NOTE: THE SECTIONS OF THE MODEL COMMENT LETTER HIGHLIGHTED IN YELLOW ARE FOR HOSPITALS TO INSERT THEIR NAMES AND ANY ORGANIZATION-SPECIFIC INFORMATION.

The Honorable Mehmet Oz, M.D. 
Administrator  
Centers for Medicare & Medicaid Services  
Hubert H. Humphrey Building  
200 Independence Avenue, S.W.  
Room 445-G  
Washington, DC 20201  

Re:  Medicare and Medicaid Programs: Hospital Outpatient Prospective Payment and
Ambulatory Surgical Center Payment Systems; Quality Reporting Programs; Overall
Hospital Quality Star Ratings; and Hospital Price Transparency (RIN 0938-AV51) (July 17, 2025)    

Dear Administrator Oz:

On behalf of [insert name of hospital and location], we are grateful for the opportunity to comment on the Centers for Medicare & Medicaid Services’ (CMS’) proposals to: 1) accelerate the timeline for clawing back funds resulting from the agency’s unlawful policy between calendar years (CYs) 2018 and 2022; 2) conduct a drug acquisition survey. Both proposals are misguided and should be abandoned in the final rule.

PROPOSAL TO ACCELERATE THE TIMELINE OF CMS’S UNLAWFUL CLAWBACK OF FUNDS

[Insert name of hospital] strongly opposes CMS’s proposal to accelerate the clawback of funds under 42 § 419.32(b)(1)(iv)(B)(12). The American Hospital Association has explained many times why any clawback is unlawful and therefore never should have been finalized. We need not repeat those lengthy arguments here. Instead, we endorse the AHA’s legal analysis and urge the agency to reconsider its position. Consequently, CMS should rescind subsection 419.32(b)(1)(iv)(B)(12) altogether because the agency lacks the statutory authority for any such clawback on any timeline.
If CMS persists with this unlawful clawback, it should not accelerate the existing timeline. When it codified a 16-year timeline in the Final Remedy Rule, CMS stated that it sought to “comply with the statutory budget neutrality requirements while at the same time accounting for any reliance interests and ensuring that the offset is not overly burdensome to impacted entities.” In suddenly changing course, CMS now asserts that it “insufficiently accounted for” what it calls the “main premise of the Final Remedy rule”: the need to return 340B hospitals to the financial position they would have been if CMS never implemented its illegal policy in the first place. According to the proposed rule, a 6-year time frame “better balances that goal and [its] budget neutrality obligations against hospital burden and reliance interests.”
This analysis gets the balancing completely wrong because it does not adequately account for changes on the burden/reliance interest side of the equation. First, the proposed rule states: “Because we are proposing this policy in advance of CY 2026 and before any rate reductions go into effect for OPPS and Medicare Fee for Service payments, any reliance interests hospitals have in a policy that has not been implemented yet for these payment systems would be minimal.” This reasoning reflects a fundamental misunderstanding of how hospitals operate in the real world.  
Like all hospitals and health systems, [insert name of hospital] makes planning decisions about budgets based on what we expect to occur in future years. We therefore began planning for this clawback as soon as CMS announced it in 2023. This includes: [ADD DETAIL, e.g., OPENING NEW FACILITIES, BUYING NEW MEDICAL EQUIPMENT, HIRING STAFF, AND EXPANDING SERVICE LINES, ETC.] And as part of those medium- and long-term planning decisions, we factored in a 0.5 percent clawback.  
It therefore makes no difference that those rate reductions have not yet gone into effect. If the agency finalizes this unexpected increase from 0.5 percent to 2.0 percent just two months before 2026, the budgets we have produced based on that 0.5 percent figure will be thrown out of whack, upsetting settled expectations with little time to readjust and creating serious cash flow problems. That is the paradigmatic reliance interest, and the agency is wrong to state that those interests are “minimal.”  
Second, CMS also must better account for the burden that the proposed accelerated timeline will inflict on [insert name of hospital]. An annual increase from 0.5 percent to 2.0 percent will meaningfully impact our margins. [ADD DESCRIPTION OF HOW YOU WLL BE IMPACTED FINANCLIALLY BY THIS INCREASE—e.g., WHAT ARE ACTUAL FINANCIAL NUMBERS ASSOCIATED WITH THE CHANGE? WHAT SERVICES, HIRES, INVESTMENTS, ETC. WOULD YOU NOT BE ABLE TO DO IN THE SHORT-TO-MEDIUM-TERMS AS A RESULT OF THIS?]
Relatedly, the agency’s balancing fails account for adverse financial trends since 2023. As a general matter, [insert name of hospital’s] costs have increased and are continuing to trend in the wrong direction. Like all hospitals, our government reimbursements continue to remain inadequate. And also like other hospitals, shifts in care patterns will present us with older, sicker populations with more complex, chronic conditions that are more costly to care for. [ADD ANY DETAIL ABOUT HOW YOUR FINANCIAL PICTURE HAS CHANGED ALONG WITH ANY INDIVUDALIZED INFORMATION ABOUT THESE TRENDS.] In addition, the proposed rule nowhere considers the recent passage of the One Big Beautiful Bill Act, which will have direct, adverse impacts on our hospital’s finances. [IF YOU HAVE MODELED IMPACTS OF THE OBBBA ON YOUR HOSPITAL, ADD DETAIL. IN ADDITION TO DIRECT IMPACTS, ALSO CONSIDER WHAT ARE YOUR EXISTING BAD DEBT/CHARITY DEDUCTIONS, AND HOW THEY WILL INCREASE AS A RESULT OF MORE UNINSURED?]. Accordingly, if the agency is truly trying to balance its purported “budget neutrality obligations against hospital burden and reliance interests,” it cannot ignore the effects of the OBBBA or these other financial trends.  
All in all, the proposed rule errs by conducting a new balancing that completely fails to account for the burdens that it will impose on hospitals. Although the proposal does not sufficiently explain how CMS conducted its balance, it appears as if the agency simply kept the burdens constant from the Final Remedy Rule and readjusted the value of the perceived need to achieve budget neutrality. The final rule must discuss and account for these changes on the reliance interest/burden side of the balance.  And when it does, the balancing will tip sharply against accelerating the timeline.
