
 

September 16, 2026 
 
 
Center for Medicare 
Centers for Medicare & Medicaid Services 
7500 Security Boulevard 
Baltimore, MD 21244 
Submitted electronically to IRARebateandNegotiation@cms.hhs.gov  
 
 
Re: Medicare Drug Price Negotiation Program: Draft Guidance, Manufacturer 
Effectuation of the Maximum Fair Price in 2028 
 
 
Administrator Oz: 
 
On behalf of the Coalition of State Rheumatology Organizations (CSRO), we 
appreciate the opportunity to comment on the Centers for Medicare & Medicaid 
Services’ (CMS) Draft Guidance on Manufacturer Effectuation of the Maximum Fair 
Price in 2028 under the Medicare Drug Price Negotiation Program. Our comments 
focus exclusively on selected drugs payable under Medicare Part B and the physicians 
and physician practices that acquire, furnish, and administer these therapies. 
 
CSRO serves the practicing rheumatologist and is comprised of over 40 state 
rheumatology societies nationwide with a mission of advocating for excellence in the 
field of rheumatology and ensuring access to the highest quality of care for the 
management of rheumatologic and musculoskeletal disease.  Rheumatologic diseases, 
such as rheumatoid arthritis, psoriatic arthritis and lupus, are systemic and incurable, 
but innovations in medicine over the last several decades have enabled rheumatologists 
to better manage these conditions. With access to the right treatment early in the disease, 
patients can generally delay or even avoid damage to their bones and joints, as well as 
reduce reliance on pain medications and other ancillary services, thus improving their 
quality of life.  
 
Impact of Expanded MFP on Part B Medications 
Part B effectuation in the Medicare Drug Price Negotiation Program will fundamentally 
shift how office-based infusion centers, like those run by rheumatology practices across 
the country, operate due to the new reimbursement practices outlined under this Draft 
Guidance for Part B medications.  Rheumatologists and other healthcare practices 
directly administer Part B biologic products to patients at their in-office infusion suites.  
These practices engage in the “buy-and-bill” model, whereby the medical practice pre-
purchases medications and submits a claim to the health plan for reimbursement once 
the medication is administered to a patient.  This model allows patients to conveniently 
receive their essential medications at their doctor’s office instead of the hospital, 
reducing their exposure to hospital-based infections—a particularly important 
consideration for immunocompromised individuals who receive provider-administered 
drugs.  
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However, margins for practices engaged in buy-and-bill are thin.  These practices depend on the add-on 
payment at a bundled rate for administered drugs, which for Medicare Part B is the average sales price 
(ASP) plus six percent.  The ASP is a market-based price that considers the weighted average of all 
manufacturer sales prices for the drug, including rebates and discounts.  The additional six percent add-on 
helps these medical practices account for acquisition costs, such as intake and storage, equipment and 
preparation, staff, facilities, and spoilage insurance.  
 
According to the CY 2026 Medicare Physician Fee Schedule final rule, CMS will reimburse physicians at 
the Maximum Fair Price (MFP) plus a 6% add on payment for Part B drugs selected for Medicare 
negotiation. As a basis for our response to the Draft Guidance, its important to recognize that calculations 
based on the MFP will deflate physician reimbursement significantly through a reduced add-on payment. 
In fact, according to a recent study by Avalere Health and commissioned by the Community Oncology 
Alliance, incorporating the MFP into the ASP calculation could reduce the ASP so precipitously that the 
calculated add-on payment for Part B reimbursements in Medicare would be 42-61% lower than the current 
reimbursement rates.  This could also cause a ripple effect into the commercial market, driving a 12-18% 
projected cut to physician reimbursements through the add-on payment.1  This will directly impact 
rheumatologists’ ability to offer selected drugs to their patients and will have a direct impact on patient 
access to essential infusion medications. 
 
While changes to that reimbursement methodology are not within the scope of this draft guidance, we share 
these concerns upfront because they are at the heart of our responses to the questions outlined by CMS. 
 
