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THE UK HEALTH CARE SYSTEM

Debate over drug pricing and health care affordability in the U.S. has put a renewed spotlight on costs in
other countries compared to the U.S., and on the tools used in other countries to control costs. Anumber
of leading stakeholders and researchers have noted that application of foreign reference pricing in the
U.S. —forexample, through the recent “Most Favored Nation” (MFN) proposals — would have the effect
of importing the standards and values that those countries rely on in setting health care policy, and that
these standards often do not reflect the values and preferences of U.S. patients and consumers. First
and foremost among these is the quality-adjusted life year (QALY), a metric used by the UK and many
other developed nations, including 18 of the 19 countries referenced in MFN proposals during the
second Trump administration.

For several decades, the QALY has been widely recognized as being inappropriate for use in the U.S. In
1992, the Bush administration prevented use of QALYs to prioritize services available under a state
Medicaid waiver. The Affordable Care Act (ACA) included a prohibition on use of QALYs or similar metrics
in Medicare coverage and reimbursement decisions, reflecting concerns about the discriminatory
implications of these approaches. These patient-focused safeguards are not present in many of the
countries whose pricing systems are now being referenced in U.S. policy discussions. Further, the QALY
is only one component of a broader set of health technology assessment (HTA) practices used
internationally to evaluate treatments and determine access.

This paper examines how HTA processes in the UK diverge from the U.S.” patient-centered principles,
including key shortcomings such as:
e Failure to meaningfully capture the full range of outcomes (health and quality of life) that matter
to patients and caregivers;
e |Imposition of evidence standards that disadvantage patients with serious diseases and
conditions;
e Lack of transparency and flexibility in HTA processes;
e Failure of patient input to meaningfully shape decision outcomes.

Together, these features can result in patients in the UK encountering long delays in access to new tests
and treatments and reduced flexibility for physicians to tailor care to the needs of different patients. As
U.S. policymakers consider approaches such as MFN pricing, understanding how these underlying
systems shape access and decision-making s critical to ensuring that efforts to lower costs do not come
at the expense of patient-centered care.
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THE UK HEALTH CARE SYSTEM

MFN drug pricing is a policy proposal that would tie the cost of a prescription drug in the U.S. to the
lowest price paid in other high-income, developed countries. The intent is understandable: make drugs
more affordable to Americans by reducing the gap between the higher prices in the U.S. and lower prices
outside the U.S. However, simply importing prices set by other countries is not the same as importing
their savings. It also imports the standards used in those countries, including their fundamentally faulty,
and in some cases discriminatory, methods used to decide which patients deserve access to which
treatments. That is a trade no American patient should have to make.

Since its inception, the Partnership to Improve Patient Care (PIPC) has focused on embedding patient-
centered principles in the U.S. health care system, which are at odds with MFN proposals. We have
championed patient-centered, evidence-based decision-making — including the development of high-
quality patient-reported outcomes data and patient-centered comparative clinical effectiveness
research — while opposing reliance on one-size-fits-all cost-effectiveness thresholds. Our goal is to
ensure that high-quality, patient-centered data equips and empowers patients and people with
disabilities to make care decisions with their providers that best address their individual needs.
Therefore, we developed this in-depth review of the UK health system, which is among the countries
most frequently referenced in MFN proposals, including the MFN models proposed by the Trump
Administration and legislation introduced by U.S. Senator Bernie Sanders.

The UK's NICE sets coverage and reimbursement policy for England and Wales using cost-effectiveness
assessments grounded in the QALY, a metric that, by design, assigns lower value to the lives of people
with disabilities, chronic illnesses, and older adults. A new analysis by the Office of Health Economics
(OHE) — the world's oldest independent health economics research organization — found that 90
percent of Organisation for Economic Co-operation and Development (OECD) countries, including
almost all the countries referenced in the Trump Administration’s MFN proposal, make use of QALYs.'
In adopting MFN pricing, the U.S. would not merely reference those prices for drugs. It would, in effect,
ratify the discriminatory judgments behind them.