Finally, the proposed rule fails to consider a sufficient number of alternatives. It states that the agency considered an even faster clawback period (3 years). But the agency nowhere explains why it arbitrarily chose that alternative when others exist. The agency easily could have considered timelines between 6 and 16 years. It could have—and should have—considered periods longer than the existing 16-year timeframe to better account for post-OBBBA realities. The agency must consider these reasonable alternatives and explain why, in its view, 6 years achieves the needed balancing better than these other timeframes.  
Ultimately, [insert name of hospital] urges CMS to abandon this unlawful, unwise proposal. Because any clawback is illegal, it should rescind subsection 419.32(b)(1)(iv)(B)(12) altogether. If CMS continues to disagree with that legal analysis, it should maintain or extend the existing clawback timeline.  
MEDICARE OPPS DRUGS ACQUISITION COST SURVEY 
CMS also should abandon its proposal to conduct a drug acquisition cost survey of all hospitals paid under the OPPS.  The survey will inflict unnecessary costs on hospitals and their employees, all with the apparent (and ill-advised) goal of cutting Medicare payments to certain groups of hospitals beginning in CY 2027.  
Cost acquisition surveys are, in a word, costly. The proposed rule estimates that each hospital will require 73.5 hours to complete the survey at an approximate cost of $4,000. In its 2006 report to Congress about the lessons learned when conducting hospital acquisition cost surveys, the Government Accountability Office stated that the surveys “created a considerable burden for hospitals.” Based on our experience with surveys of this kind, this is absolutely true. And based on that same experience, we can tell you that the proposed rule’s estimate grossly underestimates both the cost and time required to complete any survey.  [ADD ANY DETAIL FOR HOW MUCH LONGER AND HOW MUCH MORE EXPENSIVE IT WOULD BE FOR YOUR HOSPITAL TO COMPLETE A SURVEY OF THE ACQUISITION COSTS “FOR EACH SEPARATELY PAYABLE DRUG ACQUIRED BY ALL HOSPITALS PAID UNDER THE OPPS, INCLUDING SCODS, AND DRUGS AND BIOLOGICALS CMS HISTORICALLY TREATS AS SCODS.”]  
Ultimately, however, the main reason to abandon this proposed cost acquisition survey is that its eventual goal should never be pursued. CMS appears to be conducting this survey in service of reducing Medicare reimbursements in CY 2027 and beyond. But Medicare payments already lag far behind the costs hospitals incur for providing care to Medicare beneficiaries. Medicare reimbursement continues to lag—covering just 83 cents for every dollar spent by hospitals in 2023, resulting in over $100 billion in underpayments. From 2022 to 2024, general inflation rose by 14.1%, while Medicare net inpatient payment rates increased by only 5.1%—amounting to an effective payment cut over the past three years. And in December 2024, the Medicare Payment Advisory Commission noted in a preliminary presentation to Commissioners that hospital Medicare margins had sunk to an all-time low of negative 12.6% and were projected to remain at that level in 2025.  
An additional Medicare cut resulting from this proposed survey would be unsustainable.[WHAT WOULD BE THE IMPACT ON YOUR HOSPITAL? IS THERE ANYTHING DRUG-SPECIFIC, LIKE NOT BEING ABLE TO AFFORD CERTAIN DRUGS? OR CONSIDER SAYING: “FOR ALL THE REASONS EXPLAINED ABOVE, WE CANNOT AFFORD YET ANOTHER HIT TO OUR MARGINS.”] Thus, if the goal of this survey is to cut Medicare payments, the survey should not be conducted at all.
The agency also must keep in mind that any survey results are of limited value, and the specific questions that CMS asks only highlight those limitations. First, CMS asks whether it “should make responding to the survey a mandatory requirement of all hospitals paid under OPPS,” but CMS identifies no statutory authority for such a mandatory requirement. Section 1833(t)(14)(D)(iii), the only statute cited in that discussion, certainly does not provide the agency with the authority to mandate hospital responses. All it does is set forth the requirements for a survey. If Congress wanted to require hospital participation in a drug acquisition cost survey or allow the Department of Health and Human Services Secretary to take enforcement action for a non-response, it would have done so, as it has in other contexts. Absent such statutory authority, and absent any way to enforce a manufactured response-requirement, the agency must explicitly acknowledge in the final rule that responding to any cost acquisition survey is purely voluntary.
	Second, perhaps recognizing that it has no legal authority to require a survey response, the agency “welcome[s] comment on how we might propose to interpret non-responses to the survey.” The proposed rule includes four options that the agency could use to interpret a hospital’s non-response to its survey. But none of these options would satisfy the statutory requirement that a survey “…have a large sample of hospitals that is sufficient to generate a statistically significant estimate of the average hospital acquisition cost for each specified covered outpatient drug.” Put simply, the agency cannot contrive responses where there are none and then claim that there is a large enough sample size. What’s more, the agency’s made-up interpretations of non-responses would yield inaccurate data that is in no way “statistically significant.” If the agency is truly concerned about the lack of responses from hospitals, it should not issue a survey in the first place. 
	We appreciate your consideration of these comments. Please contact me if you have questions.

Sincerely,

Name
Title
Repeat Hospital Name and Location 
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