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File Code CMS-5546-P 

ISPOR – The Professional Society for Health Economics and Outcomes Research - is 
pleased to respond on behalf of its membership to your consultation entitled “Guarding 
U.S. Medicare against Rising Drug Costs Model (GUARD) (CMS-5546-P).” 

ISPOR is a scientific and educational society with many of its members engaged in 
evaluating health technologies, including pharmaceuticals, medical devices, public 
health measures, and other interventions. We have a large membership living and 
working in 110 countries globally, across a range of disciplines, including health 
economics, epidemiology, public health, pharmaceutical administration, psychology, 
statistics, medicine, and more, from a variety of stakeholder perspectives, such as the 
life sciences industry, academia, research organizations, payers, patient groups, 
government, and health technology assessment bodies. The research and educational 
offerings presented at our conferences and in our journals are relevant to many of the 
issues and questions raised in this request for information. 

The response to this consultation was led by the ISPOR Health Policy Initiatives Team. 
Comments were solicited from the ISPOR Health Science Policy Council, ISPOR 
Corporate Partners, ISPOR Health Policy Community of Interest and the ISPOR Health 
Policy Working Group. The attached document provides a summary based on their 
comments. We hope they prove useful. 

ISPOR would be happy to answer any questions about our response, or to participate 
in any follow-up consultations on the relevant topics mentioned within the proposed 
models. 

Sincerely, 

 
Robert Abbott 
Chief Executive Officer 

    ISPOR 

 

Uwe Siebert, M.P.H., MSc, ScD 
President 2025-2026 
ISPOR 
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ISPOR Commentary on the Proposed GLOBE and GUARD Models 

We appreciate the opportunity to comment on the Centers for Medicare & Medicaid 
Services’(CMS) proposed GUARD and GLOBE payment models. CMS’s interest in addressing 
high prescription drug spending and advancing long‑term system sustainability is both timely 
and important.  

ISPOR’s vision is a world in which healthcare is accessible, effective, efficient, and affordable 
for all. With respect to drug pricing, we therefore believe it is important that prices reflect value 
to the patient – without constraining innovation in drug discovery and development. Our 
comments that follow are informed by this belief and reflect input from our global community of 
experts in health economics, outcomes research, and payer decision making. 

Integration of Value Assessment 

For more than 30 years, ISPOR has advanced rigorous, transparent, and evidence-based 
approaches to assessing the clinical and economic value of healthcare interventions [1,2,3]. 
These frameworks are grounded in explicit consideration of desired patient outcomes, societal 
preferences, opportunity costs, and context-specific willingness to pay. 

The proposed GLOBE and GUARD models rely primarily on international reference pricing 
mechanisms and formula-based constraints. By linking U.S. payment levels to prices 
established in other countries, such approaches may implicitly import other jurisdictions’ value 
assessments, social value judgements, and willingness to pay. These conditions reflect health 
system priorities and budgetary planning that are specific to those countries and may not align 
with U.S. clinical, societal, or economic contexts. 

ISPOR has long emphasized that sustainable payment reform should be grounded in 
transparent, evidence-based assessments and clearly articulated value frameworks [4]. 
Consistent with this position, payment policies are most sustainable when aligned with rigorous 
evaluations of clinical and economic value. We therefore encourage CMS to consider how 
structured value assessment methodologies can be explicitly integrated into these or future 
payment models to ensure alignment with domestic patient needs and health system priorities. 
Explicit incorporation of structured value assessment would enhance transparency, reinforce 
domestic accountability, and help ensure that payment determinations reflect U.S.-specific 
evidence and societal preferences. 

Impact on patient affordability 

Stakeholders expressed concerns that the proposed models may not significantly reduce 
Medicare beneficiary out-of-pocket costs, as patient cost-sharing in many cases remains tied to 
list prices rather than net prices. Without additional reforms to benefit design, administrative 



 
reimbursement adjustments alone are unlikely to translate into predictable or sustained 
reductions in beneficiary financial burden.  

From a social welfare perspective, the effectiveness of any pricing reform should ultimately be 
evaluated by its impact on patients. If payment changes at the system level do not result in 
lower out-of-pocket obligations, improvements in affordability may be limited. Persistent cost 
exposure can contribute to low adherence to treatments and adverse health outcomes. 
Improving affordability remains a central objective of drug pricing reform and a priority reflected 
in ISPOR’s Strategic Plan 2030 [5]. 

We encourage CMS to ensure that any final model is structured in a manner that demonstrably 
benefits beneficiaries and clearly demonstrates savings directly to American patients. 