The U.S. has a thirty-year, bipartisan track record of opposing the QALY and building safeguards against
its use in public programs. The National Council on Disability (NCD), an independent federal agency,
has advised against referencing the QALY, stating reliance on QALYs as practiced in the UK is contrary
to U.S. civil rights law and disability policy.? The Affordable Care Act (ACA) included explicit prohibitions
on using cost-effectiveness research in ways that treat the life of an older, disabled, or terminally ill
person as less valuable than others, and specifically bans use of the QALY as a coverage or
reimbursement threshold in Medicare.® Going back to 1992, the Bush administration denied a state
Medicaid waiver that would have used QALYs to prioritize services available to patients and people with

' Office of Health Economics (OHE). https://www.ohe.org/insights/how-widely-are-qalys-used-in-oecd-countries-a-snapshot-of-
international-practices/

2 National Council on Disability. (November 16, 2019). Quality-Adjusted Life Years and the Devaluation of Life with Disability.
https://www.ncd.gov/report/quality-adjusted-life-years-and-the-devaluation-of-life-with-a-disability/

3 Patient Protection and Affordable Care Act, Pub. L. No. 111-148, § 1182, 124 Stat. 119 (2010).
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disabilities.* MFN pricing would circumvent these legal protections — not by directly adopting the QALY,
but by adopting prices derived from systems that do.

This paper examines how the UK health care system works, why it produces outcomes that are
unacceptable by American standards, and why any pricing policy that references UK prices imports
those outcomes by proxy. Our goal is to inform U.S. policymakers about the real-world consequences
of the UK model and to advocate for drug pricing solutions that lower costs without sacrificing the
patient-centered values that distinguish the American health care system.

In the UK, the National Health Service (NHS) does not reimburse all medicines that receive regulatory
approval. Instead, a licensed medicine must pass through NICE’s separate health technology
assessment (HTA) process before it becomes available to NHS patients.

NICE evaluates whether a medicine represents sufficient "value for money" to the NHS using cost-
effectiveness analysis (CEA).® At the center of this analysis is the QALY. The QALY is a composite metric
intended to capture both the quantity and quality of life produced by a treatment. It assigns a numeric
value between 0 and 1 to each health state — where 1 represents perfect health and 0 represents death
— and multiplies that value by the years of life a treatment extends. Treatments are then judged against
a cost-per-QALY threshold. Historically, NICE's benchmark has been £20,000 — £30,000 per QALY
gained. An updated threshold of £25,000 - £35,000 took effect in April 2026.°

Governmental cost/QALY thresholds tend to be static, making the UK announcement a welcome
change. Yetitis far from adequate considering that the UK has never made this type of formal adjustment
since NICE was launched in 1999. The existing threshold has been considered an outlier as the lowest
threshold among high-income international countries.” The increase fails to address the more
fundamental problem with governmental QALY-based rationing, which invariably harms patients that do
not fit into the averages. The UK announcement is significant in that it reveals cost/QALY thresholds to
be nothing more than subjective formulas for government rationing, not objective value metrics. Despite
the adjustment, the UK continues to cling to a fundamentally flawed system grounded in a
discriminatory metric and does nothing to resolve the access delays and coverage gaps that define the
patient experience under NICE's current model.®

4 Sullivan, Louis. (September 1, 1992). Oregon Health Plan is Unfair to the Disabled. The New York Times.
https://www.nytimes.com/1992/09/01/opinion/I-oregon-health-plan-is-unfair-to-the-disabled-659492.html

5 National Institute for Health and Care Excellence. Health Technology Evaluation: The NICE Process.
https://www.nice.org.uk/process/pmg36/chapter/introduction-to-health-technology-evaluation

8 Changes to NICE’s cost-effectiveness thresholds take effect, National Institute for Health and Care Excellence, April 2, 2026 at
https://www.nice.org.uk/news/articles/changes-to-nice-s-cost-effectiveness-thresholds-take-effect

