Centers for Medicare & Medicaid Services Response to Public Comments Received for CMS-10912, OMB 0938-NEW
The Centers for Medicare & Medicaid Services (CMS) received 21 timely public submissions from professional trade associations, pharmaceutical manufacturers, dispensing entities, and vendors on the Medicare Transaction Facilitator for 2026 and 2027 under Sections 11001 and 11002 of the Inflation Reduction Act (IRA) Information Collection Request (ICR) (CMS-10912, OMB 0938-NEW) that was issued October 28, 2024, for a 60-day comment period.
We note that some of the public comments were outside the scope of the ICR. Out-of-scope comments are not addressed in this summary and response. Comments were considered out of scope if they did not pertain directly to the specific information CMS intends to collect as detailed in this ICR. However, these out-of-scope comments raise issues addressed in CMS responses to the summary of the timely public submissions CMS received on the Medicare Drug Price Negotiation Program: Draft Guidance, Implementation of Sections 1191-1198 of the Social Security Act for Initial Price Applicability Year 2027 and Manufacturer Effectuation of the Maximum Fair Price (MFP) in 2026 and 2027 (the “draft guidance”) which was released May 3, 2024 and was open for comment until July 2, 2024. CMS refers commenters to the Medicare Drug Price Negotiation Program Final Guidance, Implementation of Sections 1191-1198 of the Social Security Act for Initial Price Applicability Year 2027 and Manufacturer Effectuation of the Maximum Fair Price (MFP) in 2026 and 2027 (the “final guidance”) for these responses, which address, among other things: definitions of terms contained in this ICR; descriptions of the Primary Manufacturer and dispensing entity MTF Participation Agreements; confidentiality requirements; MTF Data Module and Payment Module requirements; and Maximum Fair Price (MFP) effectuation policies. 
Summaries of the public comments that are within the scope of this ICR and responses to those public comments are set forth in this document under the appropriate heading. 


Supporting Statement A
Burden to Report the Information Required and/or Requested
Comment:  A few commenters requested that CMS generally increase the estimated burden of submission requirements. More specifically, these commenters stated that CMS underestimated the burden for Primary Manufacturers to complete the ICR forms and develop internal processes and internal systems to integrate with the MTF Data Module (MTF DM) system. 
Response: CMS thanks the commenters for their feedback related to the time burden of this collection and the effort required to fully implement internal systems that can communicate with the MTF DM. CMS evaluated each of the forms (including the revisions made to the forms following this public comment period) and adjusted hours specifically related to Appendix C (the Payment Elements Form) and Appendix D (the Complaint and Dispute Intake Form). Such adjustments are described below in response to comments directly related to those forms.
Comment: A few commenters stated CMS underestimated the burden hours and staff required to complete Appendix B (the MFP Effectuation Plan). They expressed this effort will require more internal staff than CMS estimated, as well as outside counsel and consultants.  
Response: CMS thanks the commenters for their feedback regarding the burden on manufacturers to complete Appendix B (the MFP Effectuation Plan Form). Based on the amount of information and content CMS requests in the form, CMS believes 180 hours across the occupation types listed in the 60-day package is the appropriate amount to complete the MFP Effectuation Plan Form. CMS welcomes specific recommendations and a rationale for any recommended changes to the burden estimates.
Comment: A few commenters suggested the number of staff required for sampling and quality assurance of payment elements in Appendix C (the Complaints and Disputes Form) will be higher than what was included in the initial CMS estimates. 
Response: CMS appreciates commenters sharing these specific concerns. To address commenters’ concerns related to sampling and quality assurance, CMS has increased the burden estimate for a manufacturer quality assurance analyst on those activities by 25 percent. This update is reflected in the Supporting Statement.
Comment: One commenter stated CMS underestimated the time and resources for Primary Manufacturers submitting complaints and disputes in the MTF DM.
Response: CMS appreciates the commenter’s concerns related to the amount of time and resources required for a manufacturer to complete and submit the MTF DM Appendix D (the Complaint and Dispute Intake Form). Accordingly, CMS increased the number of hours from 10 hours per week to 15 hours per week. This update is reflected in the Supporting Statement.
Comment: One commenter suggested that CMS cannot accurately outline the cost burden of the ICR that would be placed on dispensing entities in the absence of having a standardized payment system to such dispensing entities.
Response: CMS appreciates the concerns of this commenter related to the burden on pharmacies; however, this ICR is specific to the MTF DM and does not collect information specific to the MTF Payment Module (MTF PM). CMS is not collecting any information from dispensers specific to the MTF PM.


