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Strengthen cell and gene therapy
production with smart quality testing.

STREAMLINED WORKFLOW LEADS TO IMPROVED PATIENT SAFETY




Rapid answers for your
cell and gene therapy products.

Developing cell and gene therapies presents many challenges. Low-production volume, short
shelf life, temperature sensitivity, complex raw materials, tracking and data integrity, scalability,
and patient demands must all be taken into consideration.

Adding rapid and easy-to-use technologies to your operations bring overall efficiencies to the
manufacturing process through both simplified workflows and accurate, actionable results to ensure
patient safety.

( SIMPLE
IMPROVE CHAIN OF CUSTODY AND )
INCREASE PATIENT SAFETY

» Simplified workflows and automation

bring standardization
The chain of custody required to

ensure the right patient receives the « Simplified, objective results with full
right therapy can be challenging. Our traceability

solutions not only deliver rapid results

but also reduce risk of human error FAST

with barcode scanning and traceability. Z

» Simplified workflows reduce
hands-on time

MOVE TESTING CLOSER TO - Faster time to result lets you rest
MANUFACTURING

assured your product is safe

Our simple workflows with little hands- = ACCURATE
on time reduce the need for extensive @

expertise and training to get an objective,
rapid, and accurate result. This allows you
to decentralize your lab testing and move it
closer to the manufacturing suite.

- State-of-the-art technologies
provide objectivity and accuracy

¢ Increased data integrity helps
ensure correct treatment is
delivered to the right patient

STAY IN COMPLIANCE

New regulations have been written specifically to support the use of rapid methods for use on products
with short shelf lives such as advanced cell therapies. bioMérieux offers full validation support and
technical staff to back you every step of the way.



Continuous monitoring for continuous

cell and gene therapy production.

Integrating quality management and manufacturing allows for continuous production. However, carefully
managing and maintaining the supply chain becomes even more vital when scaling products.

bioMérieux’s easy-to-use detection solutions allow labs to test for contamination at every stage of the
production process, giving you confidence the therapy the patient receives will be as safe as possible.
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BRING SAFETY TESTING CLOSER TO PRODUCTION WITH EASY-TO-USE RAPID METHODS

-

BACT/ALERT® 3D DUAL-T BIOFIRE® Mycoplasma
Automated rapid Automated Mycoplasma
sterility results detection with results in

SAFETY
TESTING

Final release testing

ENDOZYME® Il GO STRIPS
rFC endotoxin detection
with less hands-on time and

in days

» Inoculate, load and
go workflow

» Allows testing closer
to production

» Barcode scanning and 21CFR

traceability
increase data integrity

less than an hour

+ Two minutes of

hands on time

+ Canbe performed

by virtually anyone,
anywhere, anytime

» Barcode scanning

and 21CFR traceability
increase data integrity

waste

+ Flexible number of testing
samples for minimal waste

» Eliminates manual prep to
reduce human error

+ Over 50% reductionin
handling time compared
to conventional microplate
assays

There’s no time to lose when a patient relies on your product.
Streamlined QC testing specific to cell and gene therapies yields

safe, rapid, and efficient results.
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L j With more than 50 years’ experience in microbiological diagnostics, the people of bioMérieux
F > understand the challenges manufacturers face when it comes to ensuring product safety and
o i quality. Our development, scientific affairs, customer service, and support teams work hand in
o= hand with our clients to create and implement groundbreaking solutions to everyday problems.
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© ~  THEPRODUCTS

* ® The bioMérieux portfolio is dedicated to providing comprehensive solutions. As a leader

T in microbiology, we understand what it takes to enable fast accurate testing, optimize lab

S workflow, boost productivity, and improve financial performance.

< 9 THE SCIENCE

s Innovation is one of the pillars of bioMérieux’s longstanding scientific tradition. We innovate to
drive progress in pathogen detection and identification. True to our pioneering spirit, our R&D
teams combine their knowledge of medicine and emerging techniques and technologies to
create solutions for pharmaceutical labs.
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www.biomerieux-usa.com « www.biomerieux-industry.com