7 ABPI, Benchmarking the UK’s cost-effectiveness threshold: findings from international comparison, Feb. 2026,
https://www.abpi.org.uk/publications/benchmarking-the-uk-s-cost-effectiveness-threshold-findings-from-international-comparison/
8 Towse, A. and Garau, M. , Appraising Ultra-Orphan Drugs: Is Cost-Per-QALY Appropriate? A Review of the Evidence (2018).
https://www.ohe.org/publications/appraising-ultra-orphan-drugs-cost-galy-appropriate-review-evidence/.
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The NICE process is characterized by a series of structural inadequacies that, taken together, place
patients at a systematic disadvantage. Patients with rare diseases, disabilities, chronic conditions, and
cancer are particularly affected. These are features of a system designed to contain costs, and they
produce predictable harms. Some of the issues that have been raised by stakeholders include:

e The QALY discriminates against people with disabilities and chronic illness

e The EQ-5D does not meaningfully capture health outcomes

e Patients face significant delays in accessing new medications

e The HTA processes lack transparency and flexibility

e Evidence standards systematically disadvantage patients with serious conditions

e Patientinput does not meaningfully shape outcomes

Below we provide more detail on each of these issues.

The QALY's discriminatory character is built into the metric's design. QALYs measure health gains
relative to a baseline of "perfect" health. This means treatments that improve the lives of people who are
already living with disability or chronic illness are systematically undervalued. A treatment that enables
a person with paraplegia to live longer or with less pain produces fewer QALYs than the same treatment
given to a person without disability, because the paraplegia itself reduces the baseline quality-of-life
score from which gains are measured.® Some QALY systems have assigned health states like severe
amyotrophic lateral sclerosis (ALS) a utility value below zero, meaning that life in that condition is worse
than death within the logic of the system.®

Severe Age 80 Young and
Death Depression  Blindness or Older Perfect Health

o— — - — = = E —_— -l

Amyotrophic Lateral Type | Spinal Muscular  Moderate Multiple Peanut Allergy
Sclerosis (ALS) Dystrophy (SMA) Sclerosis (MS)

In practice, because QALYs combine survival and health utility, QALY-based evaluations such as those
used by NICE may undervalue some interventions for older patients when standard measures are
insensitive to meaningful quality-of-life changes and when shorter life expectancy limits the

9 Schwappach DL. Resource allocation, social values and the QALY: a review of the debate and empirical evidence. Health Expect. 2002
Sep;5(3):210-22. doi: 10.1046/j.1369-6513.2002.00182.x.

© Hedstrom J. Testimony. https://www.als.org/massachusetts/blog/massachusetts-als-advocacy-testimony-john-hedstrom-executive-
director
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accumulation of QALY gains."” Treatments for people with rare diseases face a similar disadvantage.
Small patient populations generate limited QALY data, and the full scope of a medicine's benefitis rarely
captured by NICE's standard instruments. The OHE found that approximately 70 percent of orphan and
ultra-orphan medicines evaluated by NICE have a cost-per-QALY exceeding NICE’s standard £30,000
threshold, meaning the standard pathway structurally blocks access for most of these medicines.

NICE’s Highly Specialised Technologies (HST) pathway was designed to address this, applying a higher
cost-effectiveness threshold of up to £300,000 per QALY. > However, independent analyses have raised
concerns that NICE’s thresholds may be arbitrary, lacking empirical or ethical justification for the
specific figures chosen, and that the pathway’s ambiguous eligibility criteria may have excluded
medicines that, by any principled measure, should qualify.”® The result is that the UK has the longest
mean time from regulatory authorization to HTA recommendation of any major European country,
reimbursing and a reimbursement rate for ultra-rare medicines below 50 percent of ultra-rare
medicines.™

The EQ-5D, the generic quality-of-life instrument most commonly used by NICE to calculate QALYs,
measures health across five dimensions: (1) mobility; (2) self-care; (3) usual activities; (4)
pain/discomfort; and (5) anxiety/depression. For many patient populations, these dimensions do not
capture what matters most. Patients living with cancer, for example, consistently identify fatigue,
neuropathy, the ability to maintain relationships, and the capacity to return to work as central concern.
These outcomes are not meaningfully captured by the EQ-5D." By relying on this blunt instrument, NICE
systematically undervalues medicines for the very patients who need them most.