Appendix A: Drug Price Negotiation Program MTF DM Dispensing Entity and Third-Party Support Entity Enrollment Form
National Council for Prescription Drug Programs (NCPDP) dataQ Pharmacy Database (henceforth referred to as “NCPDP data”)
Comment: CMS received a number of comments regarding use of NCPDP data to facilitate enrollment, maintain up-to-date pharmacy information, and identify and maintain connections between pharmacies and their third-party support entities (e.g., Pharmacy Services Administrative Organizations (PSAOs)). One commenter urged CMS to explore how the NCPDP data could be leveraged to reduce administrative burden. A few commenters requested CMS use the NCPDP data as the primary authoritative source where applicable to populate respective sections of the Dispensing Entity and Third-Party Support Entity Enrollment Form. These commenters noted this would maintain accuracy of the system and reduce administrative burden on dispensing entities. A few commenters requested the NCPDP data be used for updating information in the MTF DM over time to reduce the administrative burden on dispensing entities, as well as ensure consistent and streamlined data with Part D plans. These commenters noted pharmacies have already addressed ownership information and other pertinent data during Part D enrollment and urged the MTF to focus on collecting essential fields to identify the pharmacy and ensure proper routing of payments, Electronic Remittance Advice (ERA) that uses the X12 835 standard adopted under the Health Insurance Portability and Accountability Act of 1996 (HIPAA), and remittance advice. One commenter requested enrollment fields not be independently updated outside of updates to the NCPDP registry to ensure the reliability and integrity of the enrollment process. Additionally, one commenter requested clarity on how the NCPDP data file will be used to mitigate delays in the MTF DM by providing updated information. One commenter noted not all pharmacies utilize NCPDP Payment Center ID or Remit and Reconciliation ID, so not all dispensing entities would have that information readily available when completing MTF DM enrollment. A couple commenters urged CMS to adopt the NCPDP data as the source for maintaining connections between pharmacies and PSAOs. One commenter noted even though the NCPDP data should be the primary source of data for pharmacy and PSAO relationships, pharmacies should be able to opt-out of having a PSAO manage MFP refund payments and that pharmacies should be able to direct their ERAs to their respective PSAOs to facilitate refund reconciliation. One commenter requested confirmation that the standard NCPDP format will be used in the MTF DM. They stated the importance of ensuring all NCPDP data transmitted to the MTF DM retain the appropriate NCPDP format, and further noted NCPDP format is currently used for these types of claims-level data exchanges.
Response: CMS thanks these commenters for their input related to leveraging the NCPDP data. CMS continues to explore the optimal way to incorporate this data as a resource to support efficiencies in enrollment, information maintenance, and tracking relationships between pharmacies and their third-party support entities. CMS has implemented a number of revisions to the Dispensing Entity and Third-Party Support Entity Enrollment Form in an effort to integrate the NCPDP data to support each of the functional areas suggested by commenters. To maximize the ability for the MTF to streamline the enrollment process for dispensing entities, CMS will require enrollees’ authorization for the MTF to use and rely on their information as reported in NCPDP data; accordingly, CMS will ask that dispensing entities ensure that their information in NCPDP is accurate and up to date prior to enrollment. In exploring how best to use this data, CMS is also considering the extent to which the data is representative of all applicable pharmacies, and, when necessary, how to ensure the MTF DM platform functions effectively for any pharmacies that do not participate in the NCPDP dataQ Pharmacy Database. 
CMS also welcomes feedback regarding operational approaches for multiple payment centers arising in various circumstances. First, CMS has clarified in the DE/TPSE Enrollment Form an approach that each MTF DM enrollment is associated with a single bank account destination for payment receipt. CMS notes that if a parent organization is organized into multiple dispensing entity CHOs (e.g., regionally) with claims reimbursement directed to different bank accounts for each sub-component, each sub-component of the dispensing entity CHO may enroll in order to align MFP refund payment with the appropriate payment destination; however, individual locations (e.g., stores under the CHO) should not enroll independently under these circumstances. Second, CMS welcomes feedback on NCPDP data showing multiple payment centers associated with a single National Provider Identifier (NPI) based on NCPDP provider type. Specifically, CMS is interested in understanding technical considerations, including potential challenges and solutions, for directing MFP refund payments to various payment centers based upon NCPDP provider type, and whether the MTF should accommodate this scenario for the first iteration of the build.   
User Roles and Identity Management
Comment: A couple commenters sought clarification on whether the three user roles – 1) Authorized Signatory Official, 2) Access Manager, and 3) Staff End User – require separate staff, or if these roles may be combined among staff members. These commenters also requested CMS clarify how, if permitted, roles could be combined. 
Response: CMS thanks these commenters for their input on user role assignments. The Dispensing Entity and Third-Party Support Entity Enrollment Form outlines three distinct user roles, each of which will have varying levels of system ‘permissions’ (i.e., ability to undertake particular tasks). CMS is planning to create the permission structure of these roles in a nested manner; that is, the Staff End User role will have the most basic level of system permissions, the Access Manager user role will contain all the permissions available to the Staff End User plus additional permissions, and the Authorized Signatory Official user role will possess all the permissions of the Staff End User and the Access Manager plus additional permissions. This structure renders it unnecessary for a single user to be assigned more than one user role as they can simply be designated to the role that reflects the highest level of permissions they are qualified and authorized to possess. CMS will provide further details about user role designations in forthcoming technical instructions. 
Commenter: One commenter requested clarification as to whether CMS needs proof of the person having authority equivalent to the CEO or CFO of the organization, or an individual with the directly delegated authority to perform the certification.
Response: CMS thanks the commenter for their question. Upon enrolling in the MTF DM, a dispensing entity user will be required to attest that they have the authority to act on behalf of their organization to bind the organization in legal agreements and certify to CMS that the information being sent to CMS during enrollment is complete and accurate.  At this time, we do not intend to require additional documentation specifically evidencing that user’s authority as part of the enrollment process.     
Comment: One commenter recommended CMS include the collection of the authorized individual within the pharmacy organization who manages existing pharmacy enrollment processes with payers to be the authorized submitter for MTF DM enrollment.
Response: CMS thanks the commenter for this input. During the enrollment process, each dispensing entity will have the ability to designate individual staff into the available user roles, and a dispenser may choose to designate the individual within the pharmacy organization who manages existing pharmacy enrollment processes as one of these users. CMS encourages dispensing entities to thoughtfully assign user roles to align with current staff duties and responsibilities.
Information Available to Manufacturers
Comment: A couple commenters recommended that CMS make dispensing entity information reported on the Dispensing Entity and Third-Party Support Entity Enrollment Form available to Primary Manufacturers of selected drugs through the MTF DM portal, similar to how CMS plans to make MFP Effectuation Plans available to dispensing entities. These commenters reasoned that ensuring such information is available for all involved in MFP effectuation and payment will make for a transparent MFP effectuation process.
Response: CMS thanks these commenters for their input. CMS notes in our final guidance that we intend to share relevant information related to dispensing entities with Primary Manufactures via the MTF DM’s user interface. 
Confidentiality, Sensitive Information, and Privacy Protections
Comment: A few commenters raised concerns related to confidentiality and protection from disclosure of proprietary information, as well as protection for dispensing entity liability should a disclosure or data breach occur. 
Response: CMS appreciates the commenters’ concerns. CMS recognizes the nature of sensitive information stored in the MTF DM and will handle all enrollment data in compliance with federal privacy and security standards, such as the Federal Information Security Modernization Act (FISMA), a framework of guidelines and security standards to protect government information and operations. The MTF DM will implement safeguards, including access controls and regular monitoring, to protect against unauthorized access or disclosure. In the event of a data breach, CMS will follow the steps prescribed by federal policies and guidelines to assess the risk, conduct a breach analysis, and mitigate any resulting harm. 
Comment: One commenter requested clarification on how and with whom enrollment information would be shared and what privacy protections would be in place.
Response: CMS thanks the commenter for their question. There will be limited sharing of enrollment information. This information will be ingested by the MTF DM contractor and shared via the MTF DM with Primary Manufacturers that are statutorily obligated to effectuate the MFP and the MTF PM contractor to facilitate such payments from the Primary Manufacturer to the dispensing entity. Any sharing of data will strictly adhere to applicable privacy laws, regulations, and policies, as outlined in data use provisions in the dispensing entity’s MTF agreement.  
Definitions and Dispensing Entity Selection
Comment: CMS received a number of comments related to Section 2 of the Dispensing Entity Questionnaire (i.e., Part 1 of the Dispensing Entity and Third-Party Support Entity Enrollment Form). One commenter expressed that for Section 2, Question 2, pharmacies have already addressed ownership questions when contracting with Part D plans and noted it seems redundant for the MTF DM to also require a dispensing entity to submit the same information in the enrollment form. They stated it would be more efficient to streamline the process by removing this question, given that the enrollment of non-common ownership entities, such as those with shared administrative functions may raise further complexities around employer identification number (EIN) requirements. Another commenter requested CMS provide clarification as to how pharmacies known as “combination shops” (common in rural and other areas) that have two NPI numbers and that service both long-term care and retail consumers should respond to Section 2, Question 2 of the Dispensing Entity Questionnaire. The commenter recommended that “combination pharmacy” be added to the list of options instead of selecting “other” and require that such dispensing entity types to provide further explanation in a text field. Another commenter requested CMS provide definitions for both independent and franchise pharmacies in Section 2, Question 2. They pointed out that some industry members may use those terms interchangeably. One commenter requested CMS add “specialty pharmacy” to Section 2, Question 2 of the Dispensing Entity Enrollment Questionnaire. 
Response: CMS thanks these commenters for this input. We have removed Section 2 from the Dispensing Entity and Third-Party Support Entity Enrollment Form to decrease burden and streamline the enrollment process. 
Comment: One commenter asked CMS to further define the phrase “aggregated, single amount on a recurring basis” in the instructions to dispensing entities in Section 4 titled “Dispensing Entity Financial Information” of the Dispensing Entity Enrollment Questionnaire. They specifically called for CMS to define the frequency of MFP refund payments.
Response: CMS thanks the commenter for their request to define the MFP refund facilitation process, specifically the phrase “aggregated, single amount on a recurring basis.” CMS has removed this phrase to reduce ambiguity and is actively working with the MTF PM Contractor to provide further details about this process in future technical instructions. 

