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Natera Announces New Data From Two Studies
Extending the Clinical Validation of Its Prospera™
Heart dd-cfDNA Test for Heart Transplant Recipients
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Prospective, multi-center Trifecta-Heart and DTRT-2 studies demonstrate excellent performance of the Prospera

Heart test for detecting rejection in adults and pediatrics

AUSTIN, Texas--(BUSINESS WIRE)-- Natera, Inc. (NASDAQ: NTRA), a global leader in cell-free DNA (cfDNA) testing,

today announced the publication of two major studies, DTRT-2 and Trifecta-Heart, showcasing the ability of the

Prospera Heart donor-derived cfDNA (dd-cfDNA) test to detect rejection in adult and pediatric heart transplant

recipients. These are the second and third peer-reviewed publications evaluating Natera’s technology for use in

heart transplantation.

“We are encouraged by the results of these two prospective studies,” said Sangeeta Bhorade, MD, chief medical

o�cer of organ health at Natera. “The consistent, excellent performance of Prospera Heart across multiple

independent studies should inspire con�dence among transplant physicians to leverage Prospera as part of

standard patient care.”

The Prospera Heart test was launched in 2021 and received Medicare coverage following the 2022 publication of a

multi-site clinical validation study, the DEDUCE study, in the Journal of Heart and Lung Transplantation . That

study showed the Prospera Heart test had an overall area under the curve (AUC) of 0.86 for identifying acute

rejection in over 800 samples from 200 adults with heart transplants.

The DTRT-2 (DNA-Based Transplant Rejection Test) study, published recently in Pediatric Transplantation , was

1

https://cts.businesswire.com/ct/CT?id=smartlink&url=https%3A%2F%2Fc212.net%2Fc%2Flink%2F%3Ft%3D0%26l%3Den%26o%3D3417299-1%26h%3D3252376686%26u%3Dhttps%253A%252F%252Fc212.net%252Fc%252Flink%252F%253Ft%253D0%2526l%253Den%2526o%253D3294306-1%2526h%253D1758539904%2526u%253Dhttps%25253A%25252F%25252Fc212.net%25252Fc%25252Flink%25252F%25253Ft%25253D0%252526l%25253Den%252526o%25253D2686906-1%252526h%25253D2623356003%252526u%25253Dhttp%2525253A%2525252F%2525252Fwww.natera.com%2525252F%252526a%25253DNatera%2525252C%25252BInc.%2526a%253DNatera%25252C%252BInc.%26a%3DNatera%252C%2BInc.&esheet=53923971&newsitemid=20240408049861&lan=en-US&anchor=Natera%2C+Inc.&index=1&md5=d81474fe937976ec055c60b7be4061e7
https://cts.businesswire.com/ct/CT?id=smartlink&url=https%3A%2F%2Fwww.jhltonline.org%2Farticle%2FS1053-2498%252822%252901898-8%2Ffulltext&esheet=53923971&newsitemid=20240408049861&lan=en-US&anchor=Journal+of+Heart+and+Lung+Transplantation&index=2&md5=debd2b24cf13a7135280b7437a062d2c
https://cts.businesswire.com/ct/CT?id=smartlink&url=https%3A%2F%2Fwww.jhltonline.org%2Farticle%2FS1053-2498%252822%252901898-8%2Ffulltext&esheet=53923971&newsitemid=20240408049861&lan=en-US&anchor=Journal+of+Heart+and+Lung+Transplantation&index=2&md5=debd2b24cf13a7135280b7437a062d2c
https://cts.businesswire.com/ct/CT?id=smartlink&url=https%3A%2F%2Fonlinelibrary.wiley.com%2Fdoi%2F10.1111%2Fpetr.14708&esheet=53923971&newsitemid=20240408049861&lan=en-US&anchor=Pediatric+Transplantation&index=3&md5=386e7d220136cf92df34def18f5574b1
https://cts.businesswire.com/ct/CT?id=smartlink&url=https%3A%2F%2Fonlinelibrary.wiley.com%2Fdoi%2F10.1111%2Fpetr.14708&esheet=53923971&newsitemid=20240408049861&lan=en-US&anchor=Pediatric+Transplantation&index=3&md5=386e7d220136cf92df34def18f5574b1


sponsored by the National Institutes of Health (NIH). A total of 487 samples from 160 heart transplant recipients

were evaluated, of which 78 were pediatric and 82 were adult patients. The Prospera Heart test demonstrated

outstanding performance in detecting rejection, as determined by histopathology from endomyocardial biopsies

(EMBs), with an AUC of 0.82 in adult patients and 0.83 in pediatric patients. The study reported a negative predictive

value (NPV) of 92% for adult patients and 99% for pediatric patients, supporting the intended use of Prospera Heart

as a rule-out test to help obviate surveillance biopsy procedures.

