
 

 

 

 

 

 

August 17, 2026 
 
The Honorable Ron Wyden 
Ranking Member 
Senate Finance Committee 
United States Senate 
219 Dirksen Senate Office Building 
Washington, DC 20510 
Submitted via drugs@finance.senate.gov 

RE: Comments on the Request for Information: Commonsense Policy Options to Lower Drug Prices for 
Patients 

Dear Ranking Member Wyden, 

The Alliance for Aging Research (the Alliance) appreciates the opportunity to share our views as the Senate 
Finance Committee considers legislative options to “lower drug prices for patients.” The Alliance is the leading 
nonprofit organization dedicated to accelerating the pace of scientific discoveries and their application to 
vastly improve the universal human experience of aging and health. We thank you in advance for your 
consideration of our views and recommendations and welcome an opportunity to be a resource for you and 
your colleagues as you explore ways to ensure affordable access to prescription drugs, particularly for 
individuals served by the Medicare and Medicaid programs. 

 Lowering Out-of-Pocket Costs for Patients 
 
I. A Comprehensive Approach is Needed to Achieve Affordability 

  
The Alliance agrees that health care costs, including the cost of prescription medicines for older adults and 
persons with disabilities, are unsustainable. We also agree that the Inflation Reduction Act (IRA) Medicare 
Drug Price Negotiation Program (MDPNP) was a well-intentioned, good-faith effort to address this challenge 
and has produced some positive near-term savings to beneficiaries and to the Medicare program. However, 
there is substantial evidence that due to both structural and implementation concerns, the net gain for 
beneficiaries from price negotiation is far less certain while the risk to innovation is high. A more 
comprehensive approach to prescription drug affordability is required while maintaining the nation’s global 
leadership role in pharmaceutical innovation.  
  

The Alliance strongly supports provisions of the IRA that bring direct, tangible cost relief to Medicare 
beneficiaries. The Alliance leads the Lower Out of Pockets (LOOP) coalition, which continues to urge greater 
CMS promotion of and transparency around implementation of the IRA’s prescription costs smoothing 
program, the Medicare Prescription Payment Program (MP3), and the initial $2,000 cap on prescription drug 
out-of-pocket costs (OOP) under Part D. We are concerned that CMS has not done enough to encourage 
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beneficiary uptake of MP3 or share publicly any useful metrics to help understand barriers to enrollment and 
instruct efforts to overcome them.  

 
After more than a year of availability of the MP3 and multiple requests from Congress, CMS has yet to provide 
data on program uptake. Milliman estimates that in the first two months of 2025 only 0.4 percent or 179,000 
beneficiaries were participating in MP3.1  With the out-of-pocket cap for Part D increasing to $2,400 in 2027, 
MP3 will become an even more important option for spreading out these expenses throughout the year. 
Because this is an opt-in benefit, it is especially prudent that the CMS continually invest in education and 
outreach to ensure beneficiaries receive the full benefit of the program.  

Currently, Part D beneficiaries cannot opt-in at the point of sale for MP3. Instead, beneficiaries must take an 
extra step and notify their Medicare Advantage Prescription Drug Plan (MA-PD) or standalone Prescription 
Drug Plan (PDP) that they wish to enroll. The MA-PD or PDP then has 24 hours to process and activate the 
beneficiaries’ enrollment and three days to send written notification to enrollees.2  This 24-hour waiting 
period creates a delay in access to needed medications, which can be especially problematic for beneficiaries 
with urgent or time-sensitive prescriptions. 

  
Congress should require CMS to provide scheduled updates to the public on the program's implementation, 
including the progress of enabling the ability to opt-in in real-time and/or at the point of sale. This information 
is essential to ensure appropriate legislative oversight, and these updates should assess and report barriers 
to participation in MP3. As 2026 is year two of the program and uptake has been exceedingly low, CMS 
reporting should be quarterly to ascertain participation and further outreach and education efforts. If CMS 
does not act, Congress should also require a point-of-service option to facilitate enrollment and consider 
separate administration of the program, since plans have little incentive to promote this benefit. 

