
 
 

April 5, 2021 

 

 

Acting Administrator Elizabeth Richter 

Centers for Medicare & Medicaid Services  

7500 Security Boulevard 

Baltimore, Maryland 21244 

 

Dear Acting Administrator Richter: 

 

We are concerned about the current reimbursement methodology associated with diagnostic 

radiopharmaceuticals under the Medicare Hospital Outpatient Prospective Payment System 

(OPPS). Today, over 20 million Americans benefit from nuclear medicine procedures annually. 

The nuclear medicine industry is developing exciting new drugs to provide precision imaging for 

hard-to-diagnose diseases such as Alzheimer’s disease, Parkinson’s disease, cardiovascular 

disease, and prostate, breast, and neuroendocrine cancers. However, the flawed reimbursement 

policy utilized by the Centers for Medicare and Medicaid Services (CMS) threatens patient 

access to these cutting-edge innovations by creating a disincentive for hospitals to use the most 

appropriate diagnostic drugs. 

 

Nuclear medicine studies image an organ’s anatomy to evaluate organ function and optimize the 

physician’s ability to determine the most effective treatment pathway. Diagnostic 

radiopharmaceuticals are the drugs necessary for all nuclear medicine imaging studies to 

diagnose and determine the severity of disease.   

 

As such, diagnostic radiopharmaceuticals are statutorily classified as drugs and must be 

approved by the Food and Drug Administration (FDA). However, since 2008, in the hospital 

setting, CMS has treated diagnostic radiopharmaceuticals as a supply “ancillary to” the 

procedure and — after a three year pass-through payment period — has “policy packaged” the 

diagnostic radiopharmaceutical cost into the procedure amounts in the Ambulatory Payment 

Classification (APCs).  

 

Automatically packaging newer, often lower volume, higher cost precision diagnostic 

radiopharmaceuticals into procedure APCs fundamentally does not work. Many of these 

precision diagnostic radiopharmaceuticals are used one time on a specific subset of the patient 

population. The cost of these precision diagnostic radiopharmaceuticals often significantly 

exceeds the cost of the packaged procedure reimbursement. The net result is that beneficiaries do 

not always have access to innovative diagnostic radiopharmaceuticals at readily-accessible 

healthcare locations. In some instances, patients have no comparable diagnostic option, which 

may result in providers prescribing less effective alternatives, which may result in inaccurate 



diagnosis and treatment plans and thereby increasing costs and delaying more effective 

treatments for beneficiaries.   

 

It is our understanding that various stakeholders have repeatedly communicated to CMS over the 

past twelve years that the policy packaging of diagnostic radiopharmaceuticals could negatively 

affect patient access care. With the advent of newer precision diagnostic radiopharmaceuticals, 

which offers physicians state-of-the-art tools to diagnose and treat patients, the reimbursement 

challenge is exacerbated. Although a number of solutions have been proposed, CMS has not 

made any changes in reimbursement policy for diagnostic radiopharmaceuticals under the OPPS. 

 

In December 2020, CMS issued its Final Rule for 2021, rejecting the recommendations of its 

Advisory Committee and numerous stakeholders from the provider and patient community to 

unpackage diagnostic radiopharmaceuticals. We ask that you meet with us to discuss this issue 

and ultimately urge CMS to change this policy in light of the adverse impact on beneficiary 

access and care.   

 

Please contact Hannah.Stern@mail.house.gov with Rep. Peters’ office to schedule a mutually 

convenient time. 

 

Thank you for your consideration and we look forward to discussing this issue further.  

 

 

 

 

Sincerely, 

 

 
SCOTT PETERS      BOBBY RUSH 

Member of Congress     Member of Congress 

mailto:Hannah.Stern@mail.house.gov

