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Cory Duke, Deputy Director

Centers for Medicare & Medicaid Services
7500 Security Blvd

Baltimore, MD 21244

Re: CY 2027 Hospital Outpatient Proposed Rule — Separate Payment for Diagnostic
Radiopharmaceuticals

Dear Director Rice and Deputy Director Duke:

The Radiopharmaceutical Manufacturers & Theranostics Association (RMTA), a division of the
National Electrical Manufacturers Association, is writing in advance of the CY 2027 Hospital
Outpatient Prospective Payment System (OPPS) Proposed Rule in support of separate
payment for diagnostic radiopharmaceuticals that exceed a certain cost threshold. We
appreciate CMS’ willingness to engage with stakeholders to discuss the challenges of
beneficiary access to nuclear medicine procedures using advanced diagnostic
radiopharmaceuticals.

RMTA respectfully requests that CMS solicit comments in the CY 2027 HOPPS Proposed Rule
to use Average Sales Price (ASP) data reported by manufacturers to establish payment in 2027
for diagnostic radiopharmaceuticals where above the cost threshold. As discussed below,
manufacturers have demonstrated experience reporting ASP data for diagnostic
radiopharmaceutical products paid through the Transitional Pass-Through program. If ASP is
not available, CMS would continue to determine payment based on mean unit cost (MUC).

RMTA Recommends CMS Set Separate Payment Based on ASP Where Available

RMTA agrees with CMS that “the use of ASP information for OPPS payment could provide
an opportunity to improve payment accuracy for separately payable diagnostic
radiopharmaceuticals by applying an established methodology that has already been
successfully implemented under the OPPS for other separately payable drugs and
biologicals, as well as therapeutic radiopharmaceuticals.™

11d. at 33,505.



Similar to other drugs and biologicals, the ASP methodology is the most accurate representation
of the widely available market price. Using ASP where available would be consistent with CMS
precedent for drugs and biologicals and pass-through payment status. Additionally, ASP is also
a stable and predictable methodology for providers and manufacturers. In the past year, MUC
has proven to be extremely volatile and even difficult for providers and CMS to manage due to
frequent updates and restatements in Addendum B.

As noted, the reporting of sales data is voluntary by statute for diagnostic radiopharmaceutical
manufacturers; however, many manufacturers already report ASP for transitional pass-through
payment. RMTA has done a survey of radiopharmaceutical companies, and most diagnostic
radiopharmaceutical manufacturers do report ASP, or plan to report ASP based on guidance
from CMS. Of these products, CMS has already used the ASP to set payment for seven
products paid on pass-through.

RMTA Supports Updated ASP Reporting Guidance for Diagnostic Radiopharmaceuticals

As part of the rulemaking, CMS should update the prior ASP reporting guidance for therapeutic
diagnostic radiopharmaceuticals in order to reflect current clinical practices and to reflect ASP
reporting for diagnostic radiopharmaceuticals. In particular, the agency can solicit comments in
rulemaking on how CMS can ensure consistent reporting for ASP.

We believe there is already experience with reporting ASP for diagnostic radiopharmaceuticals
and CMS should use that ASP where available in 2027. In parallel with CMS soliciting comment
on ASP for diagnostic radiopharmaceuticals, updated guidance for ASP reporting for diagnostic
radiopharmaceuticals will be important for any manufacturers that have not yet begun to report
ASP. Attached as Appendix A are RMTA’s recommendations to update the 2010 CMS guidance
for “ASP Reporting Guidance for Therapeutic Radiopharmaceuticals.”

*k*%

In conclusion, we appreciate CMS’ separate payment for diagnostic radiopharmaceuticals. In
the CY 2027 Proposed Rule we strongly encourage CMS to solicit comment on utilizing ASP-
based payment when ASP is reported by the manufacturer for those drugs above the cost
threshold.

If you have any questions or request any additional information, please contact me on (703)
340-4100 or by email at sbunning@medicalimaging.org.

Thank you for your consideration of our comments.
Sincerely,
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Susan K. Bunning

Managing Director, Radiopharmaceutical Manufacturers & Theranostics Alliance (RMTA)
(Formerly the MITA PET Group)

A Division of NEMA, the association of electrical equipment and medical imaging manufacturers
Mobile: 703-340-4100

sbunning@medicalimaging.org
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