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Centers for Medicare and Medicaid Services Response to Public Comments Received for CMS-10849, OMB 0938-1452 

The Centers for Medicare and Medicaid Services (CMS) received 12 public submissions, including submissions by seven pharmaceutical manufacturers, two patient advocacy organizations, two pharmaceutical trade organizations, and one anonymous submitter, in response to the 60-day version of the Negotiation Program Drug Price Negotiation for Initial Price Applicability Year 2028 under Sections 11001 and 11002 of the Inflation Reduction Act Information Collection Request (CMS-10849, OMB 0938-1452) (hereinafter, the Drug Price Negotiation ICR) issued June 30, 2025. Additionally, CMS received six timely public submissions from three pharmaceutical manufacturers, one patient advocacy organization, one pharmaceutical trade organization, and one pharmacy trade organization in response to the 30-day version of the Drug Price Negotiation ICR issued November 24, 2025. Both of these submissions included some comments that were outside the scope of the information collection request (ICR). These out-of-scope public comments are not addressed in this summary and response document. CMS refers those who submitted out-of-scope comments, including with respect to, for example, defined terms, the identification criteria for negotiation-eligible and renegotiation-eligible drugs, the selection criteria for renegotiation-eligible drugs, the factors that contribute to an initial offer by CMS of a maximum fair price (MFP), effectuation of the MFP, the process of renegotiating an MFP for drugs selected for renegotiation, publication of the MFP explanation, and monitoring formulary coverage of selected drugs, to the Medicare Drug Price Negotiation Program: Final Guidance, Implementation of Sections 1191 – 1198 of the Social Security Act for Initial Price Applicability Year 2028 and Manufacturer Effectuation of the Maximum Fair Price (MFP) in 2026, 2027 and 2028 (hereinafter, the “final guidance”). 

Summaries of the 60- and 30-day public comments that are within the scope of the Drug Price Negotiation ICR and CMS’ responses to those public comments are set forth in this document under the appropriate heading. ICR question numbering in this document aligns with the final version of this ICR.

Negotiation Data Elements

Burden to Report the Information Required and/or Requested and Submission Process

Comment: A few commenters requested that CMS lower the burden of submission requirements. These commenters stated that the data collection requirements fail the Paperwork Reduction Act standards because they are not the “least burdensome necessary;” are duplicative of existing reporting requirements of other federal agencies or information that is publicly available, for example, patent information; and render submission infeasible in the time allocated for submission due to the substantial investigative work to complete, such as identifying information of a Secondary Manufacturer. 

A few of these commenters stated that requirements from CMS to submit information the commenters said was beyond the scope of the Inflation Reduction Act, U.S. Generally Accepted Accounting Principles (GAAP), and/or Securities Exchange Commission standards for certain pieces result in unnecessary burden to the manufacturer. A couple of these commenters suggested reduction in burden could be accomplished by removing reporting requirements that the commenters suggested are duplicative with existing reporting requirements of other federal agencies or relate to information that is publicly available. A commenter proposed that permitting Primary Manufacturers[footnoteRef:3] to choose the form and format of the data submission, including without limitation on response length, would reduce the manufacturer’s burden. [3:  Section 1193(a)(1) of the Act establishes that CMS will negotiate an MFP with “the manufacturer” of the selected drug. In accordance with section 40 of the final guidance, to the extent that more than one entity meets the statutory definition of manufacturer for a selected drug for purposes of initial price applicability year 2028, CMS will designate the entity that holds the New Drug Application(s) (NDA(s)) / Biologics License Application(s) (BLA(s)) for the selected drug to be “the manufacturer” of the selected drug (hereinafter, the “Primary Manufacturer”).
] 


Another commenter suggested CMS engage with Primary Manufacturers of previously selected drugs to request feedback on the ICR submission process to identify opportunities for burden reduction. A commenter also suggested CMS provide a process to resolve data discrepancies with Primary Manufacturers.

Response: CMS appreciates commenters sharing their concerns about the reporting requirements. CMS continues to identify opportunities to apply lessons learned and to improve this ICR through each annual cycle, including by streamlining questions based on CMS’ review of previous data submissions and respondent feedback. For example, in the 60-day package, CMS revised Section C to streamline the collection of information about research and development (R&D) costs and recoupment. Additionally, in the 60-day package, CMS clarified the instructions for reporting foreign currency conversions and inflation adjustments and established a uniform period, when possible, for the data required to be submitted (e.g. through December 31, 2025). CMS believes these clarifications and revisions reduce burden by streamlining and simplifying the information requested by CMS. 

Further, to minimize the burden of submission for Primary Manufacturers of drugs selected for renegotiation, and to avoid duplication of information already provided to CMS with the Primary Manufacturer’s original submission of data, CMS is requesting information for a narrow period of time from Primary Manufacturers of drugs selected for renegotiation for initial price applicability year 2028 and that is distinct from information previously reported by the Primary Manufacturer. 

In response to the comment requesting a process to resolve “data discrepancies,” CMS directs the commenter to section 40.2.3 of the final guidance, which describes how CMS will provide a Primary Manufacturer with an opportunity for corrective action in the event(s) that a data submission is incomplete or inaccurate. CMS also provides technical assistance throughout the ICR submission process if a Primary Manufacturer has questions about this ICR and/or the CMS Health Plan Management System (CMS HPMS).

Finally, CMS recognizes that similar comments were provided in relation to the ICR for initial price applicability years 2026 and 2027 stating that some manufacturer-specific data described in sections 1193(a)(4) and 1194(e)(1) of the Act may already be collected from manufacturers by CMS or other federal agencies. For example, for purposes of calculating the federal ceiling price, drug manufacturers report the quarterly and annual non-Federal Average Manufacturer Price on an annual basis to the Department of Veterans Affairs (VA). The Federal Supply Schedule and the Big Four are prices negotiated by the VA and available publicly. However, CMS maintains, consistent with the responses provided to similar comments received for the ICR for initial price applicability years 2026 and 2027, that CMS may not be able to ensure that such data are complete or up-to-date when they are publicly available, and, ultimately, CMS believes that the Primary Manufacturer is best positioned to provide the requested data and the statute provides that manufacturers participating in the Negotiation Program will submit the requested data. 

Comment: A few commenters expressed concern with the requirement that a Primary Manufacturer submit data on behalf of a Secondary Manufacturer because the commenters said this expectation may violate the Primary Manufacturer’s contractual agreements and Primary Manufacturers may not have access to the data required from a Secondary Manufacturer. The commenter suggested CMS require separate submissions and certifications from Primary Manufacturers and Secondary Manufacturers.

Response: CMS thanks the commenters for their feedback, and notes this expectation was first described in Negotiation Program guidance for initial price applicability year 2026.  Consistent with the statute and as discussed in section 40 of the final guidance, the Primary Manufacturer of a selected drug has the statutory obligation to make the data submissions required under its Medicare Drug Price Negotiation Program Agreement (the “Agreement”), inclusive of data from a Secondary Manufacturer of the selected drug.  We refer commenters to the final guidance for further discussion. 

