MICROBIOME CDMO

SELECTING A
MICROBIOME CDMO
PARTNER FOR THE
LONG TERM

As more microbiome-based therapies progress
through the clinic toward approval for market
launch, concerns over the lack of outsourcing
capacity for process development and
commercial manufacturing of live biotherapeutic
products are increasing. Arranta Bio is investing
heavily in both its process development and
cGMP manufacturing capabilities for the supply
of clinical trial material and in a new commercialready facility to ensure that companies in the
microbiome space have access to the specialized
expertise and facilities needed to bring novel
medicines to patients.

I

n addition, Arranta Bio can provide an accelerated path to firstin-human trials through actALIVE™, Arranta’s Fast-to-Clinic Program, which delivers high-yielding, high-viability live biotherapeutic products (LBPs) in an accelerated timeline based on Arranta’s
deep development history and proprietary AMB™ media blends
and ACP™ cryopreservatives.

MARKET GROWTH CREATES MANUFACTURING CHALLENGES
While no microbiome-based drugs have yet been commercialized,
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growth of the global human microbiome market, including diagnostic
tests and drugs, is expected to reach $1.7 billion by 2027.1 By 2022, the
therapeutics segment is expected to account for the largest share, driven by increased R&D funding for microbiome-based therapies worldwide. Other annual growth estimates for the microbiome segment range
from near 20% to more than 60%.2–4
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ALIVE Biotherapeutic
ProductsTM (aLBP)
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ALIVE Biotherapeutic ProductsTM
(aLBP) is Arranta Bio’s proprietary
platform for world-class development
and manufacturing of aLBPs using
over a decade of process development expertise in manufacturing aerobic, anaerobic, and spore-forming
organisms. Notably, aLBPs produced
by Arranta Bio have the advantages,
embodied by the ALIVE acronym, as
shown below.
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Arranta Bio’s LBP Facilities
Gainesville: A Center of Excellence for Early Process Development
At the Gainesville purpose-built GMP
facility, our scientists, engineers, and
operators have worked with more than 135
different isolates, producing LPBs of all
types (obligate, facultative, and microaerophilic organisms) up to the 400-L scale. The
facility has capabilities for the production
of drug substance and drug product from
fermentation through encapsulation. The
management team and technical experts at
the site have a proven track record in both
process development and contract manufacturing.
In 2019, expansion of early-phase capacity,
including additional PD and QC labs and
additional GMP manufacturing capacity,
was initiated, which will be online this year.
Our experienced leadership team has
brought best-practice approaches to many
of the supportive elements required to be
considered a best-in-class CDMO, such as
considerable investment in IT systems, performance management, and quality systems,
and we recently kicked off the deployment

of Lean Six Sigma to further enhance our
reliability and foster a culture of continuous
improvement by putting the customer and
patient at the heart of everything we do.
Something of which we are very proud is
that every employee has a bonusable element of their compensation linked to both
the financial performance of the company
and our ability to deliver for our customers.
As an organization, we want to keep everyone connected to those goals and ensure
meaningful recognition of the importance
of meeting customer commitments on time
and in full across the organization.
The team in Gainesville has also developed
a set of 22 proprietary Arranta Media Blends
(AMB™) and 16 proprietary Arranta CryoPreservatives (ACP™), which we use to rapidly screen against client microorganisms to
identify optimum process conditions. Using
this approach with our actALIVE™ program,
we will develop a process and provide a
GMP batch in a shorter timeframe than a
typical development program.

Watertown: Commercial-Ready Facility on the Way
A new large-scale facility in Watertown, Massachusetts, will support
clients through late-stage clinical supply
to approved, commercial manufacturing
of their products. Arranta Bio is building an 80,000-ft2 site with manufacturing clean rooms and laboratories for
late-stage process characterization, QC
laboratories, and offices. Conversion of
the building to a state-of-the-art com-

mercial manufacturing facility that can
handle spore formers and anaerobic organisms is underway, and the facility will be
operational by the end of Q3 2020.
Once completed, the site will include multiple suites with single-use fermenters ranging
in scale from 500 L up to 4,000 L of capacity,
as well as lyophilization and encapsulation
capabilities.
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on can be involved and actually on hand

client timelines or their expectations

projects, but overall other CDMOs are not

to support and troubleshoot the launch

around cost or quality.

committing to commercial capacity until
there is an established demand for it.

from our Watertown commercial-ready
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facility. The result will be compressed

strong conviction that, for strategic part-

Arranta Bio has committed $100 million

timelines and reduced cost and risk to

nerships to be successful, investment
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SERVICE, ARRANTA BIO STYLE
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MICROBIOME-BASED THERAPEUTICS
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demand for commercial manufacturing
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Nice Insight has compiled primary and secondary data to provide a view on
the pervasive demand for oral solids and their formulation, development, and
manufacturing. This report provides insights into each drug form segment,
therapies in the pipeline, and regional activity. A proprietary contact outsourcing
pricing study provides insights for both buyers and sellers of services, with

receive approval for commercial launch,

prevailing practices in the bundling of integrated formulation, development,

funding will almost certainly accelerate

and manufacturing of finished drug products. A view of the global competitive

into the microbiome space and validate

ABOUT THE AUTHORS

landscape provides a directory of the leading players in major regions.

the activity that is already occurring. The
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Chief Operations Officer, Arranta Bio

will target gut-related diseases. But it is the

In the role of Chief Operations Officer, Mr. Stevens is responsible for
Arranta’s operations functions, including laboratories, manufacturing,
client program management, and engineering. Mr. Stevens brings over 20
years of broad international operations and commercial experience in
the CRO and CDMO sectors. He was formerly the Senior Vice President
& Head of AMRI’s Drug Product business unit, and previously held
senior leadership roles at AMRI and Aptuit. Mr. Stevens holds an MBA
in strategy, finance, and marketing and an undergraduate degree in
business from the University of Edinburgh.
LinkedIn www.linkedin.com/in/davecstevens/
Email David.Stevens@arrantabio.com

microbiome-based therapies already in
the clinical development pipeline for other
indications — from oncology to diabetes to
autism — that are likely to have the great-

Senior Vice President of Business Development, Arranta Bio
Jason Rahal has over 25 years of experience in biotechnology. Before
joining Arranta, Jason was a member of the senior management team
at Cobra Biologics, a CDMO providing ATMP services including Live
Biotherapeutic Products (LBPs). Prior to Cobra, Mr. Rahal worked at
Excell Biotech and Stratagene Cloning Systems in various business
development and sales positions. Mr. Rahal began his career at
Northwestern University managing a molecular endocrinology laboratory
with several peer-reviewed publications. Mr. Rahal holds a BA in biology
and studio art from Knox College.
LinkedIn www.linkedin.com/in/jason-rahal-32460615/
Email Jason.Rahal@arrantabio.com
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and Contract Manufacturing Report
with Pricing Study

Gain More Understanding Of:
+ How to benchmark your capacity and pricing with peers in the industry

Call or email for
more information

+ Current technology for process lines, including blending, high-shear
granulation, and compression

+1 212 366 4455
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