 
Minimizing Physician Financial Hardship and Administrative Burden 
As mentioned, Part B effectuation will have a significant impact on providers who buy-and-bill.  However, 
CSRO urges CMS to ensure that implementation of the Maximum Fair Price (MFP) for Part B drugs does 
not shift responsibility for effectuating or administering the Medicare Drug Price Negotiation Program 
(Program) to physicians. As CMS acknowledges in the draft guidance, section 1193(a)(3)(B) of the Social 
Security Act places the obligation to provide access to the MFP on Primary Manufacturers. CMS should 
therefore work directly with Primary Manufacturers, Medicare Advantage (MA) organizations, and its 
contractors to establish the infrastructure necessary to effectuate the MFP without imposing new 
enrollment, reporting, reconciliation, or other administrative responsibilities on physician practices. 
 
This is particularly important given the financial and administrative pressures already facing physician 
practices. For more than two decades, Medicare physician payment has failed to keep pace with the rising 
costs of operating a medical practice. According to the American Medical Association (AMA), Medicare 
physician payment increased by only 10 percent between 2001 and 2026, while practice-cost inflation 
increased 63 percent. As a result, Medicare physician payment declined 33 percent over this period when 
adjusted for practice-cost inflation.2 
 
At the same time, physician practices devote substantial resources to ensuring that patients can actually 
access the therapies prescribed for them. Practices must navigate increasingly complex utilization 
management requirements, including prior authorization and step therapy, as well as changing formularies, 
coverage policies, and patient cost-sharing requirements. Staff spend significant time verifying benefits, 
appealing coverage denials, helping patients understand their coverage, and identifying financial assistance 
or other options when patients cannot afford prescribed treatment. For practices that administer Part B 

 
1 Avalere Health. “Commercial Spillover Impact of Part B Negotiations on Physicians.” September 2024. 
2 American Medical Association. “Medicare physician payment continues to fall further behind practice cost 
inflation.” January 2026. 
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drugs, these activities require dedicated staff – and, in some practices, multiple staff members – simply to 
navigate payer requirements and help patients obtain medically necessary therapies. 
 
Our organization has repeatedly shared that Part B drug administration also carries significant financial 
risk. Under the buy-and-bill model, practices purchase expensive therapies in advance, maintain the clinical 
staff and infrastructure necessary to safely store and administer them, and carry the cost of those therapies 
while awaiting reimbursement. These pressures are compounded by ongoing cuts to Medicare’s 
reimbursement for drug administration services, the application of Medicare sequestration to payments for 
physician-administered drugs, and the increasing circumstances in which Medicare reimbursement for a 
drug does not cover the practice's acquisition cost. Indeed, CMS itself recognizes in the draft guidance that 
“independent physician clinics” are among the Part B providers that may experience material cash-flow 
concerns related to the MFP effectuation. 
 
With all of that in mind, requiring physician practices to enroll in new systems, undertake additional 
reporting, reconcile manufacturer payments, or resolve problems arising from MFP effectuation would add 
uncompensated administrative responsibilities and financial risk to practices already devoting significant 
resources to overcoming coverage and affordability barriers for their patients.  
 
More importantly, these burdens could ultimately undermine beneficiary access. If selected drugs become 
materially more burdensome or financially risky to furnish than other therapies, some physician practices 
may reach a point where they can no longer afford to offer medications that CMS has painstakingly worked 
to ensure greater accessibility to. Medicare beneficiaries will not realize the intended benefit of a lower 
negotiated price if the physicians who care for them cannot sustainably furnish the selected therapies. 
 
 
40.4 Providing Access to the MFP in 2028 
We appreciate CMS’ recognition that section 1193(a)(3)(B) places the obligation on Primary Manufacturers 
to provide Part B providers with access to the MFP, such that the provider's acquisition cost is no greater 
than the MFP. Under the draft guidance, Primary Manufacturers may satisfy this obligation either 
prospectively, by ensuring that the price paid by the Part B provider when acquiring the drug is no greater 
than the MFP, or retrospectively, by refunding the difference between the provider's acquisition cost and 
the MFP. 
 
CSRO is concerned that both approaches present challenges for physician practices. Prospective 
effectuation may avoid the cashflow and reconciliation challenges associated with retrospective refunds, 
but practices will simultaneously face reduced Part B drug reimbursement as payment for selected drugs 
transitions from the ASP- to MFP-based reimbursement.  As noted above, beginning in 2028, Part B 
providers will face a significant reimbursement cliff when drugs are reimbursed at MFP +6% instead of 
ASP +6%.  Practices administering higher volumes of Part B drugs selected under the Program as well as 
small, independent practices are likely to experience the greatest financial strain, requiring significant 
changes in how these practices operate and whether they administer the selected medications.  Without 
appropriately addressing this extreme cut in reimbursement and the increase in operating expenditures to 
execute the program, providers will be unable to afford to administer drugs selected by the Program and 
may cease to offer these essential medications. 
 