Dispensing Entity Enrollment Process and Identifying Information 
Comment: One commenter asked if independent pharmacies using a PSAO should have their PSAO submit information under Part 2 of the Dispensing Entity and Third-Party Support Entity Enrollment Form (Third-Party Support Entity Enrollment Questionnaire). They also requested further clarification as to whether independent pharmacies without a PSAO, such as a regional chain pharmacy, should complete the Third-Party Support Entity Enrollment Questionnaire.
Response: CMS thanks the commenter for their questions about the Third-Party Support Entity Enrollment Questionnaire (Part 2 of the Dispensing Entity and Third-Party Support Entity Enrollment Form). The Third-Party Support Entity Enrollment Questionnaire is for entities, such as a PSAO, that will receive MFP refund payments and/or ERAs or remittance advice on behalf of the dispensing entity, if that dispensing entity indicated as such in the Dispensing Entity Enrollment Questionnaire (Part 1 of the Dispensing Entity and Third-Party Support Entity Enrollment Form). For example, if an independent pharmacy indicated in the Dispensing Entity Enrollment Questionnaire that MFP refund payments and/or ERAs or remittance advice should be sent to their PSAO, then that PSAO must complete the Third-Party Support Entity Enrollment Questionnaire (Part 2 of the Dispensing Entity and Third-Party Support Entity Enrollment Form). Conversely, if an independent pharmacy indicated that MFP refund payments and/or ERAs or remittance advice should be sent directly to itself (and not to an intermediary such as a PSAO), then the Third-Party Support Entity Enrollment Questionnaire is not required to be completed. 
Comment: One commenter requested clarification on how dispensing entities will enroll (electronically or via paper application) in the MTF DM and whether a PSAO could also complete the Dispensing Entity Enrollment Questionnaire (Part 1 of the Dispensing Entity and Third-Party Support Entity Enrollment Form) for independent pharmacy clients. This commenter also asked whether chain and independent pharmacies would be required to complete the Dispensing Entity Enrollment Questionnaire.
Response: CMS thanks the commenter for their requests for clarification regarding the completion of the Dispensing Entity Enrollment Questionnaire (Part 1 of the Dispensing Entity and Third-Party Support Entity Enrollment Form). At this time, CMS expects that the Dispensing Entity Enrollment Questionnaire to be completed electronically. A PSAO should not complete the Dispensing Entity Enrollment Questionnaire for independent pharmacy clients, as each independent pharmacy client should have the opportunity to self-determine where MFP refund payments and/or ERAs/remittance advice should be sent (that is, directly to itself or to a PSAO). Finally, any dispensing entity that intends to enroll in the MTF DMs is required to complete the Dispensing Entity Enrollment Questionnaire, regardless of their business model, ownership structure, or industry segment. Large chain pharmacies should note that, as stated in the Dispensing Entity Enrollment Questionnaire, a chain home office is responsible for completing the Dispensing Entity Enrollment Questionnaire on behalf of all associated store locations due to their common ownership structure; in other words, individual store locations should not separately enroll if associated with a corporate parent company, unless permitted by CMS. 
Comment: One commenter requested CMS remove the 340B data element from the Dispensing Entity Identification Information Section 3, Question 2. They noted collecting such information in the pharmacy enrollment data file will not provide the necessary level of accuracy for operationalization as this status can change frequently. The commenter also added that up-to-date 340B information is publicly available via the Health Resources and Services Administration (HRSA) 340B Office of Pharmacy Affairs Information System (OPAIS) database.
Response: CMS thanks the commenter for their suggestion to remove the 340B data element and CMS confirms that this data element has been removed from the Dispensing Entity and Third-Party Support Entity Enrollment Form.  
Comment: One commenter requested clarification as to whether pharmacies need to submit all the data elements for each location in the table appearing in Section 3, Question 2 of the Dispensing Entity Enrollment Questionnaire.
Response: CMS thanks the commenter for their request for clarification regarding the completion of the table requiring the dispensing entity’s identifying information. All data elements appearing in this table are required. To ease administrative burden, this table will be prepopulated with information derived from NCPDP, if such authorization from the dispensing entity has been given to CMS to do so. 
Dispensing Entity MFP Refund Payment Instructions and Financial Information
Comment: One commenter requested clarification on a section of the Dispensing Entity Enrollment Questionnaire that requested the dispensing entity to provide the name of its third-party support entity and contracted services, as applicable. This question provided a drop-down menu containing examples of contracted services (e.g., central payment and reconciliation services). This commenter asked what central payment meant in this context, specifically whether that service automatically includes receiving ERAs. This commenter also asked if a dispensing entity may choose more than one option in the drop-down menu and how independent pharmacies will know which function to select. 
Response: CMS thanks the commenter for their comment. This question was initially designed to understand how a PSAO will be utilized by a dispensing entity with respect to the MTF. CMS recognized that the format of this question could cause some confusion considering that terms like “central payment” and “reconciliation” have different meanings. CMS therefore revised this question, simplifying the process for a dispensing entity to communicate their MFP refund payment instructions and preference for receiving ERAs/remittance advice. CMS made these revisions with the goal of streamlining the enrollment process and reducing administrative burden. 
Comment: One commenter asked how an independent pharmacy that does not utilize a PSAO would receive MFP refunds—that is, by way of an electronic transfer of funds or paper check—and whether the independent pharmacy would also receive ERAs for reconciliation purposes. This commenter also asked where payments would be sent in the event that an independent pharmacy utilizes a PSAO, and whether CMS could ensure that the PSAO would pass through payments to the independent pharmacy. Additionally, the commenter asked how the PSAO should distribute the funds it receives through the MTF.
Response: CMS thanks the commenter for their comments. The destination and method of delivery for MFP refund payments will depend on the dispensing entity’s preference as indicated by the dispensing entity in the Dispensing Entity Enrollment Questionnaire. Specifically, the questionnaire allows the dispensing entity to specify their preferred payment recipient (i.e., itself or a third-party support entity it works with); and, depending on their election, a method of delivery and the dispensing entity’s bank account details, if electronic transfer of funds is requested by the dispensing entity. For instance, if the dispensing entity indicates on their questionnaire that the dispensing entity should be the recipient of MFP refunds, then the dispensing entity will have an opportunity to specify whether the dispensing entity would like to receive those payments via electronic transfer of funds (the default option) or paper check.  Should the dispensing entity indicate that MFP refunds be sent to their PSAO, the MTF will pass through MFP refunds to that PSAO based on the PSAO’s preference for method of receiving MFP refund payments. However, once the MTF has passed through the MFP refunds to the PSAO, CMS and the MTF will have limited visibility into how those payments are distributed, managed, or handled by the PSAO after the MTF’s MFP refund payment facilitation. If a dispensing entity encounters challenges with their PSAO regarding the handling of MFP refund payments, CMS encourages the dispensing entity to update their payment instructions in the Dispensing Entity Enrollment Questionnaire, which the dispensing entity may do at any time. 
Comment: One commenter requested clarification as to whether more than one third-party support entity can receive MFP refund payments on behalf of a dispensing entity.
Response: CMS thanks the commenter for their request for clarification on whether more than one third-party support entity may receive MFP refunds on the dispensing entity’s behalf. CMS clarifies that only one such entity can be designated as the recipient of MFP refunds on behalf of a dispensing entity. This means that when the MTF PM passes through an MFP refund from the Primary Manufacturer, the MTF PM cannot split and then direct the MFP refund to multiple third-party support entities. This one-recipient approach helps avoid unnecessary complexity in ensuring timely and accurate payment facilitation. Relatedly, for large chain dispensing entities directly receiving MFP refund payments (that is, the large chain is not using a third-party support entity in connection with MFP refund payment processing), CMS is considering requiring all MFP refund payments to be directed to a single bank account, which would be the bank account that the dispensing entity chain home office or parent organization provides during their enrollment (see Section 3, Question 1C). CMS is aware of the possibility that certain subsidiaries (for instance, regional subdivisions) within the large chain may require payments to be deposited into a bank account distinct from the one belonging to the chain home office. In that scenario, CMS is considering allowing such subsidiaries to enroll separately, maintaining a “1:1 enrollee to bank account” approach. CMS welcomes feedback on this exception and whether it is necessary to implement (see Section 3, Question 1C).  