A detailed case study analysis found that the EQ-5D systematically fails to capture the symptoms that
matter most to patients with multiple sclerosis, including cognitive processing, fatigue, and vision
impairment. It also fails to capture key aspects of Alzheimer’s disease, including memory loss and
incontinence. In these cases, proxy ratings by caregivers can further distort results. For sickle cell
disease, the instrument’s narrow recall window misses the episodic vaso-occlusive pain crises that
define patients’ lived experience.®

NICE itself acknowledged the cognitive processing limitation in its MS appraisal yet continued to use
EQ-5D as the primary utility measure. The analysis also noted that sickle cell disease disproportionately

" Pettitt D, et al. The Limitations of QALY: A Literature Review. Journal of Stem Cell Research & Therapy. 2016;6(4).

2Henderson N., et al., Ethical and Economic Issues in the Appraisal of Medicines for Ultra-Rare Conditions (2020).
https://www.ohe.org/publications/ethical-and-economic-issues-appraisal-medicines-ultra-rare-conditions-0/.

B Vallejo-Torres L, Edney LC, Espinosa O, Karnon J, Longo F, Paulden M, Howdon D, Vanness DJ. Politicised Changes to the NICE
Threshold Risk Making Cost-Effectiveness Analysis Performative, Not Informative. Appl Health Econ Health Policy. 2026 Mar;24(2):243-
246. doi: 10.1007/s40258-025-01026-y. Epub 2026 Jan 9. PMID: 41513890; PMCID: PMC12924830.

“Henderson N., et al., Ethical and Economic Issues in the Appraisal of Medicines for Ultra-Rare Conditions (2020).
https://www.ohe.org/publications/ethical-and-economic-issues-appraisal-medicines-ultra-rare-conditions-0/.

s PubMed. Patient-reported outcome measures in breast cancer: systematic review. https://pubmed.ncbi.nlm.nih.gov/37268058/

6 Mott, D., et al., When Generic Measures Fail to Reflect What Matters to Patients: Three Case Studies (2022).
https://www.ohe.org/publications/when-generic-measures-fail-reflect-what-matters-patients-three-case-studies/.
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affects Black patients, meaning that EQ-5D’s failure to capture this condition’s burden falls with
particular severity on an already underserved population.’

The gap between regulatory approval and patient access in the UK is substantial. NICE’s slow and
restrictive process means that many patients cannot gain access to approved medicines for cancer and
other serious diseases and conditions.’®' In the U.S., patients have access to 78 percent of new
medicines within one year of their first introduction across G20 countries; in other G20 countries, the
average is 16 percent.?° The UK lags both in the proportion of rare-condition treatments approved and in
the speed of those decisions compared to the U.S. and even its peers in Europe.?

In oncology, the delays are particularly acute and consequential. A 2024 analysis found that only 56
percent of medicines approved by regulators were available to UK patients — down from 66 percent the
year prior — and that half of those available faced restrictions beyond the labeled indication.??
Meanwhile, NICE's rate of terminated appraisals rose from 3 percent in 2018 to 19 percent in 2019 and
25 percent in 2024, disproportionately affecting medicines with multiple cancer indications.*
Companies have increasingly chosen not to submit to NICE at all, having concluded that demonstrating
cost-effectiveness is unlikely to succeed.?