Comment: A few commenters raised concern about the submission mechanism required for both Primary Manufacturers and other interested parties. For Primary Manufacturers’ required submissions, a few commenters requested system functionality enhancements in the CMS HPMS to improve the user interface, including, for example, the commenters suggested cut and paste capabilities, use of a template upload in lieu of manual data entry, concurrent use by multiple users, and the ability to review submitted information for verification prior to certification. For submissions from other interested parties, a few commenters requested CMS provide multiple methods for submitting information to CMS. A commenter also suggested CMS provide user-friendly materials to aid respondents in answering the ICR questions, conduct outreach to Medicare beneficiaries to increase participation, and include a glossary with system functionality to view the definitions as a pop-up window when included in an applicable instruction and/or question.

Response: CMS appreciates commenters sharing their concerns about the submission process. Based on feedback shared by interested parties and CMS lessons learned in operating the CMS HPMS for the Negotiation Program, CMS continues to identify opportunities to improve the user interface for submission of responses to this ICR within the CMS HPMS. 

Specifically for Primary Manufacturers in Sections A through G, for example, for the initial price applicability year 2027 version of this ICR, CMS provided the option for Primary Manufacturers to enter data into a template provided by CMS for certain sections (e.g., Section A) that the Primary Manufacturers may download from the system, complete, and then upload into the CMS HPMS in lieu of manual data entry directly within the CMS HPMS. 

For Sections I through J, with the 30-day version, CMS removed the requirement to register an email address through the CMS HPMS landing page prior to obtaining access to Section I. CMS believes that removing this step may remove a barrier that impeded some potential respondents from successfully accessing the questions. Additionally, CMS included revisions in the 60-day package to group visual representations and citations that may be submitted in Section I in a single location in lieu of a question-by-question submission from the respondent because CMS believes the revised approach is more efficient for a respondent. Additionally, for all Sections A through J, CMS includes “help text” embedded within certain instructions and questions such that when the respondent hovers on the item, information will display on the screen with the applicable definition(s) and/or full instructions for the section/question(s). 

Finally, as explained in response to comments above related to the burden for this ICR, CMS additionally continues to review this ICR through each annual cycle to streamline questions, which in turn may impact the user experience in the CMS HPMS. Further, CMS performs a phased development of each annual version of this ICR before the CMS HPMS is open for submissions. The process meets standard user acceptance testing in the information technology industry and is compliant with CMS requirements to ensure the software meets the Negotiation Program’s business requirements. Among other steps prior to deployment, CMS executes defined test cases to replicate the production environment and validate the system before the go-live date. CMS also provides responsive technical assistance to Primary Manufacturers and other interested parties throughout the ICR submission process regarding CMS HPMS user access and submission of information in the CMS HPMS, available by contacting HPMS_Access@cms.hhs.gov and hpms@cms.hhs.gov, respectively. For previous submission periods, CMS has provided information about how to submit the public submission form, including an overview of the information requested in Section I, and CMS intends to provide similar information for initial price applicability year 2028. Additionally, CMS conducts outreach to patient advocacy organizations, disease groups, and other consumer associations regarding public engagement opportunities, including the section 1194(e)(2) data submission (see section 60.4.1 of the final guidance for additional information on these events). 

Comment: A commenter requested CMS share additional information regarding the procedures used for protecting confidential information and proprietary information included in the information submitted by Primary Manufacturers. A commenter noted that CMS does not specify a data destruction schedule for the data submitted through the Negotiation Program.

Response: CMS thanks the commenter for their comments on safeguarding data submitted by Primary Manufacturers. Consistent with CMS’ response to similar comments received in response to the draft guidance for initial price applicability year 2028, CMS reaffirms its commitment to protect sensitive and confidential data submitted by Primary Manufacturers and continues to acknowledge the importance of data security. Upon establishment of the Negotiation Program, starting with procedures and data related to initial price applicability year 2026, CMS implemented internal controls to ensure the safeguarding of Primary Manufacturer data and to provide select CMS staff with access that appropriately aligns with their role and duties. CMS directs the commenter to CMS’ response on page 44 of the final guidance where CMS discusses the protocols and safeguards used in handling data submitted by Primary Manufacturers.

Instructions for Sections A through G

Comment: A few commenters raised concerns with the limitation on characters that may be included in response to questions in Sections A through G. A commenter also raised concern with the “new” requirement that a space is counted in the maximum character counts permitted by CMS.

Response: CMS thanks commenters for their feedback. CMS revised word limits to character limits in the initial price applicability year 2027 version of this ICR to align with the standard formatting used for counting in the CMS HPMS. This approach may be familiar to manufacturers that use the CMS HPMS in connection with other CMS programs, such as the Manufacturer Discount Program. CMS HPMS counts a space as a character, if that space is included between characters, and this functionality has not changed; however, CMS included additional information regarding the character count policy in the 60-day version of this ICR for additional transparency. CMS believes that generally available typing programs provide word and character counts, including with spaces included, to the user. 

Comment: A commenter suggested CMS require a standardized methodology for inflation adjustments and that CMS require the manufacturer to specify any exchange rates used, inflation adjustments included, and reporting timeframes provided for consistency across manufacturer submissions and reliability of data. Additionally, the commenter suggested that CMS require manufacturers provide sufficient information about the manufacturer’s methodology and any assumptions included to allow for external validation of the information submitted.

Response: CMS thanks the commenter for their suggestions. CMS believes that the ICR already provides instructions or requests information to address the items suggested by the commenter. For example, the “Instructions for Reporting Monetary Amounts” specifies an exchange rate and inflation adjustment to be used by a Primary Manufacturer. Additionally, CMS includes free response fields throughout Sections B through G that require the Primary Manufacturer to provide explanations about the data submitted and methodology used for calculation of numerical values and other reported information (for example, see Section C, Question 1c). 

Section A: Selected Drug Information

Comment: A few commenters suggested CMS reduce overall volume of data requested in Sections A through G by reducing the volume of National Drug Code (NDC) information required in Section A for which the Primary Manufacturer must then use to answer other sections of the ICR. One commenter suggested CMS does not need to request information for NDCs that are discontinued, sample packages, inner packages, or private labels. Another commenter expressed concern about the accuracy of CMS’ pre-populated NDC information in Section A and requested CMS provide manufacturers with a dispute process or option to supplement the data in Section A. A commenter also requested that CMS clarify that the policies of a “private labeler distributor” applies only (as characterized by the commenter) to a commercially distributed private label.

Response: CMS thanks the commenters for their feedback. The final guidance establishes which NDCs are included in this ICR. CMS collects data in Section A from the Primary Manufacturer for 11-digit NDCs (NDC-11s) consistent with section 30.4 of the final guidance, which establishes CMS will include NDC-11s that are discontinued, as well as NDC-11s for sample packages, inner packages, outer packages, and private labels. Therefore, comments about this issue are out-of-scope for this ICR. 