Third-Party Support Entity Enrollment Questionnaire
Comment: One commenter requested clarification regarding the role of Pharmacy Services Administrative Organizations (PSAOs) in enrolling pharmacies and which questionnaire the PSAO should complete.  In this comment, they also urged CMS to use the NCPDP data as the authoritative source for relationships between a pharmacy and a PSAO to eliminate redundancy and reduce administrative burdens. Similarly, one commenter asked whether third-party support entities will be required to enter every dispensing entity’s information and noted this would require significant administrative burden for PSAOs.
Response: CMS thanks these commenters for their inquiries about the role of PSAOs in enrolling pharmacies in the MTF DM and the applicable questionnaire to complete. CMS clarifies that PSAOs should not be enrolling dispensing entities in the MTF DM; dispensing entity enrollment must be completed by a dispensing entity and cannot be done on their behalf by a third-party support entity such as a PSAO. A PSAO is required to enroll in the MTF as a third-party support entity by completing the Third-Party Support Entity Enrollment Questionnaire in the MTF DM only if a dispensing entity has indicated to the MTF that it chooses to have MFP refund payments and/or ERAs or remittance advice sent to a PSAO. CMS appreciates the commenter’s suggestion to leverage NCPDP data to verify a relationship between a pharmacy and a PSAO and has revised the Third-Party Support Entity Enrollment Questionnaire to reflect this suggestion. Specifically, CMS has removed a portion of the Third-Party Support Entity Enrollment Questionnaire that required a third-party support entity to report each dispensing entity it has a relationship with and the effective dates for contracted services. This is replaced by a new feature allowing the third-party support entity an opportunity to authorize the MTF to use and rely on NCPDP data to collect the third-party support entity’s information and dispensing entity relationship information (responses to NCPDP related comments are addressed above in the section entitled “National Council for Prescription Drug Programs dataQ Pharmacy Database”). CMS expects to conduct education and outreach activities to ensure that all necessary parties are properly enrolled in the MTF, as well as issue technical instructions detailing the enrollment process for PSAOs.
Comment: One commenter requested the MTF DM allow pharmacies the option to opt out of having payments sent to their respective PSAO.
Response: CMS thanks this commenter for their input. The Dispensing Entity Enrollment Questionnaire (now Section 3, Question 1) includes fields for the dispensing entity to indicate whether MFP refund payments shall be directed to a PSAO or not, and provides the ability for each enrolling dispensing entity to direct MFP refund payments to an account they designate; dispensing entities may choose to either receive MFP refund payment directly, or route these payments to the appropriate third-party.  
Comment: One commenter asked whether the fields NCPDP Payment Center ID and NCPDP Remit and Reconciliation ID listed in Section 2, Question 2 are chain codes.
Response: CMS thanks the commenter for this request for clarification. CMS has revised the Dispensing Entity Enrollment Questionnaire to better enable use of the NCPDP database to facilitate linkages between dispensing entities and third-party support entities. There will be a feature allowing enrollees an opportunity to authorize the MTF to use and rely on NCPDP data to collect the third-party support entity’s information and dispensing entity relationship information. If authorization is given, the NCPDP Payment Center ID and NCPDP Remit and Reconciliation ID may be prepopulated for the dispensing entity. CMS notes that we retained the fields “Payment Center ID” and “Remit and Reconciliation ID” as key NCPDP data elements that third-party support entities will submit and/or verify during their enrollment processes to enable data matching; CMS believes that enrolling third-party support entities will have access to these codes as they are a standard component of the NCPDP database and frequently used in maintaining payor-payee relationships across the pharmacy industry.
Comment: One commenter requested CMS clarify the meaning of NCPDP Parent Organization ID and NCPDP Chain Relationship ID in Section 2, Question 1, and whether pharmacies need to enter a chain code for the PSAOs with which they participate. They further recommended that they serve the same function in the MTF DM as for Part D plans.
Response: CMS thanks this commenter for their request for clarification. Under the aforementioned changes to the Dispensing Entity Enrollment Questionnaire to further leverage NCPDP data, CMS has clarified that the “Parent Organization ID” and the “Chain Relationship ID” will be pre-populated using the NCPDP dataQ Pharmacy Database during enrollment for review and verification should an enrollee authorize such use of the NCPDP data. If an enrollee declines to authorize use of the NCPDP data, they will need to provide these fields in the table format under what is now Section 2, Question 2. These IDs are distinct from the IDs to facilitate linkage to a PSAO or other third-party support entity as described in the previous response.