 
The Alliance further urges Congress to revisit inflation adjustment for the annual cap on OOP costs under Part 
D. The value of this important protection will have eroded by 20 percent to $2,400 from the initial $2,000 as 
we enter the third year of implementation. Nearly 80 percent of U.S. adults age 65 and older have 2 or more 
chronic conditions. 3   Thus, it is not uncommon for older adults to have five or more prescriptions each month 
with multiple copayments.  Even with the current $2,100 cap, their costs can be prohibitive.   

Patients should remain the focus of any legislative proposals to improve the affordability of prescription 
drugs. To that end, the Alliance supports these additional policies: 
 

• Sustaining the OOP cost of insulin at $35 a month; 

 
1Duke, D., Feller, M. and Liner, D. (April 15, 2025). MedIntel Insights: Early look at Medicare Prescription 
Payment Plan enrollment. https://www.milliman.com/en/insight/medintel-insights-early-look-m3p-enrollment 
  
2 Center for Medicare and Medicaid Services.  Medicare and Medicaid Programs; Contract Year 2026 Policy and 
Technical Changes to the Medicare Advantage Program, Medicare Prescription Drug Benefit Program, Medicare 
Cost Plan Program, and Programs of All-Inclusive Care for the Elderly Final Rule. April 15. 2025. 
https://www.federalregister.gov/documents/2025/04/15/2025-06008/medicare-and-medicaid-programs-contract-year-
2026-policy-and-technical-changes-to-the-medicare 
 
3 Trends in Multiple Chronic Conditions Among US Adults, By Life Stage, Behavioral Risk Factor Surveillance System, 
2013–2023 - PMC 
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• Increased transparency and scrutiny of Pharmaceutical Benefit Managers (PBMs) and the rebate 
process, and exploration of potential conflicts of interest within these programs;  

• The call for greater transparency over the 340B program to ensure funds are allocated appropriately 
and in a manner consistent with the original intent of the law;  

• Expanded eligibility for the Low-Income Subsidy up to 200 percent of poverty;  
• Extension of premium stabilization within the Part D program; 
• Incorporating MA units for Part B drugs, and/or extending such rebates to the commercial market; 
•  And as addressed in detail below, legislative oversight and action to ensure greater Medicare plan 

transparency, to curb rising premiums, dramatic shifts from copayments to coinsurance, and 
excessive utilization management practices. 

 

II. The IRA’s Unintended Consequences: Cost Shifting to Beneficiaries 

To compensate for lost revenue due to lower negotiated drug costs, health insurance plans over the past 
three years have raised Medicare Part D beneficiary premiums, increased the use of utilization management 
tools, like prior authorization and step therapy, as well as additional formulary tier structures; and shifted from 
copayments to coinsurance—adding cost burdens to beneficiaries that offset gains from IRA’s Part D redesign 
provisions. We strongly encourage Congress to urge the Centers for Medicare and Medicaid Services (CMS) to 
use its full legal authority to establish clear expectations and strong guardrails among Part D plans to prevent 
inappropriate or excessive applications of utilization management (UM) as ways to counteract the impact of 
the IRA provisions that reduce their financial margins.4 

Over the past three Initial Price Applicability Year (IPAY) cycles, the Alliance has expressed strong concerns to 
CMS about the growing impact of utilization management and coinsurance, and their negative effects on 
patient costs and access to treatment.5 A new study that reviewed 59 brand-only drugs across 16 competitive 
classes, found that Medicare coverage declined between 2024 and 2026 for over half of included drugs, while 
commercial coverage remained stable.6  The study suggests that on average, 4.5 million beneficiaries lost 
coverage to previously covered branded drugs, with the greatest losses in stand-alone prescription drug 
plans. Given current trends, careful evaluation and concerted efforts to mitigate these unintended 
consequences must be a first priority. We believe any efforts to expand the number of drugs currently slated 
for negotiation in the current climate will only serve to accelerate these negative impacts on patients, 
providers, and their caregivers, and disincentivize investment in research on novel therapies. 

