrow’s medicines
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Contact us to discuss your science.

USA USA

College Station, Texas Research Triangle Park, North Carolina
3939 Fuijifilm Way 101 J Morris Commons Lane

College Station, TX 77845 Morrisville, NC 27560

+1 979 431 3500 +1 919 337 4400

DENMARK UNITED KINGDOM

Hillerad Teesside

Biotek Alle 1 Belasis Avenue

3400 Hillerad Billingham, TS23 1LH

+45 7741 6000 +44 1642 363511

fujifilmdiosynth.com

USA

Thousand Oaks, California
2430 Conejo Spectrum Street
Thousand Oaks, CA 91320
+1 805 699 5579

USA
Watertown, Massachusetts

300 N. Beacon St., Suite 100
Watertown, MA 02472

Partners for Life

Advancing tomorrow’s medicines
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