Appendix B: Drug Price Negotiation Program MTF DM Primary Manufacturer MFP Effectuation Plan Form
	Comment: One commenter suggested that CMS add fields to question 6 in Appendix B to ask more specific questions about alternative payment arrangements to enhance transparency, including asking “whether manufacturers have reached agreements with providers for alternative amounts or whether they plan on imposing alternative amounts unilaterally.” 

Response: CMS thanks this commenter for their suggestion. Questions 9 through 13 (now Questions 11 through 15) ask Primary Manufacturers to provide information about alternative arrangements the manufacturer has either already entered, or expects to enter with a high degree of likelihood, with dispensing entities to provide access to the MFP. As stated on the form, CMS may request copies of those agreements in response to complaints from dispensers regarding lack of MFP availability, or as part of routine audits or investigations related to MFP availability. These alternative arrangements are contracts between two private parties that CMS will not direct or control; therefore, at this time, CMS does not intend to ask parties to disclose terms of these alternative arrangements on the MFP Effectuation Plan, including the amount that the two parties agreed to regarding MFP availability. 

	
Comment: One commenter urged CMS to expressly recognize that Primary Manufacturers can use the MTF’s credit/debit ledger to communicate MFP effectuation information to dispensing entities.

Response: CMS thanks this commenter for their comment and seeks to clarify that the credit/debit ledger is not intended to provide a communication avenue. The credit and debit system will track credits and debits related to MFP refunds at the manufacturer-dispensing entity NPI level for each selected drug, in order to address changes in MFP refund amounts due to claim reversals, adjustments, or determinations that a claim is not MFP-eligible after issuance of an MFP refund payment, or vice versa. The remittance advice provided to dispensing entities will also show when a credit was used for an MFP refund payment. This functionality allows both Primary Manufacturers and dispensing entities to track how claim reversals, adjustments, or determinations that a claim is not MFP-eligible after issuance of an MFP refund payment (or vice versa), impact MFP refunds that are paid through the MTF PM; this system, however, is not intended to serve as a communication mechanism between Primary Manufacturers and dispensing entities. As part of completing the MFP Effectuation Plan, Primary Manufacturers must establish a process for contacting, receiving, and responding to communications from dispensing entities regarding MFP effectuation. 

	
Comment: One commenter noted that Primary Manufacturers are required to describe their planned frequency for transmitting claim-level payment elements to the MTF DM. To provide this information, Primary Manufacturers need CMS to provide details on the MTF DM’s data capabilities and requirements for receiving data. 

Response: CMS thanks this commenter for their comment and acknowledges the commenter’s concerns about the need for more information on the MTF DM’s data capabilities and requirements for receiving data. CMS is committed to implementing the MTF via a transparent process, in collaboration with manufacturers and other stakeholders as much as possible. As information about the MTF DM’s data capability and requirements are developed, CMS will communicate that information to manufacturers so that manufacturers can implement their own internal processes to interact with the MTF DM. CMS has and will continue to share this information as it becomes available, including via the established series of ‘Systems’ calls, through human-centered design engagement activities, and through general information sharing and announcements. CMS is committed to providing information about the MTF DM to Primary Manufacturers with enough time to allow manufacturers to ensure that MFP Effectuation Plans reflect the technical requirements of the MTF system. 

Comment: One commenter asked that CMS clarify that Questions 6 and 7 are only applicable for Primary Manufacturers choosing to provide access to the MFP retrospectively as Primary Manufacturers choosing to provide access prospectively would not need to answer these questions. 

Response: CMS thanks this commenter for their comment. CMS has added language to Questions 6 (now Question 8) on the MFP Effectuation Plan clarifying that this question is applicable for Primary Manufacturers choosing to provide access to the MFP retrospectively. CMS intends to collect responses to Question 7 (now Question 9) from all respondents. 

Comment: One commenter encouraged CMS to consider more targeted and flexible approaches to requesting information regarding alternative purchasing agreements given such agreements may not solely include products negotiated under the Medicare Drug Price Negotiation Program.

Response: CMS thanks this commenter for their comments but will not be making any updates to Questions 9 through 13 (now Questions 11-15) at this time. These questions were drafted to allow Primary Manufacturers optimal flexibility when entering one or more alternative arrangements with dispensing entities, including the ability to reference products outside those negotiated under the Medicare Drug Price Negotiation Program in their submitted documentation if applicable. CMS believes that the questions as drafted allows for this flexibility. 

	
Comment: A couple of commenters expressed concerns about the administrative burden on Primary Manufacturers to effectuate MFP in addition to the effort to submit an MFP Effectuation Plan. One commenter urged CMS to simplify Question 10 in Appendix B, noting that if a manufacturer is adopting an alternative arrangement outside of the MTF PM for all dispensers or a large group of dispensers, then CMS should make clear that Primary Manufacturers could indicate “all dispensers” or the types of dispensers covered by the alternative arrangement as opposed to uploading the NPIs of over 60,000 pharmacies. Another commenter requested revision of Appendix B to allow an option to indicate that the same methodology applies to all dispensers, without the need to list all NPIs, for instances where a manufacturer effectuates an MFP prospectively for all dispensers. 

Response: CMS appreciates these comments and has worked to streamline the MFP Effectuation Plan Form to the extent possible while maintaining the utility of the information the plan provides. CMS has also restructured the form to improve the organization of required content, and has added information to the form about the method of submission to provide more clarity on how manufacturers will complete and submit the required information. 

