Leveraging Partnerships and
a Unique History to Address Supply
Chain and Capacity Challenges
in Gene Therapy Manufacturing
By Wade Macedone and Adam Lauber, Andelyn Biosciences

A

ndelyn Biosciences has established a unique network of industry
experts across the entire development and commercialization
spectrum. In addition to historical connections to Nationwide
Children’s Hospital and the Abigail Wexner Research Institute, the company
has added strategic supply agreements/partnerships with Corning Life
Sciences and Danaher portfolio companies. As a result, Andelyn has
a stable supply chain, real-time access to advanced production technologies,
accelerated capacity expansion capabilities, a steady stream of new projects,
an expanded brain trust for problem solving, and access to experienced
clinical trial operations. This enables the company to offer the flexibility and
personalized service of a smaller outsourcing partner — but with security
of supply chain well beyond what is typically possible for a company of our size.

Current State of the Biopharma
Supply Chain
The supply chain is currently unstable and
unpredictable across all industries and markets. The simplest items needed to make
starting materials or basic equipment components are in short supply. In the biopharmaceutical industry, those shortages have
impacted the quantity and quality of supply. For instance, at Andelyn Biosciences,
before we established our current strategic
alliances, it was not uncommon to receive
several pieces of equipment from a supplier,
only to discover that one-quarter of the pieces did not function to specification.
The key issue driving the supply shortages for Andelyn is Operation Warp Speed, the
U.S. government program focused on accelerating the manufacturing of COVID-19
therapeutics and vaccines. COVID-19 projects have priority from supply chain and legal perspectives. The supply of non-COVID
projects comes second, and the industry’s
current resistance to accept any amount of
risk will eventually lead to more frequent
halted production operations.
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One consequence will be a dramatic increase in business for organizations that
are able to perform bridging studies for the
demonstration of equivalency of gene therapy processes and products.
Fortunately, the industry is recognizing the strain that the current state of the
supply chain is placing on the potential
for future manufacturing of cell and gene
therapies and the urgent need to find a riskbased approach for bridging between materials, components, part numbers, and other
things that won’t impact efficacy, dosing,
or product identity.

The Benefits of a New Strategic
Partnership
Andelyn Biosciences realized in the midst
of the COVID-19 pandemic the potential
for significant ongoing supply chain issues
and sought strategic partners that could
help alleviate concerns around access to
consumables and equipment. The result of
that search was a strategic partnership with

In November 2020, Andelyn broke ground on a new 185,000 square foot facility that will include
eight customizable product manufacturing suites, six plasmid manufacturing suites, and two
suites for the fill-finish of product and plasmids.
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Rather than our initial launch date of
January 2023, we are now aiming to begin
operations in July 2022, which meets the
needs of many of our customers for earlier
manufacturing capacity in that facility. To
have that investor come onboard in March
of 2021 and supply equipment so the facility
can be launched in under 18 months is practically unheard of. Having the strategic relationships with these suppliers in place is enabling the project to come to fruition much
more quickly than we ever thought possible.

Adding to the Advantages of an Existing
Relationship
Before formation of the strategic partnership with Pall and Cytiva, Andelyn Bioscienc-

Being able to offer
the flexibility and
personalized service
of a smaller outsourcing
partner combined
with security of supply
places Andelyn
in a unique position
to effectively serve
the gene therapy market.

This research with Corning is geared toward bringing more efficient and effective
manufacturing solutions to the market and
also benefits Andelyn in terms of real-time
process and yield improvements. “Corning
is determined to support customers such as
Andelyn Biosciences, who are conducting
critical, life-changing work, during these
extraordinary times,” said Lydia Kenton

tions. The facilities are also designed with a
multi-use approach to enable repurposing if
the need arises.
We have a shell adjacent to the new largescale facility within which we can place additional assets — to the extent that we have
visibility into the market and as dictated
by equipment lead times — which gives us
the ability to pivot and populate additional
space as needed and accommodate significant future growth as warranted.
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A New Plasmid Link
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Walsh, Vice President of Commercial and
Business Operations for Corning Life Sciences. “This is a great example of working
together to problem-solve, strategically addressing short-term supply needs, as well as
increased security for both organizations
through longer-term agreements.”

Achieving Speed to Increase Scale
and Capacity for Clinical Viral Vector
Manufacturing
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Leveraging 15 Years of Experience
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During those 15 years, we have established significant experience in change
management and supported more than 150
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We also have an all-hands-on-deck apBiosciences, the Abigail Wexner Research

business model has attracted a leadership
team from across the industry. We also
have working partnerships with Columbus
State University and Ohio State University
and other organizations in the greater Columbus, Ohio area to develop and enhance
our workforce development.

Ongoing Clinical Connections
Our history with and relationship to NCH
and the AWRI (NCH is the major shareholder) provide tremendous value for Andelyn
and our customers. We have the ability to
do tox and IND-enabling studies combined
with access to PIs for clinical trials.
We are often recommended by physicians that have worked with us before. They
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