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The Alliance for Aging Research (“Alliance’) appreciates the opportunity to review and comment on
the Medicare Drug Price Negotiation Program (MDPNP) proposed rule to codify policies for 2029 and
beyond. 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 believe there is a need for greater transparency across the decision-making and patient-focused
engagement processes for the MPDPNP. We urge the Centers for Medicare and Medicaid Services (CMS)
to use its full legal authority to establish clear expectations and strong guardrails to prevent
inappropriate or excessive applications of utilization management (UM) and other forms of cost
shifting for chosen medications. As CMS moves to codify and substantially expand the impact of the
MDPNP through regulation, we urge maximum flexibility to allow adjustments to the unintended
consequences of this program.

We are also concerned about significant changes to the criteria for drug selection, such as the proposed
new treatment of fixed dose combinations within the grouping of qualifying single source drugs. We
note that maximum fair prices (MFP) negotiated under MDPNP are not necessarily the prices
experienced by beneficiaries. This is due in no small part to the complexities of Medicare
reimbursement. At the same time, the past three years have shown considerable increases in Medicare
deductibles, premiums, UM practices, adverse provider payment policies, and a substantial shift from
copayments to coinsurance as Medicare plans and providers seek ways adjust to Inflation Reduction Act
provisions that reduce their reimbursements. 1Recent 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, we find 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 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
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out-of-pocket costs, most beneficiaries may actually see their out-of-pocket costs increase due to
these changes in plan design, including increased exposure to high list prices.?’

Qualifying Single Source Drugs and the Treatment of Fixed Dose Combinations and Certain
Biologics

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. Last year, comments we submitted on IPAY Guidance
shared concerns about the downstream impacts of this decision on areas of medical research. For
example, the manufacturers of some glucagon like peptide (GLP-1) agonists are currently in clinical trials
for conditions that are very different from their originally approved indication of diabetes, such as
Alzheimer's disease and slowing the progression of kidney disease. The difference in patient population
and condition is significant, requiring separate clinical trials and substantial investment. However, if a
future drug is subject to the current Qualifying Single Source Drug (QSSD) grouping guidelines, there will
be greatly reduced incentives to perform these types of additional research, leaving potential treatments
unexamined.

Unfortunately, the proposed regulation doubles down on this QSSD policy in the creation of an exception
to the general rule that a fixed-dose combination (FDC) will be its own QSSD. The rule proposes that
when a manufacturer has an FDC that shares an active ingredient with another of its products and the
products differ due to inclusion of an active moiety, active ingredient, or antigen that creates a new
formulation and enables an alternative route of administration, CMS will aggregate all dosage forms and
strengths across both products for QSSD eligibility. We have 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 CMS
proposal could disincentivize innovations as they may expose new medicines to price-setting eligibility
well before seven years following FDA approval. CMS should maintain separate QSSD treatment for
FDA-approved fixed-dose combination products, including products where an added active moiety,
active ingredient, or antigen component enables a new formulation and alternative route of
administration._

The value to patients and providers is that additional ingredients such as hyaluronidase can convert
infused therapies into subcutaneous injections that can shorten doctor visits, increase adherence, and
possibly enable home-based administration. Medicare's negotiated price may or may not incorporate
costs associated with additional research and development (R&D) of a drug with an existing approved
FDA indication. We are further concerned about the potential disincentives this narrow interpretation
poses surrounding post-approval R&D, particularly efforts to develop distinct formulations and
alternative routes of administration that address unmet needs. Time, convenience, pain, and comfort are
important factors as patients consider their treatment options. It is important
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that CMS promote choice, rather than adopting this proposed FDC policy that would needlessly
inhibit advancements.s

In addition, the Alliance asks CMS to explore further with the wider patient community and other subject
matter experts about the degree to which application of an MFP on a QSSD or an FDC constitutes a
deterrent for investment and research into novel indications. We find the proposed regulation’s
acknowledgment and dismissal of these serious concerns lack sufficient explanation. We hope
manufacturers will continue investing significantly in novel areas regardless of CMS policy, but we are
cognizant of real-world considerations and are concerned about the unnecessary risks of the current
formulation and proposed expansion of the QSSD policy for the development of novel uses of
therapeutics. Over time, this policy could impact patients in nearly every disease area including areas
with significant unmet need.

Implications for Small Biotech

We are concerned that the proposed departure from the statutory MFP temporary floor for certain small
biotech companies that Congress designed within the IRA will threaten progress on innovations that
would benefit older adults. We urge CMS to abandon the proposed establishment of an “adjusted” MFP
ceiling for these companies. Congress recognized that these companies generally have a much more
limited portfolio and a greater reliance on outside investment to ensure their viability and so warrant
extra protections.

