
Registry Case Study: The PRELUDE Registry

A biotech company needed real-world evidence for 

their genomic risk test to support guideline inclusion, 

payor reimbursement, and commercial adoption
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> Registry data changed physician radiation therapy recommendations in ~40% of patients with DCIS

> Evidence from the PRELUDE/PREDICT registry was used to support Medicare coverage through the 

MolDX Program and in discussions with commercial payors regarding the test’s clinical value

> Launch a prospective, observational disease registry of 2,500 patients at 100 Axess member sites

> Create a de-identified database that can be queried to determine the utility of their genomic test in 

the diagnosis and treatment of ductal carcinoma in situ (DCIS) of the breast

> Generated real-world evidence supporting the company’s genomic risk test

> Supported guideline inclusion and clinical adoption

> Provided evidence for payor coverage
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