
NEWS RELEASE

CareDx Launches Two Expanded Indications for
AlloSure Testing Services
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AlloSure Heart is Now Validated and Commercially Available for Pediatric Heart Transplant Patients Under 15

AlloSure Kidney is Now Validated and Commercially Available for Simultaneous Pancreas-Kidney Transplant

Patients

BRISBANE, Calif.--(BUSINESS WIRE)-- CareDx, Inc. (Nasdaq: CDNA) – The Transplant Company™ – a leading precision

medicine company focused on the discovery, development, and commercialization of clinically di�erentiated, high-

value healthcare solutions for transplant patients and caregivers – today announced that AlloSure® is now

commercially available for pediatric heart transplant patients of all ages and patients who have received a

simultaneous pancreas-kidney (SPK) transplant.

Both indications are approved by the New York State Clinical Laboratory Evaluation Program, demonstrating that

AlloSure has met the most rigorous validation standards for laboratory developed tests (LDTs).

AlloSure Heart, available for patients aged 15 years and older since 2020, is now clinically validated and

commercially available for use in pediatric patients under 15, including infants. Studies have shown that AlloSure

Heart can detect biopsy proven Acute Cellular Rejection (ACR) and AMR (Antibody Mediated Rejection) in all ages of

pediatric heart transplant patients, consistent with its performance in adults.  In a prospective study, the use of

AlloSure dd-cfDNA for surveillance monitoring in pediatrics demonstrated an 81% reduction in surveillance

endomyocardial biopsies (EMB).

"The availability of AlloSure dd-cfDNA for all pediatric heart transplant patients is a major development. Our goal is
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for every one of our patients, including our youngest heart transplant recipients, to thrive with their transplanted

heart. With molecular surveillance we can monitor organ health while avoiding the inconvenience and discomfort of

unnecessary biopsies,” said Dr. Brian Feingold, Medical Director, Pediatric Heart Transplantation, UPMC Children’s

Hospital of Pittsburgh. “We consider the use of surveillance biopsies outside of the �rst 2 or 3 months after

transplantation to be outdated now that AlloSure is available for every pediatric heart transplant recipient.”

Simultaneous pancreas-kidney (SPK) transplants are known to improve the quality of life and long-term survival of

patients with insulin dependent diabetes and advanced renal disease.  As with other organ transplants, the organs

are at risk of rejection. AlloSure Kidney has been clinically validated to identify rejection and graft injury in SPK

patients.  AlloSure Kidney can improve the management of SPK patients by di�erentiating those at increased risk

of rejection, who are otherwise stable, from patients at low likelihood of rejection.

“It is an honor to have led some of the early studies and to see that AlloSure Kidney is now clinically validated and

commercially available for use in patients who have undergone simultaneous pancreas-kidney transplantation,”

said Dr. Dolamu Olaitan, MBBS, Transplant Surgeon, Rush University Medical Center. “I have witnessed �rsthand

the signi�cant bene�ts for patients with diabetes and kidney failure of receiving a pancreas and kidney transplant.

Now, we have a well-validated, non-invasive tool to monitor organ rejection and injury, which has the potential to

improve their quality of life and long-term outcomes.”

"We are thrilled to introduce two new expanded indications of AlloSure, addressing critical needs in transplant

patient care. Until now, children under 15 who received a heart transplant could only be tested by exception, but

now they can receive routine AlloSure Heart testing. Additionally, for patients who have undergone a simultaneous

pancreas-kidney transplant, we have a solution to meet their needs,” said Robert N. Woodward, CareDx Chief

Scienti�c O�cer.

In 2024, over 4,500 heart transplants were performed in the U.S. with about 10 percent under the age of 18.

Additionally, in 2024 more than 700 patients received an SPK transplant.

