Passion for
Performance

Passion
delivers energy

Passion for Performance
We are ranked amongst the best in our industry.

Passion for Solutions
We create new paths just for you.

Passion for Clients
Rentschler Biopharma is a leading service provider focused on the development and
manufacturing of biopharmaceuticals. We provide an essential contribution to the
availability of biopharmaceuticals and thereby help millions of people each day.
As a full-service Contract Development and Manufacturing Organization (CDMO)
we support our global clients through to market approval of their products.
Thanks to our many years of experience and our outstanding expertise in finding
solutions, we are among the best in the industry. Cooperative client relationships,
efficient processes and on time delivery ensure that our clients retain their
competitiveness.
What unites us at Rentschler Biopharma, is the passion for what we do. It is the
fundamental basis for superior quality – and the drive within our entire process chain.
Harness this energy for your project!
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We align our goals with your goals.

Passion for Flexibility
We remain flexible.

This is Rentschler Biopharma
•
•
•
•
•

Biotechnology pioneer
Full-service CDMO – from gene to vial
Outsourcing partner
Specialist for mammalian expression
Expert in recombinant proteins
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Passion
for Flexibility

New driving forces are
sparked when they have
the space to develop

The drive to develop novel effective solutions is deeply rooted in the Rentschler DNA.
We monitor the latest industry trends and we always work at the cutting edge of
technology. We are constantly evolving. This enables us to react quickly and effectively
even to the most demanding client requirements – in collaboration with all our clients
from international corporations to small start-up organizations, around the globe.
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Passion
for Flexibility

Independent since 1927
Founded in 1927, we have gone through a series of changes over the years on our journey
to the successful medium-sized company that we are today. We have preserved our
independence and as a family owned company, we are able to combine long-term thinking and a sense of responsibility with a visionary spirit. A blend which our clients
in particular benefit from.

Prof. Dr. Nikolaus F. Rentschler
Owner of the company

Manufacturing safety and sustainability
with our own power supply
In 2013 we installed a Combined Heat and Power Plant (CHP) giving us the capacity to produce up
to 80% of our entire electricity needs to also be independent with regard to power supply.
Additional diesel emergency generators allow us to be completely self-sufficient, if necessary. This
allows us to ensure that manufacturing processes can go on as usual even during a power blackout.
In addition to ensuring security of our power supply, the CHP provides sustainable and environmentally
friendly heat and steam for our manufacturing facilities, and as a result, we reduce CO2 emissions
by aproxximately 2,500 tons annually.

Dr. Frank Mathias
Chief Executive Officer (CEO)

The heart of Rentschler Biopharma:
its employees
We have a team of more than 800 highly qualified and motivated employees – and are
growing. Our corporate culture is characterized by a sense of responsibility, mutual respect
and an open, communicative nature. This enables fast, efficient decisions and guarantees
smooth-running processes. Continuous dialogue with clients and a variety of advanced
training and continuing education options and conferences provide us with fresh
momentum.
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Headquarters: Laupheim
Gross area: 43,000 sqm

Number of manufacturing suites:

including 15,000 sqm manufacturing

11 upstream processing suites

and 13,000 sqm laboratory/development

18 downstream processing suites
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Passion
for Clients

The unique feature of
our client dialogue
is actually quite simple:
We listen to our clients
As a contract manufacturer your projects receive our full attention.
We take the time to understand your requirements in detail and implement
these with the necessary sensitivity and a keen sense of urgency.
Every member of our team, with the knowledge and skills required, is actively
committed to the success of your project.
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Passion
for Clients

Dynamic and reliable from the very beginning
The success of a project starts from the initial talks. Together with you, we find
the optimal design of work packages for the respective development phase and
provide a binding offer. With our detailed and reliable consulting, our active
commitment and fast response, every project with Rentschler Biopharma is in
expert hands.

Spectrum of clients
by company size

Client projects by phases

All clients since 1997, company size in the period of collaboration

10 % market

Small Biotech

47 %

Mid Pharma/Biotech

Reaching our goals together
Being close to our clients is not just a promise, but a core behavior at Rentschler
Biopharma. We are convinced that the trust required to successfully complete
a project is underpinned by an open and cooperative atmosphere. To ensure a
close, regular exchange, we assign a scientifically qualified project manager to
each client project who is responsible for managing all aspects of the project,
including monitoring the timeline, goals and budget.