Under retrospective effectuation, practices will be required to finance the difference between their 
acquisition cost and the MFP while awaiting a manufacturer refund, which we expect, based on Part D data, 
to take longer than CMS anticipates in its draft guidance.  We detail these concerns further in 40.4.1. 
 
With this in mind, CMS should establish appropriate guardrails for both prospective and retrospective MFP 
effectuation to protect physician practices from undue financial and administrative burdens, while ensuring 



that responsibility for effectuating the MFP remains with Primary Manufacturers. These protections are 
essential to preserving practices' ability to furnish selected drugs and ensuring that Medicare beneficiaries 
can both access clinically appropriate therapies and realize the benefit of the lower negotiated price. 
 
 
40.4.1 Retrospective Refund Amount to Effectuate the MFP and the Standardized Default Refund 
Amount (SDRA) 
CMS proposes to allow Primary Manufacturers and Part B providers to use either actual acquisition cost or 
a standardized pricing metric to determine the retrospective refund necessary to provide access to the MFP. 
CSRO recognizes the need for a workable approach but urges CMS to ensure that determining and receiving 
the appropriate refund does not create new administrative responsibilities or financial risk for physician 
practices. It is important to ensure that the retrospective method does not create extreme financial hardship 
as practices will be responsible for floating the difference between the acquisition cost and the MFP until 
the clinic receives the reimbursement refund from the Primary Manufacturer. 
 
Furthermore, we are concerned that the 14-day prompt payment window does not reflect real world 
experiences in using the retrospective model in Part D.  We recognize that Part D effectuation also posed 
similar challenges for small, independent pharmacists and we believe much can be learned from that 
experience. Part D effectuation has placed significant hardship on non-chain pharmacies and will have a 
similar effect on independent physician office-based clinics who administer Part B selected medications. 
 
40.4.1.2 Retrospective Refund Amount to Effectuate the MFP and the Standardized Default Refund 
Amount for Drugs Payable Under Part B 
Issue 1: Identifying MFP-Eligible Claims Billed with a HCPCS Code.  
CMS solicits comment on three approaches for identifying selected drugs when a single Healthcare 
Common Procedure Coding System (HCPCS) code includes National Drug Codes (NDCs) for both selected 
and non-selected drugs: requiring new claims modifiers, requiring reporting of the 11-digit NDC (NDC-
11), or establishing separate HCPCS codes. 
 
Consistent with our overarching concerns, CSRO urges CMS to identify MFP-eligible claims using 
information already available through existing claims and other data sources without imposing new 
reporting requirements on physician practices. Each of the options presented has the potential to create 
additional burden, particularly new MFP-specific modifiers or separate HCPCS codes that practices would 
need to incorporate into existing billing workflows. 
 
The use of HCPCS codes presents several challenges as use of these codes will make it difficult to identify 
specific drugs administered, verify whether the drug is eligible for reimbursement at the MFP, and calculate 
the appropriate refund amount due by the Primary Manufacturer.  We are also concerned that CMS and the 
Primary Manufacturer may not know the WAC of the selected drug administered to the patient because 
multiple NDC-11s of the selected drug may be payable under the same HCPCS code.  Within this draft 
guidance, CMS has acknowledged that it cannot confirm whether every claim billed with a HCPCS code 
containing a selected drug constitutes a claim for the selected drug.  We therefore caution CMS from 
utilizing HCPCS codes.   
  
If CMS determines that additional information from physician practices is unavoidable, CSRO believes that 
the use of the NDC-11 will be the least disruptive of the three options proposed. Based on feedback from 
physician practices, NDC information is already captured for physician-administered drugs and reported in 
at least some existing payer billing processes. CMS should therefore leverage NDC-11 information already 
captured and reported wherever possible rather than introducing new MFP-specific modifiers or separate 
HCPCS codes. CMS should not establish a new Medicare-wide NDC-11 reporting requirement without 



first determining the extent to which this information is already available and what additional burden such 
a requirement would impose on Part B practices. 
 