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 .
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https://cts.businesswire.com/ct/CT?id=smartlink&url=https%3A%2F%2Fprotect.checkpoint.com%2Fv2%2F___http%3A%2Fwww.caredx.com%2F___.YzJ1OmdpbG1hcnRpbmdyb3VwOmM6bzpiMjAwNjIwY2JkNTdiYjcxMWEwOWRiNzljNjlmOGRkOTo2OmI4NDM6ZGVhNDEzZTdhY2FkZjM0YTIyMWYwMTIwMmI2MTZiNzlkYmY5MzNlYzFmYTU2NmZlMzgwNjFiM2RlMDlhODIxNDpwOlQ6Rg&esheet=54221579&newsitemid=20250311545939&lan=en-US&anchor=www.caredx.com&index=1&md5=424980a8c36697365038b7dbe9494af3


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 Heart and AlloSure Kidney. 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 numerous risks and uncertainties, all of which are di�cult to predict

and many of which are beyond CareDx’s control, 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 Heart and AlloSure Kidney.

These statements are also subject to general economic and market factors, and global economic and marketplace

uncertainties, among other risks discussed in CareDx’s �lings with the Securities and Exchange Commission (the

“SEC”), including, but not limited to, the Annual Report on Form 10-K for the �scal year ended December 31, 2024

�led by CareDx with the SEC on February 28, 2025, 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. You are cautioned not to place undue

reliance on these forward-looking statements. CareDx expressly disclaims any obligation, except as required by law,

or undertaking to update or revise any such forward-looking statements, whether as a result of new information,

future events or otherwise.

References:

1. Feingold B, Rose-Felker K, West SC, et al. Early �ndings after integration of donor-derived cell-free DNA into clinical

care following pediatric heart transplantation.Pediatr Transplant. 2022 Feb;26(1):e14124. doi: 10.1111/petr.14124.

2. O'Halloran CP, Tannous P, Arva NC, et al. Histopathology, mRNA expression pro�le, and donor-derived cell-free

DNA for assessment of rejection in pediatric heart transplantation.Pediatr Transplant. 2024 May;28(3):e14705. doi:

10.1111/petr.14705.

3. Akabas L, Bravo SA, Zhang Y, et al. Progress in Noninvasive Surveillance for Acute Rejection in Pediatric Heart

Transplant Recipients: A Real-World Analysis of Donor-Derived Cell-Free DNA-Based Surveillance Protocol.Clin

Transplant. 2024 Oct;38(10):e15481. doi: 10.1111/ctr.15481.

4. Feingold B, Rose-Felker K, West SC, et al. Short-term clinical outcomes and predicted cost savings of dd-cfDNA-led

surveillance after pediatric heart transplantation.Clin Transplant. 2023 May;37(5):e14933. doi: 10.1111/ctr.14933.

5. Boggi U, Vistoli F, Andres A, Arbogast, et al. First World Consensus Conference on pancreas transplantation: Part II -

recommendations. Am J Transplant.2021 Sep;21 Suppl 3(Suppl 3):17-59. doi: 10.1111/ajt.16750.

6. Yoo A, Riedel A, Qian I, et al. An Initial Analysis of the Baseline Levels of Dd-cfDNA After Pancreas Transplantation: A

Prospective Study From High-volume Centers in the United States. Transplant Direct. 2023 Mar 15;9(4):e1459. doi:

10.1097/TXD.0000000000001459.

7. Williams MD, Fei M, Schadde E, et al. Early Experience Using Donor-derived Cell-free DNA for Surveillance of

Rejection Following Simultaneous Pancreas and Kidney Transplantation.Transplant Direct. 2022 Apr 7;8(5):e1321.

3



doi: 10.1097/TXD.0000000000001321.

8. OPTN HRSA national databasehttps://optn.transplant.hrsa.gov/data/view-data-reports/national-data/, Accessed

online March 6, 2025.

CareDx 

Media Contacts 

Anna Czene 

818-731-2203 

aczene@caredx.com

Investor Relations 

Caroline Corner 

investor@caredx.com

Source: CareDx, Inc.

4

https://cts.businesswire.com/ct/CT?id=smartlink&url=https%3A%2F%2Foptn.transplant.hrsa.gov%2Fdata%2Fview-data-reports%2Fnational-data%2F&esheet=54221579&newsitemid=20250311545939&lan=en-US&anchor=https%3A%2F%2Foptn.transplant.hrsa.gov%2Fdata%2Fview-data-reports%2Fnational-data%2F&index=2&md5=49dc99999e21a0fe06ec27c48c9b2a5f
mailto:aczene@caredx.com
mailto:investor@caredx.com