We note that maximum fair prices (MFPs) negotiated under MDPNP are not necessarily the prices experienced 
by beneficiaries, due in part to the complexities of Medicare reimbursement. Recent analysis shows that since 
2020 “plans have substantially increased beneficiary cost-sharing exposure through increases in deductibles 
and shifts (from fixed costs copayments) to coinsurance structures that tie beneficiary costs to list prices.” 
While these trends have occurred in stand-alone Part D plans since at least 2020, they accelerated in 
Medicare Advantage Prescription Drug plans (MA-PDs) in 2025. Among MA-PDs, average deductibles increased 
from $62 in 2024 to $224 in 2025, while the share of enrollment in plans with coinsurance for preferred brand 

 
4Shifting Cost-Sharing Burden to Beneficiaries in Medicare Part D - June 19, 2025 - USC Schaeffer  
5 Letter to CMS on 2028 Drug Price Negotiation: Consider the Impact on Medical Research, Patient Outcomes - Alliance 
for Aging Research 
6 Changes in Medicare Part D coverage in competitive classes in the post–Inflation Reduction Act landscape: 2024–2026 
Hanke Zheng , Jonathan D Campbell , Julie A Patterson  
Author Notes Health Affairs Scholar, Volume 4, Issue 7, July 2026, qxag171, https://doi.org/10.1093/haschl/qxag171 
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drugs increased from 2.6% to 27.5%. These findings suggest that, while the small share of beneficiaries who 
reach the $2,100 cap will avoid high out-of-pocket costs, most beneficiaries may see their out-of-pocket 
costs increase due to these changes in plan design, including increased exposure to high list prices.”7 

A 2023 report from the Government Accountability Office (GAO) found that, “Part D plan sponsors frequently 
gave preferred formulary placement to highly rebated, relatively higher gross-cost brand-name drugs 
compared to lower-gross-cost competitor drugs, which generally had lower rebates.”8 Plans thus risk losing 
significant rebate revenue when CMS sets a maximum fair price (MFP) for the drugs selected for negotiation--
while facing a significant increase in financial liability in the catastrophic phase of the benefit because of Part 
D redesign. All these factors will drastically increase incentives for plans to find levers to control their growing 
costs, including by narrowing formularies, adopting more rigorous utilization management strategies like prior 
authorization or step therapy, or promoting drugs other than those CMS has selected for negotiation. As a 
result, beneficiaries face a growing threat of burdensome or clinically inappropriate utilization 
management requirements, potential treatment delays, or loss of coverage altogether due to claims 
denials or cost. 

CMS has acknowledged these factors and has stated concern that sponsors may be “incentivized in certain 
circumstances to disadvantage selected drugs by placing these drugs on less favorable tiers … or by applying 
utilization management that is not based on medical appropriateness to steer Part D beneficiaries away from 
selected drugs in favor of non- selected drugs.”9 We appreciate CMS’s reiteration of existing rules regarding 
formulary placement and tiering in recent guidance, as well as noting specific behaviors related to the 
placement of drugs selected for negotiation but feel that additional efforts are needed.10 

III. Congress Must Act to Protect Beneficiaries 

Given the high stakes for beneficiaries, we welcome the opportunity to work with the Finance Committee to 
determine appropriate statutory improvements. Increased application of utilization management often puts 
patients at risk of delayed care and life-threatening adverse outcomes. For example, step therapy protocols 
require beneficiaries to take (often a series of) less expensive and potentially less efficacious medications 
first. In this case, beneficiaries must fail to show the desired clinical improvement before becoming eligible 
for coverage for the medication their physician or medical provider initially prescribed. Moreover, these 
beneficiaries are charged copayments or cost-sharing for each of these therapies they are required to “step 
through” on their way to hopefully securing the initial medication their provider prescribed. Inappropriate use 
of step therapy wastes precious time, money, and medication. 

Many beneficiaries may have selected their current plan because it resulted in the lowest out-of-pocket (OOP) 
cost burden.11  Due to the OOP cap on beneficiary costs in Part D, however, changes to plans’ benefit 
parameters may result in a different plan having lower than expected OOP costs. As a result, more 

