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RUBIUS THERAPEUTICS USES G-CON PODS FOR cGMP FACILITY IN RHODE ISLAND

Earlier this year, G-CON exceeded expectations of client, Rubius Theraprutics, when it
designed, built and delivered multiple cleanroom PODs with included corridors totaling
6,500 sq.ft. of cleanroom space in less than 8 months. With G-CON's PODs, Rubius
accelerated the buildout of their Red Cell Therapeutic™ manufacturing facility by nine
months to support their upcoming #cancer clinical trials. Click the video above to watch
the full project from start to finish.

FUN FACT
G-CON Manufacturing, Inc.
sales@gconbio.com
979.431.0700

In February, G-CON launched the
PODTalk PODcast... the first podcast
dedicated to pharmaceutical facility
design and construction. Listen now on
iTunes or where ever you stream your
podcasts!
LISTEN NOW

www.gconbio.com
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A LETTER FROM OUR CEO
A Letter to Our Valued Customers during the COVID-19 Pandemic
As you know we are facing an unprecedented situation as the COVID-19
pandemic continues to impact the word around us, affecting our families,
our businesses and our way of life. During this time, we wanted to update you
and let you know how G-CON is monitoring and approaching this evolving
situation in order to ensure we can continue to manufacture and deliver for
our valued customers.
Many have asked about G-CON’s ability to design, construct and deliver
cleanrooms during this pandemic. A sample of those questions are listed
below:
Can G-CON still produce cleanroom infrastructures?
G-CON is largely unaffected by current travel and gathering restrictions since
its PODs are built by experienced teams at our site. These teams are
monitored and self-monitor each other for virus symptoms and we have
policies in place to avoid the spread of the coronavirus within our company.

Maik W. Jornitz
President and CEO

Do we need to delay or slow down any projects with G-CON?
There is no need to slow down or delay projects. Design, manufacture,
factory acceptance testing and pre-delivery preparation can all occur with
no travel by G-CON or the client. Delivery will have to be coordinated given
the circumstances then present.
Has G-CON experienced material or parts supply shortages or delays?
G-CON has not experienced any delays to date and G-CON’s procurement
team has worked closely with our suppliers to ensure that there will be no
issues in the future.

As a company, G-CON is taking measures to ensure the health and safety of our employees and following the guidelines
provided by the CDC and local authorities. Additionally we are working closely with our clients to help maintain continuity
and avoid delays in their projects due to the pandemic related restrictions being implemented within their organizations.
While the current situation is not optimal, G-CON’s offsite construction model, helps to mitigate the impact in order to keep
our client projects on schedule.
The G-CON team is fully committed to our clients and the patients they serve as we get through this together.
As we go forward, we will keep you updated as the situation evolves.
Please do not hesitate to contact us if you have any questions or concerns.

Sincerely,
Maik W. Jornitz
President and CEO
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IN THE NEWS
G-CON Manufacturing
Biodefense Product Line

Releases

a

Amidst the COVID-19 pandemic, G-CON launches a Biodefense
Product Line of transmissible disease defense units that offer flexible,
mobile biocontainment and test units for preventing the spread of
transmissible diseases. Download the latest white paper that explains
the keys to preventing the spread of disease outbreaks and how
G-CON is meeting the need for controlling serious outbreaks with
products for testing and detection, as well as patient containment.
Learn more...

G-CON Manufacturing Builds and
Delivers Multiple PODs to Rubius
Therapeutics’
cGMP
Facility
in
Smithfield, Rhode Island
G-CON Manufacturing, the leader in prefabricated, flexible
cleanroom solutions, announced today that it has successfully
delivered to Rubius Therapeutics multiple PODs with included
corridors totaling 6,500 sq. ft. of cleanroom space. The PODs will
provide the clean environment for Rubius’ allogeneic red cell
therapy clinical manufacturing facility in Smithfield, RI.
Read more...

G-CON Manufacturing and Vanrx
Pharmasystems Announce the Launch
of Microcell POD
G-CON Manufacturing, the leader in prefabricated, flexible
cleanroom solutions, and Vanrx Pharmasystems, known for its
advanced aseptic filling machines, today announced the
companies are working together to offer the Microcell POD, the first
and only turnkey facility for aseptic filling of advanced therapies.
Read more...

