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MilliporeSigma Launches First All-in-One Genetic
Stability Assay to Accelerate Biosafety Testing

e Proprietary Aptegra™ platform reduces five assays to one

¢ Results in 66% faster testing time and significantly lower cost for
clients compared to traditional methods

¢ Only platform that meets all regulatory requirements to establish

CHO genetic stability with a single test

Burlington, Massachusetts, April 16, 2024 - MilliporeSigma, the U.S. and Canada
Life Science business of Merck KGaA, Darmstadt, Germany, launched the first all-
in-one, validated genetic stability assay of its kind. The Aptegra™ CHO genetic
stability assay leverages whole genome sequencing and bioinformatics to
significantly accelerate biosafety testing for clients and therefore, their move into

commercial production.

“Driving innovation in biosafety testing is essential to bringing new therapies to
patients faster,” said Benjamin Hein, Head of Life Science Services, Life Science
business of Merck KGaA, Darmstadt, Germany. "CHO genetic stability testing has
remained relatively unchanged for many years. The Aptegra™ platform transforms

biosafety testing with a digital solution using next-generation sequencing.”

Currently, FDA guidance requires biotech companies to use multiple assays to
address genetic stability requirements. This traditional package of assays is costly,
time-consuming, and often results in data that need additional interpretation and
support. The Aptegra™ platform addresses these pain points by replacing five
different assays and four different technologies with one assay utilizing the next-

generation sequencing technology platform. This approach reduces testing time by
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66 percent and reduces costs by 43 percent compared to traditional methods. The
platform meets all regulatory requirements for genetic stability assurance, including

copy number assessment.

The company has made significant investments over the last five years to expand
its biosafety testing capabilities for clients across the globe. Its global biosafety
testing network includes sites in Shanghai, China; Singapore; Stirling and Glasgow,
UK; and Rockville, MD, USA.

The Aptegra™ digital platform adds to a transformative portfolio of digital
technologies developed by MilliporeSigma. In December, it launched AIDDISON®,
an Al-powered platform that integrates generative design with predictive synthesis
planning, allowing rapid identification of promising candidates and reducing risk of
late-stage failures. Additionally, the company offers a first of its kind Bio4C®
Software Suite, which combines data analytics and visualization, automation, and

control software for GMP manufacturing.

About the Life Science business of Merck KGaA, Darmstadt, Germany

The Life Science business of Merck KGaA, Darmstadt, Germany, which operates as MilliporeSigma in
the U.S. and Canada, has more than 28,000 employees and more than 55 total manufacturing and
testing sites worldwide, with a portfolio of more than 300,000 products focused on scientific discovery,
biomanufacturing and testing services. Merck KGaA, Darmstadt, Germany, a leading science and
technology company, operates across healthcare, life science and electronics.

Around 63,000 employees work to make a positive difference to millions of people’s lives every day by
creating more joyful and sustainable ways to live. From providing products and services that accelerate
drug development and manufacturing as well as discovering unique ways to treat the most challenging
diseases to enabling the intelligence of devices - the company is everywhere. In 2023, Merck KGaA,
Darmstadt, Germany, generated sales of € 21 billion in 65 countries.

The company holds the global rights to the name and trademark “Merck” internationally. The only
exceptions are the United States and Canada, where the business sectors of Merck KGaA, Darmstadt,
Germany, operate as MilliporeSigma in life science, EMD Serono in healthcare and EMD Electronics in
electronics. Since its founding in 1668, scientific exploration and responsible entrepreneurship have
been key to the company’s technological and scientific advances. To this day, the founding family
remains the majority owner of the publicly listed company. For more information about Merck KGaA,
Darmstadt, Germany, visit

Follow MilliporeSigma on @MilliporeSigma, on @MilliporeSigma and on

All Merck KGaA, Darmstadt, Germany news releases are distributed by email at the same time they
become available on the EMD Group website. In case you are a resident of the U.S. or Canada please
go to to register again for your online subscription of this service as
our newly introduced geo-targeting requires new links in the email. You may later change your
selection or discontinue this service.
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