All client projects since 1997

10 %

19 % phase III

25 %

Big Pharma/Biotech
0%

10 % preclinic

20 %

28 %
30 %

40 %

21 % phase II

40 % phase I

• More than 130 clients worldwide since 1997
• From gene to vial and from clinic to market
• Up to 40 client audits annually
• 40% of our clients have relied on us for more than 5 years
• 50% of our clients work together with us on several projects

„Rentschler is a leading manufacturer of FDA and EMA licensed
products, has extensive expertise in high quality production of
monoclonal antibodies, and an excellent track record in manufac
turing products for both clinical trials and commercial markets.“
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Gustav Christensen,
Former President and CEO of Dyax Corp. (now Shire plc)
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Passion
for Solutions

Our secret:
We find solutions where
others don’t even look

It is our goal to enable you to bring your product to the market, with the desired
therapeutic effect, at the requested level of quality, and in sufficient amount,
as quickly as possible. We employ our standardized processes to deliver to your
specific requirements. Even if we sometimes strike out in a new direction in the
search for customized solutions, we always adhere to the internationally recognized
quality standards and determine your quality requirements together with you.
With TurboCell™ we have developed a platform that enables us to provide clonal
cell lines within only 12 weeks. In cell culture we are able to conduct continuous
processes from the 250 L to 3,000 L scale. During the purification of monoclonal antibodies we additionally achieve an impressive purity and quality with our efficient
two-step chromatography process.
Furthermore, we constantly evaluate new innovative technology trends and regularly incorporate new methods and techniques into our service portfolio. In order to
offer our clients optimal solutions across the entire value chain, we have entered
into a Strategic Alliance with Leukocare AG and into a Strategic Partnership with
Rentschler Fill Solutions GmbH.
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Passion
for Solutions

Stability from the beginning

Quality at any scale

We offer you comprehensive expertise in the develop
ment of biopharmaceuticals. In addition to high
performance cell lines for the manufacturing of
active pharmaceutical ingredients, we also develop
and optimize processes for the manufacturing and
purification of recombinant proteins. The ability to
develop analytical methods completes our portfolio.
Formulation development is exclusively performed
by our alliance partner Leukocare AG and is fully
integrated into our processes. We find the solution –
even for the most challenging molecule formats.

Our active pharmaceutical ingredient manufacturing in
state-of-the-art cGMP facilities meets the highest standards of the biopharmaceutical industry. Each manufacturing process is scalable for different requirements - for
clinical trials as well as for market supply. The quality of
manufacturing and aseptic filling of the products is ensured by comprehensive quality management and precise
and reliable quality control.

Cell line development
• Application of various mammalian cell lines for the
expression of recombinant proteins
• Our proprietary technology platform TurboCell™:
development of production cell lines with targeted
gene integration for rapid delivery of active pharmaceutical ingredients

Bioprocess development
• Development, optimization and validation of cell
culture and purification processes for recombinant
proteins
• Time and cost-saving generic technology platforms
• Efficient process transfer

Development of analytical methods and
formulations
• Rapid project-specific development of robust
analytical methods
• Method transfer and validation
• Development of advanced formulations by our
alliance partner Leukocare AG
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Clinical and commercial manufacturing of
active pharmaceutical ingredients
• Manufacturing capacities: stainless steel bioreactor
lines up to 3,000 L, single-use bioreactor lines up to
2,000 L
• Cell culture with fed-batch and perfusion mode
• State-of-the-art purification processes for
recombinant proteins
• High degree of flexibility with multi-product cGMP
facilities

We support you getting
to the market

Strategic Alliance with Leukocare AG

Our constant monitoring of regulatory environments
and our experience in approval strategies and in the
creation of approval documents at an international
level ensures that your product is documented in
accordance with regulatory requirements. By working
with us from the beginning we know your project and
can support you from the gene to the vial through to
the approval dossier for market or for clinical studies.

• Consideration of formulation-relevant aspects
at every step of the manufacturing process to
realize the full product potential

• The alliance of Rentschler Biopharma and
Leukocare offers full-service contract
development and manufacturing including
advanced formulation development

• Full integration of Leukocare‘s patented SPS®
(Stabilizing and Protecting Solutions) formulation
technology platform

Regulatory affairs consulting and support
• Development of optimized strategies for approval
• Creation of all documentation papers for approval
(IND/IMPD CMC-Parts, Modul 3 BLA/NDA/MAA)
• Consultation on biologics and virological safety issues
• Experience with a variety of products, such as orphan
drugs or biosimilars

Strategic Partnership with
Rentschler Fill Solutions GmbH

• Experience with a wide variety of scales and technologies

• Reliable full-service solutions from gene to
vial for the manufacturing of biopharmaceutical
products and new state-of-the-art aseptic filling
capabilities from a single source