 
7 Ibid. 
8 Government Accountability Office. “MEDICARE PART D: CMS Should Monitor Effects of Rebates on Drug Coverage and Spending.” 19 
Sep 2023. https://www.gao.gov/assets/gao-23-107056.pdf 
9 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. Sec. 110. 
https://www.cms.gov/files/document/medicare-drug-price-negotiation-draft-guidance-ipay-2027-and-manufacturer effectuation-mfp-
2026-2027.pdf 
10 Ibid. 
11 Gretchen Jacobson, Faith Leonard, Elizabeth Sciupac, and Robyn Rapoport. “What Do Medicare Beneficiaries Value About Their 
Coverage?” 22 Feb 2024. https://www.commonwealthfund.org/publications/surveys/2024/feb/what-do-medicare beneficiaries-
value-about-their-coverage  
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beneficiaries were expected to switch plans in 2025 and 2026 than in typical years. When beneficiaries switch 
plans, they may be required to go through their new plan’s utilization management structure (or, to have the 
process knowledge and capability to file for an exception with their new plan) to maintain continued access to 
drugs on their care plan. This is particularly problematic with step therapy, where a beneficiary may be 
required to stop their current medication and revert to a medicine they took previously when covered by a 
different Part D plan, when that therapy did not work. These real-world scenarios are likely to be based on 
increased “churn” in MA plan enrollment and projected expansion in utilization management protocols 
following plans’ increased liability in the catastrophic phase of the benefit.  

While recognizing the importance of these issues, to-date CMS has declined to take necessary steps to 
strengthen formulary standards, increase transparency, and strengthen oversight. 12 The agency should not 
wait to act — especially when the impact on beneficiaries would not be evident in data patterns until 
significantly later. Post hoc changes once harms are already being experienced by beneficiaries are too little 
too late. Interruptions or delays in access put beneficiaries at risk of delayed care that can result in 
irrevocable loss of function or adverse outcomes. 

A new JAMA Network Open Research letter illustrates how patients, caregivers, and providers, are burdened 
by increasing prior authorization requirements, as they report delays in care and inappropriate care.13  
Among respondents with prior authorization (PA) experience, 61.5% of patients and 81.9% of caregivers 
reported direct involvement in navigating PA. More than half of patients (59.1%) and three-quarters of 
caregivers (75.8%) reported PA-related delays in care. Direct patient involvement was associated with more 
than twice the risk of delayed care, care not being approved or received as prescribed, and reporting PA as a 
moderate or serious problem. Direct caregiver involvement was associated with more than twice the risk that 
recommended care was not approved or received and reporting PA as a moderate or serious problem. 

At the same time, more must be done to stabilize the Part D program. In 2026 options for beneficiaries the 
Part D market continued to decline, with a 22 percent drop in the number of stand-alone plans and a nine 
percent decrease in MA non-Special Needs Plans, while enrollment weighted average premium amounts rose 
32 percent.14 According to Avalere Health this is “an indication that plans are likely still adjusting to the 
redesigned benefit, while also responding to changes in drug and medical utilization trends, MA policy 
updates, and potential shifts in strategy driven by new MFP dynamics between negotiated drugs and non-
negotiated competitor products.”15 

IV.   Part B Adds Complexity to Pricing and Access Concerns 

In compliance with the statute, CMS has included Part B drugs in the IPAY 2028 guidance. This will have long-
term impacts on patient access if not implemented with thoughtful consideration of how CMS policy will 
shape the therapeutic landscape. The Alliance maintains that the lower price garnered by CMS through IRA 
implementation will not inherently translate to lower costs seen by beneficiaries, especially those who already 
have Medigap or other coverage for most of their out-of-pocket costs. Uncertainty in pricing and availability 

 
12 Manatt Health. “Patient Impact of the Inflation Reduction Act Administrative Options to Address Changed Incentives for 
Formulary and Utilization Management.” June 2024. https://www.manatt.com/Manatt/media/Documents/Articles/AAR 
Patient-Impact-of-the-IRA_2024-06_d.pdf 
13Patient and Caregiver Involvement with Prior Authorization and Care Delivery and Delays 

Bridgette Thom, PhD1,2; Vanessa E. Slater, PhD, MPH3; Jennifer L. Lund, PhD2,3, et.al. JAMA Open Network, July 23, 2006 
  
 
14 Part D Choices Continue to Shrink with Fewer PDPs in 2026 | Avalere Health Advisory 
15 Ibid. 
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of therapeutics subject to negotiation could have ripple effects that go beyond price alone—affecting how 
and where patients access care, which treatments remain available, and how providers make decisions 
about furnishing these drugs. These dynamics are particularly important to monitor given the specialized 
nature of Part B drugs, which are often used to treat serious or complex conditions (e.g., cancer, rheumatoid 
arthritis) and administered in clinical settings where provider behavior and reimbursement levels play a 
critical role in patient access.  