NICE’s restrictions extend to how approved medicines can be used to treat cancer, tying the hands of
patients and physicians by denying coverage for any use of a treatment outside of the restrictive
coverage limitations imposed by NICE, even when new evidence shows it could be beneficial. Inthe U.S.,
by contrast, cancer medicines are commonly covered for many medically beneficial uses beyond those
in FDA-approved labeling (so-called “off-label” coverage). For example, treatment approved by the FDA
for more than 40 different cancer indications in the U.S. is indicated for only 14 cancers in the UK. For all
other uses, UK physicians cannot obtain NHS coverage regardless of the clinical evidence supporting
treatment.?>2®

7 Mott, D., et al., When Generic Measures Fail to Reflect What Matters to Patients: Three Case Studies (2022).
https://www.ohe.org/publications/when-generic-measures-fail-reflect-what-matters-patients-three-case-studies/.

® DDW, UK performs poorly on adoption of new drugs, report shows, June 2023, https://www.ddw-online.com/uk-performs-poorly-on-
adoption-of-new-drugs-report-shows-24300-
202306/#:~:text=The%20report%20als0%20shows%20that,be%20part%200f%20the%20strategy

' The Pharmaceutical Journal, Medicines shortages and slow approvals put ‘significant burden’ on pharmacists, says report, April 2024,
https://pharmaceutical-journal.com/article/news/medicines-shortages-and-slow-approvals-put-significant-burden-on-pharmacists-says-

report

20 PhRMA Global Access to Medicines Report. 2023.

21 Genetic Alliance UK. Action for Access. February 2024. https://geneticalliance.org.uk/wp-content/uploads/2024/02/Action-for-Access.pdf

22 Association of the British Pharmaceutical Industry. "Comparing new medicine availability across Europe." June 2024.
https://www.abpi.org.uk/media/blogs/2024/june/comparing-new-medicine-availability-across-europe/

2 Liu X. et al, Increasing Termination Rates of NICE Technology and Highly Specialized Technology Appraisals.
https://www.ispor.org/docs/default-source/euro2024/isporeurope24xI-hta409poster146178-pdf.pdf?sfvrsn=c8ded94c_0

24 Barham L. “Why Companies Don’t Submit to Nice.” https://pharmaphorum.com/market-access-2/why-companies-dont-submit-to-nice

25 Cancer Research Institute, June 2024, https://www.cancerresearch.org/blog/keytruda-receives-40th-fda-approval

% See therapeutic indications at https://www.medicines.org.uk/emc/product/2498/smpc#gref
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The path from regulatory approval to NHS access is not only slow, it also lacks transparency into its
decision-making processes. The HTA system in the UK is governed by complex, overlapping pathways,
and itis often unclear to patients, clinicians, and manufacturers alike why a particular assessment route
is chosen, how long the process will take, or what factors will determine the outcome.?” Timelines are
not reliably publicized, and when delays occur, patients frequently receive no indication of when a
decision will be made or whether the medicine they are waiting for will ultimately be recommended at
all.

Key deliberative factors are also shielded from scrutiny. While some confidentiality around pricing
negotiations is appropriate, the current system goes much further. The criteria used to weigh evidence,
the justifications for specific HTA decisions, and the reasoning behind coverage restrictions are often
not clearly communicated to patients or their advocates.?® This lack of accountability is particularly
damaging when decisions are made about medicines for rare diseases, where the patient community is
small, the evidence base is limited, and the stakes of a negative recommendation are extraordinarily
high.

The NHS’ prioritization process compounds these problems through structural inflexibilities. Gene
therapies and other one-time curative treatments — a growing category of medical innovation — are
evaluated using a five-year window to capture benefit and cost-impact, which distorts the perceived
cost of treatments whose value extends over a patient's lifetime.?° More broadly, many HTA routes in
England rely primarily on published clinical trial data, with less than one-third found to include real world
data to directly inform estimates of treatment impact.*® For example, England provides patients limited
opportunity to contribute to indirect utility estimates, i.e. fill in a quality of life questionnaire which are
then converted to health utility values. Scotland will accept both indirect and direct health utility
estimates, when patients are asked directly their preferences for different health.3! The result is a
process that is, by design, less sensitive to the lived experience of patients with serious conditions.