Methodological transparency and data considerations 

Stakeholders highlighted the need for clearer documentation of the data sources, processing 
methods, assumptions, and adjustment mechanisms used to determine payment amounts. 
Transparency and reproducibility are essential for stakeholder confidence [6,7,8]. Concerns 
were also raised regarding the use of proprietary or third‑party data such as clear safeguards, 
validation procedures, and documentation should be established prior to implementation. 

Predictability and system stability. 
Abrupt payment changes may influence provider behavior, site‑of‑care decisions, and 
manufacturer planning. To mitigate disruption, ISPOR recommends publishing detailed 
methodological specifications, conducting prospective modeling, and implementing monitoring 
systems to track effects of the policies on access, quality, and care settings. 

Stakeholders also raised concerns regarding the downstream operational implications for 
providers, particularly in “buy and bill” settings where acquisition costs, reimbursement timing, 
and inventory management are tightly coupled. If CMS adopts reference-based pricing that 
diverges significantly from provider acquisition costs, clinics and infusion centers may face 
reimbursement shortfalls, cashflow constraints, or stocking challenges. These risks are 
especially pronounced in physician office oncology, rheumatology, and rare disease infusion 
settings, where inventory is high cost, perishable, and clinically essential. This could result in 
delays in patient access or disincentivize providers from administering effected drugs. 

Exploring value‑aligned approaches 

ISPOR’s longstanding position is that payment policies are most effective when explicitly 
aligned with structured assessments of clinical and economic value. In addition to the models 
under consideration, members noted that value-based pricing arrangements and value-based 
insurance design represent policy approaches that more directly link reimbursement to patient 



 
outcomes and demonstrate therapeutic benefit [9]. 

Such frameworks are designed to align payment with value in a transparent and evidence-
driven manner. As CMS evaluates pathways to improve affordability and sustainability, 
approaches that explicitly incorporate value assessment methodologies may offer a more direct 
mechanism for ensuring that payment reflects health outcomes while preserving incentives for 
innovation. 

Implications for future innovation 

Significant reductions in expected revenue may influence investment in research and 
development. The literature in economics consistently demonstrates a relationship between 
expected returns and innovative output. While cost containment is an important objective of 
public policy, payment reforms should carefully consider potential long-term effects on the pace, 
direction, and risks on medical innovation [10,11]. 

Pricing approaches that do not explicitly incorporate structured assessments of clinical and 
economic value may unintentionally reduce incentives to invest in high-impact or scientifically 
uncertain areas of research. Sustainable reform requires a balanced approach, improving 
affordability while maintaining the conditions necessary to support continued medical innovation. 

Any drug pricing framework should be grounded in transparent methodology, explicit value 
assessment, and clear alignment between payment and demonstrated patient benefit. Policies 
that reflect these principles will be better positioned to achieve affordability while maintaining 
access and long-term system sustainability. 

References 

1. Neumann PJ, Willke RJ, Garrison LP. A Health Economics Approach to US Value 
Assessment Frameworks—Introduction: An ISPOR Special Task Force Report [1]. Value 
in Health. 2018;21(2):119-123. https://www.ispor.org/heor-resources/good-
practices/article/a-health-economics-approach-to-us-value-assessment-frameworks-
introduction-an-ispor-special-task-force-report-1 

2. Garrison LP, Pauly MV, Willke RJ, Neumann PJ. An Overview of Value, Perspective, 
and Decision Context—A Health Economics Approach: An ISPOR Special Task Force 
Report [2]. Value in Health. 2018;21(2):124-130. https://www.ispor.org/heor-
resources/good-practices/article/an-overview-of-value-perspective-and-decision-context-
a-health-economics-approach-an-ispor-special-task-force-report-2 

3. Lakdawalla DN, Doshi JA, Garrison LP, Phelps CE, Basu A, Danzon PM. Defining 
Elements of Value in Health Care—A Health Economics Approach: An ISPOR Special 
Task Force Report [3]. Value in Health. 2018;21(2):131-139. https://www.ispor.org/heor-

https://www.ispor.org/heor-resources/good-practices/article/a-health-economics-approach-to-us-value-assessment-frameworks-introduction-an-ispor-special-task-force-report-1
https://www.ispor.org/heor-resources/good-practices/article/a-health-economics-approach-to-us-value-assessment-frameworks-introduction-an-ispor-special-task-force-report-1
https://www.ispor.org/heor-resources/good-practices/article/a-health-economics-approach-to-us-value-assessment-frameworks-introduction-an-ispor-special-task-force-report-1
https://www.ispor.org/heor-resources/good-practices/article/an-overview-of-value-perspective-and-decision-context-a-health-economics-approach-an-ispor-special-task-force-report-2
https://www.ispor.org/heor-resources/good-practices/article/an-overview-of-value-perspective-and-decision-context-a-health-economics-approach-an-ispor-special-task-force-report-2
https://www.ispor.org/heor-resources/good-practices/article/an-overview-of-value-perspective-and-decision-context-a-health-economics-approach-an-ispor-special-task-force-report-2
https://www.ispor.org/heor-resources/good-practices/article/defining-elements-of-value-in-health-care-a-health-economics-approach-an-ispor-special-task-force-report-3


 
resources/good-practices/article/defining-elements-of-value-in-health-care-a-health-
economics-approach-an-ispor-special-task-force-report-3 