Our concerns about the MDPNP have always centered around access, and inclusion of Part B drugs in 2028 
introduces an entirely new aspect with provider participation. It is essential that CMS keep reimbursement 
rates at a level that still incentivizes providers to stock and furnish these therapies. This is a known risk, as 
past reimbursement shortfalls during Average Sales Price volatility have led to providers pulling back from 
participation. 16    CMS should monitor such dynamics and consider whether temporary transition payments or 
acquisition cost safeguards are needed to preserve meaningful access for all patients, particularly during the 
early phases of implementation. This disparity is even more concerning in rural areas. Smaller and rural 
physician practices are more vulnerable to price shifts, and patients rely more heavily on the individual 
doctors and specialists they see there. If providers stop dispensing the negotiated drugs, sometimes the most 
used of the program by volume, patients in these areas may face delays, be referred to hospitals or larger 
centers, or be required to travel farther for care. These are expensive and avoidable consequences of the 
MDPNP on beneficiaries.  

V. Grouping Qualifying Single Source Drugs (QSSD) Threatens Innovation 

CMS has chosen to combine all indications, dosage forms, and strengths of a medication together as one 
“drug” for the purpose of applying the MFP. We urge Congress to reject this policy. The Alliance has concerns 
about the downstream impacts of this decision on areas of medical research. For example, the manufacturers 
of some glucagon-like peptide 1 (GLP-1) agonists are currently in clinical trials for conditions, such as 
Alzheimer’s disease and kidney disease, which are very different from their originally approved indication of 
diabetes. The difference in patient population and condition is significant, requiring separate clinical trials 
and substantial investment. If a drug in the future is subject to the current QSSD grouping guidelines, there will 
be greatly reduced incentives to perform these types of additional research, leaving potentially very 
meaningful treatments unexamined. Further, Medicare’s negotiated price for a QSSD may or may not 
incorporate costs associated with additional research and development (R&D) of a drug with an existing 
approved FDA indication. This narrow interpretation also creates potential disincentives for post-approval 
R&D, particularly efforts to develop distinct formulations and alternative routes of administration that address 
unmet needs. For example, studies show strong and consistent patient preference for subcutaneous 
administration of therapies over intravenous administration due to time savings, convenience, reduced 
emotional distress, less pain, and improved comfort.17 The Alliance has asked CMS to explore with the wider 
patient community and other subject matter experts the degree to which application of an MFP on a QSSD 
may constitute a deterrent for investment and research into novel indications.  

Unfortunately, the pending CMS regulation to codify IPAY for 2029 and beyond doubles down on this QSSD 
policy by creating an exception to the general rule that a fixed dose combination (FDC) will be its own QSSD. 
We urge Congress to oppose codification of this FDC change. The rule proposes that when a manufacturer has 

 
16 Medicare Payment Advisory Commission. “Report to the Congress: Medicare and the Health Care Delivery System, Chapter 2, 
‘Medicare Part B Drug Payment Policy Issues.’” Jun 2017.  https://www.medpac.gov/wp-
content/uploads/import_data/scrape_files/docs/default-source/reports/jun17_ch2.pdf 
17 Aguiar-Ibáñez, R., Fotheringham, I., Mittal, L. et al. “Differences Between Intravenous and Subcutaneous Modes of 
Administration in Oncology from the Patient, Healthcare Provider, and Healthcare System Perspectives: A Systematic 
Review.” Advances in Therapy vol. 41. https://doi.org/10.1007/s12325-024-02985-9 
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an FDC that shares an active ingredient with another of its products; when the products differ due to inclusion 
of an active moiety, active ingredient, or antigen; and the inclusion creates a new formulation and an 
alternative route of administration, CMS will aggregate across both products.  