[bookmark: _Hlk210816567]Comment: A commenter requested CMS clarify the circumstances under which an NDC -11 may be “discontinued” for purposes of the “date of discontinuation” field, specifically whether it could be used to report the date of withdrawal of the drug. The commenter suggested that the definition for “date of discontinuation” could be the earlier of the last lot expiration date of a drug, or, when applicable to the drug, the date on which a drug is withdrawn due to health or safety reasons by the manufacturer. 

Response: CMS thanks the commenter for their feedback. CMS confirms that manufacturers should use the “date of discontinuation” field to report the date of any withdrawal of the drug. Therefore, in the 30-day package, CMS revised the pincite included for the “date of discontinuation” to include both 21 C.F.R. §§ 314.81(b)(3)(iii) and (iv), to allow for the date to include the earlier of “notification of a permanent discontinuance or an interruption in manufacturing” and the “withdrawal of approved drug product from sale.” The date specified in the “date of discontinuation” field will assist CMS in reviewing the distribution status of the applicable NDC-11(s), consistent with section 40.2 of the final guidance. 

Section B: Non-Federal Average Manufacturer Price (non-FAMP)

Comment: A commenter suggested CMS revise an example included with the definition for “non-FAMP package” to state that that the non-FAMP package would be “one carton” instead of the vial. 

Response: CMS directs interested parties to Appendix A of the final guidance where CMS revised the example in the definition for “non-FAMP package” from “for an NDC-11 that represents a carton containing 25mg/mL in a single dose vial, the non-FAMP package would be the vial” to instead read “for an NDC-11 that represents a single-dose vial containing 25mg/mL, the non-FAMP package would be the vial.” CMS revised the text because CMS understands that in the example as previously articulated, there may be variance in the vial or carton for NDCs that are inner and outer packages—which is tangential to the point of the example—and the example as revised provides greater clarity by removing that complicating factor. 

Section C: Research and Development (R&D) Costs and Recoupment

Comment: Several commenters provided suggestions to revise the questions related to R&D costs in Section C. A few commenters disagreed with CMS’ removal of questions that permit reporting R&D costs related to an acquisition of the selected drug. Additionally, while some commenters appreciated that CMS reduced the number of questions in Section C, a few commenters requested that CMS further reduce the number of questions included and only ask a manufacturer a single question about whether the manufacturer has recouped their R&D costs for the selected drug, and if the manufacturer has not recouped the R&D costs, then the commenters suggested that the manufacturer may provide additional information regarding the R&D costs of the selected drug. However, another commenter suggested CMS request manufacturers provide additional information and describe the manufacturer’s methodologies and key assumptions used to calculate R&D costs, including to specify indirect and direct costs. A commenter suggested that a manufacturer of a selected drug that was acquired should not be required to complete Section C as a result of CMS’ removal of acquisition costs from reportable R&D costs because this commenter says the removal of these acquisition costs will result in the remaining questions failing to capture investment of the acquiring manufacturer in development and marketing of the product(s). A few commenters also requested CMS maintain cost of capital and inflation adjustments. 

Response: CMS thanks commenters for their feedback. CMS refers commenters to CMS’ response on page 149 of the final guidance where CMS responds to similar comments received in response to the draft guidance for initial price applicability year 2028 regarding the removal of acquisition costs from the definitions and questions related to the collection of R&D costs. 

CMS declines suggestions to streamline Section C further or request additional information in Section C, because CMS believes that the current requested information is consistent with statutory intent for the collection of R&D costs and recoupment. For example, while CMS understands that allowing manufacturers to attest to recoupment of R&D costs may reduce reporting burden, section 1194(e)(1) of the Act requires the Primary Manufacturer to submit data on the R&D costs incurred by the Primary Manufacturer for the selected drug and the extent to which the Primary Manufacturer has recouped R&D costs. CMS believes that submission of an attestation alone would not be consistent with the statutory requirement that the manufacturer submit information described in section 1194(e)(1) of the Act. 

Finally, in response to the comments regarding cost of capital and inflation adjustments, CMS directs the commenters to Questions 1a, 3a, and 3c, which instruct the Primary Manufacturer to adjust the R&D costs and revenue, as applicable, for inflation. CMS also asks the Primary Manufacturer to provide an explanation of the inflation adjustment methodology used. As explained in the draft guidance for initial price applicability year 2028, CMS removed the cost of capital from the 60-day version because CMS observed that in responses collected for previous initial price applicability years, Primary Manufacturers’ approaches to adjustments varied and CMS is responding to feedback that applying an adjustment for cost of capital is inconsistent with GAAP.

Comment: A few commenters raised concerns about the structure of the questions for reporting “failed or abandoned” costs. A commenter stated that the requirement to separately report “failed or abandoned product costs” imposes significant burden on a manufacturer because the commenter said manufacturers do not carry out and record these R&D activities under this delineated construction. Another commenter disagreed with CMS’ revision to report drugs with the same mechanism of action. A commenter also suggested CMS require manufacturers to explain the connection between any failed or abandoned products included by the manufacturer and the selected drug.

Response: CMS thanks the commenters for their feedback. CMS generally expects a Primary Manufacturer to be able to report R&D costs incurred for a drug for which they hold the BLA(s)/NDA(s). Consistent with CMS’ response to similar comments received on previous versions of this ICR, CMS reiterates an acknowledgement that certain R&D cost reporting requirements, such as requiring Primary Manufacturers to report R&D costs at the product-specific level, may be inconsistent with some Primary Manufacturers’ existing accounting practices. However, section 1194(e)(1)(A) of the Act requires that the Primary Manufacturer reports R&D costs “for the drug” and CMS has structured the information requested in Section C to capture R&D cost amounts that will accurately reflect the Primary Manufacturer’s research expenses for the selected drug.

Additionally, in response to the comment regarding reporting of drugs with the same mechanism of action, as discussed in the draft guidance for initial price applicability year 2028, CMS revised the definition of which products are considered failed or abandoned products for basic pre-clinical research and post-investigational new drug (IND) costs because CMS did not intend to suggest different products would be considered failed or abandoned products for each category of R&D and based on responses collected for previous initial price applicability years which suggested that therapeutic class was not a sufficiently clear term. Further, CMS believes the definition of failed or abandoned product costs as costs for drugs with the same mechanism of action as the selected drug is sufficient information for the purposes of section 1194(e)(1)(A) of the Act to collect data about the manufacturer’s R&D costs and recoupment for the selected drug and declines to request additional information from a Primary Manufacturer regarding failed or abandoned products and their connection to the selected drug as suggested by a commenter.

Section E: Prior Federal Financial Support

Comment: A commenter supported flexibility for reporting when data is not available in a specific quarter. The commenter requested CMS clarify the starting and ending points of the data requested if a selected drug is acquired and the ending point for all selected drugs.