G-CON PODs® Selected as Supplier for
Clinical and Commercial Manufacturing
Facility in Redmond, Washington
G-CON Manufacturing, the leader in prefabricated, flexible
cleanroom solutions announced today that the company will
support Just – Evotec Biologics, a wholly-owned Seattle-based
company of Evotec SE, with their construction of a late-stage clinical
and commercial manufacturing facility for biologics in Redmond,
Washington.
Read more...
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TECHNICALLY SPEAKING
Disrupting the Industry: G-CON’s Impact on Cell
and Gene Therapy Manufacturing
differently about how drug products are manufactured and
distributed to patient populations around the world.

Dennis Powers
Vice President of Sales Engineering and Business
Development

Introduction
In this issue of PODTalk Newsletter’s Technically Speaking section,
we bring to you a special Q and A with G-CON’s Vice President of
Sales Engineering and Business Development, Dennis Powers. With
over 25 years of experience working in the biopharmaceutical
industry, Dennis answers questions about the POD’s effect on
therapeutics with off-site manufacturing of modular/podular
cleanrooms and G-CON's overall impact on the cell and gene
therapy sector for manufacturing advanced therapies in
prefabricated cleanrooms.

Q: What is happening in the industry right now in cell and
gene therapy?
It’s a very exciting time in our industry right now, especially with
everything that’s been happening in the cell and gene therapy
space. We saw back in 2017 after 20 plus years of the industry
investing in the research and development of advanced
therapeutic medicines, the industry finally reached a critical
inflection point when the first CAR-T therapies were approved by
the FDA for commercialization. It was in that year that both
Novartis’ KYMRIAH® and Kite-Gilead’s YESCARTA™ autologous
therapies were approved by the FDA, which was great news. That
same year, Spark Therapeutics’ LUXTURNA™ gene therapy for a
rare retinal genetic disorder which causes blindness, was also
approved. Early in 2019, we saw that AveXis-Novartis’ gene
therapy product for spinal muscular atrophy, which is a horrific
genetic disease in infants, was approved by the FDA. So, from what
we’re seeing right now in the industry, this is just the beginning. The
FDA recently stated that they expect new drug applications to hit
200 per year by the end of 2020 and by the year 2025, they expect
that the number of approved cell and gene therapies is going to
be in the 10 to 20 per year range, so this is a tremendous increase
which is going to happen very quickly. It’s really just the tip of the
iceberg for a lot of these companies with these therapies because
they treat a life threatening condition and fill an unmet medical
need; therefore they’re getting fast-track designation from the FDA
with an expedited approval process, which means they can get
their critical therapies to the market much faster than historic
timelines.

Do you feel the industry is being disrupted? Is that a true
statement to make?
Yes, I would definitely agree. I mean, this is the next wave in the
industry. Cell and gene therapy is the next biotech. We saw this
with monoclonal antibodies 20-25 years ago, so yes, the cell and
gene therapy space is definitely disrupting the industry and it’s
causing manufacturers, CMOs and suppliers to all think

What are some of the primary drivers pushing the facility
needs in the cell and gene therapy space?
When we talk about the drivers of what’s pushing the industry and
what’s important to the manufacturers, one of the first things we
need to look at is what trends are we seeing in the industry right
now? Certainly, there’s been a big trend toward consolidation
within the industry where we’re seeing some of the larger pharma
companies go out and acquire the smaller cell and gene therapy
companies that have a targeted pipeline. In the past two years,
we’ve seen Kite get acquired by Gilead, AveXis get acquired by
Novartis, Juno was acquired by Celgene, which has now been
acquired by Bristol-Myers Squibb, so it’s something we’re seeing a
lot of, even on the CMO front where companies like Brammer and
Paragon, which specialized in the cell and gene therapy space,
be acquired by Thermo Fisher and Catalent, respectively. This is
being largely driven by the competition for the existing capacity
and expertise within the industry. As we said, this is disrupting the
industry. These are new technologies which require a new
manufacturing model and it really is driving competition for that
existing capacity. This is especially true for viral vectors, which are a
critical component for both the cell and gene therapies. The
vectors are either a critical raw material used in the cell therapy
process or it’s actually the product itself, depending on the type of
therapy, and with the number of products there are right now in
late
phase
clinical
trials
which
are
approaching
commercialization, the demand for viral vectors has really
outgrown the supply, and this has led to a capacity crunch and a
push to build out new manufacturing capacity both by drug
manufacturers and the CMOs. This is one of the biggest needs
we’re seeing right now and there is a similar situation brewing with
some of the other raw materials like plasmids, which are critical to
manufacturing.