Comment: One commenter noted concerns with the information collected regarding Primary Manufacturers’ processes for effectuating the MFP outside of the MTF PM. The commenter urged CMS to clarify that Primary Manufacturers can respond to Question 21 (now Question 5) by providing information that is aggregated across dispensers or types of dispensers. The commenter asserted that reporting at the aggregate level will still provide CMS with the information required from Primary Manufacturers choosing not to participate in the MTF PM but will help to minimize the burden on Primary Manufacturers. 

Response: CMS thanks this commenter for their comment and is providing additional information to clarify the intent of Question 21 (now Question 5). This question is in ‘Section 3’ of the MFP Effectuation Plan, which is to be completed only if the Primary Manufacturer has declined use of the MTF PM. CMS has added language at the top of ‘Section 3’ indicating that the section should only be completed if the Primary Manufacturer is not participating in the MTF PM with respect to the selected drug for which the MFP Effectuation Plan is being completed. Primary Manufacturers who are electing to use the MTF PM, or are using a combination of the MTF PM and some alternative arrangements with specific dispensing entities do not need to complete ‘Section 3’ of the MFP Effectuation Plan and may proceed directly to ‘Section 4’. Additionally, Question 21 (now Question 5) is designed as a general question on the Primary Manufacturer’s processes for effectuation of the MFP without using the MTF PM to pass through any MFP refunds. None of the sub-questions under Question 21 (now question 5) require the Primary Manufacturer to describe an approach based on a specific dispenser or type of dispenser. While Primary Manufacturers are encouraged to be as specific as possible when describing their MFP effectuation plan, CMS understands that this information may be closer to a general set of policies and procedures that address the needs of a diverse range of dispensing entities and dispensing entity types.
 
Comment: One commenter suggested that CMS remove Question 22C (now Question 4B) to clarify that Primary Manufacturers do not have discretion to determine whether a material cashflow concern exists. The commenter asserted that a determination of whether a material cashflow concern exists should be based on the entity’s determination, not a Primary Manufacturer’s decision.

Response: CMS thanks this commenter for their comment but has declined to remove Question 22C (now Question 4B) from the MFP Effectuation Plan. The questions in Section 2 are designed to implement a collaborative process between Primary Manufacturers and dispensing entities when a dispensing entity indicates that they may have material cashflow concerns at the start of the price applicability period with respect to a selected drug as a result of potential delays created by reliance on retrospective MFP refunds within the 14-day prompt MFP payment window.

	


	Comment: One commenter noted their concern with the wording of Question 22 (now Question 4A) in Appendix B, stating that the question requires the Primary Manufacturer to acknowledge that it “will be provided” a list of dispensing entities with material cashflow concerns. The commenter noted that Primary Manufacturers cannot acknowledge that something “will be” provided. Primary Manufacturers can only provide this acknowledgment once the list is provided.

Response: CMS thanks this commenter for their comment. The language in Question 22A (now Question 4A) has been updated to, “Describe the Primary Manufacturer’s process for mitigating material cashflow concerns for dispensing entities.”

	
Comment: A few commenters noted their concerns about the intersection of possible confidential information on the MFP Effectuation Plans and CMS’ plans to make the MFP Effectuation Plans available to dispensing entities enrolled in the MTF. One commenter suggested that CMS add a field to the MFP Effectuation Plan form that would enable a Primary Manufacturer to indicate which information provided is proprietary and would need to be redacted; another similarly asked for CMS to affirmatively establish procedures for Primary Manufacturers to identify information submitted as part of the MFP effectuation process that is proprietary or otherwise confidential. Another commenter suggested that CMS give Primary Manufacturers an opportunity to object to the distribution of any confidential commercial information, similar to the process outlined in HHS’s FOIA procedures in 45 C.F.R. Part 5, Subpart D.

Response: CMS thanks these commenters for their comments. In the final guidance, CMS stated that it intended to redact proprietary information listed in the MFP Effectuation Plans before allowing access to the plans by dispensing entities enrolled in the MTF, or fulfilling a request by an outside stakeholder for the copy of the MFP Effectuation Plan. There are several sections on the MFP Effectuation Plan that CMS believes will be vital to share with dispensing entities so that they can prepare to interact with Primary Manufacturers, receive MFP retrospective refunds, or enter into alternative arrangements with Primary Manufacturers regarding MFP accessibility. These include Section 1, Question 1 (intent to use, or not use, the MTF PM to effectuation MFP refunds); Section 2 (managing relationships with dispensing entities), in its entirety; and Section 3 (information related to declined use of the MTF PM), in its entirety, available within the MTF DM. Meanwhile, in response to comments received, and with a goal of protecting Primary Manufacturers’ proprietary information while also making available the information dispensing entities need to prepare for the upcoming price applicability year, CMS intends to redact Section 1, Question 2; and Sections 4 – 6, in their entirety, before they are made available to dispensing entities or other stakeholders. 

	
Comment: One commenter asked that CMS require the MTF share all dispensing entity information (Appendix A) with Primary Manufacturers to facilitate a more compliant MFP effectuation process. 

Response: CMS thanks this commenter for their comment. CMS is currently evaluating the best way to provide Primary Manufacturers with dispensing entity contact information and will provide further information on the adopted approach via technical instructions once the process is finalized.



Comment: One commenter expressed concern that Questions 6 and 7 do not consider all applicable scenarios, particularly those where a manufacturer is providing the MFP prospectively versus retrospectively. 

Response: CMS thanks this commenter for their comment. Language was added to Questions 6 (now Question 8) and 7 (now Question 9) to make clear that the answers provided apply only to circumstances where the Primary Manufacturer is making the MFP available via a retrospective reimbursement. 

Comment: A couple commenters raised concerns about access to the redacted MFP Effectuation Plans. One commenter expressed interest in having access to manufacturer MFP effectuation Plans, particularly for pharmacy associations and professional societies to educate members. Another commenter requested that self-identification through the MTF DM be the “only criteria to access a manufacturer’s mitigation plan and that no further evidence for participating should be required.”

Response: CMS thanks these commenters for their comments. CMS will make redacted versions of the MFP Effectuation Plans available for dispensing entities who have completed the MTF enrollment process via the MTF DM user interface. As established in final guidance, CMS may release the redacted plans to other applicable stakeholders upon request.

Comment: One commenter requested further clarification on how the MTF Effectuation Plan information would be different for Primary Manufacturers using the MTF PM versus Primary Manufacturers using their own payment facilitator.