Response: CMS thanks the commenter for their feedback. CMS included revisions in the 30-day package to clarify the start and end points for the period of data requested. Specifically, as specified in the instructions for Section E, for a drug selected for negotiation for initial price applicability year 2028, the starting date is when the research began. However, if the drug was acquired by the Primary Manufacturer then the starting date is the later of when the research first began or when the drug was acquired by the Primary Manufacturer. 

Separately, for drugs selected for renegotiation for initial price applicability year 2028, the starting date is the date after the last date for which the Primary Manufacturer reported data in the Primary Manufacturer’s original full submission of section 1194(e)(1) data for the negotiation period in which the selected drug’s MFP was negotiated, except with respect to costs and Federal financial support related to indications that had not yet received FDA approval at the time the Primary Manufacturer’s original full submission of section 1194(e)(1) data for the negotiation period in which the selected drug’s MFP was negotiated. As explained in Sections C and F, because CMS will permit reporting of such costs and prior Federal financial support related to the selected drug for initial price applicability year 2028, a Primary Manufacturer of a drug selected for renegotiation for initial price applicability year 2028 may also report prior Federal financial support that may have occurred on or before the last date for which the Primary Manufacturer reported data in the Primary Manufacturer’s original full submission of section 1194(e)(1) data for the negotiation period in which the selected drug’s MFP was negotiated that a Primary Manufacturer has not reported for the selected drug previously when the R&D and prior Federal financial support meet the applicable defined terms in Appendix A of the final guidance (and included for reference in the ICR). 

The end date in all circumstances is December 31, 2025.

Comment: A few commenters provided suggestions to revise the data collected about prior Federal financial support in Section E. While a commenter suggested CMS request only a single value representing total prior Federal financial support, another commenter suggested CMS require manufacturers to include additional information in response to Section E, including, for example, a description of the manufacturer’s valuation method used for any in-kind support and cooperative agreements reported and to specify if the response to Question 7 includes an inflation adjustment. 

Response: CMS thanks commenters for their feedback. CMS believes the information requested in Section E is consistent with the statutory intent to collect data on “prior Federal financial support for novel therapeutic discovery and development with respect to the drug” as specified in section 1194(e)(1)(C) of the Act. CMS does collect a single value of prior Federal financial support in Question 6, and the Primary Manufacturer must adjust this value for inflation in Question 6. An explanation of the prior Federal financial support and a description of the methodology must be included in response to Question 7. CMS believes the information collected in Questions 6 and 7 is responsive to the information the commenter recommended be collected. 

Section F: Patents, Exclusivities, and Approvals

Comment: A few commenters raised concerns regarding whether a Primary Manufacturer could adequately respond to the information requested in Section F within the 300-character word limits. Specifically, these commenters suggested a Primary Manufacturer might have additional information to provide in response to Questions 9 and 11, without which the information shared would be incomplete or misleading. A commenter stated that CMS had reduced the permitted word limit to explain active, expired, and pending patents since a version of this question was included with the initial price applicability year 2026 ICR.

Response: CMS clarifies that the approximately 300-word limit (or 3,600-character limit) is for each patent listed by the Primary Manufacturer in Questions 9A, 9B, 10 and 11. CMS provides instructions to include specific and concise information in the “Patent Explanation” field for Question 9A and 9B. For example, for Question 9A, CMS requests the Primary Manufacturer explain, as applicable to a particular listing in the table, the patented invention, the manner and process of making or using the invention, and the patent’s relation to the other patents, and the reason a patent was removed from the Orange Book (if applicable). Further, to the degree the commenter feels the word-limits in Question 9 are insufficient for the answer a respondent may wish to provide, CMS notes that the explanation fields for Questions 10 and 11 are open fields for which the Primary Manufacturer may choose to provide additional information. 

In response to the comment about the 2026 version of the ICR, CMS notes that CMS provided the same 300-word count limit for responses related to exclusivities and active and pending patents. In lieu of two questions which permit a response for each patent in Questions 9A and 9B, the 2026 ICR permitted a single response of up to 1,000 words to describe all expired and non-expired patents and patent applications. CMS requested the Primary Manufacturer include less information about the patents in the 30-day version of the ICR (e.g., there is no requirement to indicate which patents are held by a federal agency) and CMS believes that a 300-word limit per patent may result in a total word count that is higher than the 2026 version of this ICR.

Comment: Several commenters provided suggestions to revise the data collected about patents, exclusivities, and approvals in Section F. A few commenters recommended CMS streamline reporting of patents, exclusivities, and approvals by leveraging data available from other sources. A commenter suggested that expired patent information and exclusivities should not be requested. However, another commenter suggested CMS expand the scope of information requested from manufacturers about patent applications and patent ownership to include, for example, information about patents that may be related to joint ventures, licensing arrangements, or federally supported research; if a pending patent application will include a new exclusivity; and type and duration of exclusivity periods. Additionally, a few commenters disagreed with CMS’ request for a manufacturer to identify the composition of matter patent(s).

Response: CMS thanks commenters for their feedback. CMS believes the information requested in Section F is consistent with the statutory intent to collect data on “pending and approved patent applications, exclusivities recognized by the [FDA], and applications and approvals under section 505(c) of the Federal Food, Drug, and Cosmetic Act or section 351(a) of the Public Health Service Act for the drug” as specified in section 1194(e)(1)(D) of the Act. CMS appreciates that some of the information requested in Section F may be available through public sources; however, as CMS explained in response to other comments above, CMS may not be able to ensure that such data are complete or up-to-date when they are publicly available, and, ultimately, CMS believes that the Primary Manufacturer is best positioned to provide the requested data and the statute provides that manufacturers participating in the Negotiation Program will submit the requested data. 

In the 30-day package, CMS removed the request for the Primary Manufacturer to identify the composition of matter patent(s) as CMS agrees with some of the comments provided that the additional information is not necessary to submit as CMS may identify sufficient information for purposes of the Negotiation Program within the information already requested in Section F. Additionally, CMS removed the data field “Is Patented Product Available to Purchase in the Applicable Market?” in Question 9A because CMS believes this question may cause confusion without clear definitions of the “applicable” market and CMS’ collection of such information through Section F is not critical for the Negotiation Program.

CMS also directs interested parties to the information collected in Section F regarding prior Federal financial support in response to the comment suggesting CMS collect information about federally supported research.

[30-day additional] Comment: A few commenters expressed support for the 30-day revision to remove the request for a Primary Manufacturer to identify the composition of matter patent(s).

Response: CMS thanks the commenters for their feedback.

Section G: Market Data and Revenue and Sales Volume Data 

Comment: A few commenters provided suggestions to revise the data collected about market data and revenue and sales data in Section G. A commenter suggested CMS require manufacturers to explain how rebates, copay assistance, and patient support programs contribute to the net price calculations required in Section G. 