Issue 2: Calculating the SDRA for Selected Drugs Payable Under Part B When Billed with a HCPCS Code. 
CMS also solicits comment on four potential methodologies for calculating the Standard Default Refund 
Amount (SDRA) for selected drugs payable under Part B, including approaches based on Wholesale 
Acquisition Cost (WAC) and Average Sales Price (ASP). CSRO is concerned that neither metric may 
consistently approximate the actual acquisition cost incurred by physician practices.  
 
WAC may not accurately reflect acquisition costs for selected drugs payable under Part B since it fails to 
capture discounts and rebates offered to some Part B providers or price concessions negotiated with group 
purchasing organizations (GPOs). Consequently, any proposal that relies on WAC risks overestimating the 
SDRA liability, as Part B acquisition costs are commonly substantially lower than WAC. This risk is 
especially pronounced for products with significant price concessions and discounts, where the gap between 
WAC and true acquisition cost is likely to be greatest. 
 
We are also concerned about proposals that include an average weighted ASP to calculate the SDRA.  As 
the MFP is incorporated into the ASP calculation over time, the ASP may become an increasingly 
problematic proxy for acquisition cost.  CMS has stated that the SDRA will decrease as the ASP decreases.  
We are concerned that this erosion could lead to an underestimation of SDRA liability over time, and unless 
acquisition costs are adjusted in tandem, the SDRA may fail to capture the growing delta between 
acquisition cost and the MFP. Compounding these concerns, ASP data reflects sales to all purchasers across 
all U.S. payer markets, making it difficult to calculate an average per-unit sales figure that serves as a 
benchmark applied exclusively to Medicare.  This could result in the SDRA becoming further misaligned 
with average acquisition cost in Medicare. Additionally, ASP Portal data may be incomplete due to 
reporting exceptions for certain drugs, further limiting its reliability as an acquisition-cost proxy. 
 
It is critical that the SDRA reasonably approximates the difference between a physician practice's 
acquisition cost and the MFP. The methodology cannot result in practices absorbing losses because a 
standardized proxy understates their actual acquisition cost, nor should determining the appropriate refund 
require additional reporting or reconciliation by the physician practice. 
 
Instead, we strongly urge CMS to continue to engage stakeholders on the SDRA and develop future 
rulemaking that bases the SDRA on existing ASP methodologies and excludes MFP discounts in calculating 
an SDRA.  As we’ve noted, inclusion of the MFP within the ASP calculation is extremely problematic in 
accounting for actual physician acquisition and administration costs.  Only an SDRA that excludes MFP 
discounts can attempt to make physician practices whole. We also strongly encourage CMS to consider an 
appropriate add-on payment for MFP selected drugs to account for practice acquisition and administration 
costs.  Furthermore, we strongly encourage CMS to continue publishing quarterly reports on selected drugs 
to continue necessary visibility and transparency into the Part B market.   
 
 
40.4.2 Medicare Transaction Facilitator Data Facilitation 
CMS has engaged a Medicare Transaction Facilitator (MTF) contractor to facilitate the exchange of claim-
level data and payment elements necessary to effectuate the MFP for selected Part B drugs. CSRO urges 
CMS to structure the MTF to rely on information already available to CMS, Primary Manufacturers, 
Medicare Administrative Contractors (MACs), and MA organizations wherever possible. Physicians should 
not be required to serve as intermediaries for information these entities already possess. 
 
In addition, CSRO appreciates CMS' policy that, for 2028, Part B providers will not be required to pay fees 
to participate in the MTF DM, including user or transaction fees, with CMS bearing the cost of 



operationalizing the system. We strongly urge CMS to maintain this policy in future years and ensure that 
physician practices are never required to pay fees to participate in infrastructure established to administer 
the Program. 
 
 
40.4.2.1.2 Claim-level Data Elements for Part B Claims 
For Original Medicare (OM), CMS proposes to use adjudicated claims data to generate and transmit the 
claim-level information necessary for MFP effectuation. For Medicare Advantage (MA), CMS intends to 
rely on encounter data submitted by MA organizations and is considering additional requirements to ensure 
timely submission of data for selected Part B drugs. 
 