Aseptic filling

• This partnership unites two centers of excellence
with the Rentschler commitment to quality

• Liquid aseptic filling in vials in state-of-the-art facilities
as well as lyophilisates in cooperation with our
strategic partner Rentschler Fill Solutions GmbH

• Optimally aligned processes to meet the client’s
time-to-market expectations

Quality control and analytical
characterization
• Ensuring safety, purity and effectiveness of the product
• Full-service for analytical characterization of
biopharmaceuticals
• Stability and comparability studies
• Accredited according to EU-GMP, US FDA and
relevant ICH guidelines
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Passion for
Performance

Our track record:
Security for our clients
Guidepost for our future

Over the years we have accompanied a wide variety of biopharmaceuticals to market
approval. Numerous of the therapeutic proteins we have developed and manufactured
for our clients are now vital to many people. Each new project we work on benefits
from this knowledge and competence that we have collected during this time.
An important element of the entire process chain is quality assurance.
This includes continuous monitoring and the adaption of our quality standards to
national and international requirements of quality management and cGMP guidelines
and a comprehensive inspection experience according with EMA (European Medicines
Agency), FDA (Food and Drug Administration) and ANVISA (Agência Nacional de
Vigilancia Sanitária).
We draw the energy which we invest in each and every project from our passion for
performance. It starts with high quality consulting, continues with professional teamwork, and is ultimately reflected in the results of our development and manufacturing.
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Passion for
Performance
„We are happy to have identified Rentschler as a professional contract manufacturer
and consider this collaboration as a distinct value increase for our project APN311.
Decisive factors in our partnering selection were Rentschler’s ability to keep the
very challenging project timelines and their technical and regulatory expertise in
phase III and market projects.”

Our track record figures
Produced substance classes

Hans Loibner,
CEO of Apeiron Biologics AG

Capacity growth

All drug substances since 1997

62 % antibodies

Stainless steel

16 % fusion proteins

2,000 L
2015

1,000 L

1,000 L
2012

2019

1,000 L
2010

2,000 L

3,000 L
2008

2017

2 X 500 L
2006

2 x 3,000 L

250 L, 50 L

To invest in the future has been a natural part of what we do for five generations.
We are continuously expanding our operational facilities to increase the
manufacturing capacity and have earned a reputation in the industry for our
competent implementation of cGMP and quality management standards. To be
among the top suppliers in our field is both confirmation and an incentive for us.

13 % enzymes &
blood factors

2003

5 % o ther recombinant 4 % cytokines &
growth factors
proteins

250 L, 30 L

We invest in the future

2000

Single-use

• Experience with over 250 different molecules in development, drug substance manufacturing and aseptic filling
• Continuous expansion of capacity in upstream and downstream processing
• In 2016 more than doubling manufacturing capacity with inauguration of a 2 x 3,000 L stainless steel Twin facility
and a 2,000 L single-use bioreactor

We look ahead
Rightfully proud of what we have achieved, our attention is firmly focused on
the future. Modern biotechnology and the tremendous implications it has for the
progress of medicine is inspiring us again and again. We want to continue to be
an innovative company in this dynamic and evolving field.

2015

Strategic Alliance
with Leukocare AG
for formulation
development

2008-2012
1979

1872
Foundation of the
G. Müller pharmacy
as the parent house 1927
of the family business
in Laupheim
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Formation as
a pharmaceutical
manufacturer

Start working with
recombinant
1974
cell lines

Extension of
manufacturing facilities
(1 x 3,000 L stainless steel,
Entering the business
2 x 1,000 L single-use
of contract development
bioreactors)
and manufacturing of
biopharmaceuticals

1997
1989
1983
World’s first market
approval of a natural
Interferon-ß (Fiblaferon)

Installation of the
biotechnology
division

2017

Approval of recombinant
Interferon-y (Polyferon) and
a topical Interferon-ß-gel

2006
Formation of
Rentschler Inc.

2013

Implementation of
own Combined Heat
and Power plant

Manufacturing
starts in the
first 2,000 L
single-use
bioreactor

Strategic Partnership
with Rentschler Fill
Solutions GmbH for
aseptic filling

2016

Inauguration of the
2 x 3,000 L stainless
steel Twin facility
and 1 x 2,000 L
single-use bioreactor
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Rentschler Biopharma SE
Erwin-Rentschler-Str. 21
88471 Laupheim
Germany
info@rentschler-biopharma.com

Rentschler Inc.
400 Oser Ave., Suite 1650
Hauppauge, NY 11788
USA
info.us@rentschler-biopharma.com

www.rentschler-biopharma.com
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