Response: CMS thanks this commenter for their comment. In Section 1 of the MFP Effectuation Plan, a Primary Manufacturer will indicate whether they will use the MTF PM to provide retrospective reimbursements to dispensing entities. A Primary Manufacturer answering “No” will fill out all sections of the MFP Effectuation Plan, including Section 3, where they will describe their reimbursement mechanism. Primary Manufacturers who are utilizing the MTF PM will not be required to complete Section 3 of the MFP Effectuation Plan. 

Comment: Some commenters requested that clear language be presented under Question 4 (now Question 6) of the MFP Effectuation Plan that details the manufacturer’s approach to address disputes or concerns raised by dispensing entities regarding the Primary Manufacturer's 340B and MFP reconciliation process.

Response: CMS thanks these commenters for their responses. CMS has outlined the complaint and dispute process in section 90.2.2 of the final guidance and will not add further language to the MFP Effectuation Plan form at this time. CMS has encouraged Primary Manufacturers and dispensing entities to work collaboratively to resolve disputes; however, CMS will not become involved in complaints or disputes between two private parties unless it is brought to CMS through the outlined complaint and dispute process and is within scope of the Medicare Drug Price Negotiation Program. For example, CMS will accept complaints and disputes raising concerns that MFP was not appropriately made available based on inaccurate 340B nonduplication, and the Complaint and Dispute Intake Form provides a field for the submitter to identify their submission as related to this area. Further, CMS will not evaluate the suitability of a Primary Manufacturer’s approach to resolving complaints and disputes outside of the CMS established mechanism for resolving such issues. 




Appendix C: Drug Price Negotiation MTF DM Manufacturer Payment Elements Form
Payment Elements Form Instructions
Comment: A few commenters requested that CMS provide examples of completed payment elements forms. These commenters referenced materials produced for the Medicare Prescription Payment Plan as an example. One commenter suggested that CMS work through examples during manufacturer technical calls. Another commenter requested additional instructions on how Primary Manufacturers should complete the payment elements form when adjustments are needed. Another commenter requested additional instructions regarding use of the payment elements form in situations of claim reversals and adjustments.
Response: CMS appreciates these comments regarding examples of a completed payment elements form. CMS will provide further instructions regarding the payment elements form and its use in different situations in forthcoming technical instructions. In addition, CMS is considering using manufacturer technical calls to further discuss examples of completed payment elements forms.
Payment Elements Form Fields
Comment: A commenter requested the ability to provide clarification to the MTF to differentiate between refund payments facilitated through the MTF PM and those not facilitated through the MTF PM.
Response: CMS appreciates this comment. To clarify communication between Primary Manufacturers and the MTF regarding whether the Primary Manufacturer intends for a refund payment to be facilitated through the MTF PM, CMS added an additional payment element, MTF PM Facilitation Indicator, to the claim-level payment elements. Instructions on how to complete this new field are in the Payment Elements form. Instructions on how to complete this new field are in the Payment Elements form.
Comment: One commenter requested clarification on whether the “Quantity of Selected Drug” field in the payment elements submission should be the same quantity as received in the “Quantity Dispensed” field in the data elements sent to the Primary Manufacturer by the MTF DM.
Response:  CMS thanks the commenter for their feedback. The “Quantity Dispensed” field in the data elements sent from the MTF Data Module to the Primary Manufacturer represents the quantity reported on the PDE record. The “Quantity of Selected Drug” in the payment elements form represents the quantity of selected drug from the PDE record for which the manufacturer is providing a refund. If the manufacturer is providing a refund for the entire quantity on the PDE record, then this field will be populated with the same value as in the “Quantity Dispensed” field of the data elements. If the manufacturer makes an MFP refund payment for a quantity of selected drug that is different from what was sent on the data elements, that quantity should be populated into the “Quantity of Selected Drug” field. CMS refers interested parties to section 40.4.3.1 of the final guidance for more information on the fields included in the claim-level payment element submission; further, note that CMS will provide forthcoming technical instructions regarding the data elements in this form and how system users should populate each field. CMS has included this field to provide reporting flexibility for Primary Manufacturers. CMS continues to be interested in stakeholder comments regarding the usefulness and necessity of this field based on the clarifying information provided in this comment response.
Comment: One commenter requested clarification on the unit of measurement for the “Quantity of Selected Drug” field in the payment elements. They provided context that the MFP is published as a per unit rate and as a per package rate. Their question was whether the “Quantity of Selected Drug” should be reported as number of units or number of packages of selected drug.
Response: CMS appreciates this commenter’s question. The “Quantity of Selected Drug” should be reported as the number of units of selected drug, not the number of packages of selected drug. CMS refers interested parties to the description provided on the payment elements form which states, “The Primary Manufacturer will use this payment element to indicate the number of units of the selected drug included in the MFP refund paid.” Furthermore, “Quantity of Selected Drug” should be reported in the same unit of measure used in the claim-level data elements received from the MTF. In addition, CMS refers interested parties to Table 4 and Table 6 in section 40.4 of the final guidance.
Comment: One commenter requested clarification regarding the “Method for Determining MFP Refund Amount” field. The commenter noted that the payment elements form does not provide context regarding what the manufacturer used to determine the MFP refund amount when it does not use the standard default refund amount (SDRA). One commenter suggested an additional value for the “Method for Determining MFP Refund Amount” field that reflects the situation where the MFP refund is determined using a manufacturer’s cashflow mitigation plan, as described in their MFP Effectuation Plan.
Response: CMS thanks this commenter for their feedback. Primary Manufacturers are required to submit an MFP Effectuation Plan (see Appendix B of this Information Collection Request package) which includes the basis for determining MFP refund amounts if different than the SDRA. Redacted versions of these MFP Effectuation Plans will be available for dispensing entities enrolled in the MTF DM. CMS refers interested parties to section 90.2.1 of the final guidance for more information. Regarding an indicator to reflect application of the cashflow mitigation plan, in section 40.4.3 of the final guidance, CMS noted the potential to add justification codes to Table 5, if needed, to meet reporting needs. These codes are used in the “Method for Determining MFP Refund Amount” field of the payment elements form. CMS will consider the inclusion of this suggested code and reflect any changes in future guidance and/or technical instructions.