4. Abbott, R. In view of ISPOR’s desire to make healthcare more accessible and 
affordable. [LinkedIn post]. LinkedIn. February 4, 2026. Accessed February 17, 2026. 
https://www.linkedin.com/feed/update/urn:li:activity:7424856866616352768/ 

5. ISPOR. Strategic Plan 2030. 2025. Accessed February 17, 2026. 
https://www.ispor.org/about/our-mission/strategic-plan 

6. Botwright S, Sittimart M, Chavarina KK, et al. Good Practices for Health Technology 
Assessment Guideline Development: A Report of the Health Technology Assessment 
International, HTAsiaLink, and ISPOR Special Task Force. Value Health. 2025; (28)1: 1-
15. https://www.ispor.org/heor-resources/good-practices/article/good-practices-for-
health-technology-assessment-guideline-development 

7. Drummond MF, Schwartz JS, Jönsson B, Luce BR, Neumann PJ, Siebert U, Sullivan 
SD. Key principles for the improved conduct of health technology assessments for 
resource allocation decisions. Int J Technol Assess Health Care. 2008;24(3):244-58; 
discussion 362-8. doi: https://doi.org/10.1017/S0266462308080343 

8. Wang SV, Pottegård A, Crown WH, et al. HARmonized Protocol Template to Enhance 
Reproducibility of Hypothesis Evaluating Real-World Evidence Studies on Treatment 
Effects: A Good Practices Report of a Joint ISPE/ISPOR Task Force. Value Health. 
2022; 25(10):1663–1672. https://www.ispor.org/heor-resources/good-
practices/article/harmonized-protocol-template-to-enhance-reproducibility-of-hypothesis-
evaluating-real-world-evidence-studies-on-treatment-effects 

9. Dubois RW, Westrich K, Buelt L. Are Value-Based Arrangements the Answer We’ve 
Been Waiting for? Value in Health. 2020;23(4):418-420. 
https://doi.org/10.1016/j.jval.2019.10.016 

10. Filson D, Van Nuys K, Lakdawalla DN, Goldman D. The Elasticity of Pharmaceutical 
Innovation: How Much Does Revenue Drive New Drug Development? Leonard D. 
Schaeffer Center for Health Policy & Economics, University of Southern California; 2025. 
https://doi.org/10.25549/ABR5-N176 

11. Lakdawalla DN. Economics of the Pharmaceutical Industry. J Econ Lit. 2018;56(2):397-
449. https://doi.org/10.1257/jel.20161327 

 
 

https://www.ispor.org/heor-resources/good-practices/article/defining-elements-of-value-in-health-care-a-health-economics-approach-an-ispor-special-task-force-report-3
https://www.ispor.org/heor-resources/good-practices/article/defining-elements-of-value-in-health-care-a-health-economics-approach-an-ispor-special-task-force-report-3
https://www.linkedin.com/feed/update/urn:li:activity:7424856866616352768/
https://www.ispor.org/about/our-mission/strategic-plan
https://www.ispor.org/heor-resources/good-practices/article/good-practices-for-health-technology-assessment-guideline-development
https://www.ispor.org/heor-resources/good-practices/article/good-practices-for-health-technology-assessment-guideline-development
https://doi.org/10.1017/S0266462308080343
https://www.ispor.org/heor-resources/good-practices/article/harmonized-protocol-template-to-enhance-reproducibility-of-hypothesis-evaluating-real-world-evidence-studies-on-treatment-effects
https://www.ispor.org/heor-resources/good-practices/article/harmonized-protocol-template-to-enhance-reproducibility-of-hypothesis-evaluating-real-world-evidence-studies-on-treatment-effects
https://www.ispor.org/heor-resources/good-practices/article/harmonized-protocol-template-to-enhance-reproducibility-of-hypothesis-evaluating-real-world-evidence-studies-on-treatment-effects
https://doi.org/10.1016/j.jval.2019.10.016
https://doi.org/10.25549/ABR5-N176
https://doi.org/10.1257/jel.20161327

	2025–2026
	President
	Past President
	Directors
	Chief Executive Officer

	505 LAWRENCE SQUARE BLVD SOUTH LAWRENCEVILLE, NJ 08648