Based on the above, would you say the “rules” are
changing?
Certainly. These new demands and new manufacturing modalities
are changing. We’re seeing demands from both a process and
facility design standpoint. When we look at the fact that there’s so
few commercially approved products currently available, there’s
a limited expertise out there in the industry, so it certainly is having
an impact and we certainly see that the potential for companies
that have a new therapeutic that is going to address an unmet
medical need, timing is absolutely critical for these companies to
get their product to market as fast as possible. There’s a patient
population who desperately needs these therapies. It’s very
important that these companies are able to get manufacturing
capability and capacity much faster than we’ve seen in our
industry historically.

Do you think that is a primary need?
Absolutely. When you look at the fact that a lot of these drugs are
getting accelerated approvals from the FDA, these manufacturers
have to ensure that they have a pathway for establishing their
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TECHNICALLY SPEAKING
Disrupting the Industry: G-CON’s Impact on Cell and Gene Therapy Manufacturing (cont.)
manufacturing capability that’s aligned with their pathway for
regulatory approval, which means, in many cases, they need to
have a new facility or capability established and validated within
18 months. In some cases they want to do it in 12 months or less, so
to be able to design, build and validate in that timeframe, you
really need a new, innovative way of executing projects, designing
and building facilities to get those clients there so they have their
capacity – they have their capability to the drug to those patients.

Q: How has G-CON had an impact on the issues, trends and
challenges faced in this area?
When we look at G-CON’s history, the company and the
cleanroom PODs were actually born from the personalized cancer
vaccine industry over 10 years ago, so developing these new
innovative cleanroom technologies that meet the needs of cell
and gene therapy has really been in our DNA from the very
beginning. We’ve essentially grown our business and advanced
the design of our PODs by working closely with our clients, including
drug manufacturers, CMOs, equipment suppliers and engineering
partners, to understand these new requirements as they’ve been
evolving. G-CON has been able to leverage that knowledge and
expertise from these relationships from the projects that we’ve
worked on to establish and design new POD platforms for different
manufacturing modalities like CAR-T, gene therapies, viral vectors,
etc. This standardized approaching using pre-designed platforms
allow our clients to realize the design and construction of new
facilities much faster.

Q: Walk us through a process with G-CON when a client
requests PODs or a facility platform design for an advanced
therapy project?
It covers a pretty broad range. We have a client base that
includes small start up companies all the way up to large global
companies just getting into the cell and gene therapy space for
the first time. The starting point is always trying to understand: What
are their process requirements? How are we designing the PODs
around their process? How does the facility need to be designed
from a cGMP standpoint? What are their capacity requirements?
Are we designing and building for clinical manufacturing vs.
commercial? Does the client need a facility that will address their
short term needs for clinical manufacturing, but ultimately be used
for commercial as well? A lot of the clients that we work with need
to have a new infrastructure that is designed with the inherent
flexibility that’s going to allow them to adapt as the market need
changes or as their manufacturing network needs change as these
new technologies and these new therapies get more optimized as
new process technologies come online. We have to really try to
understand what their short-term needs are, what their long-term
needs are and putting together a POD facility design that’s going
to meet all those needs.

Q: We know there are many options out there. Why is
G-CON seeing more clients and companies in the industry
make a shift towards PODs?
G-CON is at a point now where we’ve established ourselves as
leaders in the industry for prefabricated autonomous cleanrooms.
We’ve executed projects across a broad range of applications,
not just in cell and gene therapy, but in aseptic fill/finish, biologics
manufacturing and oral solid dosage and we’ve executed those
projects for 5 of the top 10 global pharma companies to date, so I
think we are now at a point where the technology in the PODs
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have been validated by the industry, we’re a known entity and
we have a very consistent track record of executing projects on
time, on budget and helping our clients more rapidly deploy
their manufacturing capabilities successfully.

Do you think the industry sees that G-CON is meeting their
needs?
Absolutely. I think in every project we deliver for a client, there’s
tremendous value and certainly for the projects that we’ve done in
the cell and gene therapy space. We have clients that are
coming back to us saying, “Because of the POD approach to our
new facility, we’ve been able to manufacture and deliver more
product to our patients much faster than was ever possible in the
past.” We have clients who are able to get their first therapies or
their first product out of a POD based facility in 12 to 14 months
from the very start of a project, which is tremendous. Historically,
that would be 18 to 24 months, at best, so we’ve cut that timeline
in half. When we talk about getting critical therapies to the patients
who need them, it’s a very rewarding experience to work with
these clients and manufacturers who are producing these
therapies. At the very end, what matters most is getting these drugs
out to market quickly for the patient. To be able to achieve and be
part of that is a huge honor. It’s very rewarding. It’s why we do
what we do.