Response: CMS thanks the commenters for their feedback. Regarding the commenter’s suggestion to collect an explanation from Primary Manufacturers about “net price calculations,” if the commenter is referring to the series of data collected on the “manufacturer U.S. commercial average net unit price,” CMS directs the commenter to Question 23 where CMS requests the Primary Manufacturer to explain, how discounts, chargebacks or rebates, cash discounts, free goods contingent on a purchase agreement, up-front payments, goods in-kind, free or reduced-price services, grants, or other price concessions or similar benefits offered to any commercial payer were allocated across NDC-11s and calendar quarters. Additionally, CMS requests the Primary Manufacturer to describe how information was used to calculate the data collected in Question 22. 

Question 26: Primary Manufacturer Identification of Information Submitted in Sections A through G that the Primary Manufacturer Believes Should be Withheld as Proprietary Information

Comment: A commenter thanked CMS for providing manufacturers with the opportunity to share the information requested in Question 26. A commenter requested CMS provide Primary Manufacturers with a pre-disclosure notice and an opportunity to respond to such notice. Another commenter requested that CMS publish anonymous, aggregated versions of all responses to Sections A through G and Question 26.

Response: CMS includes redacted copies of all submissions to Sections A through G with the explanation of agreed upon MFPs. Section 1193(c) of the Act states that CMS must determine which information submitted to CMS by a manufacturer of a selected drug is proprietary information of that manufacturer. As described in section 40.2.1 of the final guidance, CMS will treat certain data elements submitted by a Primary Manufacturer of a selected drug in accordance with section 1194(e)(1) and section 1194(e)(2) of the Act as proprietary if the information constitutes confidential commercial or financial information of the Primary Manufacturer or a Secondary Manufacturer. CMS included revisions to Question 26 in the 30-day package to streamline the information requested and to clarify the instructions for the information that may be included in response to the question.  

CMS adheres to the existing federal requirements for protecting proprietary information, including under Exemptions 3 and/or 4 of the Freedom of Information, or information that is protected from disclosure under other applicable law. CMS directs the commenter to sections 40.2.1 and 60.4.1 of the final guidance for additional information.

[30-day additional] Comment: One commenter supported CMS’ 30-day revisions to reorganize Question 26 and require identification and a justification for each applicable item. However, the commenter expressed concern that a limit to the number of characters permitted to explain why the manufacturer believes the manufacturer’s response is proprietary may constrain the completeness of the response.

Response: CMS thanks the commenter for their feedback. While CMS revised Question 26 (and similarly, Question 57) to permit up to 2,400 characters (approximately 200 words) for each entry in lieu of a single entry of up to 60,000 characters (approximately 5,000 words), there is no limit on the number of rows that may be submitted to provide each unique response of up to 2,400 characters. Based on CMS’ review of responses received in previous submissions, CMS has observed that the justification of why the respondent believes the information provided may be proprietary is often repeated for the identification of multiple sections of the submission; therefore, CMS believes the character limit available is adequate to address the question. Nonetheless, a respondent may use the appropriate number of entry rows as needed to provide their response(s).
Section H: Certification of Submission of Sections A through G for Primary Manufacturers

Comment: A few commenters requested CMS revise the language included in Section H. These commenters requested CMS remove the requirement to certify that the response is “complete” because the commenters said that manufacturers may not be able to provide complete responses where the ICR imposes character limits on a response and/or the manufacturer used reasonable assumptions to respond to a question. Additionally, a few commenters stated the Social Security Act does not require the certification and does not include the authority for imposing penalties on manufacturers based on section 1197(c)(7) of the Act. 

Response: Consistent with CMS’ response to similar comments received about the certification on previous versions of this ICR, CMS reiterates that CMS believes that certification of “complete” information is necessary for the Negotiation Program as it ensures the MFP is negotiated based on the most current data. Without this language in the certification, CMS’ ability to properly consider the factors described in section 1194(e)(1) of the Act could be compromised. Furthermore, this certification language is in alignment with other information collection requests related to the Negotiation Program and CMS does not believe the language should be different for this ICR. CMS expects data submitters to submit complete and accurate information within the confines of the limits provided in this ICR.

In response to the comment regarding section 1197(c)(7) of the Act, CMS has revised the citation in Section H to remove the (7). The reference to section 1197(c) of the Act remains, which states that “Any manufacturer that knowingly provides false information pursuant to section 1196(a)(7) [of the Act] shall be subject to a civil monetary penalty equal to $100,000,000 for each item of such false information.” CMS directs interested parties to section 40.2.3 of the final guidance, where CMS specifies the opportunities for corrective action that CMS intends to provide Primary Manufacturers in the event that a section 1194(e)(1) submission is incomplete. However, as also specified in section 40.2.3 of the final guidance, since the information required under section 1193(a)(4) of the Act, including the section 1194(e)(1) factors, is information required by CMS to administer and monitor the Negotiation Program in accordance with section 1193(a)(5) of the Act, failure to provide complete and accurate section 1194(e)(1) data, initially or in response to CMS’ initial questions or Request for a Corrective Action Plan (in accordance with section 40.2.1 of the final guidance), may result in the Primary Manufacturer being subject to a civil monetary penalty (CMP) as authorized under section 1197(c) of the Act and as described in section 100.2 of the final guidance.

Comment: A few commenters requested CMS clarify the requirement to “timely notify” CMS of changes to information submitted. A commenter suggested that CMS only require a Primary Manufacturer to update a submission if the manufacturer is aware information was incorrect at the time of submission. Another commenter suggested that CMS specify the minimum change in a revision to a Medicaid best price for which the Primary Manufacturer must timely notify CMS of such change because the commenter stated standard Medicaid best price refiles required by the Medicaid Drug Rebate Program may occur quarterly and for nominal changes and a minimum threshold would reduce the Primary Manufacturer’s burden to submit updates to CMS. The commenter also requested CMS specify a date at which time a Primary Manufacturer may stop reporting changes of submitted information to CMS after the negotiation period.

Response: The certification in Section H is consistent with the requirements set forth in sections 40.2 and 50.1 of the final guidance that require a Primary Manufacturer to timely report certain updates to data submissions required of Primary Manufacturers under sections 1193(a)(4)(A) and 1194(e)(1) of the Act and, with respect to Primary Manufacturers of drugs selected for renegotiation for initial price applicability year 2028, previously submitted to CMS through the initial response to this ICR Form. Consistent with section 40.2 of the final guidance, the Primary Manufacturer has an ongoing obligation to timely report any changes to the list of NDC-11s of the selected drug. Additionally, consistent with 50.1 of the final guidance, Primary Manufacturers must submit updates to the Primary Manufacturer’s data submitted under sections 1193(a)(4)(A) and 1194(e)(1) to CMS if the data was restated due to requirements of the government entity that initially receives and oversees processing of such data. Further, CMS reminds interested parties of a Primary Manufacturer’s obligations under the Agreement, including submission of the section 1194(e)(1) data and requirements determined by CMS to be necessary for the purposes of administering and monitoring the Negotiation Program. Violations of the Agreement related to data submission could result in civil monetary penalties as discussed in section 100.2 of the final guidance. 