Small biotechnology companies play an outsized role in innovation on diseases with significant unmet
medical needs including Alzheimer’s disease and oncology. Between 2011 and 2020, small biotech firms
developed 55 percent of FDA approved drugs.:CMS's proposed implementation of the Small Biotech
Exception could reduce the resources available for future research and development by imposing larger
financial impacts on companies that often depend on only one or two products for revenue.

Issues Resulting from CMS’ Lack of Transparency About Methodology and Potential Use of
Discriminatory Metrics

CMS must shine light on the overall process for selecting and setting the maximum fair price (MFP).
Currently, there is little to no public information on the process and methodology used by CMS as they
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 will face the impacts as negotiated prices take effect in 2026. We encourage
CMS to change course and publicly release information on the methodology used to establish the MFP
and price negotiation. Further, releasing this information will encourage drug

sAguiar-lIbanez, 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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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.

There is also interest in ensuring that metrics considered discriminatory are not used in price
negotiation. While CMS has noted that they will not be using the quality adjusted life year (QALY) to set
the MFP, there have been explicit mentions of other equally discriminatory metrics in past guidance. In
the June 2023 Revised Direct Negotiation Guidance, CMS noted that many commenters recommended
metrics such as the equal-value of life years (evLY) gained - which was developed and is calculated in
part by using the QALYsmetric or the Health Years in Total metric. Concerningly, to these comments CMS
responded, “CMS will review cost-effectiveness measures and studies that use such measures for initial
price applicability year 2026 to determine if such measures are permitted under section 1194(e) of the
Act."s The public is not able to know the degree to which this review was conducted or the implications
it had on the initial prices the Agency proposed.

This is especially alarming given the updated final rule on Section 504 of the Rehabilitation Act, which
confirmed that agencies under the umbrella of the Department of Health and Human Services cannot use
metrics that discount the value of life extension on the basis of disability.7 Further, methods for the
underlying data collection used to complete the QALY, evLY, and similar analyses are incomplete and
immature. At present, these analyses rely solely on clinical trial data, which typically include criteria that
disqualifies individuals from participating based on comorbidities, age, and other factors. As a result,
clinical trial data often reflects a population that differs significantly from real-world users, meaning that
any calculation of evLY is not representative of a drug's entire intended user base. Additionally,
negotiated drugs are not new to the market, so CMS should not be relying primarily on preclinical data
but rather should incorporate analysis of real-world data and evidence.

CMS must be transparent about data collection and analysis in calculating the MFP, as well as the role of
the patient focused engagement sessions discussed below, so that stakeholders can meaningfully hold
the Agency accountable for the methods it chooses to deploy. The Administration has the opportunity to
commit to ensuring that key stakeholders are not left in the dark about price setting metrics, tactics, and
considerations.

50’Day, Ken and Dylan J. Mezzio. “Demystifying ICER’s Equal Value of Life Years Gained Metric.” Value & Outcomes Spotlight.
https://www.ispor.org/publications/journals/value-outcomes-spotlight/vos-archives/issue/view/overcoming-vaccine
hesitancy-injecting-trust-in-the-community/demystifying-icer-s-equal-value-of-life-years-gained-metric

s Centers for Medicare and Medicaid Services. “Medicare Drug Price Negotiation Program: Revised Guidance, Implementation of
Sections 1191 - 1198 of the Social Security Act for Initial Price Applicability Year 2026.” 30 Jun 2023.
https://www.cms.gov/files/document/revised-medicare-drug-price-negotiation-program-guidance-june-2023.pdf

7Department of Health and Human Services. “Nondiscrimination on the Basis of Disability in Programs or Activities Receiving Federal
Financial Assistance.” Federal Register Vol. 89, No. 91. https:/www.govinfo.gov/content/pkg/FR-2024-05 09/pdf/2024-09237.pdf



Improvements to the Patient-focused Engagement Process

The Alliance appreciates and acknowledges the recent efforts of CMS to improve the format of the
annual listening sessions and the overall patient engagement process, and we appreciated the
opportunity to engage in many of those sessions. Moving forward we recommend greater
transparency as to how CMS incorporates this input into the decisions around maximum fair price
and the selection of drugs to be negotiated in ensuing rounds.