“DTRT-2 is a landmark study that further demonstrates that the Prospera Heart test is a highly reliable, non-invasive

tool for detecting heart transplant rejection in adult patients, and now solidi�es that outstanding performance for

pediatric patients as well,” said Shriprasad R. Deshpande, MBBS, MS, director of the Advanced Cardiac on Therapies

and Heart Transplant Program, Children’s National Hospital, and lead author of the study. “Based on these �ndings,

I believe the Prospera Heart test has the potential to greatly reduce the number of invasive surveillance biopsies in

children and enhance their quality of life.”

The Trifecta-Heart study had its initial publication last week in Transplantation and has an upcoming oral

presentation at the 2024 International Society for Heart and Lung Transplantation (ISHLT) Annual Meeting. This

initial readout included 137 plasma samples analyzed using the Prospera Heart test, correlated with matched EMBs

analyzed using the Molecular Microscope® Diagnostic System (MMDx), a more objective reference standard for

rejection compared to histopathology. Based on data collected in the �rst 18 months, the Prospera Heart test was

highly accurate in distinguishing acute rejection from non-rejection, with an AUC of 0.90 and a NPV of 96%. These

results a�rm the strong performance of Prospera Heart shown in the DEDUCE study.

Roughly 4,100 heart transplants are performed each year in the U.S., including about 490 pediatric recipients in

2022.1 Biopsies, which are the current standard of care for heart transplant surveillance, have a complication rate

ranging between 1-5%.2-6 Further, due to modern immunosuppression regimens, acute rejection rates, as detected

by surveillance biopsies, are now lower than the rate of biopsy complications.7 This highlights the imbalance in risk

versus reward and argues in favor of a non-invasive alternative to monitor for rejection.

These latest data come just before the 2024 ISHLT Annual Meeting, where Natera will deliver one oral presentation

and six poster presentations related to its Prospera Heart and Prospera Lung tests.

About the Prospera test

The Prospera TM test leverages Natera’s core single-nucleotide (SNP)-based massively multiplexed PCR (mmPCR)

technology to identify allograft rejection non-invasively and with high precision and accuracy, without the need for

prior donor or recipient genotyping. The test works by measuring the fraction of donor-derived cell-free DNA (dd-

cfDNA) in the recipient’s blood. It may be used by physicians considering the diagnosis of active rejection, helping to
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rule in or out this condition when evaluating the need for diagnostic testing or the results of an invasive biopsy. The

Prospera test has been clinically and analytically validated for performance regardless of donor relatedness,

rejection type, and clinical presentation.

About Natera

NateraTM is a global leader in cell-free DNA testing, dedicated to oncology, women’s health, and organ health. We

aim to make personalized genetic testing and diagnostics part of the standard of care to protect health, and inform

earlier, more targeted interventions that help lead to longer, healthier lives. Natera’s tests are validated by more

than 180 peer-reviewed publications that demonstrate high accuracy. Natera operates ISO 13485-certi�ed and CAP-

accredited laboratories certi�ed under the Clinical Laboratory Improvement Amendments (CLIA) in Austin, Texas

and San Carlos, California. For more information, visit www.natera.com.

Forward-Looking Statements

All statements other than statements of historical facts contained in this press release are forward-looking

statements and are not a representation that Natera’s plans, estimates, or expectations will be achieved. These

forward-looking statements represent Natera’s expectations as of the date of this press release, and Natera

disclaims any obligation to update the forward-looking statements. These forward-looking statements are subject

to known and unknown risks and uncertainties that may cause actual results to di�er materially, including with

respect to whether the results of clinical or other studies will support the use of our product o�erings, the impact of

results of such studies, or our expectations of the bene�ts of our tests and product o�erings to patients, providers

and payers. Additional risks and uncertainties are discussed in greater detail in "Risk Factors" in Natera’s recent

�lings on Forms 10-K and 10-Q and in other �lings Natera makes with the SEC from time to time. These documents

are available at www.natera.com/investors and www.sec.gov.
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