CMS appreciates the effort required to monitor and report updates to CMS. However, consistent with section 50.1 of the final guidance, at this time, CMS is not specifying an end date for the Primary Manufacturer’s obligation to submit to CMS updates to the Primary Manufacturer’s data submitted under sections 1193(a)(4)(A) and 1194(e)(1) due to restatements to government pricing data.

Section I: Evidence about Alternative Treatments

Comment: A few commenters requested that CMS increase the time provided for respondents to answer the questions included in Section I. A commenter also requested that CMS timely provide information that a respondent may rely on to respond to Section I, including, for example, Medicare spending and claims data.

Response: CMS appreciates the time and resources likely to be spent by interested parties to identify and compile the relevant information and draft the responses necessary to respond to this ICR. As described in the final guidance, CMS will use information submitted by the Primary Manufacturer and other interested parties when developing the initial offer for a selected drug. Due to the statutorily defined negotiation period timing, particularly the time necessary for CMS to develop an initial offer, it is not feasible to extend the timeframe for Section I submission.   

In addition, as described in section 60.4.1 of the final guidance, CMS intends to host up to 15 patient-focused roundtable events, which will be open to the public, including patients, patient advocacy organizations, and caregivers, and will allow for discussion among speakers, to share patient-focused input on potential therapeutic alternatives and other information regarding selected drugs related to the factors in section 1194(e)(2) of the Act. CMS will also host one town hall meeting, focused on clinical considerations related to the selected drugs. These events will be held in Spring 2026. Additional information about these events will be shared in the future. Primary Manufacturers may also submit additional information with their statutory written counteroffers.

Comment: A few commenters requested CMS revise Question 27, which requests voluntary information about the individual or organization completing Section I. These commenters requested CMS revise the definition of a respondent “affiliated” with a manufacturer to be limited to circumstances when compensation for the response was provided. Alternatively, a commenter suggested CMS remove the question because the commenter expressed concern that the request to identify if the respondent is “affiliated with the manufacturer of the selected drug or its potential therapeutic alternative(s)” may have a chilling effect on responses and may be misunderstood by a respondent to mean, according to the commenter, that a manufacturer is requesting the respondent to answer the form and/or that CMS will not value the information provided similarly to information provided by a respondent not affiliated with a manufacturer. A commenter also requested CMS clarify how a respondent who may fit into multiple respondent categories should represent these multiple perspectives in the individual’s response. Another commenter suggested CMS expand the type of affiliations a respondent be requested to identify, including affiliations with payers and pharmacy benefit managers. 

Response: CMS thanks the commenters for their feedback. Consistent with CMS’ response to similar comments received in response to the initial price applicability year 2027 version of this ICR, CMS reiterates that CMS will review all submitted information. CMS believes information regarding relationships with manufacturers is important to promote transparency in the negotiation process. CMS refers interested parties to section 60.4.2 of the final guidance regarding how CMS uses information provided in response to Section I in the development of CMS’ initial offer and concise justification within the Negotiation Program. 

The instructions for Question 27 specify that an individual may select more than one option if applicable. Additionally, CMS provides a definition for “affiliated with the manufacturer,” which is as follows: “if the individual or organization receives or has received funding from the manufacturer for research, speaking, or other engagements, and/or any other purpose related to the drug or its potential therapeutic alternative(s) or if the individual or organization has been asked by the manufacturer to respond to this ICR or to advise the manufacturer on the Negotiation Program, regardless of compensation.”

Comment: A commenter suggested that CMS limit the scope of potential therapeutic alternatives of the selected drug to therapeutic alternatives within the same drug class or mechanism of action as the selected drug. While other reasons provided by the commenter are out of scope for this ICR, one reason the commenter suggested that is related to the Drug Price Negotiation ICR is that a reduction in citations permitted in Section I, as compared to the previous version of this ICR, aligns practically with also limiting the scope of potential therapeutic alternatives of the selected drug.

Response: CMS thanks the commenter for their feedback. CMS refers interested parties to section 60.3.1 of the final guidance for information regarding the selection of potential therapeutic alternatives for a selected drug. Section I collects information based on the policies set forth in the final guidance. 

In response to the comment regarding the number of citations permitted in Section I, CMS believes that the number of citations permitted in Question 56 (250 citations total) is appropriate to capture the estimated amount of information CMS believes is necessary to provide a sufficient answer based on CMS’ review of actual responses submitted for Section I in initial price applicability years 2026 and 2027. CMS acknowledges that the total amount of citations permitted across the questions for certain respondent types in the initial price applicability year 2027 version of this ICR was higher than 250, for example for the Manufacturer-Focused Input, but based on experience with submissions to date, CMS maintained the number of citations included in Question 56 in the 30-day version. CMS has observed in previous submissions that respondents may rely on the same source across questions, and for these instances, the respondent should only include the citation one time in response to Question 56; however, in past versions of this ICR, the respondent would need to provide the source for each applicable question. Further, CMS reviews section 1194(e)(2) evidence consistent with sections 50.1 and 60.3.1 of the final guidance, and based on experience thus far, CMS believes that the volume and breadth of information identified among public submissions and CMS’ review captures adequate evidence about potential therapeutic alternatives for the selected drug. 

CMS reminds interested parties that, as described in section 60.4.1 of the final guidance and discussed in a response above, CMS provides additional engagement opportunities for interested parties. Additionally, Primary Manufacturers may separately share new section 1194(e)(2) at the negotiation meeting with CMS prior to initial offers (see section 60.4.1 of the final guidance for more information).

Comment: One commenter supported CMS’ reduction of the number of questions in Section I.

Response: CMS thanks the commenter for their feedback. 

Comment: A commenter requested CMS permit submission of an executive summary with a Section I submission.

Response: CMS thanks the commenter for their feedback. CMS directs the commenter to Question 54 where a respondent may provide CMS with any other additional information or evidence a respondent to Section I believes that CMS should consider in the evaluation of a selected drug. While CMS did include a question collecting an optional executive summary from a respondent to Section I (except for a respondent that identified as a patient or caregiver) in a previous version of this ICR, CMS included extensive edits to Section I with the version of this ICR approved for initial price applicability year 2027 and believes there are multiple opportunities within Section I for a respondent to provide robust and thorough information to CMS.