CSRO supports using these existing data flows. Once a physician submits a complete and accurate claim 
to the MAC or MA organization through ordinary billing processes, no additional physician action should 
be necessary for MFP effectuation. We particularly support CMS' policy that Primary Manufacturers may 
not impose additional reporting requirements on Part B providers to support MFP eligibility verification 
and urge CMS to maintain this protection. 
 
If CMS requires more timely or complete MA data to effectuate the MFP, it should establish appropriate 
requirements for MA organizations rather than creating new physician reporting requirements. Physicians 
should not be responsible for delays, omissions, or inaccuracies associated with an MA organization's 
submission of encounter data to CMS. 
 
We are also concerned about circumstances in which MA encounter data contain Encounter Data System 
(EDS) edits related to MFP eligibility. Under CMS' proposed approach, unresolved edits could delay 
transmission of claim-level data to the Primary Manufacturer—and therefore delay initiation of the 14-day 
MFP payment window—for up to 90 days. Physician practices should not bear financial risk because of 
encounter-data issues over which they have no control. CMS should establish appropriate safeguards to 
ensure that EDS edits and other MA data-processing issues do not result in prolonged delays in MFP refunds 
to Part B providers. 
 
 
40.4.2.1.3 MFP Payment Window 
CSRO supports establishing a firm and enforceable deadline for Primary Manufacturers to provide MFP 
refunds, but CMS should not equate a 14-day manufacturer payment window with receipt of payment by a 
physician practice within 14 days of furnishing a drug. 
 
For Part B, the 14-day clock begins only after the MTF DM transmits the applicable claim-level data to the 
Primary Manufacturer. For OM, CMS acknowledges that requiring a claim to complete adjudication and 
reach final action before transmission to the manufacturer could itself delay the process by a week or more. 
The concern is potentially greater in MA, where CMS reports that approximately 85 percent of encounters 
are submitted within 60 days of the claim. Thus, a practice may have purchased and administered a selected 
drug – and financed the difference between its acquisition cost and the MFP – for a significant period before 
the 14-day manufacturer payment window even begins. 
 
Experience with Part D effectuation also suggests that the 14-day payment requirement does not necessarily 
reflect the time providers actually wait to receive manufacturer refunds. According to a survey conducted 
by the National Community Pharmacists Association, 67% of respondents reported that retrospective 
payment has taken 22 days or more to receive refunds from the drug manufacturers. For 22% of those 
surveyed, the turnaround time for these refunds has stretched beyond 28 days.  CMS should incorporate 
lessons from Part D implementation before applying the same framework to physician-administered Part B 
drugs. 



 
CMS should establish standards that minimize the total time between administration of a selected drug and 
receipt of the applicable MFP refund, including appropriate requirements for timely MA encounter-data 
submission. Physicians should not bear financial risk resulting from delays attributable to claims 
processing, encounter-data submission, the MTF, or manufacturer payment processes. 
 
 
40.4.2.2 Dispensing Entity and/or Part B Provider Enrollment in the MTF DM 
CMS strongly encourages Part B providers to enroll in the MTF DM and is considering future rulemaking 
that would require MA organizations to include provisions in their network contracts requiring providers 
that furnish or administer selected Part B drugs to enroll in the MTF DM. CSRO strongly opposes making 
MTF DM enrollment mandatory for physician practices. 
 
CMS acknowledges concerns that enrollment in an additional payment system may be burdensome and 
duplicative of information Part B providers already furnish through established Medicare enrollment and 
payment systems. While CMS' proposal to leverage Provider Enrollment, Chain, and Ownership System 
(PECOS) information to prepopulate MTF enrollment profiles may reduce some burden, it does not address 
the more fundamental concern: physicians should not be required to enroll in another system in order for 
Primary Manufacturers to fulfill their statutory obligation to provide access to the MFP. 
 
CMS should instead use information already available through the PECOS, Medicare claims, MA encounter 
data, and other CMS systems to facilitate manufacturer effectuation without requiring affirmative physician 
enrollment in the MTF DM.  
 
 
40.4.3 MTF Payment Facilitation 
Because there is no existing system through which Primary Manufacturers can transmit MFP refund 
payments directly to Part B providers, CMS proposes to use the MTF Payment Module (MTF PM) to 
facilitate electronic or paper payments and track adjustments to those payments.  
 