While we noticed improvements in the inclusion of patient experience during more recent listening
sessions, in future sessions we urge more bi-directional formats with recorded submission alternatives,
accessibility accommodations, and a more transparent participant selection process. We appreciated
the roundtable format and the more conversational nature of the meetings compared to prior years,
though strict time limits and limited discussion periods at times inhibited a more meaningful
exchange. We also noticed and appreciate how responsive CMS was to our feedback that participants
should be allowed anonymity, rather than be livestreamed.

In last year's guidance, CMS noted that it would not organize some sessions based on condition or
therapeutic area, rather than by a specific drug. This was an improvement, as it is often preferable to
speak about clinical need, therapeutic alternatives, and relevant data holistically for relevant drugs,
rather than either focusing only on a single drug or, alternatively, repeating the same information across
multiple sessions. This approach allows the Agency to collect more comprehensive feedback and have a
clearer picture of patient experiences across different treatments.

The Alliance appreciated the opportunity to participate in the MDPNP roundtable and town hall
discussions for the 2026 and 2027 round of negotiations. In our view, these discussions, especially the
roundtable events, saw notable improvement over the initial round, allowing for greater participation and
positive engagement reflecting the views of patients and their advocates as well as clinicians. While
some sessions were not so well attended, we suggest additional outreach moving forward to ensure
the inclusion of broader perspectives. We were especially pleased in those instances where roundtable
format allowed for interactive discussion between the invited participants. While the Town Halls were
generally positive, they did not offer this opportunity. Despite the decision to break discussions of many
separate drugs into two 3-hour sessions, having to wait through the entire event for participants
scheduled event was still a major time commitment for many to participate. Breaking these important
discussions into even smaller time segments could facilitate even more patient participation in the
future. CMS can continue to improve patient engagement by adopting best practices from
organizations like the Food and Drug Administration and the Patient-Centered Outcomes Research
Institute. These organizations have developed effective two-way discussion formats, often
incorporating both in-person and virtual participation options. CMS could also look at international
examples, such as the European Medicines Agency and various industry engagement efforts, for
innovative patient engagement strategies. For instance, Novartis has been proactive at incorporating
patient-centered outcomes into their engagement



models.s CMS has the chance to lead by example as more research and payer groups work to include
the patient perspective in their models and assessments.

Formulary Inclusion of Selected Drugs and Resulting Incentives for Increased Abuse of Utilization
Management Techniques

We continue to encourage CMS to take the following actions (as proposed in a report developed by
Manatt and released on June 26, 2024)s to protect beneficiaries, all of which the agency should be
able to do with existing regulatory authority. The recommendations from Manatt include:

Requiring that drugs selected for negotiation—for which CMS has established a maximum fair price—be
given preferred formulary status, without utilization management. Current CMS rules only encourage
placement of drugs selected for negotiation on preferred tiers with limited utilization management, by
requiring plans to submit a clinical justification if they attempt otherwise. However, this provides no
guarantees, and it would have CMS resource implications for reviewing each submitted justification.
Moreover, CMS's guidance on reviewing clinical justifications is vague. Instead, CMS could adopt a
blanket rule protecting drugs selected for negotiation. This could be supported by CMS's authority to
disapprove plan designs likely to discourage enroliment. A plan tiering design that steers beneficiaries
away from drugs selected for negotiation and towards drugs not selected with higher out-of-pocket
costs to the beneficiary is likely to discourage enrollment of beneficiaries who need a particular drug
that has been selected for negotiation. CMS could also give additional guidance on the clinical
justifications it will require for non-preferred treatment or utilization management of drugs selected
for negotiation. CMS could justify this under its authority to set reasonable minimum standards for
plans. This guidance could address more directly what might constitute a valid justification.

Adopting a public “watchlist” for specific adverse formulary decisions that CMS will not approve, to
keep Prescription Drug Plan (PDP) sponsors from excessive narrowing of formularies. When CMS
disapproves a formulary design or utilization management practice, it could do more than simply
require the sponsor to correct it. Instead, CMS could publicly announce to all sponsors that it has
identified that specific practice as an issue, and that it will be on the lookout for it going forward. This
could create clarity for plans and discourage the submission of similar plan designs. It could also give
CMS an opportunity to demonstrate that the agency is being proactive in addressing noncompliance
with formulary requirements. PDP sponsors who repeatedly submit formularies that require correction
could be required to implement a corrective action plan to better consider their formularies before
submission.

Lommitting additional resources to formulary reviews to identify access issues before such issues can
harm beneficiaries. The importance of protecting beneficiaries through the first few years of
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IRA's implementation indicates CMS should devote additional resources specifically to formulary
reviews and PDP sponsor monitoring.

