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RENTSCHLER BIOPHARMA:
CLOSER TO QOUR US CLIENTS

EXPERTISE IN ADVANCING
BIOPHARMACEUTICAL MANUFACTURING




ABOUT US

A sense of responsibility and a philosophy of ¢
everything we do and always has. Both as a re

reating value drives
lable partner to the

biopharmaceutical industry and as a forward-thinking employer, Rentschler

Biopharma i1s a contract develo

(CDMOQO) focused

exclusively on client projects. We

oment and manufacturing organization

offer customized full-

service solutions for bioprocess development and the production of

complex biopharmaceuticals. As a Ge
international footprint and global reac

'man family-owned company with an
N, we combine experts and years of

experience to develop best-in-class solutions—together with our clients.

We expanded our U.S. footprint with the acquisition of our manufacturing
site in Milford, MA. In 2019. Since then, we have transformed the facility
INnto a multi-product manufacturing site, adding 22,000 square feet of
manufacturing cleanroom space and doubling our global cGMP capacity. At

this site, we offe
value chain — for

~ full-service solutions along the e

arge-scale clinical and commercia

ntire biopharmaceutical

cGMP manufacturing.

At the heart of our success Is our team ot top talent—dedicated scientists
and experts who drive innovation in everything we do. With state-of-the-art
facilities and a commitment to excellence, we're poised to tackle the most
complex challenges in biopharmaceutical development and manufacturing.




WHAT

SETS US APART

« 4x2000L SUB BALLROOM
- 500L SUB LINE
« DSP/FLEX SUITE

OUR STATE-OF-THE-ART EXPANSION
— ADDED 22K SQ FT OF MANUFACTURING
CLEANROOM SPACE

CONTRIBUTED TO NEARLY 25% OF FDA-

E& APPROVED BIOPHARMACEUTICALS IN

Q, 2023 ALONE

50 PIONEER IN BIOTECHNOLOGY FOR OVER
50 YEARS

SERVED OVER 180 CLIENTS GLOBALLY,
AND HAVE WORKED WITH 180 UNIQUE
BIOTHERAPEUTICS




ABOUT OUR STATE-

OF-THE-ART FACILITY

The decision to expand into the United States in 2019 was a strategic
move to tap Into the vibrant innovation across the country, particularly on
the East Coast, a major biotech hub. The Milford site, once a single-
product facility, was modernized and transformed into the now state-of-
the-art multi-product facility. This three-year project marked the most
significant expansion in Rentschler Biopharma's history, effectively
doubling our global cGMP capacity. This move also allowed us to move
closer to our clients in the US as their trusted CDMO partner.




CASE STUDY

FAST PATH TO MARKET: GOING
FROM GMP1 TO PPQ IN JUST 12
MONTHS

A case study of accelerated

biopharmaceutical development

This white paper details a landmark project undertaken jointly at
Rentschler Biopharma's Miltford, Massachusetts and Laupheim, Germany,
facilities, where the company successtully compressed the typical
biopharmaceutical development timeline to achieve process performance
qualification (PPQ) from good manufacturing practice (GMP) initiation In
just 12 months — a process that conventionally takes 15 to 18 months.

This achievement not only highlights Rentschler Biopharma's expertise In
rapid biopharmaceutical development but also underscores Its strategic
capability to meet aggressive market demands, notable given that this was
the first PPQ project undertaken at the facility.

Facing direct competition, a client needed to expedite the development
and approval of a groundbreaking therapy. The urgency to be first to
market required a development and manutfacturing partner that could

navigate complex regulatory landscapes efficiently while maintaining the
highest standards of quality and compliance. Rentschler Biopharma, with
its dual-site capabilities spanning the United States and Europe, was
uniquely positioned to rise to this challenge.

READ MORE


https://www.rentschler-biopharma.com/en-us/news-events/experts-insights-en/white-paper-fast-path-to-market-going-from-gmp1-to-ppq-in-just-12-months/
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YOUR RELIABLE CDMO PARTNER

Ready to take the next step? Share your contact details and
let us know how we can assist with your upcoming project!

CONTACT US

Rentschler Biopharma
Laupheim, Germany (HQ) | Milford, USA

rentschler-biopharma.com

info_US @rentschler-biopharma.com
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