CSRO urges CMS to design this process to minimize physician involvement in retrospective MFP 
payments. Manufacturer payments should be transmitted and documented in a standardized manner that 
allows practices to receive, identify, and post payments through existing financial systems without 
establishing a separate MFP reconciliation infrastructure. 
 
CSRO strongly supports CMS' policy that Part B providers will not be required to pay user or transaction 
fees to participate in the MTF PM in 2028 and urges CMS to make this protection permanent. Physician 
practices should never be required to pay fees to receive MFP refunds that Primary Manufacturers are 
statutorily obligated to provide. 
 
 
40.4.3.2.2 Primary Manufacturer and MFP Refund Payment Adjustments due to Part B Claim 
Amendments Through the MTF PM 
CMS proposes to use an MTF credit/debit ledger to account for MFP refund adjustments resulting from 
Part B claim reversals, adjustments, or subsequent determinations that a claim is not MFP-eligible. 
 
CSRO urges CMS to integrate this process with existing Medicare claims-adjustment processes. Physicians 
should continue to use ordinary OM or MA corrected-claim processes when a Part B claim requires 
amendment, with no additional action required for purposes of MFP effectuation. Once the corrected claim 
is submitted, CMS, the MAC or MA organization, the MTF, and the Primary Manufacturer should be 
responsible for any corresponding MFP refund adjustments. Physicians should not be required to separately 



notify the manufacturer, calculate a revised refund, initiate a payment adjustment, or reconcile separate 
manufacturer transactions. 
 
 
40.4.3.4 Pass Through Payment to Part B Providers When a Primary Manufacturer Participates in 
the MTF PM for drugs payable under Part B 
CMS proposes to leverage existing PECOS enrollment and payment information to pre-populate MTF DM 
profiles for Part B providers and generally issue MFP refund payments through electronic funds transfer 
(EFT). CMS also solicits comment on additional ways to reduce burden for Part B providers and how 
practices may use claim reconciliation vendors to receive and reconcile MFP refund payments. 
 
CSRO appreciates CMS' efforts to leverage existing Medicare information rather than require practices to 
resubmit duplicative enrollment and payment information. However, simplifying enrollment does not 
address the underlying cashflow and reconciliation challenges created by retrospective MFP effectuation. 
Instead, CMS should establish guardrails that minimize the amount of time physician practices must finance 
MFP-related amounts and protect practices from financial harm caused by delays in the effectuation 
process. Any mechanisms used to address these concerns should be funded and operationalized by Primary 
Manufacturers and should not create new administrative responsibilities or further reduce physician 
reimbursement. 
 
We also caution CMS against assuming that claim reconciliation vendors are an appropriate solution to the 
complexity created by retrospective MFP payments. Physician practices should not have to contract with 
and pay another vendor simply to receive and reconcile amounts Primary Manufacturers are statutorily 
obligated to provide. The MTF and manufacturer payment processes should be sufficiently standardized 
and automated that practices can receive, identify, and post MFP refunds through existing payment 
workflows. 
 
 
40.4.4 MFP Refund Payments When a Primary Manufacturer Makes a Payment Outside of the MTF 
PM 
CMS proposes to permit Primary Manufacturers to make MFP refund payments outside of the MTF 
Payment Module (MTF PM). CSRO urges CMS to ensure that a manufacturer's choice to use an alternative 
payment mechanism does not result in additional administrative complexity for physician practices. CMS 
should establish uniform standards for payments made outside of the MTF PM so that the method selected 
by a manufacturer does not materially change the experience of the physician practice receiving the MFP 
refund. 
 
 
40.4.4.1 Primary Manufacturer Payment Outside of the MTF PM 
When a Primary Manufacturer makes MFP refund payments outside of the MTF PM, CMS would require 
the manufacturer to establish its own payment process, including a process mutually agreed upon with the 
Part B provider. CMS would require electronic payments to be accompanied by an X12 835 electronic 
remittance advice (ERA) and payments by paper check to include corresponding remittance information. 
 
