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Represents third covered indication for Prospera

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

today announced that it has received con�rmation that its Prospera Lung donor-derived cfDNA (dd-cfDNA)

transplant assessment test has met coverage requirements from the Centers for Medicare & Medicaid Services’

(CMS) Molecular Diagnostics Services Program (MolDX).

The MolDX technology assessment program has determined that Prospera Lung will be covered under the existing

Medicare Local Coverage Determination for Molecular Testing for Solid Organ Allograft Rejection for use in the

surveillance setting in lung transplant patients.

Lung transplantation has a �ve-year survival rate of 59%, the lowest rate of all transplanted organs. Moreover, in

the last 20 years, there has been limited improvement in recipient survival.1 This is primarily driven by acute

rejection (AR) and chronic lung allograft dysfunction (CLAD), which is the leading cause of mortality among lung

transplant recipients.2

“The current standard of using transbronchial biopsy for monitoring lung transplant rejection is associated with

signi�cant procedural risks and complications and is a physical and emotional burden on the patient,” said Howard

J. Huang, M.D., associate professor of clinical medicine, division of pulmonary, critical care, and sleep medicine at

Houston Methodist Hospital. “Prospera Lung ful�lls a critical unmet need for a less invasive method of detecting

acute rejection to help guide biopsy decision-making and inform treatment.”
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The Prospera Lung clinical validation, the VALID study,3 was published in 2022 and highlighted performance from

195 biopsy-matched samples from 103 patients. This blinded, prospective study analyzed Prospera Lung in

connection with various complications from lung transplantation, including AR, CLAD and allograft infection. The

study demonstrated outstanding performance, with an area under the curve of .91 when analyzing AR versus stable

patients.

“Medicare’s decision enables broad access to the Prospera Lung test and represents a signi�cant win for lung

transplant patients and the �eld of transplant monitoring,” said Bernie Tobin, general manager of organ health at

Natera. “Prior to this decision, nearly 50 percent of the top 50 transplant centers have used Prospera Lung. We are

encouraged by this momentum and grati�ed by the ongoing support from members of the transplant community

who understand the clinical utility of dd-cfDNA testing and the critical bene�ts it can bring to patients.”

About the Prospera test

The ProsperaTM 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

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. It has been developed and its performance characteristics determined by

Natera, the CLIA-certi�ed laboratory performing the test. The test has not been cleared or approved by the US Food

and Drug Administration (FDA). CAP accredited, ISO 13485 certi�ed, and CLIA certi�ed.

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 150 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
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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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Media: Lesley Bogdanow, VP of Corporate Communications, Natera, Inc., pr@natera.com

Source: Natera, Inc.

3

https://cts.businesswire.com/ct/CT?id=smartlink&url=https%3A%2F%2Fc212.net%2Fc%2Flink%2F%3Ft%3D0%26l%3Den%26o%3D3470183-1%26h%3D1889105938%26u%3Dhttp%253A%252F%252Fwww.natera.com%252Finvestors%26a%3Dwww.natera.com%252Finvestors&esheet=53539045&newsitemid=20230816491383&lan=en-US&anchor=www.natera.com%2Finvestors&index=4&md5=f3f755623b203ecc7c44b4a5245f650d
https://cts.businesswire.com/ct/CT?id=smartlink&url=https%3A%2F%2Fc212.net%2Fc%2Flink%2F%3Ft%3D0%26l%3Den%26o%3D3470183-1%26h%3D4019590722%26u%3Dhttp%253A%252F%252Fwww.sec.gov%252F%26a%3Dwww.sec.gov&esheet=53539045&newsitemid=20230816491383&lan=en-US&anchor=www.sec.gov&index=5&md5=5bcd50adf56a82043db63cd106e9dc66
mailto:investor@natera.com
mailto:pr@natera.com