NICE's evidence standards create a compounding disadvantage for patients with the greatest unmet
need. Rare disease medicines, by definition, come from small patient populations that cannot support
large randomized controlled trials. Cancer medicines increasingly demonstrate early, clinically
meaningful benefits — through biomarkers, physiological responses, or progression-free survival — that
predict long-term value before long-term data are available. NICE's insistence on waiting for mature

27 Gentilini A, Rana A. How are patient inputs considered in HTA? A thematic document analysis of NICE ultra-rare disease appraisals. Eur J
Health Econ. 2025 Aug;26(6):945-968. doi: 10.1007/s10198-024-01748-1.

2 Genetic Alliance UK. Action for Access. February 2024. https://geneticalliance.org.uk/wp-content/uploads/2024/02/Action-for-Access.pdf
2 Genetic Alliance UK. Action for Access. February 2024. https://geneticalliance.org.uk/wp-content/uploads/2024/02/Action-for-Access.pdf
%0 Che Y, Duffield S, Gomes M. The Use of Real-World Data for Estimating Relative Treatment Effects in NICE Health Technology
Assessment Submissions: A Review. Pharmacoeconomics. 2025 Feb;43(2):123-131. doi: 10.1007/s40273-024-01449-w. Epub 2024 Nov

9. PMID: 39520643; PMCID: PMC11782325.

31 Michael Anderson, Michael Drummond, David Taylor, Alistair McGuire, Paul Carter, Elias Mossialos, Promoting innovation while
controlling cost: The UK's approach to health technology assessment, Health Policy, Volume 126, Issue 3, 2022, Pages 224-233, ISSN
0168-8510, https://doi.org/10.1016/j.healthpol.2022.01.013.
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outcomes data means patients who do not have the luxury of time go without treatment while that data
accrues.

In the U.S., the FDA has embraced accelerated approval pathways that allow promising medicines to
reach patients faster, with confirmatory trials to follow. Many FDA accelerated-approval cancer
indications are not routinely available in England, and NICE coverage often requires confidential
discounts, restrictions, or additional evidence.®* By demanding an evidentiary standard that newer,
more innovative medicines are structurally less likely to meet, NICE effectively disadvantages the
treatments that represent the greatest advances.

NICE also systematically discounts real-world evidence — data from registries, health claims, and
clinical practice — that captures how medicines perform for diverse patient populations outside
controlled trial conditions. For example, NICE ignores outcomes that are important to cancer patients
by relying on measures of health that exclude outcomes like fatigue neuropathy and slower disease
progression, as well as quality-of-life benefits like ability to return to work or care for family. By
overlooking these outcomes, NICE systematically undervalues medicines for cancer patients. For
example, the ability to maintain relationships with loved ones are common concerns for patients with
breast cancer — both of which are omitted by the NICE evaluations.*®

One of NICE's most significant structural deficiencies is the limited role afforded to patient perspectives
in its decision-making. Patient groups may submit evidence to NICE and participate in consultations,
but they do not hold voting rights in the final recommendation. In contrast, U.S. bodies such as the FDA
have formalized roles for patient representatives in advisory committees and review panels, and in many
cases these patient members hold voting positions, even though final regulatory or funding decisions
remain with the agency.

At the FDA, patient representatives serve on Advisory Committees with full voting privileges on drug and
biologic approvals. PCORI's Board of Governors includes patient members with decision-making
authority, and its enabling legislation explicitly requires that research reflect the preferences and
outcomes that matter to patients, including the differentialimpact of treatments on subpopulations. The
UK system has no equivalent commitment. Patients in England know that their testimony, their priorities,
and their lived experience may be heard, but it will not be determinative. This has real consequences for
which medicines get recommended and which patients go without.