& xplicitly and publicly identifying additional situations where plans must cover more than two drugs
per category or class to ensure that formularies provide adequate coverage of drugs commonly used
by beneficiaries. Current CMS policy follows “widely accepted treatment guidelines” and “general best
practice” to determine whether a formulary has adequate coverage. It also published a list of commonly
prescribed drug classes in 2010 for use in formulary reviews. This guidance is vague and out of date.
Instead, CMS could publish more detailed lists of key areas where it demands adequate coverage on
formularies, including specific minimum numbers and types of medications.

Bmproving plan transparency at the plan level so beneficiaries can more easily see when drugs have
utilization management restrictions. Beneficiaries shopping for coverage may struggle to easily
identify when a plan they are considering has a utilization management restriction for a drug they take.
Likewise, they may not know to look and see if a plan disfavors drugs selected for negotiation. CMS could
adopt rules and improve transparency of this information by including it prominently in the Medicare
Plan Finder and make specific utilization management policies easily searchable and accessible.
Likewise, CMS could place a flag in the Plan Finder on plans that disfavor drugs selected for negotiation,
to alert beneficiaries in advance.

Enforcing minimum payment rates to pharmacies, to prevent sponsors from diverting patients away
from community pharmacies. CMS could ensure broad access to covered Part D drugs at beneficiaries’
chosen pharmacy by requiring that PDP sponsors pay at least the pharmacy's acquisition cost for
covered drugs. While CMS ordinarily does not “interfere” in the negotiations between plans and
pharmacies, this could be construed as falling within CMS's authority to set “reasonable and relevant”
reimbursement terms plans must meet to satisfy the “any willing pharmacy” rule.

‘Actively monitoring appeals, grievances and exception requests filed by beneficiaries with their
plans, to have near real-time view of access issues. CMS could closely monitor rates of beneficiary
appeals of coverage denials, complaints to plans about coverage and exception requests for coverage
of drugs not on formulary or for preferred status of a non-preferred drug. Upticks in these processes
could be leading indicators of specific problems on specific plan formularies that CMS could act on
quickly. CMS currently collects this data on a quarterly basis, and perhaps not in sufficient detail to
identify specific drug products or policies that trigger additional appeals. By increasing the pace and
detail of this collection, CMS could improve its visibility and act more quickly. Additional regular audits
of plans would demonstrate situations where plans are inadequately processing and reviewing
appeals and exceptions. Publication of this data and CMS's enforcement activity could demonstrate
that the agency is acting proactively.

8mproving appeals and grievance processes, to reduce the burden of challenging a plan’s coverage
decision. CMS might also consider taking steps to improve the efficiency of the appeals process to
relieve patients and providers of the burden of filing an appeal or a formulary or tiering exception
request. These processes are the best immediate mechanism available to beneficiaries facing



challenges with coverage or authorizations and having them run smoothly is an important protection
for calendar year 2026 and beyond. We are encouraged that CMS is currently considering requirements
for seamless electronic prior authorization, appeals, and exception requests. CMS could also ensure that
beneficiaries are aware of these processes through better communication and education on rights to
appeal or request an exception. Finally, CMS could make exception requests easier to obtain, such as
adopting a presumption in favor of granting an exception. This would support a reduction of
administrative burden, as data has shown that millions of prior authorization requests are submitted
annually, with most appeals of prior authorization denials being overturned.

Qdopting new actuarial equivalence tests to more accurately and quantitatively track whether plan
sponsors are offering sufficient coverage of drugs selected for negotiation. To protect beneficiaries,
CMS could improve the sensitivity of its actuarial equivalence test to protect against adverse formulary
tiering of drugs selected for negotiation. CMS could separately test the actuarial equivalence of
out-of-pocket costs of drugs selected for negotiation to ensure that sponsors are actually offering an
actuarily equivalent benefit for these drugs. In so doing, CMS will likely prevent PDP sponsors from
quietly inflating the out-of-pocket costs for drugs selected for negotiation through inferior formulary
tiers. These recommendations from Manatt Health would lead to beneficiaries would serve to protect
beneficiaries from any potential negative impacts of utilization management resulting from the MDPNP.

Conclusion

Again, we appreciate the opportunity to submit these comments. If the goal of the IPAY process is to
lower Medicare program costs it must ensure that any savings achieved are truly passed along to
beneficiaries while addressing the unintended consequences of the Inflation Reduction Act that have
undermined access to essential care for patients. We have highlighted several reasons why we believe
the program is currently falling short of these objectives, and we respectfully submit our recommended
improvements and urge their acceptance.

Sincerely,

Scott Frey
Senior Vice President for Public Policy and Government Relations