The Alliance shares the same concerns on the treatment of certain biologics when manufacturers invest in 
successful endeavors to improve the efficacy of administration or make other improvements for patients 
based on post-approval clinical data. FDA defines these innovations as new drugs requiring separate 
approvals and new clinical trials. Yet the policy change could disincentivize innovations as they would likely be 
open to MFN eligibility well within seven years following FDA approval.  

Manufacturers and pharmaceutical companies may continue investing significantly in novel areas regardless 
of CMS policy, but the Alliance is cognizant of real-world considerations and concerned about the unnecessary 
risks the current formulation of the QSSD or FDC policy raises for the development of novel uses of 
therapeutics. Over time, this policy could impact patients in nearly every disease area, including those with 
significant unmet need.  

VI.  Require Transparency in the MFP Process 

Currently, there is little to no public information on the process and methodology used by CMS to negotiate 
prices. However, CMS is a public agency—not a private payer— and there is little need for a similar level of 
secrecy or guarding of “trade secrets” around methodology. There is material public interest in how CMS is 
establishing the MFP, given that millions of beneficiaries take the medicines subject to negotiation and may 
face the impacts that result as negotiated prices take effect in 2026. The Alliance supports Legislative action 
by Congress to require public release of information on the methodology used to establish the MFP and 
conduct price negotiation. Further, releasing this information will encourage drug manufacturers to collect 
relevant data, either during the clinical trial process or through real-world data collection, to provide a robust 
base of information on factors likely to be considered in Medicare negotiations in the future.  

Over the past two IPAY cycles, the Alliance has expressed strong concerns to CMS about these issues.18   Given 
all these challenges, we believe a careful evaluation and concerted effort to mitigate these unintended 
consequences is essential, and we encourage the Congress to require CMS to take the necessary steps. 

VII.  Restore Small Molecule and Large Molecule Parity 

Congress should ensure parity in the MFP treatment of small- and large-molecule medicines by extending to 
small molecules the same 13-year exemption from price setting currently available to biologics. The Alliance 
disagrees with assertions based on a selective review of recent market trends that the IRA has not placed 
downward pressure on small molecule investment. A study published last April notes, “Many of the previous 
studies claiming negligible impacts of the IRA have incorporated institutional large-scale financing of late-stage 
phase III therapies and have not explicitly investigated smaller companies targeting novel therapeutics and 
mechanisms of action reliant upon early-stage venture capital financing, initial public offerings, angel investors, 
etc.19“  This research analyzed the impact of the IRA on early development investments and found aggregate 
small-molecule R&D investment by companies valued under $2 billion fell 68–70% since the IRA's provisions 
were first drafted.  Investment in Medicare-heavy disease areas (Alzheimer's, heart failure, several cancers) 

 
18 Letter to CMS on 2028 Drug Price Negotiation: Consider the Impact on Medical Research, Patient Outcomes - Alliance 
for Aging Research 
19 Schulthess, D.G., O’Loughlin, G., Askeland, M. et al. The Inflation Reduction Act’s Impact Upon Early-Stage Venture 
Capital Investments. Ther Innov Regul Sci 59, 769–780 (2025). https://doi.org/10.1007/s43441-025-00773- 
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fell by a median of 74%.  Early-stage (Phase 1–2) small/mid-cap biotech pipelines shrank 35% between 2021 
and 2023.20   

A separate analysis of aggregate investments in small-molecule startups found investments declined by 
approximately 68% post-IRA and 2024 biologics investment was roughly 10-fold higher than for small 
molecules. Industry-sponsored post-approval trials decreased by 38.4% overall, with a sharper 47.3% drop for 
small molecules vs 32.9% for biologics, and oncology post-approval research showed a particularly 
pronounced decline for small molecules. These trends suggest potential long-term reductions in oral and 
other small-molecule treatment options for older adults and other chronic disease populations, despite near-
term improvements in affordability under Medicare Part D caps.21 

VIII.  Encourage Biosimilar Development  

The Alliance has serious concerns regarding the selection of drugs with imminent biosimilar competition 
under the IRA’s MDPNP. Congress provided a “Special Rule” allowing biosimilar manufacturers to request a 
temporary pause before a brand name biologic is selected for price-setting to allow time for a biosimilar to 
launch. However, under the IRA, manufacturers cannot accurately anticipate which branded products will be 
subject to price-setting.  