%2 PMC. FDA accelerated approval and NICE technology appraisal alignment. https://pmc.ncbi.nim.nih.gov/articles/PMC7900925/

3 Hernandez Alava M, Pudney SE, Wailoo AJ. Does EQ-5D Tell the Whole Story? Statistical Methods for Comparing the Thematic
Coverage of Clinical and Generic Outcome Measures, With Application to Breast Cancer. Value Health. 2023 Sep;26(9):1398-1404. doi:
10.1016/j.jval.2023.05.016. Epub 2023 Jun 1. PMID: 37268058. https://pubmed.ncbi.nim.nih.gov/37268058/
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The structural flaws described above directly translate into patients being denied access to treatments
that could improve or extend their lives or being forced to wait years while medicines available in the
U.S. remain out of reach.

In 2024, NICE denied NHS coverage for a breast cancer medicine already in routine use across 19
European countries, concluding that NICE's formula for valuing the severity of breast cancer did not
supportthe treatment's cost-effectiveness.®* The denial did not reflect a judgment that the medicine was
ineffective. It reflected a judgment that, under NICE's QALY-based math, the lives of breast cancer
patients are not valuable enough to justify the cost — a conclusion that would be impermissible under
U.S. law.

This is one of many examples of the predictable outcomes that results from a system that asks, at every
decision point, what a treatment costs the health budget rather than what it means to the patient
receiving it. For patients with rare diseases, the calculus is especially unforgiving: small populations,
limited comparative data, and lifetime burdens that no QALY instrument adequately measures produce
systematically negative assessments that leave patients without options. A systematic outcome of the
UK system has been shortages, with cancer and stroke drugs among nearly 400 medicines at risk of
shortages in the UK.3®

People with disabilities face particular disadvantages under QALY-based systems. Because the QALY
benchmarks value against a baseline of "perfect" health, a treatment that helps someone with a
disability live longer or better generates fewer QALYs than the same treatment given to someone without
disability. The NCD has been unambiguous on this point: coverage denials and access restrictions
suffered by people with disabilities in QALY-reliant countries illustrate precisely what could happen if
the U.S. adopted similar standards.®®

Proponents of MFN drug pricing sometimes acknowledge concerns about foreign HTA systems while
arguing that the U.S. is only importing prices, not policies. This distinction does not hold up to scrutiny.

Drug prices in countries like the UK are not set in a vacuum. They are the direct output of NICE's QALY -
based cost-effectiveness assessments — the same assessments that deny UK patients access to
cancer medicines and that leave patients with rare diseases and disabilities systematically

%The Guardian. Breast cancer drug blocked for NHS use in England and Wales. November 19, 2024.
https://www.theguardian.com/society/2024/nov/19/breast-cancer-drug-blocked-nhs-use-england-and-wales

35 Cancer drugs among nearly 400 medicines at risk of shortage in UK, Independent, Feb. 2026,
https://www.the-independent.com/news/health/drug-shortage-uk-cancer-stroke-medicines-b2912908.html

3% National Council on Disability. Quality-Adjusted Life Years and the Devaluation of Life with Disability. November 16, 2019.
https://ncd.gov/sites/default/files/NCD_Quality_Adjusted_Life_Report_508.pdf
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underserved. When the U.S. references those prices as the benchmark for what it will pay, it is directly
ratifying the judgment that generated that number.

The OHE's analysis makes the structural relationship clear: 18 of the 19 countries listed in recent MFN
model proposals rely on QALYs to set drug prices.®” These prices are produced by the same
discriminatory methodology that U.S. law has expressly prohibited from use in Medicare. By tying U.S.
reimbursement to those prices, MFN policies would effectively import QALY-based decision-making
through the back door — circumventing three decades of bipartisan protections without ever formally
adopting the QALY.*

The downstream consequences of this policy would extend beyond price. When manufacturers face
significantly lower reimbursement in the U.S., they will make the same calculations they make in QALY-
reliant countries: whether the expected return justifies the investment in certain disease areas. Patients
with rare diseases, with disabilities, with complex chronic conditions would face reduced investment in
medicines tailored to their needs. Research and development would tilt toward conditions that generate
more QALYs, affecting patient populations that are already underrepresented in drug development.

