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CareDx’s AlloSure Lung dd-cfDNA Testing Service
Receives Medicare Coverage for Lung Transplant
Rejection Monitoring
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AlloSure Lung Represents First dd-cfDNA Approved by Medicare for Lung Transplant Patients

BRISBANE, Calif.--(BUSINESS WIRE)-- CareDx, Inc. (Nasdaq: CDNA) – The Transplant Company™ focused on the

discovery, development, and commercialization of clinically di�erentiated, high-value healthcare solutions for

transplant patients and caregivers – today announced that CareDx’s AlloSure® Lung donor-derived cell-free DNA

(dd-cfDNA) molecular testing service has received Medicare coverage.

The MolDX technology assessment program has determined that AlloSure 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, e�ective May 9, 2023.

“CareDx was the �rst to receive MolDX coverage of dd-cfDNA with AlloSure for kidney and heart transplant patients,

and we are now proud to be the �rst approved for lung transplant patients. We are 100% committed to transplant

patients and today’s milestone approval represents a monumental day for lung transplant patients,” said Reg Seeto,

CEO and President of CareDx. “Notably, in 2021, we were the �rst in the �eld to deliver this type of non-invasive

solution to monitor rejection in lung transplantation. We did so because of the signi�cant unmet need where it is

estimated that 1 in 2 lung transplant patients are expected to have their transplant fail �ve years post-transplant.”

The clinical validity and utility of AlloSure Lung dd-cfDNA have been demonstrated in multiple studies.  AlloSure

Lung has been validated to e�ectively identify a composite endpoint of acute cellular rejection (ACR), antibody-

mediated rejection (AMR), and infection in asymptomatic lung transplant patients during routine surveillance
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screening.  The use of AlloSure Lung for surveillance has been shown to identify episodes of acute rejection and

infection that may have been missed using a clinically-indicated biopsy strategy alone.  Additionally, when using an

AlloSure Lung surveillance strategy, it was estimated that there were 83% fewer invasive biopsies than would have

been performed under a surveillance biopsy protocol.  The high unmet need and clinical utility have led to the

rapid adoption of AlloSure Lung, now used in over 60 percent of lung transplant centers in the U.S.

“AlloSure Lung has made a signi�cant di�erence in non-invasively monitoring rejection and infection in lung

transplant patients where allograft failure is a serious concern and early interventions are paramount to improving

long-term outcomes,” said Dr. Nirmal Sharma, Medical Director of the Lung Transplantation Program at Brigham

and Women’s Hospital. “By using this non-invasive test, we’ve been able to implement more timely interventions.

Additionally, in high-risk patients we have successfully reduced the number of surveillance bronchoscopies/biopsies

and avoided the inherent risks associated with these invasive procedures.”

AlloSure Lung’s ability to o�er early warnings to physicians of possible infection or organ rejection can help to

inform timely therapeutic interventions. Lung transplant patients have one of the lowest median survivals of any

solid organ transplant recipient, with a �ve-year survival rate of approximately 53 percent. Introduced in October

2021, AlloSure Lung has already been adopted in over 60 percent of lung transplant centers.

About CareDx – The Transplant Company

CareDx, Inc., headquartered in Brisbane, California, is a leading precision medicine solutions company focused on

the discovery, development, and commercialization of clinically di�erentiated, high-value healthcare solutions for

transplant patients and caregivers. CareDx o�ers testing services, products, and digital healthcare solutions along

the pre- and post-transplant patient journey and is the leading provider of genomics-based information for

transplant patients. For more information, please visit: www.CareDx.com.

Forward Looking Statements

This press release includes forward-looking statements related to CareDx, Inc., including statements regarding the

potential bene�ts and results that may be achieved with AlloSure Lung and the favorable Medicare coverage

determination for AlloSure Lung (the “Determination”). These forward-looking statements are based upon

information that is currently available to CareDx and its current expectations, speak only as of the date hereof, and

are subject to risks and uncertainties that could cause actual results to di�er materially from those projected,

including risks that CareDx does not realize the expected bene�ts of AlloSure Lung and the Determination; general

economic and market factors; and other risks discussed in CareDx’s �lings with the SEC, including the Annual

Report on Form 10-K for the �scal year ended December 31, 2022 �led by CareDx with the SEC on February 27,

2023, the quarterly report on Form 10-Q for the quarter ended March 31, 2023 �led by CareDx with the SEC on May
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10, 2023, and other reports that CareDx has �led with the SEC. Any of these may cause CareDx’s actual results,

performance, or achievements to di�er materially and adversely from those anticipated or implied by CareDx’s

forward-looking statements. CareDx expressly disclaims any obligation, except as required by law, or undertaking

to update or revise any such forward-looking statements.
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