Appendix D: Drug Price Negotiation Program Complaint and Dispute Intake Form
340B
Comment: One commenter requested Question 1C require the submitter to identify if they are a 340B covered entity or contract pharmacy. One commenter recommended CMS require the dispensing entity to provide evidence that a claim is not a 340B claim or has not already been paid via 340B payment.
Response: CMS thanks the commenter for their feedback. This form is designed to collect the necessary information for Primary Manufacturers, dispensing entities, beneficiaries and other interested parties to submit a complaint or dispute related to effectuating the MFP. Submitters are encouraged to upload any supporting documentation that that is relevant to the submission and will aid in the potential investigation and resolution of the submission. By collecting the information on the form, CMS feels it will have sufficient information to investigate the complaints and disputes. If additional information is required to complete the investigation, CMS will follow-up with the appropriate parties. Further, as CMS noted in its final guidance, CMS is not charged with verifying or otherwise reviewing whether a particular drug claim is a 340B-eligible claim, and the Negotiation Program’s final guidance does not modify a Primary Manufacturer’s statutory obligations under section 340B(a)1 of the Public Health Service Act. CMS will work with HRSA and monitor the extent to which MFP is made available where appropriate, and CMS will also monitor the extent to which the manufacturer faces challenges with deduplicating between the 340B ceiling price and the MFP. CMS will accept complaints and disputes raising concerns that MFP was not appropriately made available, including where appliable based on inaccurate 340B nonduplication, and the Complaint and Dispute Intake Form provides a field for the submitter to identify their submission as related to this area.
Question Formatting
Comment: One commenter recommended that both parties submit any disputes using the specific X12 835 claim number.
Response: CMS thanks the commenter for their feedback. The form was updated to include an optional text field to enter the MTF internal claim number, also known as the reference number on the X12 835.  This field will be optional as it could be helpful to identify the related claims in some, but not necessarily all, dispute and complaint scenarios. 
Comment: One commenter requested the Q1A response be amended to “Non-Chain Dispensing Entity (i.e.: LTC, community, VA, independent, etc.)” to help independent, long-term care and other small pharmacies.
Response: CMS thanks the commenter for their feedback. CMS revised the Q1A response option ‘d’ to include examples of non-chain dispensing entities.
Comment: One commenter noted selected drugs are dispensed in many different settings and requested “Specialty Pharmacy” to be added to the Q1B options.
Response: CMS thanks the commenter for their feedback. CMS revised Q1B to include Specialty Pharmacy as an optional dispensing entity choice.
Comment: One commenter appreciated CMS working with trade associations and professional societies and requested that if option ‘L’ is selected in Q1A, then Q1B become available also. 
Response: CMS thanks the commenter for their feedback. CMS recognizes that trade and advocacy associations, professional societies, and other interested organizations are important stakeholders in an effort to ensure MFP effectuation. These groups are encouraged to use this form to submit complaints and disputes when they deem appropriate. CMS does not feel identifying a specific pharmacy type is needed for these groups.  
Comment: One commenter requested all marketed drug names and authorized generics are included within the drop down on the intake form.
Response: CMS thanks the commenter for their feedback. CMS revised the Complaint and Dispute Intake form to include the active ingredient or active moiety name for each drug to bring greater clarity to which selected drug(s) are the subject of the complaint or dispute.
Comment: One commenter requested Question 3 (now Question 2) state "This submission" instead of "I am" to accommodate an organizational level response rather than an individual.
Response: CMS thanks the commenter for their feedback. CMS revised the Complaint and Dispute Intake form to be more inclusive for complaints and disputes submitted by a group. 
Comment: One commenter requested Questions 2 (now Question 3) and 3 (now Question 2) be reordered and if the issue is related to a technical issue then Questions 2A through 2I could be optional.
Response: CMS thanks the commenter for their feedback. CMS updated the Complaint and Dispute Intake form to allow the submitter to choose the issue category before entering the selected drug information. An additional response was added to the drug list to allow the submitter to choose "non-drug specific technical issue” when the issue is not specific to a single drug. 
Submission Deadline
Comment: A couple commenters requested clarity for submitting complaints and disputes within 120 days from the “date of the subject.” One commenter noted 120 days could be insufficient time in cases like DDPS rejects and 340B claims. One commenter suggested the 120-day period should begin when the issues is first raised with the other entity. 
Response: CMS thanks the commenter for their feedback. Maintaining a window 120 days from the “date of the subject” submission deadline allows for flexibility to accommodate a wide variety of complaint and dispute types. In some cases, the date of the subject could be a change in claim condition such as beginning with a DDPS reject, or change in 340B reimbursement. When appropriate, both parties are encouraged to work through the issues independently, leading to a mutually acceptable resolution. However, CMS recognizes this is not possible or appropriate in some circumstances. Both parties may use the Complaint and Dispute Intake form for CMS or their contractors to evaluate the situation thoroughly and provide a resolution when appropriate. Timely submission increases the likelihood of resolving matters efficiently and effectively.  


Submission Documentation Flexibility 
Comment: Some commenters requested flexibility when submitting documentation. Suggested flexibilities included the ability to upload more than 5 documents, uploading attestations in lieu of documentation, and the ability to upload zipped or compressed file types. 
Response: CMS thanks the commenters for their feedback. CMS increased the file limit from 5 files to 10 files. CMS will be releasing technical instructions with further directions regarding uploading files. The files loaded with the initial complaint should include sufficient information to begin an investigation, if one is warranted. In an effort to decrease the burden on the submitter of collecting and uploading potentially unnecessary documentation, CMS asks the submitter to limit the upload to 10 files. The submitter may be contacted for additional documentation if necessary to resolve the issue. Uploading documentation is optional and meant to aid in decision making for the potential investigation. CMS recognizes not all complaints and disputes will require uploaded documentation.
Submission Data Protection
Comment: A few commenters requested clarification on how confidential and proprietary information will be protected. One commenter requested proprietary information not be required to be submitted with the initial inquiry. Another commenter sought assurance proprietary information will not be disclosed inappropriately. 
Response: CMS thanks the commenters for their feedback. CMS is committed to protecting confidential and proprietary information consistent with the policy outlined in the Medicare Drug Price Negotiation Program’s guidance documents. Confidential and proprietary information submitted with this form or collected during investigations will be safeguarded according to the terms in Section 3 of this form, and as outlined in the MTF Participation Agreements. Submissions should include enough information to allow CMS to review the issue and determine the merits of a potential investigation. CMS will contact the submitter when additional information is required and not included in the initial submission. 
Submission Process
Comment: A few commenters requested the ability to submit multiple or batches of complaints and disputes at one time. One commenter requested the ability to include multiple claims in the submission.
Response: CMS thanks the commenters for their feedback. Submitters will be able to use this form to submit a complaint or dispute for multiple claims at one time. That is, a single submission could include multiple claims that all present the same concern or issue. Additional technical instructions will be provided explaining specific directions for using the complaint and dispute submission functionality in the MTF DM at a later date.