The U.S. has underscored time and time again that QALYs have no place in U.S. health care. The ACA
explicitly prohibits using cost-effectiveness research in a manner that treats the life of an older,
disabled, or terminally ill person as of lower value than the life of a younger, nondisabled, or healthy
person, and specifically bars use of the QALY as a threshold for Medicare coverage, reimbursement, or
incentive programs. Section 504 of the Rehabilitation Act and Title Il of the Americans with Disabilities
Act further prohibit discrimination against people with disabilities in any program administered by a
federal executive agency. In 1992, the George H.W. Bush Administration established that reliance on
cost-effectiveness standards in Medicaid could violate the ADA.* MFN policies that import QALY-
derived prices into Medicare — as CMS has proposed in the GLOBE and GUARD models — appear to run
directly counter to these critical safeguards.*°

7 PIPC. https://www.pipcpatients.org/news/the-data-mine-new-analysis-by-highlights-why-the-us-could-back-into-use-of-galys-by-
referencing-other-countries

38 USC Schaeffer, Comments on Proposed GLOBE and GUARD Models, Feb 2026. https://schaeffer.usc.edu/research/comments-on-proposed-
globe-and-guard-models/

% Value Our Health. https://valueourhealth.org/wp-content/uploads/2020/04/QALY S-Have-No-Place-in-U.S.-Health-Care.pdf

40 PIPC. Stakeholder Comment on the GLOBE Model (CMS-5545-P). February 2026. https://www.pipcpatients.org/resources/pipc-100-
orgs-submit-comments-to-cms-innovation-center-on-globeguard-models
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THE UK HEALTH CARE SYSTEM

The U.S. has consistently been the first country in the world to make innovative medicines available to
patients because American policy has, at its best, been organized around the principle that every life has
equal and inherent value. That principle is not compatible with a pricing policy that derives its
benchmarks from systems built on the opposite premise.

Itis both necessary and urgent to address the cost of prescription drugs in the U.S. PIPC shares the goal
of making high-quality care affordable and accessible for all Americans, but the path to affordability
cannot run through a system that achieves lower prices by deciding that certain patients are not worth
treating.

The UK health care system, as examined in this paper, offers a cautionary example rather than a model.
NICE's reliance on the discriminatory QALY, its rigid evidence standards, its exclusion of patients from
meaningful decision-making, and its systematic delays in granting access to innovative medicines have
produced outcomes that would be impermissible in the U.S. The patients most harmed by this system
are, predictably, those who were already most vulnerable: people with disabilities, older adults, and
those with rare or complex conditions.

MFN drug pricing would not solve these problems. It would replicate them. By tethering U.S.
reimbursement to prices generated by QALY-based systems, MFN policies would import the
discriminatory standards those systems embody — circumventing the protections the U.S. has spent
decades building, chilling investment in the treatment areas where innovation is most needed and
ultimately delivering to American patients the same access restrictions that UK patients experience
today.

PIPC urges policymakers to pursue drug pricing solutions that are genuinely patient-centered: solutions
that bring down costs without devaluing the lives of people with disabilities and chronic illness, that
expand access rather than rationing it, and that reflect the American commitment to the equal worth of
every person. We stand ready to work with policymakers, patients, and all stakeholders to develop those
solutions, as well as oppose policies that would undermine them.
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The Partnership to Improve Patient Care (PIPC)
iIs a broad-based coalition of patients, people
with disabilities, caregivers, providers, and
other health care stakeholders committed to
ensuring that evidence used in health care
decision-making is patient-centered, reflects
the needs of diverse patient populations, and
preserves the ability of patients and their
providers to make individualized care
decisions. PIPC has long opposed the use of
discriminatory metrics like the QALY in
coverage and reimbursement decisions
affecting American patients.
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