Timelines and criteria remain insufficient to provide predictability for biosimilar developers. Biosimilar 
development typically takes many years and requires substantial investment, while the benefit to patients of 
these alternatives is substantial. Biosimilars have generated $56 billion in healthcare savings since 2015, with 
$20 billion saved in 2024 alone22, and policymakers must make every effort to encourage their development. 
As such, the Alliance asks Congress to consider strengthening the existing IRA Special Rule to ensure that 
drugs that are within two years of losing patent exclusivity be exempted from price negotiation.  

VIII.  International Price Referencing Threatens Beneficiary Access 

The Alliance strongly opposes the use of international price referencing models as a basis for setting 
Medicare and Medicaid prices. Such models would tie Medicare drug prices to prices set by foreign 
governments, using benchmarks derived from a group of OECD countries with government-run health 
systems. Applying an MFN approach to Medicare Part D pricing would risk restricting access to medicines 
that older patients rely on and undermining medical innovation—without delivering meaningful reductions 
in beneficiaries' out-of-pocket costs.  

The Administration’s proposed Guarding U.S. Medicare Against Rising Drug Costs (GUARD) rule itself estimates 
that beneficiaries will see an additional $3.6 billion in increased costs due to rising Part D premiums and cost-
sharing obligations. Medicare Part D disproportionately covers medicines used to treat chronic, progressive, 
and age-related conditions. In practice, plans are likely to respond to foreign reference pricing by favoring 
drugs that align with the benchmark while increasing access barriers for those that do not. Older adults, nearly 
95 percent of whom live with at least one chronic condition, could experience reduced access to therapies 

 
20 Ibid. 
21 Baser O, Rodchenko K, Yuce H 
HPR139 INFLATION REDUCTION ACT “PILL PENALTY” AND SMALL-MOLECULE INNOVATION: SIGNALS FROM 
INVESTMENT, PIPELINES, AND POST-APPROVAL RESEARCH? 
Value in Health, 29S232 
 
22 2025 U.S. Generic & Biosimilar Medicines Savings Report | Association for Accessible Medicines 
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prescribed by their physicians. International reference pricing also raises serious access concerns because 
MFN-style policies are designed primarily to generate savings for the government through reduced utilization.  

According to CMS's own analysis from its proposed November 2020 MFN rule, the Administration’s GUARD 
model assumed a 9 to 19 percent reduction in patient utilization.23  Under the GUARD model, only drug 
manufacturers would be required to pay rebates to the government, while pharmacies, insurers, and other 
intermediaries are excluded—despite extensive evidence that rebate practices, utilization management, and 
supply-chain distortions contribute significantly to affordability challenges. CMS has acknowledged that many 
affected medications lacked comparable therapeutic alternatives, meaning some beneficiaries would have 
been left without access to treatment. These access restrictions reflect the value assessment frameworks 
embedded in government-set price controls. Many foreign governments rely on Quality-Adjusted Life Years 
(QALYs) to determine coverage and pricing decisions. QALYs systematically devalue care for older adults, 
people with disabilities, and individuals living with chronic illness by assigning lower value to additional years 
of life or improvements in quality of life. In the United Kingdom, for example, health authorities have declined 
to recommend routine use of new Alzheimer's treatments after those therapies failed to meet QALY based 
cost-effectiveness thresholds.24  

Federal law reflects a clear judgment that Medicare should not rely on cost-effectiveness tools that assign a 
lower value to the lives of older adults or people with disabilities. That is why Congress explicitly prohibited 
the use of QALYs in Medicare coverage and reimbursement decisions.25 A 2019 report from the National 
Council on Disability (NCD) further warned that countries relying on QALY-based assessments often impose 
access restrictions and delays that worsen patient outcomes and urged policymakers and insurers in the 
United States to reject such metrics.26 By tethering Medicare prices to countries that rely on these 
frameworks, these models would effectively import discriminatory value judgments into Medicare, 
undermining longstanding statutory protections for older adults and people with disabilities. These models 
would also weaken incentives for the long-term, high-risk research necessary to develop new therapies for 
Alzheimer's disease, Parkinson's disease, cancer, and rare neurological disorders.  