CSRO is concerned that requiring physician practices to establish separate payment arrangements with 
individual manufacturers could create significant administrative complexity, particularly as additional Part 
B drugs become subject to the Program. CMS should ensure that manufacturer-established payment 
processes work with existing physician practice payment systems and do not require practices to enroll in 
manufacturer-specific portals, negotiate separate agreements, establish unique payment arrangements, 
resubmit information already available through Medicare systems, or otherwise modify their ordinary 
billing workflows. 



 
CSRO supports CMS' policy prohibiting Primary Manufacturers and their third-party vendors from 
charging Part B providers transaction or other fees associated with transmitting MFP refunds. Physician 
practices should not bear costs associated with a manufacturer's decision to make payments outside of the 
MTF PM. 
 
 
40.4.4.3 Dispensing Entity and/or Part B Provider Receipt of Payment Outside of the MTF PM 
When a Primary Manufacturer makes an MFP refund payment outside of the MTF PM, the Part B provider 
would receive the payment directly from the manufacturer or its third-party vendor through the payment 
process established by the manufacturer.   
 
CSRO urges CMS to ensure that receipt of these payments does not require physician practices to enroll in 
manufacturer-specific systems or complete additional administrative steps. Primary Manufacturers should 
use information available through CMS and existing Medicare payment systems wherever possible, and 
payments should include standardized remittance information sufficient for practices to associate the 
payment with the underlying claim.  A manufacturer's decision to make payments outside of the MTF PM 
should not result in greater administrative burden, payment uncertainty, or payment delays for physician 
practices. 
 
 
40.4.4.4 Primary Manufacturer and MTF PM MFP Refund Payment Adjustments due to Claim 
Amendments When a Primary Manufacturer Makes a Payment Outside of the MTF PM 
When a Primary Manufacturer makes MFP refund payments outside of the MTF PM, the MTF credit/debit 
ledger would not be used to effectuate subsequent payment adjustments resulting from claim reversals or 
amendments. Instead, the Primary Manufacturer would be responsible for effectuating any necessary 
adjustment through its alternative payment process. 
 
CSRO urges CMS to ensure that these arrangements do not create separate manufacturer-specific 
adjustment and recoupment processes for physician practices. When an underlying Part B claim is amended, 
the physician's responsibility should remain limited to correcting the OM or MA claim through the ordinary 
claims process. CMS, the MAC or MA organization, the MTF, and the Primary Manufacturer should be 
responsible for identifying and effectuating any corresponding adjustment to the MFP refund.  Physician 
practices should not be required to independently identify affected manufacturer payments, notify 
manufacturers of claim amendments, calculate revised refund amounts, or initiate separate manufacturer 
payment adjustments. 
 
 
80 MFP-Eligible Individuals in 2028 
CMS proposes to require cost sharing for selected Part B drugs furnished to MFP-eligible individuals 
enrolled in MA plans to be based on the MFP, consistent with the treatment of these drugs under Original 
Medicare. CMS also solicits comment on whether the 50 percent out-of-network coinsurance cap for 
selected Part B drugs should be calculated based on the MFP. 
 
CSRO supports ensuring that MA beneficiaries receive the benefit of MFP-based cost sharing for selected 
Part B drugs. Implementation of this policy, however, should remain the responsibility of the MA 
organization. Physicians should not be required to independently determine a beneficiary's MFP eligibility, 
calculate the applicable MFP or cost-sharing amount, or subsequently reconcile beneficiary cost sharing 
because an MA organization applied the policy incorrectly. 
 

*** 



 
Part B effectuation in the Medicare Drug Price Negotiation Program will fundamentally shift how office-
based infusion practices operate, as well as the reimbursement practices for Part B medications.  
Rheumatologists and our practice partners share your commitment to addressing high out-of-pocket costs 
for prescription medications.  However, we also know that patient access to essential Part B medications is 
dependent on the physician’s ability to source, stock and administer these drugs.  Medicare beneficiaries 
will not realize the intended benefit of a lower negotiated prices through the Program if the physicians who 
care for them cannot sustainably furnish the selected therapies. 
 
We thank you for your consideration and encourage you to contact CSRO (jfrasco@hhs.com) with any 
additional questions you may have.  
 
 
Respectfully,  

 

 

 
Aaron Broadwell, MD, FACR 
President 
Board of Directors 

 Madelaine A. Feldman, MD, FACR 
VP, Advocacy & Government Affairs  
Board of Directors 
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