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DATE:  May 13, 2025 

 

TO:  Interested Parties 

 

FROM:      Christina Ritter, Director  

Medicare Drug Rebate and Negotiations Group 

 

SUBJECT:   Medicare Drug Price Negotiation Program: Drug Selection 60-Day 

Information Collection Request Published for Comment 

 

 

CMS announces the publication of an information collection titled the Negotiation Program Drug 

Selection for Initial Price Applicability Year 2028 under Sections 11001 and 11002 of the 

Inflation Redaction Act Information Collection Request (hereinafter, the “Drug Selection ICR”). 

The Drug Selection ICR can be found in the Federal Register. The full text of the ICR can also 

be found at CMS' PRA website. Comments are due by July 14, 2025.  

 

This package contains three parts: 1) the Small Biotech Exception, which includes the 

information necessary for CMS to determine if a qualifying single source drug meets the 

requirements to be excluded as a negotiation-eligible drug upon request by the manufacturer of 

the drug, 2) the Biosimilar Delay, which includes the information necessary for CMS to 

determine if a biosimilar biological product (the “biosimilar”) qualifies for a delay of inclusion 

as a negotiation-eligible drug upon a request by the manufacturer of such a biosimilar, and 3) the 

Identification and Selection of Renegotiation-Eligible Drugs, which includes a voluntary 

submission of data from Primary Manufacturers of selected drugs to inform CMS’ 

determinations of which selected drugs qualify as a renegotiation-eligible drug and may be 

selected for renegotiation for initial price applicability year 2028. 

 

Manufacturers requesting a small biotech exception or biosimilar delay will submit their 

information through the CMS Health Plan Management System (HPMS) website. Instructions to 

gain access to the CMS HPMS are available at: https://www.cms.gov/Research-Statistics-Data-

and-Systems/Computer-Data-and-Systems/HPMS/UserIDProcess.  

 

Primary Manufacturers of selected drugs may voluntarily submit information to inform CMS’ 

determination for renegotiation-eligible drug identification and selection through a specific Box 

folder, that CMS will make available, for each selected drug. 

https://www.federalregister.gov/public-inspection/2025-08423/agency-information-collection-activities-proposals-submissions-and-approvals
https://www.cms.gov/regulations-and-guidance/legislation/paperworkreductionactof1995/pra-listing/cms-10844
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fhpms.cms.gov%2Fapp%2Fng%2Fhome%2F&data=05%7C01%7Cmichelle.wojcicki2%40cms.hhs.gov%7C0a5d6519dee24317101c08db928cae00%7Cfbdcedc170a9414bbfa5c3063fc3395e%7C0%7C0%7C638264905134021689%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=SyOQ1niVJgp6NYbaTnnNci21OFtvJSjTqtQLCiv%2BoXg%3D&reserved=0
https://www.cms.gov/Research-Statistics-Data-and-Systems/Computer-Data-and-Systems/HPMS/UserIDProcess
https://www.cms.gov/Research-Statistics-Data-and-Systems/Computer-Data-and-Systems/HPMS/UserIDProcess