Analysis from researchers at the University of Chicago estimates that MFN pricing would result in 210 fewer 
new drug approvals over a ten-year period.27  Older adults would bear the greatest burden of slowed medical 
innovation. MFN models would operate as a functionally mandatory, nationwide program with the potential to 
fundamentally reshape Part D plan design. Finally, such models fail to address the structural factors that drive 
patient costs in the U.S. health care system.   Rationing medicines through foreign reference pricing does 
nothing to address these distortions and risks further harming beneficiaries. We support the goal of ensuring 
that foreign governments contribute more fairly to global biomedical innovation. Medicare beneficiaries, 
however, should not be used as leverage in international pricing disputes.  

 IX.  Bolstering Biopharmaceutical Innovation in the United States 
  
Over the past 40 years, the Alliance has led the call for a greater federal commitment to basic biomedical 
research and translational research in our quest to change the narrative to achieve healthy aging and 

 
23 https://www.federalregister.gov/documents/2020/11/27/2020-26037/most-favored-nation-mfn-model#page-76244 
24 https://www.alzheimer-europe.org/news/nice-publishes-final-guidance-recommending-against-routine-nhs-use-
donanemab-and lecanemab?language_content_entity=en# 
25 https://www.ssa.gov/OP_Home/ssact/title11/1182.htm 
26 https://www.ncd.gov/report/quality-adjusted-life-years-and-the-devaluation-of-life-with-a-disability/ 
27 https://ecchc.economics.uchicago.edu/2025/09/29/policy-brief-the-impact-on-patient-health-of-most-favored-
nation-pricing-of-already-marketed drugs/ 



equitable access to care. The National Institutes of Health (NIH) and the Advanced Research Projects 
Agency for Health (ARPA-H) must continue to prioritize technology transfer of taxpayer investment in 
basic science. But private sector investment is the engine that brings the most innovative novel therapies, 
diagnostics, devices, and procedures to providers and their patients. Efforts to streamline the lengthy and 
costly FDA approval process for breakthrough therapies, including the use of promising new technologies, 
may present the most efficacious opportunity to bring down the cost of novel therapies, though care must be 
taken to avoid compromising safety and efficacy.28 29 

It is critical to sustain strong public-private partnerships and continue to incentivize the considerable private 
investment under the Bayh-Dole Act that has made the U.S. a world leader in biomedical innovation. A 2022 
report from Research!America found that private sector investment constituted about two-thirds (66 percent) 
of all U.S. investment in medical research with the federal government contributing about 25 percent.30  For 
patients diagnosed with chronic, debilitating and life-threatening illnesses, this investment means precious 
hope and in some special cases inclusion in clinical trials. For those who aspire to careers in medical science 
or patient care it means educational opportunity, and a robust U.S. workforce. Congress must strike a 
balance between price negotiation policies and the imperative to protect incentives for inherently high-
risk private investments in medical innovation. 

Conclusion 

We appreciate the Committee’s effort to cast a wide net in its request for information.  The Committee seeks 
input in three critical categories: 

• Lowering the price manufacturers charge for prescription drugs 
• Lowering out-of-pocket costs for patients 
• Fostering biopharmaceutical innovation in areas of unmet need, bolstering domestic clinical trials, and 

recruiting and maintaining scientific talent. 
 

 As these challenges are all tightly intertwined and interdependent, we welcome a more holistic approach to 
future reforms. The Inflation Reduction Act advanced significant improvements in access to care for many 
older adults.  As with most historic legislative reforms, ongoing oversight and adjustments become essential 
to fulfill congressional intent.   There are many players and many drivers of health care costs in our nation, and 
there are no simple solutions. We appreciate your long-standing leadership in support of older adults and 
stand ready to work with you toward our mutual goals. 

 

Sincerely, 

 

Scott Frey 
Senior Vice President for Public Policy and Government Relations 
 

 
28 USFDA Announcement: Shortening the Drug Approval Process- Integration of Generative AI by June end & Completion of 
First AI-Assisted Scientific Review 
29 Streamlining Drug Approvals Without Compromising Safety | Blogs | Jan 13, 2025 | ITIF 
30 New Report Shows Growth in Federal and Private Sector Medical R&D Investment - Research!America 
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