UPCOMING EVENTS

Webinar: Accelerating your filling facility project schedule to bring new therapies to patients
faster.
Patients are waiting for your drug products, but the current situation is putting a hold on your project schedule. When things get
back to normal, how can you make up for lost time in building your aseptic filling facility?
This webinar will discuss filling technology and facility construction approaches that can help you reclaim your timeline and bring
your therapies to patients faster.
Attendees will learn about:
• How combining standardized filling and facility technologies can accelerate build and qualification / validation timelines;
• Scale out models of manufacturing for uncertain demand; and
• An economic case study of using these approaches for a multi-drug product facility.

Date: Tuesday, April 21
Time: 10 a.m. PT / 1 p.m. ET

REGISTER
NOW
*Not able to attend? Register now and we’ll send you a copy of the webinar after the event.
Presenting companies:
G-CON Manufacturing and Vanrx Pharmasystems are collaborating on turnkey aseptic filling facilities that allow companies to
build, operate and scale out GMP manufacturing faster than ever before possible. Vanrx’s Aseptic Filling Workcells are
pre-installed and pre-qualified inside G-CON’s prefabricated cleanroom PODs.
Presenters:
Dennis Powers - Vice President of Business Development & Sales Engineering (G-CON Manufacturing, Inc.)
Dennis Powers is the Vice President of Business Development & Sales Engineering for G-CON Manufacturing and has over 25 years of experience
working in the biopharmaceutical industry on both the manufacturing and supplier sides of the business. He has held positions in various technical
and management functions including engineering, validation, project management, and operations. Through his career, Dennis has worked closely
with numerous companies in the pharmaceutical industry to provide process, equipment, and facility solutions to meet their specific needs.

John Harmer - Vice President, Marketing (Vanrx Pharmasystems)
John Harmer is the Vice President of Marketing for Vanrx Pharmasystems. After more than 30 years in the pharmaceutical industry, he has experience
in just about every aspect of drug development and manufacturing. In addition to aseptic filling, John has worked in API production and process
development, device development, clinical trial logistics, and regulatory submissions for novel therapeutics. John understands the timelines and
challenges of the drug development process and is a valuable technical resource for Vanrx’s customers.
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SPOTLIGHT
G-CON Building Services: Building Solutions for your
Challenges
Introduction
At the close of 2019, G-CON Manufacturing, Inc. launched G-CON
Building Services, LLC, a new subsidiary offering host facility project
management solutions to pharmaceutical and biopharmaceutical
clients to simplify customer cleanroom projects and provide project
completion in a more timely and cost-efficient manner.With an
already fast-growing customer base, GCBS bridges the gap
between the design and the compliance for pharmeceutical
manufacturing infrastructures

Front End Planning
At the core of its existance, G-CON Building Services provides a
service for process discovery and design called a Conceptual
Development Study (CDS). Unlike a General Contractor, GCBS
works directly for the client on a negotiated contract, keeping all
loyalty to the client with zero motivation to maximize profits by
cutting corners. With front end planning through the CDS, all
necessary deliverables are provided at a standard fee. Since GCBS
does not hold contracts, decisions are not swayed by nefarious
relationships or profit margins.Every decision made is for the best
interest of the client.

To Infinity... and Beyond Construction
One of the most commonly hired third parties when building a
pharmaceutical facility are construction management firms. CM
firms are good at managing construction related activities.
However, in the pharmaceutical and biopharmaceutical industries,
facility projects have a wider spectrum than just construction. There
is conceptual design coordination required between the client and
the design team. Unlinke CM firms, GCBS can lead the site selection
effort and bring in professionals that can recommend and evaluate
facilities and surrounding area compatibility and coordinate cost.
GCBS can coordinate and review detailed design drawings and
assist in prequalification/ contractor selection as well as monitor and
consolidate the project schedule. With speed, flexibility and cost
effiency being high on the list of industry needs, GCBS dedicates its
team to monitor the budget and manage change control. while
helping in the procurement of process equipment and the
coordination of the equipment with construction.

To learn more about G-CON Building Services,
DOWNLOAD our information sheet.

Let us manage your project from
planning to startup. Send us an
email at gcbs@gconbio.com
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Have a project to discuss? Email us at sales@gconbio.com

Address: 6161 Imperial Loop

College Station, TX 77845

Phone:

979.431.0700

Website: www.gconbio.com