Comment: A few commenters disagreed with CMS’ decision to remove the requirement for respondents to the Drug Price Negotiation ICR for initial price applicability year 2028 to indicate whether their submission contains information from studies that use measures or methods that treat extending the life of an individual who is elderly, disabled, or terminally ill as of lower value than extending the life of an individual who is younger, nondisabled, or not terminally ill and the request that respondents provide a short description of any cost-effectiveness measures included in the research they are submitting, and how they believe the data avoids treating extending the life of an individual who is elderly, disabled, or terminally ill as of lower value than extending the life of an individual who is younger, nondisabled, or not terminally ill. A commenter requested CMS reinstate the requirement for respondents to identify when and where their submissions include these measures and/or methods. Another commenter supported the Section I instructions the commenter said states that CMS will not consider Quality-Adjusted Life Years (QALYs) or other similar comparative-effectiveness research. Some commenters requested CMS provide additional information regarding when CMS identifies data related to QALYs or similar types of research in a submission, such as with the explanation of the maximum fair price, and how CMS excludes this type of data from CMS’ review. Another commenter suggested CMS permit submission of comparative effectiveness data after CMS has identified therapeutic alternatives of the selected drug and indications so that the commenter said selection of therapeutic alternatives is not reviewed based on cost, among other reasons.  

Response: CMS thanks commenters for their feedback. CMS received similar comments in response to the final guidance for initial price applicability year 2028 and CMS reiterates that in accordance with section 50.2 of the final guidance that QALYs or any evidence from comparative effectiveness research that treats extending the life of an individual who is elderly, disabled, or terminally ill as of lower value than extending the life of an individual who is younger, non-disabled, or not terminally ill will not be used in the Negotiation Program. Based on the low response rate to the requirement included in previous versions of this ICR requesting respondents to indicate if their response(s) included information about this type of evidence, CMS believes that not all respondents to this ICR are familiar with cost-effectiveness measures sufficiently to provide relevant information to fulfill the requirement. CMS retained removal of this question in the 30-day version. Nonetheless, CMS directs interest parties to section 50.2 of the final guidance for information on how CMS reviews measures included in studies submitted by respondents through the Drug Price Negotiation and Drug Selection ICRs to determine if the information submitted is appropriate information for CMS to consider under section 1194(e)(2) of the Act. Further, CMS directs commenters to section 60.6.1 of the final guidance where CMS discusses publication of the explanation of the MFP, which will include an explanation of CMS’ use of the section 1194(e)(2) factors submitted and redacted copies of the section 1194(e)(2) factors submitted by interested parties for initial price applicability year 2028. 

General Instructions for Section I

Comment: A few commenters requested CMS revise the instructions about citations in Section I. A commenter requested CMS remove the limit on the number of citations that a respondent may include in response to Section I. Among other reasons, the commenter stated that a citation restriction does not permit a manufacturer to provide all relevant information and is incompatible with CMS’ requirement to provide all relevant information. Another commenter requested that CMS remove the citation requirements for submissions from patients and caregivers. The commenter also requested that CMS clarify if the limit on the number of citations applies per drug or per respondent.

Response: CMS thanks the commenters for their feedback. Respondents to Section I may provide a single response per selected drug for initial price applicability year 2028. In other words, a respondent may answer Question 56 separately for each selected drug and its potential therapeutic alternative(s) and provide up to 250 citations for each drug. 

As CMS specifies in the Additional Instructions to Section I, responses that are sharing a personal experience with prescribing or taking the selected drug and/or its potential therapeutic alternative(s) or responses by a respondent that is a caregiver describing the experience of the person taking the selected drug and/or its potential therapeutic alternative(s), do not need to include citations.

Comment: A commenter requested CMS clarify if a single PDF submitted as a visual representation in response to Question 55 may include multiple figures.

Response: The instructions for Question 55 permit a respondent to provide up to 20 unique visual representations such as tables, charts, and/or graphs that support the responses in Section I. As also stated in the instructions for Question 55, regardless of the number of PDF files uploaded in the single Zip file, respondents may not submit more than 20 total visuals (e.g., tables, charts, and/or graphs).



Patient or Caregiver-Focused Input

Comment: Several commenters provided suggestions to revise the data requested regarding a patient or caregiver-focused input in Section I. For example, a few commenters suggested CMS revise the questions to continue to address reasons why a patient or caregiver may not respond, such as offering prompt suggestions in the free response fields to reduce language access barriers and minimizing questions for which the response may include personal health information (PHI). 

Response: CMS thanks commenters for their feedback. CMS includes question prompts within the patient and caregiver-focused input section to provide examples of circumstances that might be relevant for the respondent to consider in responding to the question. For example, in Question 29b that requests information about changes or progression of a condition, CMS includes example questions for the respondent to consider whether the patient has experienced changes in severity of the condition or how often the patient feels the symptoms.

In response to the comments regarding submission of PHI, respondents are not required to include PHI or, for that matter, any type of personally identifiable information (PII) in their Section I submissions. Further, CMS will not retrieve evidence for manufacturer negotiations by personal identifier (PII or PHI). As explained in further detail in section 60.3.3 of the final guidance, CMS will collectively consider the qualitative information provided by the public in response to questions about section 1194(e)(2) factors. Additionally, CMS will not, through this collection, create or maintain a system of records as understood by the Privacy Act of 1974 and accompanying Office of Management and Budget guidance. As previously stated in this document, section 40.2.1 of the final guidance includes additional information regarding the confidentiality and security of information shared with CMS related to the Negotiation Program, and the CMS HPMS adheres to HHS/CMS policies, procedures, controls, and standards for information security and privacy. 

Manufacturer-Focused Input

Comment: Several commenters provided suggestions to revise the data requested about selected drugs and their potential therapeutic alternatives in Section I. A commenter also suggested CMS provide a template to standardize the parameters that may be included in manufacturers’ responses, such as cost, prevalence, and utilization.  A commenter requested an increase to the word limit for a manufacturer to provide a list of suggested therapeutic alternatives and that CMS permit inclusion of a rationale for the therapeutic alternatives included in the response.

Response: CMS thanks the commenters for their feedback. In the 30-day package, in response to public comments, CMS added an opportunity for respondents to provide an explanation of why the respondent included a therapeutic alternative and an indication in the list within Question 34. We have expanded the character limit to 12,000 (approximately 1,000 words) to accommodate this additional request for information. CMS also reminds interested parties that manufacturers are permitted to submit a dossier in response to Question 39, which may be used to supplement responses provided in Questions 34 through 38. CMS requests that manufacturers submitting a dossier also submit an outline of the location of information related to Questions 34 through 38, to the extent applicable. Further, for Primary Manufacturers, CMS includes an opportunity for the Primary Manufacturer to meet with CMS regarding the 1194(e) data submission prior to CMS sending the initial offer, which may include a discussion of potential therapeutic alternatives (see section 60.4 of the final guidance).

In response to the comment to provide a template for the submission of manufacturers’ responses to Section I, CMS declines to provide a template for responses to Section I; however, as explained in the response above, CMS directs interested parties to the criteria provided in section 60.3.3 of the final guidance for how CMS will collectively consider the qualitative information provided by the public in response to questions about section 1194(e)(2) factors.   

