GenDx licensed cfDNA assay to monitor organ rejection in pediatric
heart transplants

UTRECHT, July 18 2022

GenDx has obtained a worldwide license from Medical College Wisconsin (MCW) for their patented
method to detect donor specific cell free DNA (cfDNA) in pediatric patients that have undergone a
heart transplant.

To monitor graft survival, patients need multiple endomyocardial biopsies that are expensive, require
anesthesia and are invasive and risky. Researchers at MCW developed a method that instead
requires only a small blood sample to monitor transplant rejection. The method comprises a sensitive
multiplexed qPCR assessment of the cfDNA donor fraction, which is superior in terms of costs, turn-
around time and level of sensitivity. The assay, although developed for pediatric transplant patients,
opens a door for broader solid organ transplants as it supports a pan-organ strategy.

“Combining the knowledge of both MCW on cfDNA and GenDx on DNA typing by NGS and real-time
PCR in a transplant setting, offers an enormous potential to develop products which can predict early
the potential rejection of transplanted organs. We are excited to collaborate with MCW enabling
new options for accurate transplant monitoring,” said Dr. Wietse Mulder, CEO of GenDx.

About Cell free DNA

Donor derived cfDNA refers to all non-encapsulated DNA fragments that enter the bloodstream; this
mostly happens during apoptosis or necrosis. Analysis of cell free DNA (cfDNA) after solid organ
transplantation has been shown to accurately identify and characterize allograft injury and correlate
with pathologic findings (e.g. organ rejection).

About the Medical College of Wisconsin

With a history dating back to 1893, The Medical College of Wisconsin is dedicated to leadership and
excellence in education, patient care, research and community engagement. More than 1,500
students are enrolled in MCW’s medical school and graduate school programs in Milwaukee, Green
Bay, and Central Wisconsin. MCW'’s School of Pharmacy graduated its inaugural PharmD class in
2020. A major national research center, MCW is the largest research institution in the Milwaukee
metro area and second largest in Wisconsin. In the last 10 years, faculty received more than $1.5
billion in external support for research, teaching, training and related purposes. This total includes
highly competitive research and training awards from the National Institutes of Health (NIH).
Annually, MCW faculty direct or collaborate on more than 3,100 research studies, including clinical
trials. Additionally, more than 1,650 physicians provide care in virtually every specialty of medicine
for more than 2.8 million patients annually.

About GenDx

Genome Diagnostics B.V., also known as GenDx, is a Dutch company specialized in molecular
diagnostics, focused on development, production and sales of innovative assays and analysis software
for transplantation and companion diagnostics. To support GenDx’s USA customers it has an office near
O’Hare airport, Chicago, IL.



GenDx specializes in HLA sequencing-based typing strategies and offers reagents and software for both
Sanger and NGS approaches. As one of the pioneering companies in the HLA field with Sanger
approaches, GenDx started offering NGS strategies in 2013, consisting of NGSgo® reagents and the
software package NGSengine® for various NGS platforms. Additionally, GenDx offers products for
chimerism monitoring by gPCR and - launched recently - by NGS: NGStrack® & TRKengine®. Thanks to its
extensive in-house expertise, GenDx also offers custom laboratory services for basic and clinical research
organizations. GenDx Education organizes dedicated HLA sequence-based typing and chimerism monitoring
training courses worldwide on a regular basis for anyone working in tissue typing or research laboratories,
blood banks, and donor registries.

GenDx is based at the Utrecht Science Park, the Netherlands and was founded in 2005 by Erik
Rozemuller PhD, Wietse Mulder PhD and UMC Utrecht Holdings B.V. represented by Oscar Schoots
PhD and Raoul Linschoten LLM. In 2019, Ampersand Capital Partners obtained a minority share in the
company, having Arya Mehrabanzad as their representative in the GenDx Board of Directors. Bob van
Gemen PhD joined the GenDx board in 2021 as independent director. For further information about
GenDx visit www.GenDx.com.
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