Comment: A few commenters disagreed with CMS’ revision to combine the request for information about therapeutic advance and unmet need (Question 37) because the commenters said the limited character limit was not sufficient to address both therapeutic advance and unmet need for all potential therapeutic alternatives and indications in a single space. 

Response: CMS thanks commenters for their feedback. Based on its review of initial price applicability year 2027 Section I submissions, CMS found that information submitted in response to the separate questions regarding therapeutic advance and unmet need in the previous version of this ICR were often duplicative. In an effort to streamline the information requested in this ICR, initially CMS believed that these questions could be combined while maintaining the opportunity for a respondent to provide information about each of these aspects of a selected drug and its potential therapeutic alternative(s). However, in response to public comments, CMS recognizes that a respondent may have distinct information the respondent may wish to share with CMS regarding a potential therapeutic advance and an unmet need of a selected drug and its potential therapeutic alternative(s) that the respondent could present more clearly to CMS in separated response fields as compared to a combined response. Therefore, CMS reinstated the separate question prompts with a maximum of 36,000 characters each (approximately 3,000 words) in the 30-day package for these topics (specifically, Question 37a for therapeutic advance and Question 37b for unmet need).

[30-day additional] Comment: One commenter expressed support for the 30-day revision to Question 37 to separate the questions regarding a potential therapeutic advance and an unmet need of a selected drug and its potential therapeutic alternative(s) into Questions 37a and 37b, respectively.

Response: CMS thanks the commenter for their feedback.

Comment: A commenter expressed concern with CMS’ request to include an outline of a manufacturer’s drug dossier, in addition to a summary of the information, within the word limit.

Response: Question 39, which permits a manufacturer to submit a drug dossier and requests a manufacturer include an outline mapping information in the dossier applicable to the manufacturer’s responses to Questions 34 through 38, does not include a character limit. Question 39 only limits the response to two PDFs in a single ZIP file.

[30-day additional] Comment: One commenter expressed concern with modifications to the character limits for Questions 35b and 38 related to any suggested relevant clinical outcome measures and the specific populations and patient experiences related to the indications, selected drug and/or its potential therapeutic alternatives provided by the respondent, respectively.

Response: CMS thanks the commenter for their feedback. In the 30-day version, CMS reduced the maximum character limit for certain questions in Section I as part of CMS’ ongoing effort to identify opportunities to streamline this ICR. CMS found that some respondents duplicate information across certain questions, which may increase respondents’ response burden in preparing and responding to this ICR, along with CMS’ internal review burden due to the duplicate information. Specifically, CMS identified questions that request only a list of information and reduced the character limits for these questions, which include Questions 35b and 38, because CMS believes the character limit available is adequate to address the question(s). However, CMS maintained the larger number of characters permitted for questions that request an explanation of a methodology (for example, Question 36c) and for the open-ended Questions 53 and 54.

Clinical-Focused Input and Health Research-Focused Input 

Comment: A commenter suggested CMS request information from a respondent who is a clinician to determine the individual’s experience prescribing and managing patients with the selected drug or the selected drug’s potential therapeutic alternatives and information about the clinician’s work history, such as years of experience, patient volume, and specialized training in the disease area of the selected drug.

Response: CMS thanks the commenter for their feedback. CMS already requests a respondent answer background questions related to clinical experience in Question 40. For example, CMS asks the respondent to describe their area of specialization (Question 40a1) and if the respondent has experience prescribing and managing the selected drug (Question 40b). Additionally, in this ICR, CMS defines “health care provider” consistent with the CMS glossary available at: https://www.cms.gov/glossary. CMS declines to request additional information from a respondent in this ICR. CMS also directs interested parties to information in section 60.4.1 of the final guidance regarding a town hall meeting that CMS will host in Spring 2026 with a focus on clinical conditions of the selected drug and CMS encourages clinicians and researchers, as well as other interested parties to register to participate. 

Comment: A commenter suggested CMS request information from clinicians about what the commenter referred to as observed differences in treatment access that may include reasons related to geographic, socioeconomic, or functional factors. Additionally, a commenter stated that CMS should clarify that information may be submitted by organizations impacted indirectly by therapeutic value, which the commenter suggested may include community-based organizations and health systems. 

Response: CMS thanks commenters for their feedback. First, CMS directs interested parties to Question 41 which requests treatment-related information on access and patient information, where a respondent may provide information on access issues a patient may experience when trying to obtain the selected drug and its potential therapeutic alternative(s). Additionally, a respondent may provide any additional information they would like CMS to consider in its evaluation of the selected drug in response to Questions 45 and 54. Second, CMS reminds interested parties that any member of the public, including community organizations, clinicians, and other providers, may respond to Section I.

Question 57: Identification of Information Submitted in Section I that the Respondent Believes Should be Withheld as Proprietary Information

Comment: A commenter requested that CMS publish anonymous, aggregated versions of all responses.

Response: CMS includes redacted copies of all submissions to Section I with the explanation of agreed-upon MFPs. CMS adheres to existing federal requirements for protecting proprietary information, including under Exemptions 3 and/or 4 of FOIA, and will not disclose protected health information, PII, or information that is protected from disclosure under other applicable law. CMS directs the commenter to sections 40.2.1 and 60.4.1 of the final guidance for additional information. 

Section J: Certification of Submission of Section I for All Respondents

Comment: A commenter stated that the certification is broad and not required by the Social Security Act.

Response: CMS thanks the commenter for their feedback. Without a certification, CMS risks the MFP being based on incomplete, inaccurate, and/or outdated information.  An accurate and complete submission is critical for the drug price negotiation process as the data submitted is what will be used to inform CMS’ initial offer of the MFP and negotiations with the Primary Manufacturer. Since the initial version of this ICR, CMS has revised the certification to be less onerous and focused on core principles that the submission is based on true and current statements, made to the best of the submitter’s knowledge and belief, and made in good faith. 

Statutory Written Counteroffer

Comment: One commenter suggested CMS should publish an aggregated summary of the justifications for the statutory written counteroffer submitted by Primary Manufacturers.

Response: CMS does not intend to provide an aggregated summary of the statutory written counteroffer justifications submitted by Primary Manufacturers. CMS refers interested parties to the MFP explanations published on the CMS website for more information about the negotiation process for initial price applicability year 2026, including the exchange of offers and counteroffers, through which CMS and Primary Manufacturers reached agreement on an MFP.[footnoteRef:4] As stated in response to comments above, CMS adheres to existing federal requirements for protecting proprietary information, including under Exemptions 3 and/or 4 of FOIA, and will not disclose protected health information, PII, or information that is protected from disclosure under other applicable law. CMS directs the commenter to sections 40.2.1 and 60.4.1 of the final guidance for additional information. [4:  See: https://www.cms.gov/priorities/medicare-prescription-drug-affordability/overview/medicare-drug-price-negotiation-program/selected-drugs-and-negotiated-prices.] 

